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94TH CoNGRESS} HOUSE OF REPRESENTATIVES { 
1st Session 

REPORT 
No. 94-498 

HEART, LUNG, AND BLOOD RESEARCH, RESEARCH 
TRAINING, AND GENETIC DISEASES AMENDMENTS 
OF 1975 

SEPTEMBER 22, 1975.-Committed to the Committee of the Whole House ou the 
State of the Uuion and ordered to be printed 

Mr. STAGGERS, from the Committee on Interstate and Foreign 
Commerce, submitted the following 

REPORT 
[To accompany H.R. 7988] 

The Committee on Interstate and Foreign Commerce, to whom was 
referred the bill (H.R. 7988) to amend the Public Health Service Act 
to revise and extend the program under the National Heart and Lung 
Institute, to revise and extend the program of National Research Serv
ice Awards, and to establish a national program with respect to genetic 
diseases; and to require a study and report on the release of research 
information, having considered the same, report favorably thereon 
with an amendment and recommend that the bill as amended do pass. 

The amendment strikes out all after the enacting clause and inserts 
in lieu thereof a substitute text which appears in italic type in the 
reported bill. 

SUMMARY OF. LEGISLATION 

H.R. 7988 would amend the Public Health Service Act to revise and 
extend for fiscal years 1976 and 1977 the program under the National 
Heart and Lung Institute; revise and extend for fiscal years 1976 and 
1977 the program of National Research Service Awards; require the 
President's Biomedical Research Panel to conduct an investigation of 
the implications of disclosure of research information obtained by the 
Secretary of Health, Education, and Welfare in connection with an ap
plication for a research grant, fellowship or contract; and replace the 
existing authority for screening, counseling, treatment, research and in
formation programs, and education programs for sickle cell anemia 
and Cooley's anemia with a new general authority authorizing a na
tional program with respect to all genetic diseases, including, but not 
limited to, sickle cell anemia, Cooley's anemia and Tay-Sachs disease. 

(1) 
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CosT oF LEGISLATION 

.AJ3 reported by the Committee, H.R. 7988 provides for authoriza
tions of appropriations for two fiscal years, 1976 and 1977, for pro
grams under the National Heart and Lung Institute, for National Re
sea.rch Service Awards, and for a national program with respect to 
genetic diseases as shown in the following table. 

Program 

NEW OBLIGATIONAL AUTHORITY FOR FISCAL YEARS 1976-77 UNDER H.R. 7988 

[I n millions of dollarsj 

Fiscal year-

1976 Total 

Tille 1-Heart, lung and blood programs: 
Control program.............................................. 20 

3
30
75 7~ Research program ..•...••.•. -.----.--------------------------- 340 

375 Title 11-National research service awards •.••• ---------------------- 175 200 
45 Tille IV-Genetic diseases ____________________________________________ z_o ___ 2_5 ___ ~ 

TotaL--------- •• ----- __ ---------- .. ___ .•••• ----........... 555 630 1, 

This new obligational authority may be compared with a fiscal year 
1975 obligational authority of $781,647 million, a fiscal year 1975 ap
propriation of $526.2 million, and a fiscal year 1976 budget request of 
$44 7.5 million. 

LEGISLATIVE BACKGROUND 

The legislative authorities for the National Heart, Blood Vessel, 
Lung and Blood Act of 1972, the National Research Service A~ard 
Act, the N atio~al Sickle Cell An.ernia Control Act, and the N_at10~al 
Cooley's Anemia Control Act expired on June 30, 1975. The legiSlative 
authorities for these P.ro~rams are p_resently_being f~ded u~der Pub
lic Law 94-41, a contmumg resolutiOn makmg fundmg available for 
fiscal year 1976. 

On May 15, 1975, most members of the S~bco~mitte~ on Health a~d 
the Environment introduced H.R. 7039, legislation whiCh would rev1se 
and extend the program under the~ at~onal Heart and Lu~g Institute, 
revise and extend the program ?f NatiOJ?-al Research S~rVIce Aw~rds, 
control disclosure of research mformat1on, and establish a nat10nal 
program with respect to genetic diseases. Hearings were conducted on 
H.R. 7039 on May 20 through 22, 1975; H.R. 7039 was subsequently 
considered in open executive session by the Subcommittee on Health 
and the Environment, amended, reported, and reintroduced as a clean 
bill, H.R. 7988, on June 17, 1975. H.R. 7988 was subsequently consid
ered and ordered reported with amendments by voice vote of the Com
mittee on Interstate and Foreign Qommerce on September 4, 1975. 

PRINCIPAL PROVISIONS OF H.R. 7988 

TITLE I-REVISIOX OF NATIONAL HEART AND LUNG INSTITUTE PROGRA~IS 

This title extends for fiscal years 1976 and 1977 the authority of 
the Department of Health, Education, and Welfare to conduct re
search, experiments and demonstration programs with respect to 
heart, lung, blood and blood vessel diseases. The only major sub
stantive revisions to existing law are provisions that change the title 
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of the National Heart and Lung Institute to the National Heart, 
Lung and Blood Institute, provide explicit authority for the Institute 
to conduct programs with respect to the use of blood products and 
the management of blood resources, and authorize the Institute to hire 
an additional fifty experts and consultants. 

The title would authorize $20 million for fiscal year 1976 and $30 
million for fiscal year 191'7 for prevention and control programs, and 
would authorize $340 million for fiscal year 1976 and $375 million 
for fiscal year 1977 for the National Heart, Blood Vessel, Lung and 
Blood Diseases and Blood Resources Program. 

TITLE IT-NATIONAL RESEARCH SERVICE AWARDS 

This title extends, with only technical modifications, for fiscal years 
1976 and 1977, the explicit authority of the Secretary of Health, Edu
cation, and Welfare to provide awards to individuals and institutions 
for biomedical research training. It would authorize $175 million for 
fiscal year 1976 and $200 million for fiscal year 1977. 

TITLE ill-DISCLOSURE OF RESEARCH INFORMATION 

This title would require the President's Biomedical Research Panel 
to conduct an investigation of the implications of disclosure of re
search information obtained by the Secretary of Health, Education, 
and Welfare in connection with applications or proposals for grants, 
fellowships or contracts submitted during calendar year 1975. 

TITLE IV--GENETIC DISEASES 

This title would substitute for the existing programs of research, 
services, and information relating to sickle cell anemia and Cooley's 
anemia a new Part A of title XI of the Public Health Service Act di
recting t~e Secr~tary of Health, Educa~ion, 3:nd 'Y elfare to ~u:pport 
research m genetic diseases and to establish an Identifiable admmistra
tive unit charged with administering new, noncategorical authorities 
for testing, counseling, and information programs with respect to ge
netic diseases, primarily through existing health programs. The bill 
would authorize $20 million for fiscal year 1976 and $25 million for 
fiscal year 1977 for the testing, counseling and information programs. 
It would also direct HEW to establish within the Public Health Serv
ice, a program for the testing, diagnosis, counseling and treatment of 
individuals respecting genetic diseases. 

TITLE V-:M:ISCELLANEOUS 

This title amends section 507 of the Public Health Service Act to 
expand the authority of the Secretary of Health, Education, and Wel
fare to award grants for research, training and demonstration proj
ects to Federal institutions. Existing provisions of section 507 limit 
this 'authority to awards to hospitals of the Public Health Service, of 
the Veterans Administration and of the Bureau of Prisons, and to 
Saint Elizabeths Hospital. Title V would expand this authority to 
authorize the Secretary to make grants for research, training and 
demonstration projects under the Public Health Service Act and cer
tain other grants under that Act and the Community Mental Health 
Centers Act to any Federal institution. 
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CoMMITTEE PRoPOSAL 

TITLE I-REVISION OF NATIONAL HEART AND LUNG INSTITUTE PROGRAMS 

Legislative Background 
The National Heart Institute was established by Public Law 655 of 

June 16, 1948, in order "to improve the health of the people of the 
United States . . . [with respect to] diseases of the heart and circula
tion". Public Law 89-239 signed on October 6, 1965, provided funds 
for implementing the President's Commission on Heart Disease, Can
cer, and Stroke; over $5 million was provided for an expanded heart 
disease program. In November 1969, the Secretary of Health, Edu
cation, and vVelfare designated the Institute as theN ational Heart and 
Lung Institute to reflect expansion of its functions in the lung disease 
area. 

Specific authority for the development and implementation of a 
national program to combat heart, blood vessel, lung, and blood dis
eases with separate authorizations for the program was first enacted 
in 1972 (Public Law 92-423). The 1972 Aot required the Direc
tor of the National Heart and Lung Institute, with the advice of the 
National Heart and Lung Advisory Council, to develop 'and carry out 
a ten-point plan for a National Heart, Blood Vessel, Lung and Blood 
Disease Program. The plan was required to cover a wide range of 
aciivities, including research into the epidemiology, etiology and pre
vention of all forms of heart, blood vessel, lung and blood diseases. In 
addition, the plan was to provide for the eval nation of methods of ther
,apy, research into the effective use of the Nation's blood resources, edu
cation of the public ~and health professionals, training of scientists and 
clinioians, and establishment of programs for the study and evaluation 
of emergency medical services. The 1972 Act specifically provided for 
coordination of the program with the activities of other Institutes to 
the extent that they conducted research in these areas. Authoriza
tions for the Program were established at $1.38 billion to be appropri
ated over a three year period (fiscal years 1973-1975). 

The Act provided the Director of the National Heart and Lung In
stitute, in accordance with policies established by the Director of NIH 
and after consultation with the National Heart and Lung Advisory 
Council, with authority to: · 

Obtain the services of not more than fifty experts or con
sultants who have scientific or professional qualifications 
without regard to the time limitations imposed by section 
3109 of title 5, United States Code; 

Acquire, construct, improve, repair, operate and maintain 
heart, blood vessel, lung and blood disease laboratories, re
search and other necessary facilities and equipment; 

Enter into contracts, leases and cooperative agreements; 
Establish, as necessary, Heart, Blood Vessel, Lung and 

Blood Disease Control Programs in cooperation with Federal, 
State and other health agencies; 

Establish and participate in the support of thirty new re
search, training and demonstration centers and support exist
ing centers (fifteen of the new centers were to be engaged in 
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programs dealing with heart, blood vessels ~and blood diseases, 
and fifteen in programs dealing with lung diseases, although 
the activities of any center could relate to more than one 
disorder); 

Approve grants of under $35,000 without review by the 
National Heart and Lung Advisory Council but with review 
and approval by the appropriate study section; and 

Submit an annual report to the President for transmittal to 
Congress on the progress of the Program and plans for the 
next five years. 

Public Law 92-423 also required the Director of the National Heart 
and Lung Institute to establish a program of education for the public 
and health professionals with respect to heart, blood vessel, lung and 
blood diseases. Special emphasis was placed on informing the public 
of the effect of reduction of known risk factors in preventing these 
disorders. 

In order to coordinate all Federal programs dealing with cardio
vascular, pulmonary and blood disorders, the 1972 law required that 
the Secretary of HEW establish an Interagency Technical Committee 
on Heart, Blood Vessel, Lung and Blood Diseases and Blood Re
sources. Membership on the Committee includes representatives of all 
agencies so involved. 

The law also established the National Heart and Lung Advisorv 
~ouncil and ~harged it with responsibility to oversee development and 
ImplementatiOn of the Program and to approve grant requests in excess 
~f $35,000. The Council consists of five ex-officio members and eighteen 
m~mbers appointed by the Secretary of HEW. Eleven of the ap
pomted members are scientific or medical authorities; two are enrolled 
in residency programs; and five are leaders in public affairs. The 
Council submits an annual report to the President for transmittal to 
Co!l'gr~ss on the progress of the Program in accomplishing its 
~b]ectives. 

Implementation of the 1.97~ Act 
The Committee is generally pleased with the accomplishments under 

the National Heart, Blood Vessel, Lung, and Blood Disease Program 
since the passage of Public Law 92-423 in 1972. In response to this 
legislation, the National Heart and Lung Institute was reorganized 
into five divisions: the Division of Heart and Vascular Diseases, the 
Division of Lung Diseases, the Division of Blood Diseases and Re
sources, the Division of Intramural Research (which conducts the lab
oratory and clinical research at the National Institutes of Health) , 
and the Division of Extramural Affairs (which is responsible for the 
services associated with scientific and technical merit peer review of 
applications for grant and contact support and grant and contact man
agement functions). In addition, an Office of Prevention, Control, and 
Education was established. This Office was charged with implementing 
the prevention, control, and education programs provided for in the 
Act. 

Of the thirty research and development centers authorized in 1972, 
only three have been designated: one in each of the three disease areas 
emphasized in the legislation. The Cardiovascular Center is located in 
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Houston, Texas; the Pulmonary Center in Burlington Vermont· and 
the Blood ~urces Center in Seattle, Washington. The progra~s of 
t?ese centers mclude both basic and clinical research and demonstra
tion as well as e_ducational projects designed to hasten the application 
of research findmgs. · 

Significant scientific and medical knowledge has been achieved 
through research ~ostered under the 1972 Act. For example recent 
r~search h~s contnbuted greatly to the understanding of the ~oles of 
d_Ifferent nsk ~actor~ for heart. attacks, such as high blood pressure, 
cigaret~e smokmg, high blood ~Ipids, obesity, and diabetes, as well as 
~hose risk factors whiCh act Simultaneously. Of special significance 
Is the dev~l~pment of m~tho~s for accurate and precise determination 
of blood hpids for effective risk factor detection and management. 

New ther:apy for hear~ attac~s h~s resulted from research sponsored 
by the Institute. Recent mvestigatwns have demonstrated tha.t 'a heart 
attack victim's prognosis is directly related to the ~amount of dead heart 
muscle. ~r?gs, oxygen therapy, and mechanical circul,atory assistance 
are promismg new therapies for limiting the amount of heart muscle 
damage from heart attacks. Recent studies in animals show that nitro
gly~erm, one C!f the oldest and best drugs for relief of the chest pain of 
angma pectons,_may also be valuable m the treatment of acute heart 
attacks by reducmg heart damage. New noninvasive methods have been 
developed :wh~ch will.be important in determining the benefits of vari
ous the:r;apies m reducmg heart muscle damage. 

Co~siderable. a_dvances have been demonstrated in early detection of 
c~romc bronchitis and emphysema, the major obstructive pulmonary 
diseases. A new and potentially more sensitive method has been de
veloped to det~ct changes i? lung fun.ction and structure, which appear 
to b~ the fi~t sign of chrome obstructive lung disease. 

Fmally, Important developments have occurred with respect to blood 
re_sea~ch and the use o! blood. A procedure has been developed which 
will ImJ?:r;ove pr?ductwn _of Factor VIII, used to stop bleeding in 
hemop]ul~ac patients. This procedure will enable blood banks and 
laborato~Ies throughout the country to obtain more potent and 
more umfo:r;m Factor yrn frol!l donor blood. Important progress has 
been ~!lade m de~el~pmg techmql!es to impart blood compatibility to 
materials for artificial organs whiCh come in contact with blood. 

Evaluation of new knowledge has been fostered under the authority 
of the 197~ Act. ~xamples of evalu3;tion of 1_1ew findings with respect 
to heart disease mclude a study bemg carried out in twelve Extra
m?ral Lipid Research Clinics to test whether or not lipid low
ermg can pr~v.ent or. delay the on~et of coron~y heart disease; a 
large-scale ~hmc!ll trial C<?nducte~ m twenty clmics throughout the 
country which will determme the Impact on cardiovascular disease of 
controlling, siJ?ultaneously,. high levels of blood lipids, hi~:?:h blood 
pre~re, and cigarette s~o~mg; a yoronary Drug Project which has 
studied the effects of five hpid-lowermg drug regimens in patients who 
have already had heart attacks; and initiation of a collaborative na
tional program to determine the indications for and the long-term 
e~ects of coronary artery surgery in the management of coronary heart 
disease. 
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Clinical trials of blood oxygenators for temporary support of the 
lung are underway, and two important trials in the blood area have 
just been completed. Trials to evaluate urea as an anti-sickling agent 
have demonstrated that it is not effective in the treatment of the sickle 
cell crisis. A clinical trial has been completed indicating that the en
zyme streptokinase (.a relatively inexpensive and available prepara
tion) dissolves blood clots in the lung just as effectively as the more 
widely publicized urokinase (another enzyme preparation), which is 
difficult to obtain. 

Consistent with its statutory responsibilities, theN ational Heart and 
Lung Institute is promoting the dissemination of knowledge through 
prevention, control and education programs. TheN ational High Blood 
Pressure Education Program is aimed at bringing individuals with 
hypertension under effective treatment programs. The establishment 
of a National Research and Demonstration Center at the University of 
Vermont will tie together and intensify efforts and resources for the 
control of respiratory disease in Vermont, a state with one of the high
est respiratory ailment rates in the country. A primary goal of this 
Center will be to hasten the application of new research results. The 
Institute also supports twenty-six sickle cell disease screening and 
education clinics which ~are designed to evaluate new screening tech
niques and demonstrate counseling and education methodologies. 

Thus, encouraging progress has been made over the last three years 
by the National Heart and Lung Institute, not only in obtaining re
search results with respect to diseases of the heart, blood vessel, lung, 
and blood but also in evaluating these results and in disseminating 
knowledge gained through research. It is clear that the Program needs 
to be continued to advance the Nation's efforts to combat the diseases 
that together are responsible for over half the dea.ths each year in the 
United States. 
Proposed Legislation 

The purpose of title I of H.R. 7988 is to extend the authority of the 
National Heart, Blood Vessel, Lung, and Blood Act of 1972 for two 
fiscal years, with substantive changes and revised authorization levels. 
The Committee is particularly concerned that the activities of the Na
tional Program-which appear to be developing well-continue with
out interruption. The two-year continuation is :felt to be appropriate 
in this instance beca.use this timing would cause the legislation to be 
reviewed again shortly after the President's Biomedical Research 
Panel has completed its work, and its recommendations on these and 
related program areas may then be taken into accotmt. 

The principal change made in the 1972 Act by the reported bill 
involves a series of amendments designed to provide increased em
phasis on the need for a coordinated effort between programs in blood 
research and the use of blood resources. Thus, the reported bill contains 
provisions which would change the name of the National Heart and 
Lung Institute to the N~ational Heart, Lung ~and Blood Institute, make 
a compamble change in the name of the Institute's advisory council, 
and make it clear that the authority of the Institute extends to the 
use of blood products and the management of blood resources. 

H. Rept. 94-498-2 
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. The rel?orted bill also expands the scope of prevention programs 
m the natwnal research and demonstration centers to include all heart 
lung1 blood and related diseases in lieu of the existino-. more. limited 
reqmrement that centers be utilized for prevention prggrams relating 
to heart disease. Recent research advances have demonstrated that 
techniques are available to make prevention proo-rams a worthwhile 
p~rt of control for pulmonary and blood disea~s as well as heart 
disease. 

A minor cha~ge pr?posed in the reported bill has been made as a 
result of .t~e diSsolutw~ of the Office of Science and Technology in 
1973. Existmg law designates the Director of the Office of Science 
and Technology, who at the time of enactment of P.L. 92-423 was the 
Pre~ident's principal science advisor, as an ex-officio member of the 
N atl(~nal Heart and. Lung Advisory Council. The legislation would 
substitute membership for the Director of the National Science Foun
dation, since the Director of the NSF now serves as the science advisor 
to the President. Should a new office, such as an Office of Science and 
Technology Policy, be established in the executive office of the Presi
dent, t?.e Commi~tee intends to immediately consider substitution of 
the cluef executive of that office for the Director of the National 
Science Foundation. 

The Com_mittee feels_ the dutie_s of the National Heart, Lung, and 
~lood Adviso_ry Council should mclude the making of recommenda
tions concernmg those portions of the National Program that are 
cond~cted under ~ontract awards. Since the membership includes 
pubhc representatives as well as scientists with diverse areas of ex
per~ise, the c~mncil has a. wi_de perspective from which to provide 
ad':"IC.e. regardmg broad prmCiples of program balance in extramural 
activi~Ies. Thus, th~ reported ?ill specifically includes as mandated 
functi~ns of the advisory counCil the development of recommendations 
regardmg general areas of research and development suitable for 
a ward under contracts, and suggestions as to portions of the Institute 
budget to be devoted to such research and development areas. It should 
?e noted,_ however, that the council responsibility in the area of grants 
IS to revieVI_' an_d rec~mmend approval or disapproval for funding of 
grant apphcatwns; m the area of contracts the council is not au
thorized to r~view individual contract propos~ls. 

The Committ_ee has become concerned about the length of time that 
h_as been taken m. the past for the annual report of the advisory coun
Cil to become available to the Committee after its completion. For ex
ample, the report required to be submitted by the council to the Presi
dent for submission to the Congress by January 31, 1975 did not reach 
the Congress until May 15, 1975, although it was submitted by the 
council to the President in December of 197 4. This report, which de
scribes the progress made by the National Heart and Lung Institute 
in accomplishing Program obiectives, must be received by the Com
mittee in a timely manner if effective oversight of the National Heart, 
Lung and Blood Institute is to be accomplished. The Committee is 
unaware of the reasons for the five month delay in the submission of 
the report to the President and his transmission of it to the Con
gress. For this reason, H.R. 7988 requires that the report be trans
mitted to the Secretary of Health, Education, and Welfare for simul-
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taneous transmission to the President and the Congress not later than 
November 30 of each year. 

Although the Committee is proposing authorization levels for the 
next two fiscal years which are lower than those in the 1972 Act, this 
does not indicate a desire to lower the operating levels of the National 
Heart, Lung and Blood Institute. The proposed authorization levels 
are consistent with the appropriations figures for the first three years 
of the National Program, with room for some growth. If it is deter
mined that unexpected expenses cause the cost of continuation at cur
rent operating levels to exceed these authorizations, such information 
should be immediately transmitted to the Committee. 

There are some additional aspects of the implementation of the 1972 
Act and the amendments proposed in the reported bill that the Com
mittee wishes to emphasize. 

The Committee is disappointed that only three of the thirty research 
and development centers authorized by the 1972 Act have become op~r
ational, although it is pleased that the centers cover the three cat.eg~n~s 
of diseases addressed by the Act--heart, lung and blood. While It IS 
aware that monetary and personnel limitations have stalled center de
velopment, the Committee wishes to state again its support for a 
broader distribution of centers across the country. The centers are a 
most promising setting for research and _the dissemination of the _re
sults of research into the health care dehvery system. Underfundmg 
this vital mechanism is false economy. 

In adopting amendment providing increased emphasis on research 
on the use of blood and the management of blood resources, the Com
mittee has demonstrated its belief that the National Heart, Lung and 
Blood Institute would be an appropriate locus of coordination for all 
blood resources activities of the Depar~ment, and reco!llmends th~t 
necessary delegations of authority be given to the I!lstit~te for t?.Is 
purpose. It is intended, however, that _HEW agencies ~Ith specific 
capabilities implement activities in ~hmr a_rea of .e~pertis~. The N a
tiona] Heart, Lung and Blood Institute-m a~ditwn to Its gen~ral 
coordinating role--should be the locus for studies and research mto 
the science and management of the Nation's blood resourc~s .. Regl;tla
tory activity should remain with the Food and Drug Admimstratwn, 
and the new authority afforded the Institute regarding the use of 
blood and the management of blood resources is not intended to affect, 
prevent or deter the Food and Drug Administration, through its 
Bureau' of Biologics, from conducting similar research relevant to 
its regulatory programs. Implementation of new !llethodology and 
techniques. after they have been evaluated as effective, should be the 
responsibility of the health services arm of ~he Department of Health, 
Education and Welfare-the Center for Disease Control, the Health 
Resources Administration, or the Health Services Administration. 

The fivefold increase in support for research in lung disease between 
fiscal years 19?0 and 1975 has been. encouraging to the Committee. The 
achievements m the pulmonary disease area over the past few years 
have been significant, but many questions remain unaJ?-SWered. The 
Committee wishes to be assured that this support contmues so that 
the goal of understanding the basic processes that underlie pulmonary 
disease rna y be realized. 
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The Committee is generally pleased by the activities of the Inter
agency Technical Committee established by section 416 of the Act, and, 
thus, has proposed no amendments to that section. It does feel, however, 
that the coordination of Federal activities relating to heart, blood 
vessel, lung, and blood diseases and to blood resources would be better 
facilitated by the establishment of subcommittees to the Interagency 
Technical Committee in each of the subject areas, and would urge the 
Secretary to establish such subgroupings. The subcommittee on lung 
programs, for example, might include representatives from the 
Lung Program of the National Heart, Lung, and Blood Institute, the 
National Institute on Allergy and Infectious Diseases, the Maternal 
and Child Health program, the National Institutt~ on Occupational 
Safety and Health, and the Center for Disease Control. In the Com
mittee's view, such a reorganization would result in an improved 
coordination of programmatic activities and a valuable exchange of in
formation in each of the subject areas. 

As is true with all areas of NIH research, the Committee is con
cerned that the results o£ research be :put into the health care system 
as rapidly as possible. It is of utmost Importance that the knowledge 
obtained through the National Heart, Blood Vessel, Lung, and Blood 
Disease Program be effectively evaluated and demonstrated in the 
community. 

The utiiization of research results in community medical practice 
is dependent on health education of the public. Much of the current 
knowledge which increases man's ability to control diseases necessi
tates changes in human behavior to actually effect changes in morbidity 
and mortality. The Committee feels that effective health education is 
crucial to this effort. It is important to know what educational tech
niques will work in inducing beneficial changes in perspective and 
values-and thus ultimately in the behavior of the public. Therefore, 
the Committee is surportive of programs designed to measure the 
effectiveness of health education techniques and wishes to encourage 
the National Heart, Lung and Blood Institute to pursue these 
aotivities. 

'l'ITLE II-NATIONAL RESEARCH SERVICE AWARDS 

Legislative BMkground 
Since 1930, when authority for the training of biomedical research

ers was first provided to the National Cancer Institute, the National 
Institutes of Health (and later the Alcohol, Drug Abuse, and Mental 
Health Administration) have supported significant and highly success
ful research training programs. The origina~ res~arch training author
ity has been reaffirmed and expanded by leg1sl~tl.on on a~ least .a dozen 
occasions, and programs for the support of trammg of biOmediCal and 
behavioral scientists have grown greatly both in Size and scope-par
ticularly since 1955. By 1971, NIH training .grants an9- fellowships 
supported or assisted 37.5 percent of the Natwn's full-t1me graduate 
students in the medical sciences and 21 percent in the life sciences. Dur
ing the several decades these programs have existed, the United States 
has become the acknowledged world leader in biomedical and be
havioral research. 

In 1973, despite the tremendous success of the research training pro
grams in preparing highly qualified biomedical scientists to meet the 
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needs of an ever-expanding national biomedical research effort, the Ad
ministration proposed phasing out the research training grant and fel
lowship programs of the NIH and ADAMHA. The Congress, while 
agreeing with the Administration's contention that certain modifica
tions in the programs were in order, strongly disagreed with the de
cision to terminate the programs. The Congress then enacted, in July 
1974, the National Research Service Award Act of 1974, Title I of 
Public Law 93-348. 

This new authority abolished the previous broad research training 
authorities under the Public Health Service Act and consolidated 
them in a new mechanism called the National Research Service A ward. 
Under this, the Secretary of Health, Education, and Welfare was di
rected to provide pre- and post-doctot~al support to individuals, and 
additional support to institutions tmining such individuals. In addi
tion, the National Research Service A ward authority provided that 
recipients of support be required to fulfill ·a service obligation as a con
dition of receiving support; and further, that research training sup
port be directed to and. made available to persons in specific areas in 
which a need for additional researchers had been determined. Public 
Law 93-348 provided a one-year appropriation authorization. 
l mplementation of the 197 4 Act 

The Committee is concerned that the National Research Service 
Awnrds authority has been and continues to be misconstrued by the 
Administration and, further, that the Administmtion appears to be 
unwilling to commit the resources necessary to support the vigorous 
biomedical and behavioral research training pro~rams mandated in 
the J.aw. Indeed, many of the actions of the Admin1stmtion during the 
first year of the authority appear to be consistent with its previous 
•attempts to •abandon the program. 

Despite the clear intent of Congress in enacting the National Re
search Service Award Act of 197 4, the .Administration proposed, in its 
1975 budget request to eliminate predoctoral and institutional support 
and to severely limit the number of new postdoctoral individual 
awards. The fiscal year 1976 budget request was based on ·a fiscal year 
1975 rescission proposal 'and would have allocated only $136 million 
for the funding of all research training for the NIH and ADAMHA. 
It w,a,s estimated that in fiscal year 1976 only 1,000 new postdoctoral 
individual awards could be granted by the National Institutes of 
Health and 100 by the Alcohol, Drug Abuse, and Mental Health Ad
ministration. The rationale for this decision was ostensibly to keep the 
nmnber of new awardees in each year in proportion to the number of 
new research grants awarded each year. No facts or figures were cited 
to provide a basis for the rationale. 

The Congress rejected the 1975 rescission proposal, which included 
the proposed cutback of research training activities, ·and the Commit
tee notes with approval that in fiscal year 1975 the NIH •and 
ADAMHA awarded an estimated $177 million in individual 'and insti
tutionnl research training awards. This figure included new starts 
under theN ational Research Service Awards authority as well as con
tinuing commitments under previous research training authorities. 

In order for the NIH and ADAMHA to honor their continuing re
search training commitments in fiscal year 1976 as well as to make new 
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awards it is estimated that $175 million will be required. Since the 
Administration, as reflected in its 1976 budget request of only $~36 
million, persists in its •attempts to un~erfund ·an9- therby undermme 
research tmining activities, the .Comr~nttee finds It J?-eceBS~ry to state 
again certain fundamental premises with respect to bwmedical and be
havioral research training programs. 

A National Research Service Award can take several fo::ms-all of 
which the Committee intends should be used as appropriate. These 
forms or mechanisms consist of both individual and institutional 
awards for research training at both the predoctoraland postdoctoral 
levels. . b p b 
· The conference report accompanying H.R. 7724 whiCh ecame u -

lie Law 93-348 [H. Rept. 93-1148] stated t~at the co~ferees used the 
existing training grant programs of the N atwnal.I~stltutes of Health 
as the basis for the provision of. the ~ct !lutJ;onz~ng grants to non
federal public and nonprofit private. mstltutw~s m order for t~ose 
institutions to select and support their own tramees. ~he C<?m~mttee 
reiterates its intention that institutional support be given. Simi~a~ly, 
it was and still is the intent of the Committee that res~arc.h .trammg 
support be afforded to predoctoral students as well .as mdividuals .at 
the postdoctoral level. . . . . . . 

The Committee dis.agrees with the positiOn .of ~he Admimstratwn 
that no institutional awards be gr.anted .. Instl~utwnal awar9-s .are a 
vital mechanism in the overall natiOnal biOmediCal an~ beJ:av~oral re
search training effort. ~tis .through such a :wards tha~ msti~utwns a!"e 
.able to build up .and mau~t~m excel~ent.en'?-ronments m.whiCh to tram 
future scientists. In additiOn, the mstltutwn.al .aw.a:r:d 1s made t? t~e 
training institution which selects the people to b~ tramed .and ~hiCh IS 
in the best position to weigh :_tn ~pplicant'~ ments and potential. for .a 
productive rese.arch career withm the environment of that pancul.ar 
institution. - · f 

The individual .aw.ard on the other h.and, is made on the b.asis o a 
national competition in' which .a sel~ction committe.e makes a~.ards 
after assessing the academic transcripts and potential of applicants 
who have not yet had the o~p?rtunity t~ es~a?lish research records on 
which to be judged. The reCipient of .a!l mdiV~dual award the_n ~oes to 
an institution which ·he or she feels Will proVIde .the best trammg en
vironment. Although the individual award carries with it some funds 
allotted to the institution selected by t~e a;w:ardee to cover cost~ of 
support services and other expenses,. the m~Ivid~a~ award ~ec~.amsm 
does not enable the institution to bm!d ~p 1~s trammg capacity m !ln.Y 
si!mificant or coherent m.anner. The mstltutwnal !lward d?es, and It IS 
th~ Committee's intention that such awards provide sufficient supp?rt 
so as to allow institutions to plan training programs ?n a pro~p.ectlve 
basis. The Committee is aware of and opposes the .arbitrary ceilmg of 
25 percent imposed by the Administration to ~ov~r iJ.?.stitutional co~ts 
in e.ach training grant and expects that. each mstitutwnal awa.rd ~Ill 
include appropriate funding levels whiCh adequately !"e~ect mstitu
tional costs based on such factors as the nature of the trammg pr<?gram 
.and types of trainees in the particular program, and not an arbitrary 
percent.age figure that may bear no relationship to costs. 
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No m.atter how great an individu.al's potential for becoming a re
search scientist might be, the quality of the training the individual re
ceives remains a key determinant of his or her future productivity. 
For this reason, institution.al awards are .a vital adjunct to the indi
vidual .aw.ard mechanism, and the Committee intends that .the granting 
<Of institutional awards be continued as an integral part of the 
ADAMHA and NIH research training programs. 

On a related matter, the Committee notes that the N'ational Insti
tutes of Health has revised its program of General Research Support 
grant awards to enable institutions which have not as yet established 
substantial research programs to develop research environments capa
ble of supporting such programs. It is the Committee's understanding 
that, after inter.action with Congressional Committees, the NIH has 
reserved 10 percent of its GRS award funding :fior institutions which 
receive less than $200,000 in Federal biomedical research monies. While 

· the Committee shares the concern reflected in the new proposed guide
lines that new emerging institutions should participate in the GRS 
program and believes that this is 1an improvement over past policy 
which restricted GRS support to those institutions which had re
ceived more than $200,000 in awards, the Committee plans to look into 
the entire concept of GRS support and the administration of the pro
gram in the near future. 

The Administration's reluctance to support predoctoral-level re
search training has also caused the Committee great concern. It is from 
the predoctoral ranks that postdoctoral-level research scientists 
emerge. The Committee believes it is vitally important to support 
graduate students seeking the Ph. D. or a combined degree with a view 
to engaging in careers in biomedical or behavioral research. Not only 
should the supply of highly qualified Ph. D. candidates be maintained, 
but vigorous steps should be taken to attract bright young persons to 
careers as research scientists through programs of support for pre
doctoral training. In the case of the research training program of 
ADAMHA, 80 percent of the program is directed to providing assist
ance for research training to individuals pursuing doctoral degrees. 
At the National Institutes of Health, the figure is smaller~ approxi
mately 35 percent, but significant nonetheless. ·with the exception of 
the Administration, every witness questioned on this matter at the 
hearings stated that predoctoral training should be maintained. 

The Committee never intended that predoctoral support nor institu
tional support be abandoned. Indeed, the continuation of such support 
was one of the primary reasons that research training legislation was 
enacted last year. The Committee believes strongly that a rational mix 
of pre- and post-doctoral individual awards and institutional awards 
is essential for the maintenance of the high quality training of our 
Nation's biomedical and behavioral research scientists. 

The Committee notes with disappointment that nowhere in the Ad
ministration's statement on research training can it find an instance in 
which the word excellence is mentioned. The worldwide preeminence of 
this Nation's biomedical and behavioral research community was not 
attained by ignoring this essential element of our research training 
programs. The maintenance of scientific excellence is not only desir-
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able, it is necessary with regard to res~arch which is a vi~a~ part of our 
national health enterpnse. The yar10us research tr~mmg support 
mechanisms authorized by the N at10nal Rese~rch S~r:v1ce A wards Act 

. were designed to continue and to exrand thls traditiOn of exc~llence. 
It is the Committee's intent that this mandate he fully earned out 
according to the spirit as well as the letter of the law. 

· Proposed Legislation . . 
The Committee remains firmly co~~Itted to Federal support. for 

biomedical and behavioral research trammg program~. T~e. Commi~tee 
believes that successful research depend~ upon the. availability of scien
tists ~d institutions capable of producmg superiOr research and per
sonnel. The amendments effected by ~.R. 7988 are d.Irected at exte~d
ing programs and making some relatively small but Important modifi-
cations to them. . h · · 

H.R. 7988 would broaden the al~thonty for researc . trammg au-
thorized by section 472 to .il;clude biOmediCal and behavioral research 
training programs of entities other than the NIH and ADAMHA, 
such as the research training programs of the Healt~ Resourc~s Ad
ministration. The Committee did not in~end to restrict authonty for 
biomedical and behavioral research stnctly to the NIH and ADA
MHA, and this technical change should remove any doubt about that 

point. d " F d l" The proposed legislation would also del~te the 'Yor . s :r:on- e er~ 
in section 4 72 (a) ( 1) which sets forth the kmds .of mstitutwns at whi~h 
research training may take place un~er ~ at.wnal Research Servi?e 
Award support. Since many Feder~l .mstit.utwns s~ch as the Pu~hc 
Health Service and Veterans Admims~r~t10n hospitals. can provide 
excellent environments for resea~ch trammg, the Co~m~tte~ does not 
wish to exclude individuals traimng at such Federalmstitutwns from 
receiving awards. . . 

A further amendment corrects an apparent misundersta~dm~ With 
respect to the kinds of a.ctivities a National ~esearch ServiCes.Award 
recipient might engage mas p3:rt of the ~ryiCe pay~ack. reqmre~ent 
under subsection 4 72 (c). While the o:Igm~l legislation sreCified 
"health research or teachino-" the Committee mtended that this pro
vision be interpreted broadly to ~nclude research o: t~aching or a com
bination of research and teachmg. To make this mtent clear, the 
Committee has added the phrase, "or any combination thereof which 
is in accordance with usual patterns of academic employment." The 
Committee intends that the regulations respecting this aspect of service 
payback be amended promptly to reflect this broader. view. 

in addition the Committee intends that the teachmg and research 
requirement b~ construed broadly so as to apply to a variety .of se~tings 
and types of activities .and not .be limited solely to the u~Ivers1ty or 
academic setting. Particularly m the event an a~ard~e IS unable to 
secure employment in the areas of endeavor ~P~?Ifie~ m th~ law, the 
Committee intends the Secretary have flexibility m settmg forth 
reasonable standards for fulfillment of the service obligation. 

Section 4 73 relates to the studies to be undertaken by either the N a
tiona] Academy of Sciences or another appropriate organization to de
termine the overall need for biomedical and behavioral research per
sonnel and the subject areas in which such personnel are needed. H.R. 
7988 would add a further specification to this provision to require that 
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the study be conducted in consultation with the Director of NIH. The 
Committee believes it is important that the National Institutes of 
Health be able to consult with those conducting the study and be 
afforded the .opportunity to comment on any reports submitteq pur
su~nt to sectl(~n 473 before these reports are transmitted. The Com
mittee hp,s a high c;Iegree of confid~nce in the ability of NIH program 
managers to C?ntnbute to the variOus facets of the study, and wishes 
those conductmg the study to have the full benefit of such contribu
tions in dra;wing their conclusions. The final recommendations should, 
of course, be the sole responsibility of those conducting the study. 

A considerable amount of concern has been voiced about the feature 
of the Act which requires monetary payback in the case of an individ
ual 'v~o has not completed the service payback requirement. The for
mula I~ the existing law specifies that the individual must reimburse 
the U:r:Ited States for all support funds received plus interest, and 
rt?at, If th~re has been partial fulfillment of the service obliga
tion, such time as has been served shall be given one half credit in 
the colllputation of the monetary debt. Too present law states that in
terest shall accrue at the time the award is made to the individual. 
Originally, this provision was included to further. encourage recipi
ents of research training support to follow careers in research 
or teaching or both or provide S01lle other health-related service. The 
Committee still intends that this be so. However, on reconsideration of 
th.e interest factor in the payback formula, the Committee has deter
mmed that to mandate interest accrual :l'rom the time the award is 
r~ceived results in inordinately high. debt accumulation to the indi
VIdual. Consequently, the Committee has modified the computation 
?f t?~ formul~ to specify that interest .accrue~ on~y from the time the 
mdividual fails to complete the service obligatiOn and the United 
States becomes entitled to receive repayment. Thus, for example, under 
the present law an individual who had received $36,000 of support for 
three years of training would have been obligated to repay $32.500 
had he or she ~erved two of the three years of the service obligation. 
Under the revised method of interest computation, the individual in 
the same circumstance would be obligated to repay only $18,500. 
~~cause of the undue. harshness of the i.nte:rest computation in the 

origmallaw, the Committee has also provided that the effects of this 
amendment respecting interest be retroactively applied to fiscal year 
1975 recipients of Awards. 

Finally, the Committee has provided for authorizations of appro
priations for fiscal years 1976 and 1977 of $175 million and $200 mil
lion, respectively. The Committee does not believe that the biomedical 
and behavioral research training programs of the NIH and ADAMHA 
can be maintained at monetary levels any lower than these. The fiscal 
year 1976 figure, in fact, provides for maintenance of the program at 
fiscal year 1975levels. · 

TITLE III~DISCLOSURE OF RESEARCH INFORMATION 

Background 
Biomedical and behavioral research of the type sponsored by the 

J?epartment of H;ea~th, Education, a11d Welfare is often highly sophis
tiCated ·and specialized. In order to assure competent evaluation of 

H. Rept. 94-498-3 
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applications :for biome~ical and behavi_oral research awards, HEW,. has 
established a "peer review" system usmg panels of n~ng~vernmental 
consultants to investigate and evaluate grant applicat~ons. These 
panels, called ':in~tial r~vi~w. grou ~s" . ( IRGs) , are orgamzed ~aroun?
particular speClaliz.ed dis~Iplu~es withm the broader fiel~ of bwmedi
cine and are compnsed pnmarily of members of the public. One mem
ber of each IRG, the Executive Secretary, is a Federal employee .. 

Applications :for research support are referred by the Executive 
G h " . . " dt Secretary to one member of the IR as t e pnmary assignee , an o 

one or more other members who assume secondary responsibility. This 
subgroup undert~~es a ~relimina;ry eva~uation ?f the applicati?n and 
gathers such ad~I~wnal m:fo~a~wn as It. :feels IS nec~ssary. This may 
involve a "site visit" to the :fae1hty 'at whiCh the applica?t ~roposes to 
conduct his research in order to better evaluate the application by, :for 
example observing an experimental technique intended to be used in 
the proposed research, or ~etermining the 'appropriateness of the 
:facilities available to the applicant. 

An evaluation of each ,application, and a site visit report, where ap
propriate, are written by the assigi?-ee ~roup and cir:cul:~ted. to the 
whole IRG, together with the applicatl?n. The applicatwn IS then 
discussed at length at a subsequent ~eetmg of the :full IRG .. an~ a 
recommendation voted. I:f approval1s recommended, the apphcatwn 
is also given a priority rating since th~ cost of al~ proposals deemed 
worthy of :funding usually ~xceeds avmlabl~ :fundmg. 

Following the IRG meetmg, the Executive Secretary prepares a 
Summary Statement, call~d a "pi~k sheet", :for each application con
sidered by the group whiCh describes the proposal and recounts the 
substantive considerations that led the IRG to recommend approval 
or disapproval. It contains ,an op~nion of. the professional qua:l~fi~a
tions of the sponsor and an evaluatiOn of his co~pete~ce and :fac~litle~. 
The IRG's evaluation of the risk to human subJects, If appropriate, IS 
included as well as the site visit report, if any. I:f there is a minority 
opinion 'o:f two or more, the minority's view is also summarized, 
without attribution. 

Each applica~ion and t~e corre~pondi~g _Pink sheet is then sub
mitted to an advisory council established Withm HEW :for the purpose 
of making recommendations to the Secretary respecting approval or 
disapproval of the application. 

The Freedom of Information Act requires disclosure, upon request, 
of the final decisions and records of each agency of the government 
unless they come within one of nine specific exemptions of the Act. 
Upon enactment of the Freedom of Information Act, the Department 
of Health, Education, 'and \V"el:fare took-the position that research 
grant applications, site visit reports and pink sheets :feU under one or 
more of the ,:following statutory exemptions :from disc~osure: . 

Section 552 (b) ( 4), Trade secrets and commercial or finan~Ial 
information obtained :from a person and privileged or confidential. 

Section 552 (b) ( 5), Inter-agency or intra-agency memorandums 
or letters which would not be available by law to a party other 
than an agency in litigation with the agency. . . . 

Section 552 (b) ( 6), Personnel and medical files and similar 
files, the disclosure of which would constitute a clearly unwar
ranted invasion of privacy. 

17 

The bases :for this determination by the Secretary were that the 
creative concepts embodied in research designs were analogous to trade 
secrets, that the applications contained financial information and that 
they were submitted to the Secretary of Health, Education, and vVel
:fare as confidential material. Thus, research information was not 
released to the public and the portions of committee meetings in which 
such information was reviewed were closed to the public. 

In 1973, a public interest group, the \Vashington Research Project, 
Inc., requested that the National Institute of Mental Health release 
records relating to eleven research grant awards studying the effects of 
drug therapy on children with learning difficulties or behavioral dis
orders. The NIMH released certain :factual information with respect 
to the grant applications but refused to release most of the informa
tion contained in the associated summary sheets, site visit reports, and 
renewal applications. The Washington Research Project challenged 
this refusal in the United States District Court :for the District of 
Columbia, invoking the Freedom of Information Act. HEW based 
its claim :for confidential treatment of the documents on the three ex
emptions cited above. The District Court held that thesp exemptions 
were inapplicable and ordered that the requested documents be made 
available :for inspection and copying, with provision for deletion of 
certain names and identifying marks. (Washington Research Project 
Inc. v. Department of Health, Education, and Welfare, 366 F. Supp. 
929 (U.S.D.C. 1973).) On appeal, the United States Court of Appeals 
:for the· District of Columbia Circuit reversed the lower court on two 
counts, holding that site visit reports and summary opinions were not 
subject to disclosure, but upheld the lower court's findings concerning 
release of grant applications (504 F2d 238 (D.C. Cir. 1974) ). 

The resultant requirement that research designs, hypotheses and 
protocols contained m grant applications be released to the public gen
erated concern within the research community, which believes that a 
scientist's ideas are his or her "stock-in-trade" and deserve protection 
:from disclosure in order to avoid plagiarism. W'"hile many members of 
the research community have urged that legislation exempting re
search information from disclosure be enacted, most public interest 
groups oppose legislation designed to withhold research data :from 
disclosure, and are especially concerned that research protocols 
involving human subjects be disclosed upon request. 
Proposed Legislation 

The legislation on which hearings were conducted contained a pro
vision which would provide the Secretary of HEW with a limited au
thority to withhold :from public disclosure information contained in 
research protocols, hypotheses and designs submitted in connection 
with an application :for a grant, :fellowship or contract under the Public 
Health Service Act until twelve months after the application was ap
proved, except in cases in which the information involves research on 
human subjects. 

During hearings, representatives of the research community were 
unable to demonstrate that the court decision had resulted in plagerism 
of scientists' ideas. Thus, in executive session the Subcommittee on 
Health and the Environment deleted the provisions in title III author
izing limited disclosure of research information and substituted a pro· 
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vrswn requiring the President's Biomedical Research Panel ~which 
was established in 1974 by P.L. 9?-352, and w3;s cha!ged ~rth the 
responsibility of assessing policy rssues concernmg b10med1eal and 
behavioral research conducted and supported under programs of the 
National Institutes of Health and the N a~iona~ I~stitute of ~en~al 
Health) to conduct an investigation of the rmphcatwns of public drs
closure of information contained .in research protocols, hypotheses and 
designs obtained by the Secretary of HE1V" in co.nnection.with appli.ca
tions for grants, fellowships and contracts s;:bmrt~ed dur~n~ the per:wd 
January 1, 1975 through December 3~, 1915. Thrs. provrswn requrres 
that in making the study the l?anel rs ~o determme the number. of 
requests for disclosure of such mformatwn, the purpose:; for whiCh 
the disclosed information was used, and the effect of drsclosure on 
patent rights, on the protection of human subjects of such research, 
and on the adequacy of informed consent procedures. . . 

The Committee does not intend that the Panel restrrct rts~lf to ~he 
determinations listed in the bill and would welcome consrderatwn 
by the Panel of other matters relevant to disclosure of research 
information. . 

The findings of the Panel are to be reported to the Commrttee by 
April30, 1976. 

TITLE IV--GENETIC DISEASES 

Background 
The hereditary character of many of the most serious chronic and 

acute diseases has been known, if imperfectly underst~~' for m!!'ny 
years. As more knowledge is made available e!lch _year, ~t IS becommg 
increasingly obvious that the extent of genetic drsease IS _far great~r 
than has been estimated previously. rr:he !lumber.ofrecogn.Ized genetic 
disorders approaches 2,000 and the hst 1S growmg at a rate of from 
75 to 100 newly identified disorders each year. . 

There are four types of genetic disease. The first includes smgle
gene disorders that may be either t.r~nsmitted f~om one parent or 
both or might result from a new m~tat10n. These diseases 9an be dom
inant, in which one of the parents IS affect~d an~ each child has 3: 50 
percent chance of being affected (e.g. Huntmgton. s chorea) ; recessive, 
in which both parents are normal an~ each c~Ild has a 2? perce~t 
chance of being affected (e.g. C<_>oley ~ ~nemia); or sex-hnked, m 
which a o-ene that produces a certam trait IS located on the X-chromo
some th~refore affects only males (e.g. he~ophi_lia). The second 
type of genetic disease is exemplified by aberratiOns m the number and 
structure of chromosomes (e.g. pown's sydrome). !t has been cal~u
lated that each year in the Umted States apprmnmately 20,000 m
fants are born with a chromosome abnormaht.Y. Anot?-er categoq of 
genetic disease includes those caused by the mteractron of multiple 
genes (e.g. diabetes). In these dis.orders, ~now ledge ~bout t~e number 
of genes involved and how they.mteract IS v~ry hmite.d .. ~mally, the 
fourth type of genetic disorder IS caused by mcompatibihty between 
fetus and mother, such as Rh hemolytic disease of the newborn. 

Emtent of the Problem 
When considered as a group, gen~tic ?iso!de:s cons~it~t~ a highly 

visible and growing problem,.resultmg m Sig~I~cant mdiyrdual and 
social burdens. It has been estimated that 12 milhon AmeriCans carry 

19 

true genetic diseases; 36 percent of all spontaneous abortions are 
caused by chromosomal defects; 40 percent of all infant mortality 
results from genetic factors ; 80 percent of the incidence of mental 
retardation in this country is genetically related. These estimates do 
not take into account many of the conditions that have either recently 
been demonstrated to have genetic involvements or are strongly sus
pected to have such involvements. These conditions include heart dis
eases, certain forms of arthritis, diabetes, and cancer, and the most 
devastating and prevalent mental illnesses-schizophrenia and de
pressive illness. 

The costs-both economic and social-of genetic disease are enor
mous. The cost to society of caring for those suffering from Down's 
Syndrome, for example, which results in mental retardation and has 
an estimated frequency of one in 600 births, is approximately $1.7 bil
lion annually. The estimated medical bill in the case of a child with 
Tay-Sachs disease ranges from $20,000 to $40,000 per year for the 
three to five year average life span of an affected child. Treatment for 
hemophilia can cost as much as $12,000 per year. Regardless of the 
financial costs of treating genetic disease, the emotional pressure on the 
family of an affected individual is staggering. 
Genetic Technology 

Studies of the inheritance of metabolic diseases and physical defects 
are beginning to produce beneficial returns at a rapidly accelerating 
rate. S~reening procedl!re~ have been dev_eloped whi?h can i~ent!fy and 
potentially reduc~ the mmdence Oi' severity of certam genetic diseases; 
new treatment modes have the capability of preventing or controlling 
many heteditary disorders which were considered incurable only a 
few years ago. 

Recent advances in scientific and biomedical knowledge have re
sulted in the development of several large-scale screening programs 
for the detection of certain recessive disorders. Screening techniques 
have been developed to detect carriers of more than sixty recessive 
genetic diseases including sickle cell anemia, Cooley's anemia, and Tay'
Sachs disease, thus enabling ''at risk" potential parents to assess 
the possibility of having affected children and thus to choose to 
abstain from having children or assume the risks involved in preg
nancy. Scteening programs which permit prompt identification of 
an affected newborn can, in some cases, permit treatment which 
many prevent the serious consequences of genetic defects. The most 
frequently cited example is phenylketonuria (PKU), a disease of 
newborns caused by the absence of an enzyme which usually causes 
mental retardation. Identification of PKU through relatively simple 
testing procedures may result in the prevention of such retardation 
through use of a special diet. 

The capacity to treat other genetic disorders is somewhat more 
limited. Common modes of treatment include s11rgery, diet, drug 
therapy, transplantation, blood transfusion, physical therapy, and 
enzyme induction. While there has been substantial progress in de
veloping different modes of therapy, most gl:'netic disf'ases do not 
respond to such treatment to the extent that affected individuals can 
lead "normal" lives. For instance, diabetics treated with insulin ex
perience an increased incidence of vascular disorders compared to 
the norma] population; transfusion therapy for Cooley~s anemia can 
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lead to a life-threatening accumulation of iron in various organs 
of the body: the use of urea as a prophylactic remedy in sickle ~ell 
crises is accompanied by severe diuresis which can lead to dehydratiOn 
and death. 

Research efforts into identifying genetic defects, developing new 
screening techniques for at-risk populations, and better prophylactic 
therapy without attendant side effects, as well as into positive cures 
for genetic diseases continue to promise advances in the technology of 
genetic medicine. The rapid growth of various genetic technologies 
is providing an improved capability to diagnose, treat and eliminate 
numerous individual genetic defects. While this growing capability 
promises significant improvements in genetically-based health, it also 
raises complex questions regarding its application. The protection 
of human subjects of genetic research, the informed consent and vol
untary participation of patients in genetic screening programs as 
well as the confidentiality of information gathered in connection with 
screening programs must be guaranteed by professionals in the genetic 
technology field. 
Legislative Background _ 

In 1972, Congress enacted two categorical disease programs-the 
National Sickle Cell Anemia Control Act (P.L. 92-294) and the Na-
6onal Cooley's Anemia Control Act (P.L. 92-414). Both laws au
thorized programs for research, screening and counseling, and infor
mation and education programs, and directed that treatment be made 
available through Public Health Service facilities. In both instances 
the National Institutes of Health was designated as the agency princi
pally responsible for implementation of these programs. The NIH 
assumed responsibility for research; service programs were carried 
out by the Health Services Administration under a reimbursable 
agreement with theN ational Institutes of Health. 

The sickle cell and Cooley's anemia legislation provided a valuable 
and needed spur to Federal efforts in those areas. Significant findings 
have been produced by research and service programs. For example, 
as noted in the report's discussion of the implementation of the 1972 
heart, lung and blood legislation, it has been determined that trials 
have demonstrated that the use of urea as an anti-sickling agent is not 
effective in the treatment of the sickle cell crisis, and new approaches 
are being evaluated. The experience with twenty-six sickle cell anemia 
screening and education clinics has resulted in demonstrations of new 
types of screening procedures, an evaluation of counseling methods, 
and attempts to integrate these services into more comprehensive 
health centers. 

On balance, the categorical approach embodied in the 1972 legisla
tion appears to fall short of meetmg the national need in the complex 
area of genetic diseases. Targeted research efforts in the area of sickle 
cell anemia and Cooley's anemia, while productive, can and should be 
expanded to include research on other genetic disorders. Experience 
with the service programs suggest that much remains to be learned 
abont identifying populations at risk and providing information and 
servicPs in a useful way. Finally, it has become increasingly obvious 
that the victims of many other inherited disorders have an equally 
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legitimate claim to a share of the Nation's health resources. H.R. 7988 
as reported by the Committee seeks to maintain and enhance the Fed
eral effort in genetic diseases and to provide a more appropriate setting 
for that effort. ·· 
. The Committee is aware that the term "genetic diseases" defies pre

cise definition. A number of diseases are clearly inherited; the causes 
?f others are unknown; still others appear to be the result of a complex 
mteraction between heredity and environment. Although some wit
nesses urged that an operational definition of genetic disease be in
cluded in the bill, no specific recommendations were offered and the 
Committee concluded that broad, general language would' permit the 
greatest flexibility in exploiting opportunities for progress. 
Proposed Legislation 

Title IV of H.R. 7988 is designed to accomplish three major pur
pos~s. First, the cat~gorical authoriti~ for testing, counseling, infor
matH~n, and educatiOn programs for Sickle cell anemia and Cooley's 
anemia are replaced by a broader authority which authorizes the Sec
retary to support proJects for voluntary testing and counselin(}" pro
grams for all genetic diseases with the authorizations of $20 ~Ilion 
for fiscal year 1976, and $25 million for fiscal year 1977 for such pur
poses. T?e Committee is persuaded that a flexible approach is most 
appropriate for. the broad spectrum of disorders known as genetic di
seases although it does not intend that this approach in any way vitiate 
the existing research or service programs respecting sickle cell anemia 
or Cooley's anemia. In addition, the Committee supports the principle 
of providing services relating to genetic diseases as part of an inte
grated health care setting wherever possible, and has therefore directed 
that these efforts primarily utilize existing programs supported under 
Title X of the Public Health Service Act (Family Planning Services) 
and ritle V of the Social Security Act (Maternal and Child Health 
Services). 
Whi~e recognizing the desirability of a noncategorical approach, the 

Committee has also directed that the service components of these pro
grams be administered through an identifiable administrative unit 
within tpe Department of Health, Education, and Welfare, in order to 
as~ure efficient coordination and monitoring of programs. The Com
mittee hopes that establishment of such a. unit will provide sufficient 
visibility and impetus for the coordinated genetic disease programs 
envisaged by the legislation and that appropriate funding of the new 
program will be achieved. In this connection, it should be noted that 
the Committee expects the Department of Health, Education, and ·wel
fare to utilize the new authorities provided for these purnoses, and 
was nleased to hear from Department witnesses that in the :future such 
specific directives would not be ignored without prior consultation 
with the Committee. 

A second major component o:f title IV directs the Recretary to use 
the broad research authorities of section 301 of the Public Health Serv
ice Act for projects :for research in diagnosis, treatment, ·and control 
(including prevention) of genetic diseases, training programs :for O"e~ 
netic counseling . ·~nd related pro:fes~ions, education programs for 
health eare practitioners and the public, 'and development of counsel-
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ing and testing programs and other programs for the diagnosis, pre
vention, control, and treatment of genetic diseases. The Committee rec
ognizes that the best hope for long-term progress in this area rests in 
vigorous pursuit of research opportunities by the several NIH Insti
tutes whose purview includes diseases of genetic origin. At the same 
time, the Committee expects the NIH .ttnd other components of the 
Department of Health, Education and ·welfare to lend their full sup
port to the educational and program development efforts essential to 
success of the service programs. 

Finally, new section 1103 directs the Secretary to establish a l?ro
gram within the Public :Uealth Service of voluntary genetic testmg, 
diagnosis, counseling, and trMtiMiit, to be made available through 
facilities of the Public Health Service. 

The reported bill further provides that participation in 'any pro
gram ~authorized by title IV shall be wholly voluntary; that informa
tion obtained ·about individuals shall be kept confidenHal; and that 
community representation in program development and operation 
shall he provided for, where appropriate. Dat·a generated from such 
programs should be made available ·as ·appropriate to researchers in 
order to support further progress, consistent with the protection of 
individual privacy. The hill further stipulates that programs be based 
on the prm."alehce of diseases and presence of high-risk populations, 
and that testing and counseling be directed primarily to persons enter
ing their <;hild-producing years. While not set forth spedfically in the 
legislation, the. Committee would assume that programs directed at 
newborn screening and treatment would also receive 'a high priority in 
the administration of the Act. The Committee is also particul·arly con
cerned that Screening programs include adequate counseling and fol
low-up of persons who have or who are likely to transmit a genetic 
disease, and that information programs include efforts to clarify any 
public misunderstandings in this area. 

TITLE V-id:ScELLANEOUS 

Legislative B aekground 
In 1967, at th~r~quest of t,he.Adtninistratitm, Congress enacted sec

tion 507 of the Public Health S~tvice A,ct which authorized that ap
propriations for. rtlseareh, training or d~monstration project grants 
be made available, for grants for the same purpose, to hospitals of 
the Public Health Service, of t!te Veterans' Administration, of the 
Bureau of Prisons and to Saint El!zabeths Hospital on the same terms 
and conditions that apply to iion-Fe.deral institutions. This authority 
had previously been permitted under provisions of annual appro
priations acts. Section 507 was further amended in 19'70 to expand 
the scope of grants which could be made to these institutitms and to 
provide that grants to such institutions could be funded at up to 100 
percent of the costs. . . . . . . .. 

The Department of Health, EducatiOn, and Welfare has requested 
that this authority be expanded further to encompass all Federal 
institutions and facilities. The basis for this request is that other 
Federal institutions in addition to the hospitals now eli~ible to 
receive HEW support also provide unique research capabilities, spe-
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ciali~ed facilities, an,d diverse sc~entific and engin,eering talent, and 
are ide!).lly suited and. highly qualified tQ attack ma~y problems in tl1e 
biomedical, behavi,oral, a,nd environme:p.tal areas. Examples of such 
Federal i~ti.tutions and fac)lities are the NASA Jet Propulsion 
Laboratory and the Armed Forces ::t;nstitute of Pathology, both of 
'vhich C()~lduct cardiovascular research. In add,ition, the Ene:rgy Re
search and Development Administration conducts research in 'a va
riety of areas including the study of radioisotopes, an area of major 
interest to the National Heart, Lung and Blood Institute. But for 
the limitations of section 50'7, the National Heart, Lung and Blood 
Institute and other NIH Institutes could be more directly engaged in 
the support of these important research activities and in im)Jroved 
collaborative efforts with other Federal resear-ch facilities. 
Oommibtee Propo8al 

Title V adopts the req\Iest of the Department of Health, Education, 
and Welfare. It would amend section 507 of the Public Health Serv
ice Act to expand the authority of the Secretary of Health Educa
tion, and Welfare to award grants for research, trainin~ and demon
stration projects and other programs to Federal institutiOns. As noted 
above, existing provisions of sectio~ 507limit this authority to awards 
to hospitals of the Public Health Service, of the Veterall;s' Admini
stration and of the Eureau of Prisons, and to Saint Eliz~beths Hos
pital. Title V 'vould expand this authority to authorize the Secretary 
to utilize appropriations for grants for research, training and demon
stration projects under the Public Health Service Act and certain 
other grants under that Act and the Community Menta,! Health Cen
ter~ Act to make grants for the ·same p11r:pose to any Federal Insti
tutiOn. 

AGENCY REPORT 

The following letter from the Department of Health, Education, and. 
'Y'elfart>, dated July 21~ 1975, setting fort.h that agency's views on the 
bill, H.R. 7988, was received by the Committee. 

SECRETARY OF HEALTH, EDUCATION, AND WELFARE, 

Hon. HARLEY 0. STAGGERs, 
Wa8hington, D.O., July 21, 1975. 

Ohairman, Oomunmi:ttee on Interstate and Foreign Oommeroe, House 
of Representatives, Washinuton, D.O. 

Dl'Ji\R MR. CHAIRMAN: Tbis is a report on H.~. 7988, a bill "To 
amend the Public Health Service Act to revise and extend the program 
under the N atio~al Heart and Lnng InS,titute, to revise and extend the 
program of National 'Research Service Awards, and to establish ana
tional program with reapect to genetic diseases; and, to require a study 
and report on the release of rese\1-rch information." · 

Title I o:f the bill would provide several amendmen,ts to Titl~ IV, 
part B, Qf the J;>ublic Health Service 1\ct. It would change the yearly 
reporting req11irernent for the Di.t;ector of the National Heart and 
Lung Institute t:rQm a calendar tQ a fiscal year basis, and requir~ 
that such report set forth recommendations concerning staff ·and 
appropriations. 

H. Rept. 94-498-4 
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The bill would authorize extension of the Heart, Blood Vessel, Lung, 
and Blood Disease Control Program for two years at the level of $20 
million for fiscal year 1976 and $30 million for fiscal year 1977. Other 
programs of the National Heart and Lung Institute would be extended 
for two years at authorization levels of $340 million for fiscal year 1976 
and $375 million for fiscal year 1977. The bill would also amend the 
provision concerned with national research and demonstration centers 
so that prevention programs, as well as research programs, would deal 
with all heart, lung, and related diseases, not solely cardiovascular 
diseases; and would authorize the $5 million maximum limit for single 
grants to research centers to be exceeded for cost of living increases. 
The bill would substitute the Director, National Science Foundation, 
for the abolished position of Director, Office of Science and Technol
ogy, as an ex officio member of the National Heart and Lung Advisory 
Council. 

Provisions in the existing law would also be amended to clarify the 
fact that the authority of the National Heart and Lung Institute in
cludes blood resources activities. The Director of the Institute would 
be authorized to obtain the services of not more than 100 experts or 
consultants, rather than not more than 50, as in present law. Finally, 
title I would modify the National Heart and Lung Advisory Council's 
functions to (1) require that the program progress report be sub
mitted to the Secretary for transmittal to the Pr~sident and t.he Con
gress by November 30 of each year; a~d (2) mclude malnng rrc
ommendations to the Secretary concernmg areas of research to be 
supported by contracts and the percentage of the Institute's budget 
which should be expended for such contracts. 

·with respect to title I of H.R. 7988, the Department wishes to re
affirm its commitment to maintain the momentum of the heart, blood 
vessel, lung, blood research, and blood resources programs. In our view, 

• these programs have a high health priority. 'Ve believe that extension 
of these authorities is unnecessary for the continuation of our efforts in 
this area. 'V e do not object to the enactment of the title I provisions 
of H.R. 7988, as long as the authorization levels are consistent with 
the President's 1976 budget and no new programs are mandated. 

vVe would also make the following technical suggestions: 
1. Section 105 of the bill be modified to refer to the President's 

science advisor, rather than specifically to the Director of the National 
Science Foundation. This will ensure that whatever official in any 
particular period is acting as the President's science advisor will be 
the person who also sits on the National Heart and Lung Advisory 
Council. 

2. Section 102 (d) be deleted as unnecessary: "alter" and "renovate" 
connote the same idea as the present wording "improve" and "repair." 

3. Sections 102 (b) ( 1) and 106 ( 3) be modified, as indicated in the 
enclosed technical attachment, to allow for the change-over to the new 
fiscal vear period. 

4. The provisions concerned with blood resources be modified and 
extended. as indicated in the enclosed technical attachment. so as to 
insure uniform interpretation throughout title IV, part B, of the 
Public Health Service Act. 

5. The redundancy in lines 4 and 5, page 1, of the hill be corrected. 
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Title II of the bill would amend the provisions of the Public Health 
Service Act relating to research training programs of the National 
Institutes of Health and the Alcohol, Drug Abuse, and Mental Health 
Administration. It would make eligible for National Research Service 
Awards persons at all Federal institutions, rather than only those at 
the National Institutes of Health or the Alcohol, Drug Abuse, and 
Mental Health Administration. The title would also eliminate interest 
charges for the period after an a ward was made but before the U nitcd 
~ta~e~ became enti.tled to recover the monetary payback required of 
mdividuals who failed to fulfill the service requirement. Title II would 
further amend present law to require the National Academy of Sci
ences to conduct its study of research personnel needs in con"sultation 
with the Director of the National Institutes of Health. It would extend 
appropriation authorizations for National Research Service Awards 
for two years at $175 million for fiscal year 1976 and $200 million for 
fiscal year 1977. 

'Vith regard to the proposed amendments to the National Research 
Servi_ce. Awa!ds authorities_, we recommend Committee adoption of the 
Admimstratwn p:oposal, mtro~uced as H.R. 7049. 'Ve particularly 
oppo~e the prov:Isw_n on extenswn of the authorizations. The appro
pnatwn authonzatwns are not consistent with the President's 1976 
~udget, and we believe that a three-year rather than two-year exten
swn IS necessary. tl? provide the stability necessary for the success of 
our research trammg efforts. We wouid therefore recommend that 
$136 million be authorized for the fiscal year ending June 30 1976 and 
for each ?~ the two succ~e~ing ~seal years. ' ' 

In. additwn, the Admmistratwn's proposal includes a provision to 
amehorate t~e har~hness of t~e payback formula by allowing three
fourths credit for time served mstead of one-half credit in the present 
law. Although H.R. 7988 does change the computation of interest of 
the present. formula, the Administration's proposal in certain cases 
would ameliorate the payback burden to an even greater extent, and 
we urge that the Department's amendment be incorporated in H.R. 
7988. 

S~milarly. while Title II of H.R. 7988 includes an amendment di
rectmV; the N atio~al A?ademy o~ Sciences to conduct its manpower 
studv m consultatwn w1th the Director of the National Institutes of 
Health, the Deuartment's proposal would make several more substan
tiv~ changes with regard to the National Academy of Sciences' study 
wh1ch, we feel. would urovide additional clarification of the fact that 
the study is advisorv in nature. Here, too~ we strongly urge that the 
Department's amendments be incorporated in H.R. 7988. We would 
also note that for consistency and apprqpriateness the National Acad
emv of Sciences manpower study should be conducted in consultation 
with the Administrator of the AlcohoL Drug Abuse, and Mental 
Health Administration as well as the Director of the National In
stitntes of Health. 

Finallv. sections 201(b) and (c) should be deleted as unnecessary· 
"or" in this context in the Public Health Service Act is inclusi:,T~ 
(an fl./or), not exclusive. 

The Department looks forward to workinp- with the Committee re
garding modifications of the existing research training authority. 'Ve 



26 

would not oppose title II of H.R. 7988 if it is amended as we suggest, 
.s.nd if no new program activities are mandated. 

Title III of H.R. 7988 is concerned with disclosure of research in
formation. It would require the President's Biomedical Research 
Panel [which was established by Section 201(a) of P.L. 93-352, the 
National Cancer Act Amendments of 1974] to conduct an investiga
tion and study of the implication of disclosure to the public of in
formation c~mtained _in research protocols, research hypothese, and 
research designs obtamed by the Secretary of Health, Education, and 
Welfare in connection with a grant application or contract proposal 
submitted to the Secretary under the Public Health Service Act in the 
:period beginning January 1, 1975, and ending December 31, 1975. 
LNote: The bill reads "December 31, 1976" which is clearly in error, 
as the bill also requires the entire study to be completed by March 15, 
1976.] 

The Panel would be required to complete its investigation and study 
not later than March 15, 1976, and submit a report on this study to 
the House Committee on Interstate and Foreign C0111merce and the 
Senate Committee on Labor and Public Welfare not later than April 
30, 1976. The report would contain whatever legislative recommenda
tions the Panel deemed appropriate. 

·while it is important that the issues associated with disclosure o£ 
research information be clarified, the Freedom of Information Act, en
acted in 1966 and revised in Hl67 and 1974, the Federal Advisory Com
mittee Act of 1972, and the Privacy Act of 1976 contain general provi
sions pertaining to public access to information. We believe that the 
issue raised by this proposal (which would modify the impact of the 
Freedom of Information Act on the release of research infQrmation) 
requires additional study to determine its implications for other pro
grams of the Executive Branch. Therefore we are unable to endorse 
enactment of this title. 

Title IV of H.R. 7988 would establish a national program to provide 
research, training, testing, counseling, and information dissemination 
with respect to genetic diseases. Specifically, it would authorize the 
Secretary. through an identifiable administrative unit in the Depart
ment of Health, Education, and Welfare, to make grants and contracts 
for the operation of voluntary genetic testing and counseling programs 
and for the development and dissemination of information and ma
terials on genetic diseases. It would also authorize the Secretary, in 
carrying out Section 301 of the Public Health Service Act, to make 
grants and contracts for research, training, education programs, and 
counseling and testing programs on the nature, diagnosis, treatment, 
and contrQl of genetic diseases. Title IV of the bill would.also direct 
the Secretary to establish within the Public Health Service a voluntary 
testing, diagnosis, counseling, and treatment program respecting ge
netic diseases. Title IV specifically includes, but is not limited to, sickle 
cell anemia, Cooley's anemia, and Tay-Sachs disease. 

"' ... e are opposed to the categorical genetic. diseases authority pro
posed in title IV. Such authority is duplicative, unnecessary, and would 
not enhance the administration of programs concerned with genetic 
diseases. 

A maior problem inherent in title IV is that it is difficult to identifv 
which diseases should be included under the rubric "genetic diseases." 
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Our u~?ersta.ndiJ?.g of a~~ ?iseases, including ~hose which are currently 
called. genetlC d1seas~s, IS con~tantly evolvmg. We are now inclined 
t~ beheve that the_re IS a genetic component in nearly every kind of 
disease .. However, m some cases diseases which we have thouO'ht to be 
primarily gen_etic in origin, such as childho~d. diabetes, may i'it fact be 
ca~sec;I by a VIrus. In short, the severe defimt10nal problems posed by 
this t1tle would not enhance and could potentially confound present 
research activities on genetic diseases. 

Another issue is that title IV is unnecessary. Advances in genetics re
search t.o date. suggest that the potential benefits of, for example, pre
natal dmgnosis, enzyme therapy, and therapeutic modification of 
genetic material, have been and will continue to be the result of im
proved u~d~rstandi1_1g of the most basic hereditary processes. We have, 
und~r existmg .PrOVISIOns of the Public Health Service Act, ample au
thonty to contmue such research whether it is called genetic research 
or not. 

More<?ve~, ~ast and curre~t research efforts in the field of genetics 
ar~ 1_1ot I_llSI~Ificant. We estimate that at the present time some $138 
milh~n I~ bemg expended by the National Institutes of Health in 
genetic disease research (though the definitions used to obtain these 
figures are somewhat arbitrary), and we estimate that an additional 
$70 million is expended in research related to genetic diseases. 
. We beli~ve that it would be unwise at this time to enact a law requir
mg. establishment ?f an identifiable administrative unit for genetic 
testmg and counselmg programs and an identifiable unit for dissemi
nation of in.formation concerning genetic diseases. 'V e see no need for a 
law to reqmre what can and is being done by administrative action. 

~herefore, becaus~ ti~le IV(1) is p~a~ued by definitional problems 
whiCh :w_ould make It dlfti_cult ~o adm1mste!' and (2) would duplicate 
authorities already contamed m the Pubhc Health Service Act for 
~enetic disease counselin~ and education programs which already exist 
I~ the Depa:tment, we are opposed to enactment of this Title at this 
time. 

There is one a~ditional ~egislative _change which the Department 
propose~ to submit and wh1e? we beheye could be appropriately in
cluded m H.R. 7988 under title V -Miscellaneous. This would be a. 
modification of Section 507 of the Public Health Service Act to make 
all Federal instit~tions eligible under the same conditions (except for 
100 percent fundmg) under which non-Federal institutions are eligi
ble to . receive research, training, and demonstration project ()'rants 
under the Public Health Service Act, and certain other grants "imder 
that Act ~nd the Commu~ity Mental H~alth Centers Act. Currently 
only hospitals of the Pubhc Health Service, Veterans Administration 
and _Federal B~reau of Prisons, and St. Elizabeths Hospital are au~ 
thonzed to recmve such. support. Since other Federal institutions also 
provide unique research capabilities, specialized facilities and diverse 
scie~tific and engineering talent, they are ideally suited and highly 
qua~Ified to attack many problems in the biomedical, behavioral, and 
environmental ·areas. Examples -of such Federal institutions and facili
ties ~re the NASA Jet Propulsion. Laboratory and the Armed Forces 
Instltu~. of Pathology, both of wlnch conduct cardiovascular research. 
In add1tu~n, the E;nergy .J.!.esearch and pevel~pment Administration 
conducts research m a vanety o£ areas mcludmg the study of radio-
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isotopes, a subject very relevant to the National Heart and Lung In
stitute. But for the limitations of Section 507, the National Heart and 
Lung Institute and other NIH Institutes could be more directly en
gaged in the support of these important research activities and in im
proved collaborative efforts with other Federal research facilities. 

"\iV e therefore suggest that Section 507 be amended to delete mention 
of the spMifically named institutions and to insert instead language 
which would encompass Federal research institutions and facilities 
generally. ·we urge the Committee to consider this amendment to the 
Public Health Service Act and would be happy to work with the Com
mittee further on this matter. 

Subject to the exceptions noted above, we do not oppose enactment 
of H.R. 7988. 
. We ar:e a~vised by the Office ?f Management and Budget that there 
IS no obJectiOn to the presentatiOn of this report from the standpoint 
of the Administration's program. 

Sincerely, 
STEPHEN KURZMAN, 

Acting Secretary. 

INFLATION IMPACT STATEMENT 

The Committee is unaware of any inflationary impact on the econ
omy that would result from passage of the proposed legislation. The 
proposed authorization for fiscal year 1976 of $555 million represents 
only .15 percent of the total estimated Jrederal outlay for fiscal year 
1976, and less than 2 percent of the estimated Federal outlay for health 
programs for fiscal year 1976. Furthermore the proposed authoriza
tio_n :epresents only ~~light increase over the fiscal.year 1975 appro
pnatwn of $526.2 milhon for these programs, despite the expansion 
of the genetic diseases program to encompass all genetic disorders. 

The programs supported by the provisions of this bill are of critical 
importance to the health and welfare of the more than 40 million 
Americans who are directly affected by genetic disorders and diseases 
of the heart, lung, and blood. The economic costs associated with dis
eases of the heart, lung, and blood and those which are genetically
related have been estimated at more than $50 billion annually. The 
authorization levels in H.R. 7988, in the Committee's view, offer a 
significant opportunity to lower the economic and social costs as well 
as the incidence of these diseases, and, by supporting biomedical and 
behavioral research training programs, insure the future quality of 
this Nation's research effort. 

PROGRAM OVERfliGHT 

The Committee's principal oversight activities with respect to this 
program have been conducted by the Subcommittee on Health and the 
Environment in connection with its consideration of the legislative au
thorities for these programs. Legislative hearings on the programs 
were conducted on May 20, 21, and 22, 1975, and the findings are dis
cus;Sed _in th~ report under Committee Propo.al as the l?roposed legis
·latlon IS designed to respond to the Subcommittee's findrngs. The Sub
. committee on Health and the Environment also conducted oversight 
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hearings on the National Institutes of Health in April of 1975 at which 
time many of these programs were discussed. · 

The Committee has not received oversight reports from either its 
own Subcommittee on Investigations and Oversight or the Commit
tee on Government Operations. 

SECTION-BY-SECTION ANALYSIS 

TITLE I-REVISION OF NATIONAL HEART AND LUNG INSTITUTE 

PROGRAMS 

Section 101 amends section 411 of the Public Health Service Act 
(hereinafter, "the Act") to change the name of the National Heart and 
Lung Institute to the National Heart, Lung and Blood Institute. 

Section 10~ amends section 412 of the Act to (1) make a technical 
and conforming amendment to reflect the change in the name of the 
Institute's Advisory Council accomplished by amendments to section 
417 of the Act; and (2) make it explicit that the responsibilities of the 
Director of the National Heart, Lung and Blood Institute include ac
tivities with respect to the use of blood and blood products and the 
management of blood resources. 

Seotion 103 amends section 413 of the Act to (1) change the name of 
the National Heart, Blood Vessel, Lung and Blood Disease Program 
to the National Heart, Blood Vessel, Lung and Blood Diseases and 
Blood Resources Program and make it explicit that the program en
compasses blood resources; (2) change the existing requirement for 
submission of an annual report respecting the Program so that future 
reports will be concerned with the accomplishments of the Program on 
a fiscal, rather than calendar, year basis and to provide that future five
year plans submitted wit:Q. such reports will include estimates of neces
sary personnel and recommendations for appropriations ; ( 3) increase 
from 50 to 100 the number of experts and consultants authorized to be 
utilized by the National Heart, Lung and Blood Institute; ( 4) broaden 
the authority of the Institute with respect to construction to include 
authority to alter and renovate facilities and to make it explicit that 
the construction authority extends to blood resource facilities; ( 5) 
change the title of the Assistant Director for Health Information Pro
grams to the Assistant Director for Prevention, Education and Con
trol to more clearly reflect his responsibilities and expand the scope 
of the health information programs for which the Assistant Director 
is responsible to include programs with regard to blood diseases and 
blood resources ; and ( 6) make a conforming amendment to the title 
of section 413. 

Section 104 amends section 414(b) of the Act to extend the Heart, 
Blood Vessel, Lung and Blood Disease Prevention and Control Pro
gram for two years with authorizations of appropriations of $20 
million for fiscal year 1976 and $30 million for fiscal year 1977 for the 
Program. 

Section 105 amends section 415 of the Act to (1) make it explicit 
that the authority for the development of research and demonstra
tion centers with respect to heart, blood vessel and blood diseases 
includes authority with respect to the management of blood resources; 



(2) remove the stipulation that the auth~tity. for t~e ?ev:eltlpment ~f 
research centers with respect to lung disease be hmtted to chrolllc 
di~ea~~; (3) expaild the scope of the :preventioil pr?~taills 'to b~ con
ducted by the research and demoostratumcenters to mclude progra!lls 
for pulmonary and bl~od dise~es; (4) llxpand ~h~ existing authority 
to support centers wluch provide research, trammg and demonstr_a
tion methods with respect, to heart, blood vessel, lung_ and blo?d dis
eases to include the authority to support centers whiCh provide re
search· training and demonstrations with respect to the management 
of blo~d resources; (5) authorize. that support of such centers may 
exceed the annual statutory maximum of $5,000,000 by an amount 
attributable to increases reflected in the Consumer Price Index; and 
(6) make a conforming amendment to the title of secti01~ 415. . 

Ser:tiM 106 amends section 417 of the Act to (1) supstitute the DI
. rector of the National Science Foundation as an ex-officio member of 
the National Heart, Lung and Blood Advisory Co\u'l~il in place of 
the Director of the Office of Science and Technology_ sihce that office 
has been abolished; ( 2) change the narne of the N atmnal .Heart and 
Lung Advisory Council to the Nationallt~art, Lung a_nd Blo~d Ad
visory Council ; and ( 3) make a conformmg change m the title of 
section 417. . . 

Section 107 amends section 418 of the Act to (1) e_xpandthe f~mc
tions of the National Heart, Lung and Blood. J\dvisory Coun_Cil to 
include review and approval of research and trammg programs m the 
use of blood and blood products and the management of blood re
sources and the collection of information with respect to the use of 
blood ~nd blood products and ~he ma~agement of _blood resources; 
(2) expand the Council's functiOns to mclud~ makmg recommenda
tions to the Secretary on areas of research whiCh_ should be suppor~ed 
by contracts and on the percentage of the. Institute's hu~ge~ whiCh 
should be expended for such contracts; _( 3) change the _tnnmg and 
manner of submission of the report reqmred to be subm1tted by the 
Council to the President to require that the report be transmitted 
by the Secretary to the President and the Congress simultaneously 
not later than :November 30 of each year; and ( 4) to cla~ify that the 
focus of the report is to be on the progress of the N atwnal Heart, 
Blood Vessel, Lung and Blood Diseases and Resources Program dl}r-
ing the preceding fiscal year. . . 

Section 108 amends section 419A of the Act to (1) make Its varwus 
administrative provisions apply to the use of blood and blood produ~ts 
and the management of blood resources and (2) change the auth_or:Ity 
of the Director of the Institute to approve research and ~rammg 
grants not exceeding $35,000 without Council review to provide that 
the $35,000 limitation apply only to the direct costs of research and 
training. 

Section 109 amends section 419B of the Act to (1) extend the pro
grams authorized by Part B of Title IY of the Act. (except the Pre
vention and Control Programs authorized by sectiOn 414) for two 
years and authorize appropriations of $340 million for fiscal year 
1976 and $375 million for fiscal year 1977 for such programs; and 
(2) specify that the requirement that not less than 15 percent of s~ms 
appropriated under section 419B be reserved for programs respectmg 
blood diseases applies to programs in blood resources as well. 

I 
l 
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Section UO amends section 301 of the Act to ( 1) make a technical 
and conforming amendment to reflect the change of the name of the 
Advisory Council accomplished by amendments to sectioll 417 of the 
Act; and (2) make it expli-cit that the functions of the council au
thorized b.y seCtion 301 apply to heart, blood vesse~, lung and _bh:>Od 
diseaSes anci blood resources and not only to heart disease, as e:nstmg 
statutory language implies. 

TITLE II~NATIONAL RESEARCH SERVICE AWARDS 

Section '!201(a) amends section 472(a) (1) (A)_(iii) of the A?t ~o 
authorize the award of National Research Service Awards to mdi
viduals engaged in biomedical and behavioral research at Fe~eral 
institutions as well as nonfederal public and nonprofit pnvate 
institutions . 

Sections 201(b) and (e) amend sections 472(c)(1) (A) (i) and 472 
(c) (2) (A) o:f the Act to make it explicit that service requirements 
applicable to persons who receive National Research Service Awards 
may include a combination of health research or teaching and not 
either health research or teaching. 

Section '/201 (d) amends section 4 72 (d) of the Act to extend the N a
tiona} Research Service Award Act for two years with authorizations 
of appropriations of $175 million for fiscal year 1976 and $200 million 
for fiscal year 1977. 

Section '/20'!2 amends sections 472(a) (i) (A) (i) and 472(b) (2) of the 
Act to authorize the award of National Research Service Awards for 
research within any of the divisions of the Department of Health, Ed
ucation, and ·welfare. Existing law limits such awards to research at 
the National Institutes of Health and the Alcohol, Drug Abuse and 
Mental Health Administration. 

Section 203 amends section 4 72 (c) ( 4) of the Act, which provides ~or 
the recovery by the Federa_l government of the _monetary v!llue, Ill
eluding interest, of a Natwnal Research ServiCe Award m. those 
instances in which a recipient fails to fulfill the applicable seryiCe re
quirement. Interest on the award would be computed from the time the 
United States becomes entitled to recover all or part of the award, 
rather tha,n from the time the award is made, as is the case under 
present law. The new meth?d of computing interest is made !1-Pplicable 
to National Research Service Awards made from appropriatiOns be-
ginnin~ in the fiscal year'eD;ding June 30, 1975. . . 

Seetwn '1204 amends sectwn 473 (b) of the Act to direct that the Na
tional Academy of Sciences or other group or association conducting 
the continuing study of biomedical and behaviorai research p~rson~el 
required by section 473(a) to conduct such study m consultatiOn with 
the Director of the National Institutes of Health. 

TITLE rrt-D'rSCLOStJRE OF REsEA:RCH INFORMATION 

Section 301-(a) direCts the President's Biomedical Research Panel 
(established by Section 201(a) of the ~atio~al 9ancer Ac~ A~end
ment-s of 11914) to 'conduct a study M the ImphcatiOn of pubhc disclos
ure of information contained in research protocols, hypotheses, and 
designs submitted during the period from January I, 1975 to Decem-

H. Rept. 94-498-5 
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her 31, 1975 to the Secretary of Health, Education, and Welfare in 
connection with an application or proposal for a grant, fellowship, or 
contract under the Act. The study is to include a determination of the 
number of requests for disclosure of such information, the interests 
represented by persons for whom the requests were made, and the pur
poses for which information disclosed was used. The study is also to 
address the effect of disclosure of such information on proprietary in
terests, patent rights, the ability of peer review systems to insure high
quality Federally funded research, the adequacy of protection of the 
public against research which presents an unreasonable risk to human 
subjects, and informed consent procedures. The Panel is directed to 
complete its study no later than March 15, 1976, and report thereon to 
the Committee on Interstate and Foreign Commerce of the House of 
Representatives and the Committee on Labor and Public Welfare of 
the Senate no later than April 30, 1976. The report is to contain such 
recommendations for legislation as the Panel deems appropriate. 

Section 301 (b) changes from July 1, 1976 to January 1, 1977 the 
effective date on which the National Advisory Council for the Pro
tection of Human Subjects of Biomedical and Behavioral Research is 
to be established. 

TITLE IV--GENETIC DISEASES 

Section 1,01 provides that title IV of the bill may be cited as the 
"National Genetic Diseases Act." 

Section 1,02 states that purposes of title IV are to establish programs 
of basic research, applied research, research training, testing, counsel
ing, information, and education with respect to genetic diseases includ
ing, but not limited to, sickle cell anemia, Cooley's anemia, and Tay
Sachs disease. 

Section 1,03(a) provides that, effective July 1, 1975, Title XI of the 
Act is amended by striking out Parts A and B (relating to programs 
for sickle cell anemia and Cooley's anemia) and substituting for such 
programs a new Part A, entitled "Genetic Diseases" which adds the 
following new sections to the Act : 

New section 1101 of the Act authorizes the Secretary, through an 
identifiable administrative unit within the Department of Health, 
Education, and vVelfare, to make grants and enter into contracts for 
the establishment and operation of voluntary genetic counseling and 
testing programs. Such programs are to be conducted primarily in 
conjunction with existing health programsi including Federally sup
ported family planning programs under tit e X of the Act and mater
nal and child health programs under title V of the Social Security Act. 
In addition, under new section 1101, the Secretary is directed to carry 
out, through an identifiable administrative unit within HEW, a pro
gram to develop and disseminate information and educational ma
terials relating to genetic diseases in order to make available the latest 
advances in the testing, diagnosis, counse~ing and treatment respecting 
genetic diseases. The Secretary is authorized to m~ke g~ant~ and enter 
into contracts as above for the development and dissemmatiOn of such 
materials. Appropriations of $20 mill~on for fiscal year 1975 and $25 
million for fiscal year 1977 are authorized for payments under grants 
and contracts under new section 1101. 
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New Section 1102 of the Act authorizes the Secretary, _in imple
menting his O"Emeral authority to foster research under section 301 of 
the Act, to ~ake grants and enter into ~ontra?ts for. (1) basic or ap
plied research leading to the understandmg, diagnosis, treat~e1_1t and 
control of genetic dise~ses; (2) spec~al prog;ra~s for thetrammg of 
genetic counselors, social ~nd behavioral sCientist~ and other health 
profe~sionals; (3) ed~cat10nal programs regar~mg the nature ?f 
O"enetic processes mhentance patterns of genetic diseasesand the avai~
~ble means meth~ds and facilities to diagnose, control and treat genetic 
diseases; a'nd ( 4) the development of counseling, testing. an4 other 
programs for the diagnosis, control a;nd treatment. o~ ge~eti? disease:>. 

New Section 1103 of the Act reqmres that partiCipatiOn m genetic 
disease programs authorized by title IV of the bill be wholly volun
tary and not a prP-requisite to participation ~n any other pr?gr~m. 

New Section 1104 (a) of the Act reqmres that apphcatwns for 
grants and contracts shall contain such information as the Secretary 
may require and that each applicant for a gra!lt. ~r contract. shall (1) 
administer or supervise the programs and activities for whiCh assist
ance is sought; ( 2) provi~e for str~ct confide!ltiality of test results, 
medical records and other mformat10n regardmg persons treated ex
cept for information which the patient or his guardian gives informal 
consent to be released and for statistical data compiled without ref
erence to the identity of the patient; (3). provide fo!-" commuD;ity rep
resentation in the development or operatiOn of genetic counselmg pro
grams; ( 4) in cases of applications for :progrR;mS involving d~livery of 
services, provide assurances that ge~etiC testmg a;nd c~unselmg se_rv
ices will involve widely prevalent diseases and h~gh n~k populat~on 
groups and be directed especially to persons ente~mg child producmg 
years and that arrangements will be made to proVIde counselmg to per
sons found to have a genetic disease and to per;sons foun~ to c~rry a 
gene or chromosome w~ich may ca~se a deleterious effect m their ?if
spring; and ( 5) estabhsh appropnate fiscal control and accountmg 
procedures. . . . 

New Section 1104 (b) of the Act provides t~at m makmg grants or 
entering into. contracts for testing and counselmg programs under sec
tion 1101 of the Act, the Secretary shall tak~ into a:ccount the n.umber 
of persons to be served and the extent. to W~lC~ rapid and effec~Ive use 
will be made of funds awarded, and g~ve pr10pty to programs m are~s 
having the greatest number of persons who will benefit from and are m 
need of services. 

Section J,03(b) makes a ~ch~ical change in ~ec:tion 1121(b) (5) of 
the Act (relating to authonzatwns of appropriatiOns for grants and 
contracts for sudden infant death syndrome programs) to reflect the 
change in the date on which fiscal years will terminate pursuant to t:he 
Congressional Budget and Impoundment Control Act of 197 4; rede~Ig
nates part C of title XI of the Act as Part B and makes a techmcal 
and conforming change in the heading of title XI. 

TITLE V-MISCELLANEOUS 

Section 501(a) redesignates the second paragraph (4) of section 
472(c) of the Act as paragraph (5). 



Section 501 (b) ~mends se~tion 507 of the Act ( ~~ich authori~es. the 
Secretary of Health, Educatmn, and.~ elfare to utihZe app.roprrat~ons 
available for grants for research, trammg, ·and demonstratH)n prOJects 
and other programs under this A{)t or the Community Me~tal Health 
Cent-ers Act to malre grants for the same purpose to hosp1tals of the 
Public Health Service, the Veterans' Administration, the Bureau of 
Prisons and to Saint Elizaheths Hospital at up to 100 percentum of 
costs) to authorize the Secretaryto award grants authorized under 
such section to any Federal institution. 

CHANGES IN ExiSTING LAw MADE BY TIIE BILL, As REPORTED 

In complia.nce with clause ~ of r~l~ XIII of the Rules of t~e House 
of Representatives, changes m e:~ns~mg law made by the bill, as r(_l
ported, are o;hown as follows ( extstmg law. prop?~d t?' be ?m.Itted IS 
enclosed in black brackets, new matter 1s prmted m Itahc, existmg law 
in which. no change is proposed is shown in roman) : 

PUBLIC HEALTH SERVICE ACT 

* * * * * * * 
TITLE III---.:GENERAL POWERS AND DUTIES 

PART A-REsEARCH AND IxVESTIGATION 

I"' GENERAL 

SEc. 301. The Sargeon General shall <:ondact in the Service, ~nd 
enco~1rage, CO?~erate .wit~~ a~ni t:end_er ass1stanc~ t@.oth~r appropnate 
pubhc authonties, screntiti.c 'ln~tltutwns, and sc~£mti!ft:s m. the condu~t 
o'f, and promote tl~e coordmata~ of, re~arch, mvestlgatlons

1 
expe~I

ments demons~ratlons, and studws Telatmg to the causes, diagnosis, 
treatrr:.ent, control, and prevention of physical and mental diseases and 
impairments of man, including water purifi:~ation, sewa~e tre~tment, 
and pollution of lakes and streams. In caiTymg out the foregomg the 
Surgeon •General is authorized :to--

(a) * * * 
* * * * * * * 

(c) Make grant~-in-ai? t~ un~versities, ho~pit~l~, laboratories, and 
other public or pnvate mstitutiOns, aHd toT m?I vi duals .for such re
search •f.rojects as are recommended by the ::S atiOnal Advisory H~alth. 
Counci , or, with respect to cancer, recommended by the N atwnal 
Cancer Advisory Board1 ~r, ~ith respect to mental heal~h, reco;m
mended by the National Advisory Mental Health Council, or with 
respect to theart diseases] heart, blood vessel, lun,r;, and blood diseases 
and blood res(m,rces, recommended by the National Heart [and Lung], 
Lunr;, and Blood Advisory Council, or, with respect to dental diseases 
and conditions, recommended by the National Advisory Dental Re
search Council and include in the grants for any such project grants 
of penicillin a~d other antibiotic compounds for use in such project; 
and make, upon recommendation of the National Advis«:>ry Health 
Council, grants-in-aid to public or nonprofit universities, hospitals, 

laboratories, and other institution.s for the general support of their 
research : Provided', That such uniform percentage, not to exceed 15 
per ceJl.hUll, as the Surgeon General.may determme, of the amounts 
provided for grants for resear.ch proJec~s for any fiscal y~r through 
the appropriations for the N at10nal Institutes of Health may be ~rans
:ferred from such appropriations to a separate account to be available 
for such 1·esearch grants-in-aid for such fiscal year; 

(h) Adopt, upon recommendation of the National A~visory Health 
Council, or, with respect to cancer, .upon recommendation of the Na
tional Cancer Advisory Board or with respect to mental health, .upon 
recommendation of the National Advisory Mental Health Councd, or. 
with respect to [heart diseases] heart, blood ve81fel, lunr;~ and ~lood 
diseases and blood resfYw·ces, up~n recm:tmenda,tiOn of the N~tiOnal 
Heart and Lung Advisory CounCI!, or, with respect to de~tal drseases 
and conditions, upon recommendation o:f the NatiOnal Adv\sory Dental 
Research Council such additional means as he deems necessary or ap
propriate to carr~ out the purposes of this section. 

* 

TITLE IV-NATIONAL RESEARCH 
INSTITUTES 

* * * * * 
PART B-NATIOXAL HEART AND LuNG INSTITUTE 

ESTABLISHMENT OF INSTITUTE 

* 

SEc. 411. There is hereby established in the Public Heal~h Service a 
National [Heart and Lung] Hea:rt, Lull'/,g, awl Blood Institute (here
after in this part referred to as the "Institute"). 

RESEARCH AND TRAINING IN DISEASES OF THE liEART, BLOOD VESSELS, LUNG, 

AND BLOOD AND IN THE MANAGEMENT OF BLOOD RESOURCES 

SEc. 412. In carrying out the purposes of section 301 with respect 
to heart, blood vessel, lung, and blood diseases and with respect to the 
use of blood and blood products and the management of blood :e
sources the Secretary through the !nstitute an? in co~peratio~ wit.h 
the National Heart and ·Lung Advisory Council (heremafter m thrs 
part referred to as the "Council"), shall- . . . . 

( 1) conduct assist, and foster researches, mvestlgations2 experi
ments and de~onstrations relating to the cause, preventiOn, and 
metho'ds of diagnosis and treatment of heart, blood vessel, lung, 
and blood diseases and to the use of blood and blood products and 
the m.anagerment of blood resource&; 

( 2) promote the coordination of research and control programs 
conducted by the Institute, and similar programs conducted by 
other agencies, organizations, and .i~~ividuals; . 

(3) make available research fac1htles of ~he Service .to a.rprop
riate public authorities, and to health offimals and s~Ienhsts en
gao-ed in special studies related to the purposes o:f this part; . 

(4) make grants-in-~i!l to univ~rsities, ~OSJ?ita~s, laboratori.es, 
and other public or pnvate agencies and mstltutlons, and to m-
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dividuals Jor such research projects relating to heart, blood vessel, 
lung, and blood diseases and to the use of blood and blood prodU(}ts 
and the management of blood resources as are recommended by 
the Council, including grants to such agencies and institutions 
£or the construction, acquisition, leasing, equipment, and mainte
nance o£ such hospital, clinic, laboratory, and related facilities, 
and £or the care o£ such patients ,therein, as are necessary £or such 
research: 

( 5) establish ·an information center on research, prevention, 
diagnosis,. and treatment o£ heart, blood vessel, lung, and blood 
diseases and on the use of blood and blood products and the man
agement of blood resources, and collect and make available, 
through publications and other appropriate means, information 
as to, and the practical application o£, research and other activ
ities carried on pursuant to this part ; 

( 6) secure £rom time to time, and· £or such periods as he deems 
advisable, the assistance and advice o£ persons £rom the United 
States or abroad who are experts in the field o£ heart diseases; 

(7) in accordance with regulations and £rom funds appropri
ated or donated £or the purpose, provide clinical training and in
struction and establish and maintain clinical traineeships, in the 
Institute and elsewhere in matters relating to the diagnosis, pre
vention, and treatment o£ heart, blood vessel, lung, and blood 
diseases and to the use of blood and blood products and the man
agement of blood resources with such stipends and allowances (in
cluding travel and subsistence expenses) £or trainees as he may 
deem necessary, the number o£ persons receiving such training 
and instruction, and the number o£ persons holding such trainee
ships, to be fixed by the Council, and, in addition, provide £or 
such training, instruction, and traineeships through grants, upon 
rec~m~endation o£ the Council, to public and other nonprofit 
mstltutwns. 

NATIOXAL HEART, BLOOD VESSEL, LUNG, AND BLOOD [DISEASE] DISEASES AND 

BLOOD RESOURCES PROGRAM 

SEc. 413. (a) The Director o£ the Institute, with the advice o£ the 
Council, shall develop a plan £or a National Heart, Blood Vessel, 
Lung, and Blood [Disease] Diseases and Blood Resources Program 
(hereafter in fhis part referred to as the "Program") to expand, 
intensify, and coordinate the activities o£ the Institute respecting 
heart, blood vessel, lung, and blood diseases and blood resources 
(including its activities -under section 412) and shall carry out the 
Program in accordance with such plan. The Program shall be coordi
nated with the other research institutes o£ the National Institutes of 
Health to the extent that they have responsibilities respecting such 
diseases and shall provide for-

(1) investigation into the epidemiology, etiology, and preven
tion o£ all forms and aspects o£ heart, blood vessel, lung, and blood 
diseases, including investigations into the social, environmental, 
behavioral, nutritional, biological, and genetic determinants and 
influences involved in the epidemiology, etiology, and prevention 
o£ such diseases; 
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(2) studies and research into the basic biological processes and 
mechanisms involved in the underlying normal and abnormal 
heart, blood vessel, lung, and blood phenomena; 

(3) research into the development, trial, and evaluation o£ 
techniques. drugs, and devices (including computers) used in, and 
approaches to, the diagnosis, treatment (including emergency 
medical service), and prevention o£ heart, blood vessel, lung, and 
blood diseases and the rehabilitation o£ patients suffering £rom 
such diseases ; 

( 4) establishment o£ programs that will focus and apply 
scientific and technological efforts involving biological, physical, 
and engineering sciences to all facets o£ heart, blood vessel, lung, 
and blood diseases with emphasis on refinement, development, and 
evaluation o£ technological devices that will assist, replace, or 
monitor vital organs and improve instrumentation £or detection, 
diagnosis, and treatment o£ those diseases; 

( 5) establishment o£ programs £or the conduct and direction o£ 
field studies, large-scale testing and evaluation, and demonstra
tion o£ preventive, diagnostic, therapeutic, and rehabilitative 
approaches to, and emergency medical services £or, such disea?es; 

( 6) studies and research into blood diseases and blood, and mto 
the use o£ blood £or clinical purposes and all aspects o£ the man
agement o£ its resources in this country, including the collection, 
preservation, fractionalization, and distribution o£ it and its 
products; . . . . . . .. 

(7) the educatiOn and trammg o£ scientists, clmicians, and edu-
cators, in fields and specialties (including computer. sciences) 
requisite to the conduct o£ clinical programs respectmg heart, 
blood vessel, lung, and blood diseases and blood resources; 

(8) public and professional education relating to all aspects o£ 
such diseases and the use o£ blood and blood products and the 
management o£ blood resources; . 

(9) establishment o£ programs £or study and research mto 
heart, blood vessel, lung, and blood diseases o£ chil~ren (includ
ing cystic fibrosis, hyaline membrane, and hemolytic and ?emo
philic diseases) and £or the development and demonstra.twn o£ 
diagnostic, treatment, and preventive approaches to these diseases; 
and 

(10) establishment o£ program~ £or study, research,. develop-
. ment demonstrations and evaluatiOn o£ emergency medical serv
ices for people who become critically ill in connection with heart, 
blood vessel lung, or blood diseases, which programs shall include 
programs £~r (A) the training o£ paraprofessionals in (i) emer
gency treatment procedures, and ( ii) utilization and operation o£ 
emergency medical equipment, (B) the developmen~ and opera
tion o£ (i) mobil~ critical care un~ts (inc~~ding. helicopters an?
other airborne umts where appropnate), (n) radio, telecommuni
cations and other means o£ communications, and (iii) electronic 
monito~ing systems, and (C) the coordination with other commu
nity services and agenci~s iJ?- the joint use o£ all forms o£ err:ter
gency vehicles, commumcatwns systems, and other appropriate 
services. 
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~he Progr~m shall give special emphasis to the continued development 
m the In~titute of programs relatmg to atherosclerosis hypertension 
thrombosis, and congenital abnormalities o:f the blood v~sels as cause~ 
of stroke, and to ~ffective c~rdi:nation of such programs with related 
stroke programs m the Natwnal Institute of Neurological Diseases 
and Stroke. 

(b) ( 1) The p_la~ required by subsectio~ (a) of this section shall (A) 
be developed w1~hm one hundred and mghty days after the effective 
date of th1s ~ecti?n, (B) be t_ransmitted to the Congress, and (C) set 
out the Institute's staff reqmreme:nts to carry out the Program and 
recommendat!ons for appropri_ations for the Program. 

( 2) The Duector of the Institute shall, as so0n as practicable after 
the en?. of each [c~lendar] fiscal year, prepare in consultation with the 
Council and sub~1~ ~o the President for transmittal to the Congress a 
report on ~he actrv1tws, J?rogress, and accomplishments under the Pro
gram dm.·mg _th. e p. recedmg [calendar] fiscal year .and a plan for the 
Progr~m durmg the next five years. Each &uch plan shall oort>tain (A) 
an estzmate ?f the number and type of personnel whiclt, will be required 
by thf! I nstdu_te to carry ~ut the J(rogram during the five years with 
respect t? u;hzch the plan zs submztted, and (B) recommendations for 
appropnat~.ons ~o carry out the Program during such five years. 

(c) In .c~rrymg o_ut the Program, the Director of the Institute, 
under policies established by the Director of the National Institutes 
of Health and after consultation with the Council and without regard 
to any othe~ provisio_n of this Act may- · 

(1) 1£ authonzed by the Council, obtain (in accordance with 
section 3109 of title 5, United States Code but without rerrard 
to the limitation in such section on the nu:mber of days o; the 
period of such service) the services of not more than [fifty] one 
hundred experts or consultants who have scientific or professional 
qualifications ; 

(2) a~qui~e, construct, improve, repair, operate, alter, renovate 
and mamtam heart, blood vessel, lung, and blood disease and 
blo?rf: :esource la~oratory, research, training, and other necessary 
facilities and eqmpment, and related accommodations as may be 
necessary, and such other real or personal property (includinrr 
patents) as the Director deems necessary; and acquire, without 
regard_to the Act of March 3, 1877 (40 U.S.C. 34), by lease or 
otherwise, through the Administrator of General Services build
ings or parts of buildings in the District of Columbia or dommu
nities located adjacent to the District of Columbia for the use of 
the Institute for a period not to exceed ten years ; and 

(3) enter into such contracts, leases, cooperative agreements, or 
other transactions, without regard to sections 3648 and 3709 of 
the Revised Statutes of the United States (31 U.S.C. 529, 41 
U:S.C. 5), as may be necessary in the conduct of his functions, 
With any public agency, or with any person, firm, association, 
corporation, or educational institu6on. 

(d) There shall be in the Institute an Assistant Director for [Health 
Information Programs] Prevention Edueation, and Control who shall 
be appointed by the Director of the Institute. The Director of the In
stitute, acting through the Assistant Director for [Health Informa-
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tion Programs] Prevention Education, and Control, shall conduct a 
program to provide the public and the health professions with health 
information with regard to cardiovascular, blood, and pulmonary di
seases and blood resources. In the conduct of such program, special em
phasis shall be placed upon dissemination of information regarding 
diet, exercise, stress, hypertension, cigarette smoking, weight control, 
and other factors affecting the prevention of arteriosclerosis and other 
cardiovascular diseases arld of pulmonary and blood diseases. 

HEART, BLOOD VESSEL, LUNG, AND BLOOD DISEASE PREVENTION AND CONTROL 

PROGRAMS 

SEc. 414. (a) The Director of the Institute, under policies estab
lished by the Director of the National Institutes of Health and after 
consultation with the Council, shall eStablish programs as necessary 
for cooperation with other Federal Health agencies; State, local, and 
regional public health agencies, and nonprofit private health agencies 
in the diagnosis, prevention, and treatment (including the provision 
of emergency medical services) of heart, blood vessel, lung, and blood 
diseases, appropriately emphasizing the prevention, diagnosis, and 
treatment of such diseases of children. 

(b) There is authorized to be appropriated to carry out this section 
$25,000,000 for the fiscal year ending June 30, 1973, $35,000,000 for the 
fiscal year ending June 30, 1974, [and] $45,000,000 for the fiscal year 
ending June 30, 1975, $20,000,000 for fiseal year 1976, a11d $30,000,000 
for fiscal year 1977. 

NATIONAL RESEARCH AND DEMONSTRATION CENTERS FOR HEART, BLOOD 
VESSEL, LUNG, AND BLOOD DISEASES AND BLOOD RESOURCES 

SEc. 415. (a) (1) The Director of the Institute may provide for the 
development of~ . 

(A) fifteen new centers for basic and clinical research into, 
training in, and demonstration of, advanced diagnostic, preven
tion, and treatment methods (including methods of/roviding 
emergency medical services) for heart, blood vessel, an blood di
seases and for research itn the use of blood and blood products and 
in the management oJ blood resources; and 

(B) fifteen new centers £or basic and clinical research into, 
training in, and demonstration of, advanced diagnostic, preven
tion, and treatment methods (including methods of providing 
emergency medioal services) £or [chronic) lung diseases (includ
ing bronchitis, emphysema, asthma, cystic fibrosis, and other lung 
diseases of children). 

(2) The centers developed under [paragraph (1) (A)] subpara
graphs (A) and (B) of paragraph (1) shall, in addition to being 
utilized £or research, training, and demonstrations, be utilized for the 
following prevention programs for cardiovascular, pul!monary, and 
blood diseases : 

(A) Programs to develop improved methods of detecting indi
viduals with a high 'risk of developing [cardiovascular disease] 
cardiov118cular, p'l:dm011!ar*y, and blood diseases. 
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(~) Programs to develop improved methods of intervention 
agamst those factors which cause individuals to have a high risk 
of developing [such disease] such diseases. 

(C) Programs to develop health professions and allied health 
professions personnel highly skilled in the prevention of [such 
disease] such diseases. 

(D) Programs to develop improved methods of providing emer
g~ncy medical services for persons with [such disease] such 
dtseases. 

(3) 9enters developed under this subsection may be supported under 
subsectiOn (b) or under any other applicable provision of law. The 
research, training, and demonstration activities carried out through 
any such center may relate to any one or more of the diseases referred 
to in paragraph ( 1) of this subsection. 

. (b) The Director .of the In~titute, under policies established by the 
Director of the N atwnal Institutes of Health and after consultation 
with the Council, may enter into cooperative agreements with public 
or nonprofit private agencies or institutions to pay all or part of the 
cost of planning, establishing, or strengthening, and providing basic 
operating support for, existing or new centers (including centers es
tablished under subsection (a)) for basic or clinical research into, 
training in, and demonstration of, the management of blood resources 
and advanced diagnostic, prevention, and treatment methods for heart, 
blood vessel, lung, or blood diseases. Funds paid to centers under co
operative agreements under this subsection may be used for-

(1) construction, notwithstanding section 405, 
(2) staffing and other basic operating costs, including such 

patient care costs as are required for research, 
(3) training, including training for allied health professions 

personnel, and 
( 4) demonstration purposes. 

The aggregate of payments (other than payments for construction) 
made to any center under such an agreement [may not exceed $5,000,-
000 in any year.] for its costs (other than indirect costs) described 
-in the first sentence may not emceed $5,000,000 in any year, emcept that 
the aggregate of such payments in any year may emceed such amount 
to the emtent that the emcess amount is attributable to increases in such 
year in appropriate costs as reflected in the Consumer Price Indem 
published by the Bureau of Labor Statistics. Support of a center 
under this subsection may be for a period of not to exceed five years 
and may be extended by the Director of the Institute for additional 
periods of not more than five years each, after review of the operations 
of such center by an appropriate scientific review group established 
by the Director. As used in this section, the term "construction" does 
not include the acquisition of land; and the term "trainino-" does not 
ii~clude research. training for '"hich fellowship support ~ay be pro
VIded under section 4 72. 

INTER.\GENCY TECHNICAL COMMITTEE 

SEc. 41~. (a) The Secretary shall establish an Interagency Techni
cal Committee on He!lrt, Blood Vessel, Lung and Blood Diseases and 
Blood Resources which shall be responsible for coordinating those 
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. t f all Federal health programs and activities relating to heart, 
b~E~d ~~ssel lung and blood diseases and to blood resources to ass~re 
the adequady and technical soundness ?f ~uch programs and .activ
ities and to provide for the fuJI commumcab<?n aJ?-d exchange of mfor
mation necessary to maintain adequate coordmatwn of such programs 

and activities. Ch · f th 
(b) The Director of the Institute shall serve as ai~man o e 

Committee and the Committee shall include repr:esentation from all 
Federal department and agencies .whose programs mvolve health func
tions or responsibilities as determmed by the Secretary. 

NATIONAL HE.\RT [AND LUNG), LUNG, AND BLOOD ADVISORY OOUNCIL 

SEc. 417. (a) There is est~blished. in the Institute a [National Hear~ 
and Lung Advisory Council] Natwnal Heart, Lung, and Blood Ad 
visory Council to be composed of twenty-three me_mbers as follows: 

( 1) The Secretary, the Director of the. N atwnal Institutes of 
Health the [Director of the Office of Sc~ence and Tecl.mologyl 
Direct~r of the National Science Foundatwn and t~e chie_f medi
cal officer of the Veterans' Administration (or therr designees), 
and a medical officer designated b:y the Secretary of Defense, shall 
be ex officio members of the Co~nciL 

(2) Eighteen members appomtecl by the Secretary. 
Eleven of the appointed members shall be selecte.d fr~m amo~g the 
leading medical or scientific authorities who are skilled m the sCI~nces 
relating to diseases of the heart, blood vessels, lungs, and blood, t~o 
of the appointed membe~s _shall b_e ~elec:ted from persons enrolled m 
residency programs prov1dmg tramn~g m heart, blood vessel, lung, or 
blood diseases· and five of the appomted members shall be selected 
from members' of the general publ!c who. are le_aders in the fields of 
fundamental or medical sciences or m pubhc affa1~·s. . 

(b) (1) Each appointed member of the Council shall be appomted 
for a term of four years, except that- . . 

(A) any member appointed to fill. a va~ancy occurrmg priOr 
to the expiration of t~e term for which .h1s predecessor was ap
pointed shall be appomted for the remamder of such .term; an~ 

(B) of the members first appointed after the effective date of 
this section, five shall be appointed for a term of four years, five 
shall be appointed for a term of three years, five sh.all be ap
pointed for a term of two years, and three shall be appomte~ for 3; 
term of one year, as designated by the Secretary at the time of 
appointment. . . . . 

Appointed members may serve after the expiratiOn of. their terms 
until their successors have taken office. 

(2) A vacancy in the Council shall not affect its activities, and 
twelve members of the Council shall constitute a quorum. 

(3) The Council shall supersede the existing Nationa~ Advisory 
Heart Council appointed under section 217, and the appomted me_m
bers of the National Advisory Heart Council serving on the effective 
date of this section shall serve as additional members of the [National 
Heart and Luno- Advisory Council] National Heart, Lung, and Blood 
Advisory Coun~il for the duration of their terms then existing, or 
for such shorter time as the Secretary may prescribe. 
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(4) ¥embers of the Counc_il who are not officers or employees of 
the Umted States shall rec~IVe for each day- they are engaged in 
the performance of th~ funct~ons of the Connell compensation at rates 
not to exceed the daily eqmvalent of the annual rate in effect for 
grade GS-13_ of the G~neral Schedule, including traveltime; and all 
meJ?hers, while so servmg away from their homes or regular places of 
~usmess, fi!-ay be _allowed travel expenses, including per diem in 
heu of ~ubs;stence, I_n the S!l;_m~ manner as su<;h expenses are authorized 
by sectiOn o793 of title 5, -pmted States Code, for persons in the Gov
ernment service employed mtermittently. 

(c) _The Secertary (or his designee) shall be the Chairman of the 
Council. 

(d) The Director_ of the Institute shal~ (1) designate a member of 
the staff of the Ins~Itute to act as Exec~tive Secreta~y of the Council, 
and (2) _make av~Ilable to t~e Council sue~ staff, mformation, and 
other assistance a~ It may reqmre to carry out Its functions. 

(e) The Council shall meet at the call of the Chairman but not less 
often than four times a year. ' · 

FUNCTIONS OF THE COUNCIL 

SEc. 418. (a) The Council is authorized to-
. (1) rev~ew re~earch projects or programs submitted to or ini

tiated by_ It rela,tn1g to the study of the cause, prevention, or meth
ods of ~hagnosis or treatment of heart, blood vessel, lung, and 
blood diseases and to the use of blood and blood produ.cts and the 
management of blqod resources, and certify approval to the Secre-

. ~ary, _for prosecutiOn ~nder sect~on 412, any such projects which 
It beheves show p:omise of makmg valuable contributions to hu
man_know~edge with respect to the cause, prevention, or methods 
o~ diagnosis or treatment of heart, blood vessel, lung, and blood 
diseases and to the use of blood and blood products in the manage-
ment of blood resources· · 

~2). 1:eview ~pp~ica~io~s from any university, ~ospital,_ labora
tory, ot ~t~er mstitutwn or a~ency, whether pubhc or pnvate, or 
from indiVIduals, for granti!Hn-aid for research projects relating 
to heart, bloOd vessel, lung, and blood diseases iJJnd to the use of 
blood an~ blood produ.cts and_ the management of blood ref5ources, 
and certify to the Secretary Its approval of grants-in-aid in the 
cases. of ~uch projects which show promise of making- valuable 
cont:Ihutwns to human knowledge with respect to the cause pre
ventmn, or methods of diagnosis or treatment of heart blood ves-
sel. lung, and blood disease; ' 
. (~) ~eview applica~ion~ from a_n:y pu_blic or _other non~rofit 
m~tit~tion for grants-!n-aid for trammg, mstructwn, and tramee
ships m matters relatmg to the diagnosis, prevention, and treat
ment of heart, blood vessel, lung, and blood diseases and to the 
use of blood and l;lood produ.cts and _the manaqement of blood 
resqurces, and certi_fy t? the ~ecretary Its approval of such appli
cations for grants-m-aid as It determines will best carry out the 
purposes of this act; 
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( 4) recommend to the Secretary (A) areas of research in heart, 
blood vessels, lung, and blood diseases and in the use of blood and 
blood products and the management of blood resources which it 
determines slwuld be supported by the awarding of contracts in 
order to best carry out the,urposes of this part, and (B) the 
percentage of the budget o the Institute which should be ex
pended for such contracts; 

[ ( 4)] ( 5) collect information as to studies which are being 
carried on in the United States or any other country as to the 
cause, prevention, or methods o:f diagnosis or treatment of heart, 
blood vessel, lung, and blood diseases and to the use of blood and 
blood produots and the management of blood resources, by cor
respondence or by personal investigation of such studies, and 
with the approval of the Secretary make available such.informa
tion through appropriate publications for the benefit of health 
a?~ welfare agencies an~ org-anizations (publ~c or priv_ate), phy
SICians, or any other scientists, and for the mformatwn of the 
general public; 

[(5)] (6) recommend to the Secretary for acceptance condi
tional gifts pursuant to section 501 for carrying out the purposes 
of this part; and 

[(6)] (7) advice, consult with, and make recommendations to 
the Secretary, the Direetor of the National Institutes of Health, 
and the Director of the N ationa.l Heart and Lung Institute with 
respect to carrying out the provisions of this part. 

(b) ( 1) The Council shall advise and a~sist the Director. of the Insti
tute with respect to the Pr~gram established l!nder sectwn. 413. The 
Council may hold such hearmgs, take.such testim<?ny, and ~It an?. act 
at such times and places, as the CounCil deems advisable to mvestigate 
programs and activities of the Program. 

(93) The Council shall submit .a report to the Secretary for simul
taneml8 transmittal, not later than November 30 of each year, to the 
President and to the Congress on the progress of the Program toward 
the accomplishment of its objectives during the preceding fiscal year. 

ADMINISTRATION 

SEc. 419A. (a) In carrying out the provision~ of section 412 all 
appropriate provisions of section 301 sh~ll he_ apphcabl_e to the author
ity of the Secretary, and except as provided m suf>:sectwn (c), grants
in-aid for heart, blood vessel, lung, and blood disease research and 
t.raining projects and projects with respect to the use of blood and 
blood prodtwts and the managemen~ of blood resourr:es shall be made 
only after review and recommendatiOn of the Counml made pursuant 
to section 414. 

(b) The Secretary may, _in acc?rd~nce with section ~01, accept con
ditional O'ifts for study, mveshgatwn, or research mto the cause, 
preventio~, or methods of diagnosis or treatment of heart, blood vessel, 
lung and blood diseases and into the use of blood and blood products 
and 'the management of blood ;esourees, or ~or the acquisitio~ of 
grounds or for the erection, eqmpment, or mamtenance of premises, 
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buildings, or equipment of the I~stit_ute. Donations of $50,000 or over 
for carrying out the P';lrposes of ~his part m_ay be ackno~ledged by 
the establishment \vithm the Institute of smtable memorials to the 

donors. · · f h ·N t' 1 I (c) Under procedures approved by the ~:hrector o t e a wna ~-
stitutes of Health, the Director of ~heN atwnal Heart >and Lu.r:g _Ins~I
tute may ,approve grants under this. Act for research ·and tr~mmg .m 
heart, blood vessel, lung, and blood diseases and for research and trazn
ing in the use of blood and blood products and the management of 
blood resources- . . · f h 

( 1) [in amounts not to exceed $35,000] if the d~rect costs o suc 
research and traininr; do_ not ex~eed $35,(!00, but orn:ly after appro~ 
priate review for sCient~fic ment but without review and recom 
mendation by the Council, and . . 

(2) [in amounts exceeding $35,000] ~f the d~rect costs of S1fCh 
r•esearch and training exceed $35,000, but on~y after appropnate 
review for scientific merit and recommendation for approval by 
the Council. 

AUTHORIZATION OF APPROPRIATIONS 

SEc. 419B. For the purpose of carrying out _this part (other than 
section 414) there is authorized to be appropriated $375,000,000 for 
the fiscal ye~r ending June 30, 1973, $425,000,000 for the fiscal y~ar 
ending June 30, 1974, [and] $475,000,000 fo!" the fiscal year endmg 
June 30, 1975. $340,000,000 for fiscal year 19t6, and_ $375,f!OO,OOO for 
fiscal year 1977. Of the sums appropriated under this sectiOn for any 
fiscal year, not less than 15 per centul?- of ~uch sums shall be reserved 
for programs under this part respectmg diseases of the lung and not 
less than 15 per centum of such sum~ shall. be reserved for programs 
under this part for programs respectmg [diseases of the blood] blood 
diseases and blood resources. · 

* * ~ * * * * 
pART I -GENER..<\.L PROVISIONS 

DIRECTORS OF INSTITUTES 

SEc. 471. The Director of the Nati~nal Institu~es of Health shall be 
appointed by the President by and WI~h the advice and ~onsent of the 
Senate; and the Director of the N ahonal _Can~er In~titute shall be 

, appointed by the Presid_ent. Except as pr<:mded m sectiOn 40} (b) (9), 
the Director of the N at10nal Cancer Institute shall report directly to 
the Director of the National Institutes of Health. 

NATIONAL R~SEARCH SERVICE AWARDS 

SEc. 4 72. (a) ( 1) The Secretary shall- . 
(A) provide National Researc?- Service A wards for- . 

(i) biomedical and behaviOral research at the Natwnal 
Institutes of Health and the Alcohol, Drug Abuse, and Mental 
Health Administration in matters relating to the cause, diag
nosis, prevention, and treatment of [the disease (or diseases) 
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or other health problems to which the activities of the Insti
tutes and Administration are directed] diseases or other 
heaUh problems. . . . . . . 

(ii) training at the Institutes and Admimstratwn of mdi-
viduals to undertake such research, 

(iii) biomedical and behavioral rese~rch a~ [~on-~ederal] 
public institutions and at nonprofi~ ~:mvate mstitutw.r:s, and 

(iv) pre- and post-doctoral trammg at such pubhc and 
private institutions of individuals to undertake such research; 
and 

(B) make grants to non-Federal public institutions and to non
profit private institutions to enable such institutions _to make to 
individuals selected by them National Research Service A wards 
for research (and training to undertake such research) in the 
matters described in subparagraph (A) (i). 

A reference in this subsection to the National Institutes of Health or 
the Alcohol, Drug Abuse, and Mental Health Administration shall be 
considered to include the institutes, divisions, and bureaus included in 
the Institutes or under the Administration, as the case may be. 
. (2) National Research Service Awards may not be used to support 
residencies. 

(3) Effective July 1, 1975, National Research Service Awards may 
be made for research or research training in only those subject areas 
for which, as determined under section 473, there is a need for 
·personnel. . 

(b) (1) No National Research Service Award may be made by the 
Secretary to any individual unless-

( A) the individual has submitted to the Secretary an applica
tion therefor and the Secretary has approved the application; 

(B) the individual provides, in such form and manner as the 
Secretary shall by regulation prescribe, assurances satisfactory to 
the Secretary that the individual will meet the service requirement 
of subsection (c) ( 1) ; and 

(C) in the case of aN ational Research Service Award for a pur
pose described in subsection (a) (1) (A) (iii) or (a) (1) (A) (iv), 
the individual has been sponsored (in such manner as the Secre
tary may by regulation require) by the institution at which the 
research or training under the Award will be conducted. 

An application for an Award shall be in such form, submitted in such 
ma_nner, and ~ontain such information, as the Secretary may by regu
latiOn prescnbe. 

( 2) The a ward of National Research Service A wards- by the Secre
tary under subsection (a) and the making of grants for such A wards 
shall be subject to review and approval by the appropriate advisory 
councils [to the entities of the National Institutes of Health and the 
Alcohol, Drug Abuse, and Mental Health Administration] within the 
Department of Health, Education, and Welfare (A) whose activities 
relate to the research or training under the Awards, or (B) at which 
such research or training will be conducted. 

(3) No grant may be made under subsection (a) (1) (B) unless an 
application therefor has been submitted to and approved by the Secre
tary. Such application shall be in such form, submitted in such man-
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ner, a:q.d contain such information, as the Secretary may by :regulation 
prescnbe. Subject to the provisions of this section other than para
graph (1) of this subjection, National Research Service Awards made 
under~ grant under subsection (a) (1) (B) shall be made in accord
ance with such regulations as the Secretary shall prescribe. 

(4) 1~h~ period of any National Re13earch Service Award made to 
any mdividual under subsection (a) may not excee<l three years in the 
aggregate unless the Secretary for good cause shown waives the appli
cation of the three-year lill1it to such individuaJ. 

(5) National Research Service Awards shall provide for such stip
ends and allowances (including travel and subsistence expenses and 
dependency allowances) for the recipients of the A wards as the Secre
tary may deem necessary. A National Research Service Award made 
to an individual for research or research training at a non-Federal 
public or nonprofit private institution shall also provide for :payll1ents 
to be made to the institution for the cost of support services ( mcluding 
the cost of faculty salaries, su,pplies, equipment, general research sup
port, and related items) provided such individual by such institution. 
The amount of any such. payments to any institution shall be deter
mined by the Secretary and shall bear a direct relationship to the rea
sonable costs of the institution for establishing and maintaining the 
quality of. its biomedical and behavioral research and training 
programs. 

(c) (1) (A) Each individual who receives a National Research Serv
ice Award shall, in accordance with paragraph (3), engage in-

( i) health research or teaching or any combination thereof 
which is in accordance with usual patterns of academic employ
ment, 
(ii) if authorized under subparagraph (B), serve as a member of 
the National Health Service Corps or serve in his specialty, or 

(iii) if authorized under subparagraph (C) , serve in a health 
related activity approved under that spbparagraph. 

for a period computed in <accordance with paragraph (2). 
(B) Any individual who received a National Research Service 

Award and who is a physician, dentist, nurse, or other individual 
trained to provide health care directly to individual patients may, 
upon application to the Secretary, be authorized by the Secretary to-

( i) serve as a member of the National Health Service Corps, 
(ii) serve in his specialty in private practice in a geographic 

area designed by the Secretary as requiring that specialty, or 
(iii) provides services in his specialty for a health maintenance 

organization to which payments may be made under section 1876 
of title XVIII of the Social Security Act and which serves a 
medically underserved population (as defined in section 1302 (7) 
of this Act), · 

in lieu of engaging in health research or teaching if the Secretary de
termines that there are no suitable health research or teaching posi
tions available to such individual. 

(C) Where appropirate the Secretary may, ppon application, au
thorize a recipient of a National Research Service Award, who is not 
trained to provide health care directly to individual patients, to en
gage in a health-related activity in lieu of engaging in health research 
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or teaching if the Secretary ~e~ermine~ that there a;re ~~ suitable 
health research or teaching positiOns available to such mdivldual. 

(2) For each year for which an individual receives a National Re
search Service A ward he shall-

(A) for twelve months engage in health research or teaching or 
any combinati()n thereof which is in accordance with the usual 
patterns of academic employment or, if so authorized, serve as a 
member of the National Health Services Corps, or 

(B) if authorized under paragraph (1) (B) or (1) (C), for 
twenty months serve in his specialty or engage in a health-related 
activity. . . 

(3) The requirement of paragraph (1) shall be complied With by 
any individual to who~ it applies ~it~ip. su~h reasonable period of 
time after the completiOn of such mdiVldual s award, as the Secre
tary' shall (A) by regulation prescribe ( i) the type of r~search and 
teaching which a~ individual may e;tgage in to comply w1th such re
quirement, and ( 11) such ?ther r~mremen~ respectmg such research 
and teaching and alternatiVe serviCe authorized under paragraphs (1) 
(B) and (1) (C) as he deems necessary; and (B) to the e_xtent feasible, 
provide that the members of the N at10nal ~ealth Service Corps who 
are serving in the Corps to meet the req:u~rement. of P~\agraph _(1) 
shall be assigned to patient care and to positions which utlhze the chm-
cal training and expe~e~ce of the members. . 

(4) (A) If any indiVIdual to whom the reqmrement of paragraph 
(1) is applicable fails, wit~in the period p~escribed by paragraph_ (3), 
to comply with such reqmrement, the Umted States shall be entitled 
to recover from such individual an amount determined in accordance 
with the formula-

(t-Us) A=<l> --
t 

in which "A" is the amount the United States is entitled to recover; 
"<!>"is the sum of the total amount paid under one or more National 
Research Service Awards to such individual [and the interest on such 
amount which would be payable if at the time it was paid it was a loan 
bearing interest at a rate fixed by the Secretary of the Treasury after 
taking into consideration private consumer rates of interest prevailing 
at the time each Award to such individual was made] : "t" is the total 
number of months in such individual's service obligation; and "s" is 
the number of months of such obligation served by him in accordance 
withl>aragraphs (1) and (2) ofthissubsection. 

(B) Any amount which the United States is entitled to recover 
under subparagraph (A) shall, within the three-year period beginning 
on the date the United States becomes entitled to recover such amount, 
be paid to the United States. Until any amount due the United States 
under subparagraph (A) on account of any National Research Service 
Award is paid, there shall accrue to the United States interest on such 
amount [at the same rate as that fixed by the Secretary of the Treasury 
under subparagraph (A) to determine the amount due the United 
States] at a rate fiwed by the Secretary of the Treasury after taking 
into consideration private consumer rates of interest prevailing on the 
date the United States becomes entitled to such amount. 
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[(4)](5) (A) Any obligation of any in~iv~d~al under paragraph 
( 3) shall be canceled upon the death of such mdividual. 

(B) The Secretary shal~ bJ: regulat~on provide f?r ~h~ waiver or 
,suspension of any such obl_Iga~I?n ap:rhc!lble to. any mdividua~ when
.ever compliance by such mdividual IS Impossible or would mv<;>lve 
.extreme hardship to such _in~hj.dual and if enforcl?ment o~ such obhga
-tion with respect to any mdividual would be agamst eqmty and good 
.conscience. 

(d) There are authorized to be appropriated to make payments 
under National Research Service A wards and under grants for such 
Awards $207,947,000 for the fiscal year ending June 30,1975,$175,000,
.000 for fiscal year 1976, and $200,000,000 for fiscal year 1977. Of the 
,sums appropriated under this subsection, not l~ss than 25 per cent~m 
~shall be made available for payments under N atw_nal Research Service 
_A wards provided by the Secretary under subsectiOn (a) ( 1) (A) . 

STUDI:E<S ]illSPECTING BIOMEDICAL AND BEHAVIORAL RESEARCH 

PERSONNEL 

SEc. 4 73. (a) The Secretary shall, in accordance with subsection (b), 
:arrange for the conduct of a continuing study to-- . . 

(1) establish ,(A) the Nation's overall nee~ for bwme~ICal a;nd 
behavioral research personnel, (B) the subJect areas m whiCh 
such personnel .are needed and the n_umber of such pers<;>n_IIel 
needed in each such area, and (C) the kmds and extent of trammg 
which should be provided such personnel; 

(2) assess (A) ?urrent trainnw programs available for ~he 
training of biomedical and behavwral resear~h :r;>ersonnel whiCh 
are conducted under this Act at or through mstltutes under the 
National Institutes of Health and the Alcohol, Drug Abuse7 ~nd 
Mental Health Administration, and (B) other current trammg 
programs available for the training of sue~ personnt?l; 

(3) identify the kinds o~ research positions available to and 
held by individuals completmg su~h programs; 

( 4) determine, to the extent feasible, whether the programs re
ferred to in clause (B) of paragraph (2) would. be adequate to 
meet the needs established under paragraph (1) If th_e programs 
referred to in clause (A) of. para:gra:rh ( 2} were termmated; and 

( 5) determine what modificatiOns m the programs .referred to 
in paragraph (2') are required to meet the needs established under 
paragraph (1). . 

(b) (1) The Secretary shall request the Natwnal Academy of 
:Sciences to conduct the study required by subsect.ion (a) under an 
arrangement under which the actu~l expen_ses mcurred by such 
Academy in conducting such. study .will. b~ paid by the Secretary. If 
the National Academy of Sciences IS '!Illmg to do so, the Secretary 
shall enter into such an arrangement with such Academy f?r the con-
duct of such study. . . . · d 

(2) If the National Academy of Sciences Is unwillmg to con uct 
such study under such an arra;ngement, then the. Secretary shall t:nter 
into a similar arrangement with .other approprmte nonpr?fi~ priva.te 
,groups or associations under whiCh such groups or assoCiatiOns will 
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conduct such study and prepare and submit the reports thereon as 
provided in subsection (c). 

(3) The National Academy of Sciences or other group or associa
tion conducting the study required by subsection (a) shall conduct 
such study in consultation with the Director of the National Institutes 
of Health. 

* * * * * * 
TITLE V-MISCELLANEOUS 

* * * * * * * 
GRANTS TO FEDERAL INSTITUTIONS 

SEc. 507. Appropriations to the Public Health Service available 
under this Act for research, training, or demonstration project grants 
"<>r for grants .to expand existing treatment and research programs and 
facilities for -alcoholism, narcotic addiction, drug abuse, and drug 
dependence, and appropriations available under the Community 
Mental Health Centers Act for construction and staffing of community 
mental health centers and alcoholism and narcotic addiction, drug 
abuse, and drug dependence facilities shall also be available, on the 
same terms and conditions as apply to non-Federal institutions, for 
grants for the same purpose to [hospitals of the Service, of the V eter
ans' Administration, or of the Bureau of Prisons of the Department of 
.Justice, and to Saint Elizabeths Hospital, except that grants to such] 
.FederaZ institutions, except that grants to Federal institutions may be 
funded at 100 per centum of the costs. 

'TITLE XI-GENETIC [BLOOD DISORDERS] DISEASES 
AND SUDDEN INFANT DEATH SYNDROME 

[PART A-SICKLE CELL ANEMIA PROGRAMS 

[SICKLE CELL ANEMIA SCREENING AND COUNSELING PROGRAMS AND 
INFORMATION AND EDUCATION PROGRAMS 

[SEc. 1101. (a) (1) The Secretary may make grants to public and 
nonprofit private entities, and may enter into contracts with public and 
private entities, for projects for the establishment and operation of 
voluntary sickle cell anemia screening and counseling programs, pri
marily through other existing health programs. 

[ ( 2) The Secretary shall carry out a program to develop informa
tion and educational materials relating to sickle cell anemia and to 
disseminate such information and materials to persons providing 
health care and to the public generally. The Secretary may carry out 
such program. throug~ grants ~o publi~ ~nd no~pr<;>fi~ private entities 
·or contracts with pubhc and pnvate entitles and mdividuals. 

[(b) For the purpose of making payments pursuant to grants and 
contracts under this section, there are authorized to be appropriated 
:$20,000,000 for the fiscal year ending June· 301 1973, $30,000poo for 
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the !J.scal year ending June 30, 1974, and $35,000,000 for the fiscal year 
endmg June 30, 1975. 

(PROJECT GRANTS AND CONTRACTS 

[SEc. ~102. (a). ~he Secretary may I_Uake grants to public and non
pr?fit pnva:t~ entit~e_s, 3;n1 may enter mto contracts with public and 
private en~I~Ies ~nd mdi_vidual~, for projects for (1) research andre
searcJ: trammg m the diagnosis, treatment, and control of sickle cell 
ane~Ia, (2) the develop~ent _of programs ~o educate the public re
gardmg t~e nature and mhentance of the Sickle cell trait and sickle 
cell aneJ?Ia, and (3) the development of sickle cell anemia counseling 
and testmg programs and other programs for diagnosis control and 
treatment of sickle cell anemia. ' ' 

[(b) For the pu_rpose ?f making payments _pursuant to grants and 
contracts under this sectwn, there are authorized to be appropriated 
$5,000,000 for ~he fiscal year ending June 30, 1973, $10,000,000 for the 
fisc3;l year endmg June 30, 1974, and $15,000,000 for the fiscal year 
endmg June 30,1975. 

(VOLUNTARY PARTICIPATION 

[SEc. 1103. The participation by any individual in any program or 
portion thereof .u~der th~s.P!l:t $hall be w~olly voluntary and shall 
no~ be a prereqmsite to ehgibrhty for or receipt of any other service or 
assistance from, or to participation in, any other program. 

(APPLICATIONS j ADMINISTRATION OF GRANT AND CONTRACT PROGRAMS 

. [SEc. 1104. (a) A grant unde: this _part may be made upon applica
tiOn to the Secretary at such time, m such manner containing and 
accompani~d by such information, as the Secretary deems necessary. 
Each applicant shall-

[(1) provide that the programs and activities for which assist
ance under this part is sought will be administered by or under the 
su_eervision of the applicant; 

[ ( 2) provide for strict confidentiality of all test results medi
?al records, and other information regarding screening, c~unsel
mg, or treatment of any person treated except for (A) such in
formation a_s t~e patient (or J:is gu~rdia~) consents to be released ; 
or (B) statistical data compiled With~ut reference to the identity 
of any such patient; 

[ ( 0) provide for appropriate community representation in the 
develop:n;ent and operation of any program funded by a grant 
under this part; 

[ ( 4) in the case of an application for a grant under section 
1101 (a) ( 1), pr<_>Vide assurances satisfactory to the Secretary that 
(A) the screemng a~d counselin_g s~rvi~es to be provided under 
the program for whiCh the applicatiOn Is made will be directed 
first to those perso~s who are entering their child-producing years, 
and secondly to children under the age of 7, and (B) appropriate 
arrangements h~ve been made_ to provide counseling to persons 
found to have Sickle cell anemia or the sickle cell trait· 

' 

51 

[ ( 5) set forth such fiscal control and fund accounting pro
cedures _as may be necessary to assure proper disbursement of and 
accountmg for Federal funds paid to the applicant under this 
part; and 

_[(6) prov~de for :n;aking such reports in such form and con
tammg sue~ mformatwn as the Secretary may reasonably require. 

[(b) In mak_mg any grant or contract under this part, the Secretary 
shall ( 1) take mto account the number of persons to be served by the 
program supported by such grant or contract and the extent to which 
rapid and effecti_ve us~ w~ll be made of funds under the grant or con
tract; and (2) gi~e prwnty to programs operating in areas which the 
Secretary determmes have the greatest number of persons in need of 
the services provided under such~ programs. 

(PUBLIC HEALTH SERVICE FACILITIES 

[S~c. 1105. The ~ecretary sJ:all establish a program within the 
Public Health Service to provide for voluntary sickle cell anemia 
screening, counseling, and treatment. Such proo-ram shall be made 
availab~e through_ facilities of. the Public Health Service to any person 
requestmg screenmg, counselmg, or treatment and shall include ap
propriate publicity of the availability and voluntary nature of such 
programs. 

(REPORTS 

[~Ec. 1106. (a) ~he Secretary shall prepare and submit to the 
President for tran~mittal to the Congress on or before April1 of each 
year a comprehensive report on the administration of this part . 

[(b) The report required by this section shall contain such recom
mendations for additional legislation as the Secretary deems neces
sary. 

[PART B-CooLEY's ANEMIA PRoGRAMS 

(COOLEY'S ANEMIA SCREENING, TREATMENT, AND COUNSELING, RESEARCH, 

AND INFORMATION AND EDUCATION PROGRAMS 

[SEc. 1111_. (a) (1). ~he Secretary may J?ake grants to public and 
nonpr~fit priva.t~ entities, a?d may enter mt~ contracts with public 
an~ pn_vate entitles, for pr?Je~ts for the establishment and operation, 
pmnanly through other existmg health programs of Cooley's anemia 
screening, treatment, and counseling programs. ' 

[(2) :r~e Secretary may make grants to public and nonprofit pri
v_a~e entiti~s, ~n.d may enter in.to contracts with public and private en
tities and mdividu';Lls, for proJects for research in the diagnosis, treat
ment, and preventiOn _of Cooley's anemia, including projects for the 
development of effective and inexpensive tests which will identify 
those who have the disease or carry the trait. 
. [(3) The Sec.retary shal~ carry m;t a program to develop informa

tion. and educa~10nal ma:terials relatmg to Cooley's anemia and to dis
semmate such mformatwn and materials to persons providing health 
care and to the public generally. The Secretary may carry out such 
program th_rough g_rants to public and nonprofit private entities or 
contracts with pubhc and private entities and individuals. 
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[(b) (1) For the purpose of making payments pursuant to grants 
and contracts under subsection (a) (1), there are authorized to be ap
propriated $1,000,000 for the fiscal year ending June 30, 1'973, and for 
each of the next two fiscal years. 

[(2) For the purpose of making payments pursuant to grants and 
contracts under subsection (a) (2), there are authorized to be approp
riated $1,700,000 for the fiscal year ending June 30, 1973, and for each 
of the next two fiscal years. 

[(3) For the purpose of carrying out subsection (a) (3), there are 
authorized to be appropriated $1,000,000 for the fiscal year ending 
June 30, 1973, and for each of the next two fiscal years. 

(VOLUNTARY PARTICIPATION 

[SEc. 1112. The participation by any individual in any program or 
portion thereof under this part shall be wholly voluntary and shall not 
be a prerequisite to eligibility for or receipt of any other service or 
assistance from, or to participation in, any other program. 

(APPLICATIONS; ADMINISTRATION OF GRANT AND CONTRACT PROGRAMS 

[SEc. 1113. ('a) A grant under this part may be made upon applica
tion to the Secretary at such time, in such manner, containing and ac
companied by such information, as the Secretary deems necessary. 
Each application shall-

[(1) provide that the programs and activities for which as
sistance under this part is sought will be administered by or under 
the supervision of the applicant; 

[ ( 2) provide for strict confidentiality of all test results, med
ical records, and other information regarding screening, counsel
ing, or treatment of any person treated, except for (A) such in
formation as the patient (or his guardian) consents to be released, 
or (B) statistical data compiled without reference to the identity 
of any such pati~nt; 

[(3) provide for appropriate community representation in the 
development and operation of any program funded by a grant 
under this part; 

[ ( 4) set forth such fiscal control and fund accounting proced
ures as may be necessary to assure proper disbursement of and 
accounting for Federal funds paid to the applicant under this 
part; and 

[ ( 5) provide for making such reports in such form and con
taining such information as the Secretary may reasonably require. 

[(b) ( 1) In making any grant or contract under this title, the Secre
tary shall (A) take into account the number of persons to be served 
by the program supported by such grant or contract and the extent to 
which rapid and effective use will be made of funds under the grant 
or contract; and (B) give priority to programs operating in areas 
which the Secretary determines have the greatest number of persons· 
in need of the services provided under such programs. 

53 

[(2) The Secretary may make a grant under section llll(a) (1}· 
for a screening, treatment, and counseling program whe~ he deter
mines that the screening provided by such program Will be done· 
through an effective and inexpensive Cooley's anemia screening test. 

(PUBLIC HEALTH SERVICE FACILITIES 

[SEc. 1114. The Secretary shall establish a program w~thin the· 
Public Health Service to provide for voluntary Cooley's a~~m1a sc~n
ing, counseling, and treatment. Such program shall utihze effectiye 
and inexpensive Cooley's anemia screening tests, shall be made avail
able through facilities of the Public Health Service to any person 
requesting screening, counseling, or treatment, and shall include appro
propriate publicity of the availablity and voluntary nature of such 
programs. 

(REPORTS 

[SEc. 1115. (a) The Secretary shall prepare and submit to the Presi
dent for transmittal to the Congress on or before April 1 of each year 
a comprehensive report on the administration of this part. 

[(b) The report required by this section shall contain such recom
mendations for additional legislation as the Secretary deems: 
necessary.] 

PART A-GENETIC DISEASES 

TESTING AND COUNSELING PROGRAMS AND INFORMATION 

AND EDUCATION PROGRAMS 

SEc.1101. (a) (1) The Seeretary through an identifiable administra
tive unit within the Department of Health, Education, and Welfare 
may make grants to public and nonprofit private entities, and may 
enter into contracts with public and private entities, for projects to 
establish and operate voluntary genetic testing and counseling pro
grams primarily in conjunction with other existing health programs, 
including programs assisted under title X of this Act and title V of 
the Social Security Act. 

(2) The Security shall carry out, through an identifiable adminis
trative unit within the Department of Health, Education, and Wel
fare, a program to develop information and edrucational materials re
lating to genetic diseases and to disseminate such information and ma
terials to persons providing health care, to teachers and studends, and 
to the public generally in order to most rapidly make available the lat
est advances in the testing, diagnosis, counseling, and treatment of in
dividuals respecting genetic diseases. The Secretary may, under such 
program, make grants to public and nonprofit private entities and en
ter into contracts with public and private entities and individuals for· 
the development and dissemination of such materials. 

(b) For the purpose of making payments pursuant to grants ana 
contracts under this section, there are authorized to be appropriated· 
$20,000,000 for the fiscal year 1976, and $25,000,000 for the fiscal 
year 1977. 
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RESEARCH PROJECT GRANTS AND CONTRACTS 

SEc. 110?3. In carrying out section 301, the Secretary may make 
grants to public and nonprofit entities, and may enter in;to contracts 
with public and private enti~ies and individuals, for p~oJects for (1) 
basic or applied research leadzng to the understandzng, dzagnoszs, treat
ment, and control of genetic diseases, (?3) planning, estr;b?ishing, de'ffl;
onstrating, and developing special programs for the traznzng of genetw 
counselors social and behavioral scientists, and other health profes
sionals, (3') the developme17:t of programs to ed;tcate pra_cticing physi
cians, other health professwna?s, and the publw regarrf;mg. the nature 
of genetic processes the inherztance patterns of genetw dzseases, and 
the means methods 'and facilities available to diagnose, control, coun
sel, and t;eat genetic diseases, and (4) the developm~nt of qounseling 
and testing programs and other programs for the dzagnoszs, control, 
and treatment of genetic diseases. 

VOLUNTARY PARTICIPATION 

SEc. 1103. The participation by any individual in any program or 
portion thereof under this part shall be wholly voluntary and ~hall not 
be a prerequisite to eligibility for or receipt of any other servwe or as
sistance from, or to participation in, in any other program. 

APPLICATIONS; ADMINISTRATION OF GRANTS AND COl'fTRACT PROGRAMS 

SEc. 1104. (a) A grant or contract under this part ~y b~ made 
upon application submitted to the Secr:etary at sue~ tzme, Z"f such 
noanner and containing and acccnnpanzed by such mformatzon, as 
the Sed-etary may require necessary. Each appZ.fcr:n:t shallr-- . . 

( 1) provide that the programs and actwztzes for whwh asszst
ance under this part is sought will be administered by or under 
the supervision of the applicant; . . . 

(?3) provide for strict confidentwlzty of all test results, medz
cal records, and other information regarding testing, diagnosis, 
counseling, or treatment of any person treated, except for (A) 
such information as the patient (or his guardian) gives informed 
consent to be released, or (B) satisfied data compiled without ref
erence to the identity of any such patient; 

(3) provide for community representation 'where appropriate 
in the development and operation of 1.roluntary genetic testing or 
counseling programs funded by a grant under this part; 

( 4) in the case of an applicant for a grant or contract for the 
delivery of services under section 1101 (a) (1), provide assurances 
satisfactory to the Secretary that (A) the services for comnn.unity
'wide testing and counseling to be provided under the program 
for which the application is made ( i) '~"ill talce into consideration 
v'idely prevalent diseaseg with a genetic component a;nd high
risk population groups in which certain genetic diseases occur, 
and ( ii) where appropriate will be directed especially but not 
exclusi1.•ely to persons who are entering their child-producing 
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years, and (B) appropriate arrangements will be made to provide 
couMeUng to persons found to have a genetic di8ease and to per-
801Uf flJUnd to carry a gene or chromosome which may cause a 
deleterious effect in their offspring; and 

( 5) establish fiscal control and fund accounting procedures as 
may be necessary to assure proper disbursement of and accounting 
of Federal funds paid to the applicant under this part. 

(b) In making any grant or entering into any testing and counseling 
programs under section 1101, contract for the Secretmry shall (1) talce 
into account the number of persons to be served by the program sup
ported by such grant or contract and the extent to which rapid and 
effective use will be made of fwruls wruler the grant or contract; and 
(?3) give priority to pro'grams operatin[J in areas which the Secretary 
determines have the greatest number of persons who will benefit from 
<1/l'bd are in need of the services provided under such programs. 

PUBLIC HEALTH SERVICE FACILITIES 

SEc. 1105. The Secretary shall establish a program within the Serv
ice to provide voluntary testing, diagnosis, counseling, and treatment 
of indiviituals respecting genetic diseases. Services under such pro
gram shall be made available throu.gh facilities of the Service to per
sons requesting such services,. and the program shall provide appropri
ate publicity of the availability and vol!untary nature of such services. 

REPORTS 

SEc. 1106. (a) The Secretary shall prepare and submit to the Presi
dent for transmittal to the Congress on or before April1 of each year 
a comprehensive report on the administration of this part. 

(b) The report required by this section shall contain such recom
mendations for additional legislation as the Secretary deems necessary. 

PART [C] B-SUDDEN INFANT DEATH SYNDROME 

SUDDEN INFANT DEATH SYNDROME COUNSELING, INFORMATION, 

EDUCATIONAL, AND STATISTICAL PROGRAMS 

SEc. 1121. (a) The Secretary, through the Assistant Secretary for 
Health, shall carry out a program to develop public information and 
professional educi1.~ional. materials .relating_ to sudden in!ant death 
syndrome and to d1ssemmate such _informatiOn _and matenals to pe~
sons providing health care, to pubbc safety officrals, and to the pubhc 
generally. 

(b) (1) The Secretary may make grants to public and ~onprofit 
private entities, and enter into contracts with public and pnvate en
tities, for projects which inc;lude both-

( A) the collection, analysis, and furnishing of information 
(derived from post mortem examinations .and other means) re
lating to the causes of sudden infant death syndrome; and 

(B) the provision of information and counseling to families 
affected by sudden infant death syndrome. 
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(2) No grant may be made or contract entered into under this sub
section unless an application therefor has been submitted to and ap
proved by the Secretary. Such application shall be in such form, sub
mitted in such manner, and contain such information as the Secretary 
shall by regulation prescribe. Each application shall-

( A) provide that the project for which assistance under this 
subsection is sought will be administered by or under supervision 
of the applicant; · 

(B) provide for appropriate community representation in the 
development and operation of such project; . 

(C) set forth such fiscal controls and fund accounting pro
cedures as may be necessary to ·a;ssure proper disbursement of and 
accounting for Federal funds paid to the applicant under this 
subsection ; and 

(D) provide for making such reports in such form and con
taining such information as the Secretary may reasonably require. 

(3) Payments under grants under this subsection may be made in 
.advance or by way of reimbursement, and at such intervals and on 
such conditions, as the Secretary finds necessary. 

(4) Contracts under this subsection may be entered into without 
regard to sections 3648 through 3709 of the Revised Statutes (31 
u.s.c. 529; 44 u.s.c. 5). 

( 5) For the purpose of making payments pursuant to grants and 
contracts under this subsection, there are authorized to be appropri
ated $2,000,000 for the fiscal year [ending June 30,] 1975, $3,000,000 
for the fiscal year [ending J nne 30,] 1976, and $4,000,000 for the fiscal 
year [ending June 30,] 1977. 

(c) The Secretary shall submit, not later than Jan nary 1, 1976, a 
comprehensive report to the Committee on Labor and Public Welfare 
Df the Senate and the Committee on Interstate and Foreign Com
merce of the House of Representatives respecting the administration 
'()f this section and the results obtained from the programs authorized 
;by it. 

* * * * * * * 
TITLE XVI-HEALTH RESOURCES DEVELOPMENT 

* * * * * * * 
PART B-ALLOTMENTS 

* * * * * * * 
AUTHORIZATION OF APPROPRIATION 

SEc. 1613. Exc~pt as provided in section 1625(d), there are au
thorized to be appropriated for allotments under section [1510] 1610 
$125,000,000 for the fiscal year ending June 30, 1975, $130,000,000 for 
the fiscal year ending June 30, 1976, and $135,000,000 for the fiscal year 
~nding J nne 30, 1977. · 

* * * * * * * 
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SECTION 211 OF THE NATIONAL RESEARCH ACT 

* * * * * * * 
TITLE II-PROTECTION OF HUMAN SUBJECTS OF 

BIOMEDICAL AND BEHAVIORAL RESEARCH 

* * * * * * * 
PART B-MISCELLANEOUS 

NATIONAL ADVISORY COUNCIL FOR THE PROTECTION OF SUBJECTS OF 

BIOMEDICAL AND BEHAVIORAL RESEARCH 

SEc. 211. (a) Section 217 of the Public Health Service Act is 
amended by adding at the end the following new subsection: 

"(f) (1) There shall be established a National Advisory Council for 
the Protection of Subjects of Biomedical and Behavior Research (here
inafter in this subsection referred to as the 'Council') which shall con
sist of the Secretary who shall be Chairman and not less than seven 
nor more than fifteen other members who shall be appointed by the 
Secretary without regard to the provisions of title 5, United States 
Code, governing appointments in the competitive service. The Secre
tary shall select members of the Council from individuals distinguished 
in the fields of medicine, law, ethics, theology, the biological, physical, 
behavioral and social sciences, philosophy, humanities, health adminis
tration, government, and public affairs; but three (and not more than 
three) of the members of the Council shall be individuals who are or 
who have been engaged in biomedical or behavioral research involving 
human subjects. No individual who was appointed to be a member of 
the National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research (established under title II of the 
National Research Act) may be appointed to be a member of the Coun
cil. The appointed members of the Council shall have terms of office of 
four years, except that for the purpose of staggering the expiration of 
the terms of office of the Council members, the Secretary shall, at the 
time of appointment, designate a term of office of less than four years 
for members first appointed to the Council. 

"(2) The Council shall-
"(A) advise, consult with, and make recommendations to, the 

Secretary concerning all matters pertaining to the protection of 
human subjects of biomedical and behavioral research; 

" (B) review policies, regulations, and other requirements of the 
Secretary governing such research to determine the extent to 
which such policies, regulations, and requirements require and are 
effective in requiring observance in such research of the basic 
ethical principles which should underlie the conduct of such 
research and, to the extent such policies, regulations, or require
ments do not require or are not effective in requiring observance 
of such principles, make recommendations to the Secretary re
specting appropriate revision of such policies, regulations, or 
requirements; and 
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"(C) review periodically changes in the scope, purpose, and 
types o£ biomedical and behavioral research being conducted and 
the impact such changes have on the policies, regulations, and 
other requirements o£ the Secretary £or the protection o£ human 
subjects o£ such research. 

" ( 3) The Council may disseminate to the public such information, 
recommendations, and other matters relating to its £unctions as it 
deems appropriate. 

"(4) Section 14 o£ the Federal Advisory Committee Act shall not 
apply with respect to the Council." 

(b) The amendment made by subsection (a) shall take effect 
[July 1, 1976] January 1,1977. 

0 



94TH CoNGRESS} HOUSE OF REPRESENTATIVES { 
1st Session · 

CONSIDERATION OF H.R. 7988 

REPORT 
No. 94-523 

SEPTEMBER 30, 1975.-Referred to the House Calendar and ordered to be printed 

Mr. PEPPER, from the Committee on Rules, 
submitted the following 

REPORT 
[To accompany H. Res. 757] 

The Committee on Rules, having had under consideration House 
Resolution 757, b:y a nonrecord vote, report the same to the House with 
the recommendatiOn that the resolution do pass. 

0 
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94TH CoNGRESS 
1st Session } SENATE 

Calendar No. 493 
{ REP.ORT 

No. Y4-509 

NATIONAL BIOME;DICAL HEART, BLOOD VESSEL, LUNG, 
BLOOD, AND RESEARCH TRAINING ACT OF 1975 

DECEMBER 5 (legisative day, DECEMBER 2), 1975.-0rdered t{) be printed 

Mr. KENNEDY, £rom the Committee on Labor and Public Welfare,· 
submitted the following 

REPORT 
[To accompany S. 988] 

The Committee. on Labor and Public Welfare, to which was referred 
the bill ft5. 988) to amend the Public Health Service Act to revise 
ana extend programs o£ the National Heart and Lung Institute and 
National.Research Setviee·Awards, having considered t4e same, re
ports f~vqrably ther~on, with an amendment and recommends that the 
bill as amend'e·~-~.· do pass. ' · 
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. I. INTRODUCTION 

The National Heart, Lung, Blood, and Blood Vessel Act, P.L. 92-
243 was initially enacted September 19, 1972. The Act expired June 30, 
1975 ... 

Title. I .of the National ~esearch Act, P.L. 93-348, Biomedical and 
Behavioral Research Training was initially enacted July 12, 1974. It 
also expired June 30, 1975. . · · 

· S. 988, the National Biomedical, Heart, Blood Vessel, Lung, Blood, 
and Resea,Tcl1 Training Act of 1975, is the Comm~ttee's. bill toiw Pf~Ytt 
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and extend these authorities for two additional fiscal years through 
June 30, 1977 and for other purposes. . . 

II. SuMMARY OF THE BILL 

·Title I of the hill exte~ds for 2 fiscal years the authority of HEW 
to conduct resear~h, experiments and demonstration programs with re
spect. to hea!~' lung, blood. a:nd blood vessel diseases. The major sub
stantive revisiOns are proVIsiOns-that change the title of .the National 
Hea~ and Lung ~nstitute. t? the Na:tional Heart, Lung and Blood 
Institute and provide exphci,t authority for the Institute to conduct 
programs with respect to the use of blood products and the manage
ment of blood resources. 

There are authorized $10 million for fiscal year 1976 and $25 million 
for fisc.al year 197~ f?r prevention and control programs, and there are 
authorized $338 milhon for fiscal year 1976 and $372 million for fiscal 
year 1977 for the national heart, blood vessel-, lung and blood diseases 
and blood resources program. 

Tide II would extend, with only technical modifications for fiscal 
years 1~76 and 1977, the explicit authority of the Secretary ~f Health 
Educ!lltiOn, and Welfare to provide awards to individuals and institu~ 
tion~ for biom~di.cal and behavioral research training. It wo11ld au
thorize $160 millwn for fiscal year 1976 and $176· million foF fiscal 
year 1977. . 

The total authorization for such programs is $59 million below the 
comparable House Eassed provisions. 

Title III of ~he b1ll includ~ n_ll~llaneous provisions respecting: 
1. _Deletwn.of th~ prohibitiOn of the Secretary of HEW's au

thority to W!l!lve a nght of recovery under section 1631(b) of the 
PHS Act. 

~· .Rights !lind bene.£i,ts equality for PHS officers of the com
missioned corp.sto the Armed Forces under the Soldiers and Sail
ors Civil Relief Act. 
. 3. Broadens the scope of Federal institutions eligible for fund
mg as requested by the Department, respecting its authority under 
section 507 of the PHS Act. 

4. A one year extension, at a reduced level of authorizations of 
$2 million for fiscal year 1976, for physician area shortage 
scholarships. . · · 

5. A one year extension of healt~ profession stud~nt ~oan pro~ 
grams for fiscal year 197'6, at their current authorizatiOn level 
$60 million and $35 million. ' 
. ·6. Authorizes a stipend up t-? $2.5,000 to be paid visiting scifln

tis.ts ":ho agree to teach at mmoi'lty school&> ana authorize~ the 
Mr~u~r~ty Access to Research Careers (MA:R.C) Program in flew, 
to Initiate programs at the undergraduate level. ''·" 

Title IV of the bill amends the Federal Food, Drug and Cosmetic 
Act to pro~ibit regulation of v.itamin and mineral supplements solely 
on the.basis of potency; permit sale of any combination of vitamins 
an.rl mmerals ann othe; .foods; de.fine foods "for special dietary use" 
usmg the current defimtion; provide FDA authority to seize a manu
fa('h,rer's product H his advertising is false and m1sleadino- in a ma
terial respect; permit seizure in retail outlets under certai;, limited 
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conditions; and provide FDA authority to regulate vitamin and min
eral products marketed for pregnant and lactating women and chil
dren to age 12. 

Title V of the bill are technical and conforming amendments to the: 
National Arthritis Act. 

III. NEED FOR THE LEGISLATION 

A. HEART AND LUNG 
1 

Cardiovascular diseases (heart and blood vessel diseases) continue 
to be the primary health problem in the United States. It is estimated 
that 28,000,000 Americans .are afflicted with some form of heart or 
blood vessel disease: 23,000,000 of them have hypertension, 3,900,000 
suffer from coronary heart disease and 1,700,000 from rheumatic hea:r;t 
disease, while 1,650,000 have had one or more strokes. In 1972, an esti
mated 1,060,000 Americans died from heart and blood vessel diseases ; 
this represented more than 54 percent of deaths from all causes. 
i.Lrteriosclerosis 

Arteriosclerosis, or "hardening of the arteries," is by far t~e most 
common of the serious diseases affecting man in Western soCiety. It 
represents a. chronic progressive patholog_ic change in which the inJ?-er 
lining of the arteries becomes roug~, tlnc~, hard, and covered With 
lipid-rich plaques. Eve~tually, the mner d1a~eter. o~ ~he vessels de
creases and blood flow in the diseased arteries dimlmshes or· stops 
completely. Arteriosclerosis begins ~a~ly in life and gene:r;ally becomes 
manifest in middle age or later. Until It does become mamfest as hea::t 
attacks stroke or other illness, it is often without symptoms and lS 
theref-o~e undetected. Its first clinical manifestation may be an abrupt 
catastrophic illness. 

Virtually all adult American mal~s .and post-menopausal w.om~n are 
afflicted to some degree. The econo.mlC Impact of art~nosclerotlC <¥sease 
in the United States has been estimated at $26 bilhon per year m lost 
productivity and expenses for medical care. If arteriosclerosis cou~d be 
prevented, hl!n~red of thousands of Fv~s IJ?-ight be prolonged. Inter
national statistics reveal a great variatiOn m death rates :for athero
sclerotic coronary heart disease. For instance, in Denmark and Swe
den the death rate for men under the 'age 55 is less than half that for 
the 'same age group in the United States; in many cou.ntries it is 
far lower and in some, for example Japan, atherosclerotic coronary 
disease is a rare condition. This difference indicates that the high 
death rates due to arteriosclerosis in the United States are neither nec
essary nor inevitable. Although a.ttempts to learn why the United 
States fares so poorly in these comparisons have not been conclusive~ 
studies have suggested that differences in diet, lifestyle, and personal 
h~bits may be important. Risk f~~;ctors associ!l'ted wit!:t an increased 
ra~. of development and _progression o~ arterwsclerosis are .age, ~ex, 
high levels of choJestecrolui the blood, high blood pressure, and smok
ing. Of these, t~e latter three ~an potentially be contr?lled, and con
siderable effort IS currently bemg expended m the N atwnal Program 

1 Excerpted from the "Se~ond Annual Report of the Director of the National Heart and 
Lung Act," March 10, 1975 as required by section 413(b) of the Public Health Service 
Aet; . 
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to learn more about these as well as other factars which may play a 
role in the development of atherosclerosis. 
H ypertensi<Yrb 

Hypertension, or high blood pressure, is a common and often seriou~ 
-condition. An estimated 23 million adult Americans, or about 15 per
cent of the adult population, have some degree of hypertension. It is 
more common in the black population than .in the white population. 
It predisposes to arteriosclerosis and is a risk factor for heart attack 
:and heart failure, and it is the major predisposing factor for .str?ke. 

Hypertension can be treated, and treatment reduces the InCidence 
of stroke, kidney failure, and heart failure. However, it is uncertain 
at present whether treatment will also reduce the incidence of heart 
attacks. It is also uncertain whether slight or mild degrees of hyper
tension require treatment. Current treatment, while effective, is un
Satisfactory in that it requires lifelong adherence to medication, is 
expensive, has some side effects, and must be individualized. In more 
than nine out of ten cases of hypertension, the cause of the disorder 
is unknown and hence we still lack the means to prevent or cure it 
even though treatment and control are possible. 

. High blood pressure i.s e~ilydetected, but maY. exist ~or many years 
Without symptoms. While 1t can be controlled w1th available therapy, 
of the millions of Americans with this disease, half are probably 
unawar~ tp.at they have it, and of those ~ho are aware, l~ss than ~alf 
are recetvmg adequate therapy. The N atwnal Program lS expendmg 
efforts both on research to discover the causes of hypertension and on 
programs to educate the public about the dangers of hypertension and 
the benefits of treatment. · 
OerebrovMcular Disease 

Cerebrovascular disease occurs when an .arte:t;:y supplying blood to 
the brain is blocked, ruptured, or injured. Cerebrovascular disease due 
· pri~a~ily to arterioscler~sis .a~d hypertensio~ is thehasis .for the great 
maJonty of stroke~, The md!vidual and pubhc healt"l~ burd.~nof death, 
paralvsis, and bram damage from .cerebrovascular disease .1s large. Of 
the 1~7 million adults who 'Q.ave this disease, 800,000 are partially or 
completely disabled and 200,000 ~eside in nursh1g homes. $troke kills 
about 200,000 persons a year particularly at old(lr ages. The death rate 
is areater among men than women, and greater among blacks than 
whites .. Eaoh year, nearly 600,000 patient:;; are discharged· from ~ur 
hospitals with a diagnosis of stroke,. and eac~ year about 250,000 In
dividuals between the ages of 25 and 64 are cnppled mentally or phys
ically by a stroke. Many. more lives could be save1 and disabilitiesprec 
vented if we had effective methods for preventiOn and treatment of 
arteriosclerosis and hypertension, and i:f .available treatment were 
more widely applied. There has been an appreciable decrease in deaths 
from stroke, and some of this decrease may be attributable to recent 
advances in therapy for high blood pressure. 
0 oronary Heart Disea8e . . 

Coronary heart disease refers to the consequences of atherosclerosis 
in the arteries that supply the heart muscle. A heart attack ~a mani
festation of coronary heart disease and occurs when a coron~J,ry .artery 
is blocked, preventing the blood :from reaching the heart muscle nor-
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mally nourished by the artery. This produces death ?f the .hear~ 
muscle, technically called myocardial infarction. Depe~dmg upon th1 
site of the coronary blockage, a small or a large fractiOn of the. tot a 
heart may be involved. . . . . . . . . . . .. ·.. . .~ 

Heart disease associated with artenosclerosis o.f the ~oronary ar 
teries remains the predominant form of heart .di~ease IJ.l the ~d~1lt 
American population. It is responsible :for chrome Illness m 4. m1lhon 
Americans, 2.5 million below the age of 65 .. In 1.972, coronary .heart 
disease accounted for about 685,000 deaths m this C?untry. ·It ~s the 
largest single cause of death from cardiovasc~lar disease and IS the 
leading cause o:f death in men after age 40 and m wome~ after age 60. 
Each year, approximately 170,000 persons below age 65 d1e of coronary 
heart disease. . . . ( . 

Coronary heart disease may also result m angma pecto~1s a tempo-
rary pain usually located in the center and left arm tha~ IS brought on 
by exercise, exposur~ to cold, a~d other factors and relieved by re~t), 
heart :failure (impaire? P.umpmg performance of .the .heart lead~ng 
to accumulation of flmd . m the body and congestion m the lunos) ~ 
disturbances of heart rhythm, and sudden death. . 

The coronary artery bypass operation has been perfected surgiCally 
and can bring increased blood supply to endangered heart muscle . 
This technique uses a blood vessel graft to bypass narrowe~ or 
occluded segments of coronary arte~ies. Over 25,090 such ?Pe~atl<;ms 
are being done annually in the Umted States, with hospitahzatwn 
costs in excess of $5,000 for each operation. Although sue~ surg~ry 
generally provides substantial decrease of symptoms m p~tients with 
severe angina pectoris,.the l<~ng-~e~ effects upon morta.hty and the 
clinical circumstances m whiCh It IS preferable to medical therapy 
are not adequately defined. · 
Peripheral V Mcular Disea8e8 . . 

Peripheral vascular diseases are ~~e cause of consi~er~ble su~ermg 
and disability. They are abn?rmahties that .oc~ur withm arteries or 
veins. Atherosclerotic narrowmg may result I~ madequat~ bl?~d flow 
through the arteries. The veins may become dilated ( var~c?sities) or 
inflamed and obstructed by blood clots ( thrombophl~bitis). T.hese 
diseases may be painful and result in.organ. damage, skm ulceratwns, 
and gangrene. Peripheral vascula.r ?Isease I~ the legs may affect the 
ability to walk or run. Thrombosis m the vems. may produce plumo
nary embolism, i.e., clot fragments !fl~Y be carried m th~ blood from 
their site of oriain to the lungs. This m turn may result m ~hock and 
death. About 265,000 patients are d~scharged :from h?spitals each 
year with a primary diagnosis of peripheral vascular disease. 

ArrhythmiM 
Arrhythmias, or abnorma;I heart rhythms, are o_ne of the most com

mon manifestations of vanous types of heart disease and they are 
frequently the immediate ~aus~ of he~rt :failure an~ death. Arrhytp
mias result :from an alteratiOn m the normal generatiOn and transmis
sion of electrical impulses within the heart. 

They may also occur without recognizable disease. Many rhythm 
disturbances have minor influence upon life expectancy and cause 
little disability, while others cause serious symptoms, ~nd ~orne are 
almost instantaneously fatal. For example, arrhythmias krll more 



than hal~ o£ th~ patie~ts with cor~nary hear:t disease and are a major 
problem m patients with rheumatic heart disease. The National Pro
gram i~ conc~rned :with the development o£ improved methods for 
preventwn, diagnosis, and management o£ arrhythmias. 
Heart Failwre and Shook 

Heart failure and shock represent major causes o£ death and may 
be th~ consequence o£ various disorders ranging from inadequate 
pumpmg by a severely damaged heart ( cardiogenic shock), loss of 
blood (hemorrhagic shock), and impairment in the control of arterial 
tone. Heart failure occurs when the heart has been damaged so exten
sively that its ability to pump blood is impaired and it can no longer 
m~et the needs of the body. In its chronic form, it is often associated 
with shortti~ss of breath, accumulation of fluid, and s~elling o£ the 
legs: Shock IS also a secondary phenomenon characterized by an in
ability of the heart and peripheral arterial tone to maintain adequate 
blo?d pressure and blood perfusio?I·. Left untreated, it rapidly leads 
to Irreversable damage to such critical organs as the brain and the 
kidney, and ultimately to death. 

Heart failure and shock are the most common causes of in-hospital 
deaths ~rom heart attack and most other types of heart disease, thus 
accountmg for about a quarter of a million deaths annually. In addi
ti?n, chronic heart failure may follow a heart attack or result from 
high blood pressure or other cardiovascular diseases. About two mil
lion Americans have chronic heart failure. In the majority of chronic 
heart failure patients, symptoms can be relieved by drugs. 

In the absence of valvular lesions or intracardiac defects, insufficient 
surviving or poorly functioning heart muscle is the immediate cause of 
heart failure and shock in most instances. An improved understand
ing of energy utilization in heart muscle is essential for adequate con
trol or prevention of heart failure and shock in these cases. 
Congenital and Rhewmatio Heart Diseases 

Congenital heart disease occurs when the heart or major blood ves
sels near the heart fail to mature normally before birth. About hal£ 
of the children born with this disease do not survive until their first 
birthday. The causes of congenital heart disease are generally un
known. Less than three percent are known to be related to a particu
lar event or disor?er oc~urring during pregnancy, such as rubella ( Ger
man measles) , mfection, or the use of certain dru!!"S such as 
thalidomide. o ' . 

At present there are 35 recognizable types of congenital or inborn 
heart defects and about 25,000 babies are born each year with heart 
defects. The postnatal mortality from heart defects is about 7 500 
per year. In addition, there are 100,000 children and 1,600 000 ad~lts 
with known rheumatic heart disease with an annual mortality rate of 
about 15,000. 
· The earliest surgical successes in the treatment of heart diseases were 
in the correction or palliation of cong-enital heart disease. These suc
cesses ar~ being exJ?loited, in the development of diagnostic and surgi
cal techmques applicable to the newborn. Important insights have also 
been gained into the development of the cardiovascular system. How
ever, in most cases, it is st_ill not known what makes the heart develop 
abnormally before a baby IS born. · 
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· Rheumatic fever and rheumatic heart disease w~re once considered 
leading causes of serious childhood illnesses. They can now be pre
vented. Rheumatic fever is almost always preceded by a str~ptoc<?ccal 
infection and may be preventd by prompt tr~atme~t of such mfectwns. 
Rheumatic heart disease is an immunological disturbanc.e that fre
quently occurs years after initial rhe1_1matic fever and prw_r strepto
coccal infection. This type of heart disease may lead to serwff dbt 
age of the heart valves. This, in turn, may not ~nly shorten I e, u 
also seriously impair the quality of t~e patient's hfe: Impro~ed under
stan,ding and control of imm~n?~ogiCal problems IS thus Importa~t 
in the identification or susceptibility and th~ preventon o£ rheu!llatiC 
heart disease, as well as in th~ sucess of ca~diac transplants and m the 
prevention of cariomyopathies and possibly other forms of heart 
disease. 
Cardiomyopathies and Infections of the Heart . 

Cardiomyopathies and infections ?f the heart are diseases of the 
heart muscle and its lining. These diseases cause enlargement of .the 
heart heart failure irregularities o£ the heart rhythm, and occas~on
ally s~dden death. The prevalence of these diseas~s, cause~ by a vari~ty 
of factors, is unknown. Known factors producmg car!'lwmyopat~Ies 
include toxic substances viral infections, alcohol, ImmunologiCal 
phenomena, nutritional d~ficie?I?ies, muscular dystrophy, ~nd anum~ 
ber of rare diseases. The condition may be a~ute or .chrome and. pro 
gressive. Rapidly fatal disease may be associated :With heart failure, 
disturbances of rhythm, and sudden death. Infections ma:Y. affect t~e 
heart muscle (myocarditis), its interior wall ( endocardit~s), .or Its 
exterior surface (pericarditis). They may be cause~ ~y certa~n VIruses, 
bacteria, or fungi. Cardiomyopathies and myocarditis are bemg recog
nized with increasing frequency. 
Circulatory Assistance . 

Circulatory assistance to the failing heart may be provided b~ many 
types of devices currently under development. i?ome are apphed ex
ternally to the lower extremities in sync?rony with the heart beat. In 
others, the pumping action o£ the heart IS e~h.anced ~y synchronously 
expandinO" and collapsing a "balloon" positioned m the aorta, .the 
artery lea"ding from the heart. Qn a very li!llited scale, a few devices 
have been employed which reqmre substantial surgery ~nd ~he actual 
positioning of a pumping device within the chest: While c~rculatory 
assist devices are desi O"ned to improve the mechamcal functiOn of t~e 
heart the apparatus o also gener~lly involves important electromc, 
pneu~atic hydraulic, and mechamcal systems. 

Diseases' of the lung constitute a major national ~ealth problem of 
increasing dimensions. In the United States, lung diseases covered by 
the Program account for an estimated.l?O,OOO deaths each ye~r, cause 
45 million days lost from work, 40 milhon days<?£ .bed-restnc~ed ac
tivity, and cost the economy approximately $6 bllhon a year m lost 
productivity and wages and medical care co~ts. . 

Respiratory diseases that represent. natwnal health problems. In
clude chronic obstructive pulmonary diseases (COP,D), acute r.espira
tory distress syndromes (RDS), and fibrotic and Imm1_1nolog1C lung 
diseases. The economic cost o£ these diseases has been estimated at $6.3 
billion per year. 
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Lung diseases affiict both th~ young and the old. In the newborn the 
most common cause of.d~ath ~s the neonatal respiratory distress s n
dr~me.: eonatal RDS 1s ~Ph?ated in the development of adult re[ri _ 
ra ?ry 1seases as well. Fibrotic and immunolog1 1 · d" 
m~aJor cause of lung problems in the young adul~fnJs:ses; are a 
~r~~~:t9f thethadult _respiratory diseases, emphys~ma anda~h~~~l~ 

c. I Is are e maJor causes of death. An estimated 10 ··n· 
Amencans are currently affected. by these diseases. Togethe~I wi~h 
;~~~~~g h~~l~hsembtnd ?hromh· c bdronchitis represent a particularly 

d't' h pro em smce t e eath rate and prevalence of the 
con I Ions ~~;ve b~en i:r;wreasing at an alarming rate over the ast ~~ 
years. As II; d1sablmg d1~ase, emphysema is the third leadin p f 

P
worbkler retirement on socml security disability payments. Se;e~a::J· ~r 

ro em areas are defined below : 
P ediatrio Pulmonary DiBeases 

. Pedi:;ttric pulm~mary diseases present health problems of national 
dimdnswn)s. Hya;lme meJ?.brane .disease (neonatal respiratory distress 
syn r?me , cystic fibr?SI;> . (an mherited disease of abnormal mucus 
decre)tion), and bronchwhti~ (acute airway obstruction in young chil-

rfn t~re1 among the m?St Important disorders of childhood that in
;it~e hye li ung and ~he aird~ays. About 40,000 babies are born each year 

a ne mem rane Isease. Many of these will die unless i ven 
f:~iTifi~s~reatment, presently unavailable except in a few speci!Jized 

C~stic fibrosis occurs in about one of every 2 000 live births and 
pro~Imately 5 percent <?f tl~e general populati~n in the United St ~p
carries the gen~ for th1~ disorder. Cystic fibrosis is one f h . a ~8 
causes of chrome Illness m children and young adults and ~cc~u~tm~r~ 
B~~t 0~.t?·~·de~ths from pulmonary disease in the pediatric aae gr~u~

1 

abl 
nc 1?t I .Is ~sd'a common pediatric disorder, but data are .got avail~ 

e on 1 s IllCI ence. · ·· 

Emphysema and Chronic Bronchitis 
Emrhysema; and chronic bronchitis are among the ma ·or causes of 

~ortahty and Illness from pulmonary diseases EmphysemJ · d' m wh' th th' ll · . · a IS a 1sease 
ICe ~ m wa . s. m the alveoli (air sacs) lose their elasticit a d 

~har. Crr?nd ~ronchltiS refers to.a persistent inflamation of the lun~S 
Th~~~c J.nze y rectbrent coughmg and excess mucus in the airwaYs 
. Iseases. may e .associated with certain risk factors such a~ 

~Ig;~ette smfkifgh_ and I~ some cases with genetic determina~ts ( e o· 
e Ciency o a. P a~ -antitrypsin enzyme). Emphysema is a leadi~;;. 

1>~~~ £:0:a;~6tn i~~i~~~:~~:ft ~h~o~ic eb:n~hi~::~:t:e o~ disabilitY. 
count for half of the total181,000 man-years lost due tol~n Y~.ma ac
~7 cr~~= ~ea~t rate f<r chronic bronc~itis doubled betwee! 19

1

~~a:~d 

;::eh·d~~~:~E :o :;.~c~!: 1~::~f:~!f:og~:iri~~;~::~~cPf~:~e~ }f01! emp ysema. L 

Fib~otic ~nd Immunologic Lung Disease 

Fi~:~:h~e~~~~:~(~~~ft~~l~io~ d~~~~~s~~~~l:edli~~~~~~:~~ f;o~::~ 
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tion) a:rid immunologic responses are characteristic of a variety of lung 
diseases. Among the factors that may induce these responses are ex
posure to substances such as coal dust, silica, and asbestos in the envi
ronment; viral and ba.derial infections; diseases of the connective tis
sue such as rheumatoid arthritis, lupu~;~, and scleroderma; radiation 
damage; and exposure to substances like molds and dust that initiate 
hypersensitivity reactions. Diseases characterized by pulmonary fibro
sis and/or immunologic reactions include pneumoconiosis, sarcoidosis, 
diffuse hypersensitivity pneumonitis, farmer's lung, and bronchial 
asthma. This group of lung diseases is a major national health problem, 
second in magnitude among lung diseases only to emphysema and 
chronic bronchitis. 

Statistical data on fibrotic lung diseases are inadequate because these 
diseases are difficult to diagnose and poorly reported. However, their 
national health impact is far greater than is generally appreciated. For 
example, sarcoidosis is about 12 to 15 times more common among blacks 
than among whites in this country, and now outranks tuberculosis as a 
cause of disability from pulmonary insufficien'Cy in black populations. 
It is also more common in women. 

Among immunologic lung diseases, asthma is the most common, 
affecting about 6 million persons in this country (approximately 3 per
-c~nt~f. t)le population). It is responsible for 5 perce~t.of all chronic 
chsabihties and causes an annuaJ loss of about 4 m1lhon workdays. 
Other immunologic lung diseases are associated with specific occupa
tionS. where exposure to orgl)ni~ dusts or molds is high; for example, 
farmer's lung in the north central states, bagassosis among sugar cane 
workers in the south, and hypersensitivity pneumonitis from organisms 
growing in humidifiers and air conditioners. While none of these dis
-eases is very common in the general population, their importance stems 
from their high incidence in particular environments. 

Respiratory Failure 
Respiratory failure is a complication of many nonpulmonary dis

eases. Acute respiratory distress syndromes have been recognized as 
such only· recently. For these two reason, data on incidence are not 
available. A conservative estimate is that 150,000 adult cases of acute 
respiratory distress syndrome occur each year in the United States 
with a mortality rate o~ 40 percent. These figures do not include failure 
due to chronic pulmonary disease (see italics section on Emphysema 
and Chronic Bronchitis), nor do they adequately reflect the true in
cidence because so many cases are unreported,. 
, Pulr(Wnary V as(}1)},ar Diseases 

Pulmonary vascular diseases include cor pulmonale, pulmonary 
hypertension, and pulmonary edema. Cor pulmonale refers to enlarge
ment of the heart due to an increased workload of the right ventricle 
resulting from conditions which affect the pulmonary circulation. Pul~ 
monary hypertension is characterized by elevation of pulmonary 
::trterial preA3ure ,al;>O;ve JlOrmaUevels. The conQition is considered pri
mary when f-oillldin the absence of cardiac or pulmonary diseases and 
secondary wl;l.en associated with these diseases. Primary hypertension 
~ay ~e caused by factors such as ~igh altitude and low oxygen, or 
mgestwn or certam d:ugs and chemicals; secondary hypertension may 
result from destruction of the pulmonary vascular bed, congenital 

S. Rept. 509-75-2 
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heart disease, pulmonary vasoconstriction, or congestive heart failure. 
Pulmonary edema, difficult to detect early, is a pathologic state in 
which there is abnormal extravascular storage of fluid in the lung. 
Reliable data on the incidence and prevalence of these diseases are not 
available. However, it has been estimated that cor pulmonale alone 
occurs in 40 percent of cases of emphysema and chronic bronchitis, 
both of which are chronic respiratory diseases of national impact. 
Inhalation Diseases 

Inhalation diseases are becoming more prevalent in the United 
States as industrialization and the technological age progress. Of all 
occupational illnesses, dust inhalation diseases, or pneumoconioses, 
are the most serious health problem. The dusts inhaled are so fine that 
they escape the natural cleaning mechanism of the upper respiratory 
tract and lodge permanently in the lungs. If exposure is sufficiently 
high and prolonged, the accumulated particles may cause fibrosis 
or scarring of the lung tissue and in many cases lead to serious disa
bility and even death. One of the most serious problems in our country 
today comes from the direct handling of asbestos by some 200,000 
workers and by another 3 to 5 million persons who are secondarily 
exposed to the dust. Asbestos is believed to be a leading factor in the 
deaths of over 2,000 persons each year in the U.S. The breathing of 
quartz dust, or silica, is another hazard which gradually causes ir
reversible damage to the lungs. Of the more than 125,000 workers now 
engaged in coal mining in the United States, an estimated 10 to 20 
percen~ have coal ":orker's pneumoconiosis, or "black lung." Beryllium, 
Iron, tm, and barmm dusts are also hazardous to the lung tissue. 
Pneumoconi?ses. are also caused by organic dusts from plants such as 
cotton (byssmos1s), sugar cane (bagassosis), and moldy hay (farmer's 
lung). 
Respiratory Assistance 

Respiratory assistance can be provided by mechanical devices ( venti
lators or membrane oxygenators) that support the gas transfer func
tions of the lung when, as a consequence of the disease, the lungs are 
unable to maintain proper levels of oxygen and carbon dioxide. Ven
~ilators are devices that mechanically inflate the lungs and can deliver 
Increased amounts of oxygen. Membrane oxygenators are externally 
placed "artificial lungs" which are connected with the patient's cir
culatory system. Blood from the patient enters the oxygenator, carbon 
dioxide is removed, the blood is oxygenated, and then returned to the 
patient's circulatory system. At present, oxygenators can only he used 
safey for several days. Recent experience suggests that this method of 
respiratory assistance holds promise for treatment of some patients 
in acute respiratory failure. 

The following summarizes the four major problem areas in blood 
diseases and blood resources. 
Bleeding and Clotting Disorders 
Befor~ describin_g the major bleeding and clotting disorders ad

dressed m the N 3;t10nal Progra_m, the gen~ral principles involved in 
the arrest of bleedmg (hemostasis) are outlmed below. The hemostatic 
mechanism is designed to repair breaks in the wall of small blood 
vessels, namely the components of the microcirculation. The micro-

11 

· • 1 t.: ·s ·an· ·1"mportant part of the circulatory system. It carries. 
Cll'CU a lOll l . • · f h · t b }' 
to th cells of the body the materials . needed or t e1r me .a o 1sm 

d function and removes their waste pro~ucts so that the mternal 
:~vironment is maintained in a manner whiCh all?ws the cells ~o su.r
vive and perform their interrelated tasks. Bleedmg and clott~ng m 
the microcirculation contribute to the adverse e_ffects of _many_ diseases 
and disorders such as hyp~rtension, . stroke, dmbetes, m~ect~ous and 
inflammatory disease, aut01mmu;n~ d1Se3;se, host-graft reJection, ~an
cer, sickle cell anemia, drug tox1c1t:y:, _m1sma~hed blood transfusi_on, 
liver disease, nephritis and hem?p!:nha. The Impact of the ~l~edmg 
and clotting diseases is vast even 1f 1t cannot be expressed statistically. 

B iomaterials 
Biomaterials are syn~hetic rriate~als wh~ch can be i;?planted in t~e 

body and used in a variety of medical deviCes. To be. blood compati
ble';, such materials must not cause damage to the v~r:wus ~ompon~nts 
of blood and must not induce blood to clot. In ~d~1tion, bwr;natermls 
must possess specific properties suitable for sp~c1ahzed functw~s _(for 
example, gas permeal;>ility f~r ?xygenati~:m devi?es) and have mm1m~l 
risk of causing chem1c~l tox1c1ty, a~lergiC reactwns, and tu:r;nors. S~-v
eral approaches are bemg pursued m the developme~t ?f smtable,pw
materials. Properties of the vessel wall have been Imitated by hy
drogels," a network structure of long polymer chains ~nd water. Bl?od 
compatible surfaces can be grafted or bo~ded to a va~1ety of matenals 
which have otherwise promising physiC~l properties. An?ther ap
proach involves the use of human cells whiCh can be grown m cul~ure 
and attached to certain man-made materials to make them compatible 
with blood. Materials can be synthesized which contain anticoagulants, 
clot-dissolvino- enzymes, and surface-active agents. Composite ma
terials can be
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produced which are based on a variety of components 
mentioned above. 
Sickle Oell Disease and Other Disorders of the Red Blood Cell 

The three groups of disorders considered here include s~ckle cell 
anemia and sickle cell trait, conditions closely related to siCkle cell 
disease such as Cooley's anemia, and defects affecting the red blood 
cell membrane and its metabolic machinery. · 

Sickle Sell Anemia and Sickle Cell Trait.-Sickle cell trait, the most 
common inherited blood abnormality in the United States, is believed 
to be carried by more than 2 million U.S. citizens, primarily blacks~ 
However, most of these "carriers" are healthy. If two carrie~s marry, 
each of their children has a one in four chance of having siCkle cell 
anemia, a painful and debilitating dis~)I'der affecting ~ear.ly 5~,000 in
dividuals (see Figure 11). About one m 500 black babies m this coun-
try is born with sic~e ?ell an~mia. . 

Sickle cell anemia IS a disorder characterized by the presence of 
painful "crises" which may last for hours or days, a chronic. anemia 
related to accelerated destruction of red blood cells and acute aid chro
nic damage to various body organs. These clinical manifestations are 
caused by the presence of an abnormal hemoglobin (Hb S) leading to 
crescent shaped "sickled" red cells. Sickled red cells have diffi~ul~y 
traversing the small blood vessels and tend to occlude them. This m 
turn results in impaired circulation, tissue damage, and painful crises. 

Sickle cell anemia, the homozygous state for the gene for Hb S 
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(S/S disease), often causes severe and disabling symptoms and may 
markedly shorten life. Milder symptoms and greater longevitj'" are en
countered in certain genetic variant& of sickle cell disease (Hb S-U 
disease, Hb S-thalassemia). · 

Wheri Both Parents are Carriers: 

• • 
Il 

Sickle Sickle 
Cell Cell 

Trait 

I I •••• XIII 
Sickle 

Cell 
Anemia 

Sickle 
Cell 

Trait 

Sickle 
Cell 

Trait 
Normal 

]'IGURE 1. Hereditary Impact of Sickle Cell Trait. 

If sickling of the red cells could be altered or prevented, perhaps by 
a suitably designed pharmacologic agent, both the quality and dura
tion of life for patients with sickle cell disease would be greatly im
proved. 'While we know the primary defect in sickle cell disease (a 
mutation which leads to the substitutiQI,l. of a single amino acid in one 
of the two kinds of polypeptide chains in hemoglobin), much remains 
to be learned about the formation and structure of the aggregates of 
deoxygenated Hb S and the interactions of these polymers of Hb S 
with other red cell components. In a sense, the molecular and cellular 
manifestations can be considered "causes" of sickle cell disease, since 
the clinical manifestations are based upon the molecular and cellular 
phenomena. 

The cost of caring for a patient with sickle cell disease may approach 
$2,500 to $5,000 a year. The loss of time from school and jobs, and the 
resultant psychological and educational problems, make this disorder 
one of high social and economic impact. 

Cooley's Anemia.-Cooley's anemia (thalassemia) results from de
fective production of one of the sub-units of the hemoglobin molecule, 
leading to rapid destruction of the red cells. It occurs in perhaps 5,000 
Americans, largely of Mediterranean ancestry. Its victims suffer pro
found anemia and require repeated blood transfusions for survival. 
As with the sickle cell trait, most carriers do not have symptoms, but 
one in four offspring may be afl'('Cted if two carriers marry. 
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Membrane and Enzyme Defects.-peiects in _red cell membranes and 
red cell enzymes also produce anemia by causm~ premature destruc
tion of the red blood cells. Such defects are relatively rar~, except h!l~ 
called glucose-6-phosphate dehydrogenase ( G6PD) deficienc~, w Il 
occurs in about 10 percent of black males and_less frequently m ~a ~s 
of Mediterranean ancestry and other populati~:ms. Mo~t ~f these md;tf 
-viduals are healthy, but may develop anemia with certam Illnesses or I 
they take a variety of commonly used drugs. 

Blood Resources . 
Safe and adequate supplies of blood must be available !or ~he nati~:m. 

Most whole blood is collected by an assemblage of orgamzatwns wh.ICh 
might be referred to as the blood servic~ complex. As stated earlier, 
whole blood contains red blood cells, white blood cells, and platelets 
suspended in plasma. About 9 million units of whole blood and another 
8.5 million unit equivalents of blood plasma are ~ollected and used for 
thempy in the United !3tates each yea~. T?e optimal ~anagement and 
utilization of this national resource IS vital to the Improved health 
care of the nation. . . . . 

Transfusion of red blood cells IS Importan~ m restormg the n_ormal 
oxygen-carrying capacity of ~e blood in I?atients acutelJ: anemi? as a 
result of hemorrhao-e or chromcally anemic because of diseases mter
fering with nor~af red cell production. Of all t~e blood component~ 
used in transfusion therapy, red cells are needed m the great.est q~an 
tity. White blood cells are vital to the b?<ly's defe~se ag3;mst mfesbon. 
In cancer, leukemia, and certain allergiC stat~s; ?I~culat~ng leukc;cytes 
(a type of white ~lood cell). arefrequently dimmis~ed I~ quantit~ or 
impaired in functiOnal quahty. As a result, the pat~el!t ~s susceptible 
to serious infections that may not respond to ant!biO~Ic treatment. 
Transfusions of white blood cells may be beneficial m such cast;s. 
Platelets play a prominent role in t?e ini~iation of co~gulat!on and m 
the maintenance 6£ the blood ve8sel mtegr1ty. Leukemia patie:r:t8 oft~n 
have lqw circulating platelet levels, either as~ result. of the ~Ise~se It
self or as a toxic reaction to the drugs used. m treatmg their d1:sease. 
.Drug treatment of solid tumors also·freq~ently reduces platelet levels. 
Such platelet deficiencies ~an result in sem~ms, often fatal hemorrhage. 
Platelet transfusions are vital for these patients. · . · 

Approximately 1.7 mi.lliort liters of plas~a are c?llected each year, 
mainly for the preparrutwn of plasma pr<?tem frae~wns such as serum 
albumin used to treat shoc.k; blood groupmg protem_needed for bloo~ 
typing; gamma globulin for ant~bod.ies to figh.t. disease; and anti
hemophilic globulin to allay bleedmg m hemophiliacs., . 

B. NATIONAL RESEARCH SER":!CE AWARDS 2 

NATIONAL AcADEM:Y oF ScrtxCF;s. 
lV ashington, D.O., June 16, 1975. ·· 

Ron. CASPAR W. '\V'EINBERGER, . 
Secretary of Health, Education, and Welfare, 
Washington, D ~o. · . ·· 

My DEAR MR. SEcRETARY: I am pleased to present to the Departf!le~t 
()f Health, Education, and Welfare the 1975 report of the. Committee 

• Excerpted from "Personnel Needs and Training. for Biomedical and Behavioral Re
search," Commission on Human Resources-National Research Council. 
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on a Study of~ ation.al ~ eeds for Biomedical and Behavioral Research 
~ersonnel. Th1s ~ontmmng stud¥ has been undertaken by the N a tiona! 

19
7t(:P\YmLml pursuant to T1tle I of the National Research Act of 

197 4 th ut ltlhC Na w ?3-348). It responds to your request of September 16, 
a e at10nal Academy of Sciences make such a stud and 

follows ~y letter of March 6, 1975 indicating that the Academv !ould 

O
accept th1s t~k. The wor:k has been supported under Contract N01 

D 5 2109 w1th the N at10nal Institutes of Health 
t ?'~e( Act stat~s (Section 4 73 (a) ) that the purpos~s of the study are 
boh .1) establish (A) the Nation's overall need for biomedical and 

e av10ral research personnel, (B) the subject areas in which such 
personnel are needed and .the number of such personnel needed in each 
buch ar~~' dnd (C) the kmds of and extent of training which should 
a ~iii~ hie f s~~h ler~o~mel ;f(b2) asse~s (A) current training programs 

.or e rammg o 10medwal and behavioral research er
sonnel whiCh are conducted under this Act at or thro h · · p 
under the National Institutes of Health and the Alcohot~ ms~tutes 
and Mental Health Administration and (B) other c ' rtugt . ~se, 
Programs a ·1 bl f h . . ' urren ra1n1ng h . va1 a e or t e trammg of such personnel· (3) 'd t'fy 
t e km~s of research positions available to and held b i d~ ~~ 11 
~ht~eh~~ such programs; ( 4) d~termine, to the exfen~ .f:~sfuies 

e er e programs referred to m clause (b) of p h (2)' 
1o~~d be adequate to meet the. needs established under p~~~¥r~ph (1) 
I e programs referred to m clause (A) f h 
terminated· and (5) d t · h . 0 .Para.grap (2) were 
referred to' in e ermme w at ~odificatiOns m the programs 
lished under pai:;:~~it&")\¥,) are reqmred to meet the needs estab-

The present document submitt d · d 

;;:~n~hr:rfi!r i~o::Jn~!~re~;7;' fas
1

~~;P:;e~
0 

lll:l~t !:~;~~~~efu~~! 
fully to the broad and diffic 1~ he ~tudy, hence, It cannot respond 
beginning has been m d I u reqmrements set by the Act. But a 
after will deal in a m~r:· de[:il:~ that our r~ports in 1976 and there
nificant problem you have brought tnd meanmgful way with the sig-

st;, e shall be· glad to discuss this :e~~rt for 1975 with you and your 

Sincerely yours, 
PHILIP HAND~R, President. 

COMMITTEE ON A STUD N BEHAVIO~LF RATIONAL NPEEDS FOR BIOMEDICAL AND 
· ESEARCH. ERSONNEL 

Chairman: Robert ,J Glaser MD p · .d 
.Family Foundatio~. ' . ., resi ent, The Henry J. Kaiser 

V1ce. Chairman: Henry W. Riecken Ph D . 
SCiences, University of Pennsylv ~. . ., Professor of BehaviOral 

John J B Ph· . . . ama. 
Roch;, In~~~~utley~Ne~~:r!;~sident of Research, Hoffmann-La 

Allan M. Cartter, Ph.D., Professor . f H' h . . . 
Laboratory of Research in HigheroEd Ig t~r E~u~at10:!!, Director, 
f?rnia, Los Angeles. . ' . .. : uca IOn, mversity of Cali-

Julms H. Comroe Jr MD p ·. f f p .· . 
California, San Fra~cis~o.'' ro essor 0 

· hysiOlogy, University of 
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John E. Jacobs, Ph.D., Walter P. Murphy Professor of Electrical En
gin~ring and Engineering Scie?-ces,. Director, Biomedical Engi

. neermg Center, Northwestern Umvers1ty. 
David Mechanic, Ph.D., Professor of Sociology, University of "\Vis-

cousin. 
Lincoln E. Moses, Ph.D., Dean of Graduate Studies, Stanford Uni-

versity. 
Carl Pfaffmann, Ph.D., Vice President, Rockefeller University. 
Mitchell W. Spellman, M.D., Executive Dean, Charles R. Drew Post-

graduate Medical School, Los Angeles, California. . 
P. Roy Vagelos, M.D., Professor and Chairman, Department of Bio

logical Chemistry, Director, Division of Biology and Biomedical 
SCiences, Washington University. 

James B. Wyngaarden, M.D., Chairman, Department of Medicine, 
Duke University Medical Center. 

SUMMARY 

vVe recapitulate some points of the earlier discussion: 
1. Federal support of research training contributes to the continu

ing vitality of biomedical and behavioral research, and, thus, con
tributes a vital buttress to health care in the United States. The fed
eral presence brings with it national standards. The peer-review sys
tem ensures that the standards will be uniformly applied to recognize 
excellence. Biomedical research training itself (a) aids in selecting 
the next generation of research leaders, (b) accelerates their gradu
ate education, (c) gives M.D.'s essential research tools and Ph.D.'s 
essential contact with medical problems, (d) makes it possible for 
postdoctoral scientists to move into undersupplied fields of specializa
tion, (e) stimulates the development of new fields of research, and (f) 
provides opportunity for the most able students to have access to bio
medical and behavioral graduate education, independent of their pri-
vate resources. 

2. The competitively awarded research tra;ining grant is a unique 
and versatile mechanism thllit offers advantages beyond those of sup
plying trained personnel. Among them are: (a) maintenance of a com
plete training environment, (b) encouragement of existing interdisci
plinary linkages and of new interaotion of disciplines, and (c) recog~ 
nition of excellence of training environments in the same way thwt 
fellowships recognize excellence of individual performance; 

3. Largely due to training efforts of the last decade, a cadre of about 
47,000 biomedical and behavioral researchers exists in the United 
States. A:bout 70 percent of them conduct research in the basic. bio
medical sciences, 14 percent in the behavioral sciences, 14 percent in the 
clinical sciences,· .and 2. percent in health services studies. Seventeen 
percent hold M.D. degrees, and 83 percent hold Ph.D.'s. 

4. Essentially full employment currently exists :for doctoral scien
tists in these fields of research. Unemployment in 1973 was at the 
"fr~ctional". level of about 1.2 percent for all fields and age groups 
combined, but may be higher now-perhaps 2 percent overall with 
somewhat higher .rates for some fields and for the most recent recipi
e}lts of the Ph.D. In .a, few fields-health services research is an ex
ample-personnel shortages exist. The ~ommonly used market indi-



ca;to~, sue~ _as ~rends~n relative salaries, suggest that, overall, no seri-
ous d1seqmhbrmm exists at the moment. · 
. 5. There is reason, however, to be concerned about future oversupply 
m some of the fields and about the costs thereof. Graduate enrollments 
~ave been growing strongl:y, indicating a plentiful supply of graduat
mg Ph.~.'s over: the next five years. The cadr.e of established research 
workers !S relatively young, and attriti<?~ ~ill be relatively .low. Re
search a1_1d dev~l?pment funds are stabihzmg, ·and demand for per
sonn~l will stabi~Ize accordingly. Although M.D. researchers can turn 
to privat~ ~ractiCe for al~ernative careers, s!milar opportunities will 
·be more_hmited for Ph.D. s .. The demographic ~aots suggest there will 
be r~lah_vely few new appomtments to faculties in the 1980's. Some 
?aut~on. IS neede~, and the Committee is not prepared on the basis of 
1ts . h;mted studies to urge significant ful'ther growth of research 
trammg. _ 
. 6. The training "pipeline" is long-seven years on the average from 
baccalaureate to Ph.D., 10 years from the baccalaureate to the M.D. 
re~earcher. The flow cannot be rapidly turned on or off. Time is re
qmred to set up ~igh-quali~y traini?g pmgrams, and stability is neces
sary :for an effi~I~nt and hig;h-quahty system. In this regard, the fed
~ral-budget deCISIOn not .to mclude any funds for new starts in train
mg at the predoctoral level in FY 1976 causes the Committee great 
concern. -

7. _ Certai~ s.tructural and administrative problems connected with 
research trammg p_ave emerged. In.the past, some two thirds of post
docto~l M.D. tramees and fellows m these programs entered medical 
practice S?on af~er completio~ ?f training. This result was expected 
man earher ~e~wd of t~e.tralnmg p~ograms when program goals in
cluded t~e trammg of ch~1cal specuthsts in shortage fields. Now, how
ever, this go.al -~as es~e1_1hally ~e~ met, and there seems· to be little 
reason to mamtam trammg for chmcal practice in the future. A second 
Issue, almost as o~d.as the training programsthemselves, concerns the 
pe:r:centage of tram;rng-grant -funds allotted to various forms of insti
tutiOnal support--->!aculty salaries, salaries of supporting staffs, equip
ment purchases, hbra_ry and . computer costs, purchase of supplies, 
and so on, The. C?mmittee beheves there should be a limit on the per
centage o£. trammg funds used :for these p~'tP.oses, but notes that 
the. mat~er lS complex: T~e str~l!-gth of the trai'mng-grant mechanism 
resi~es m large part; I!! Its a~Ihty to create. a strong and vital total 
en-y-Ironment :for ~r~mmg. Stipends for tramees are an essential re~ 
qmrement :for ~rammg, but so .ar,e a strong faculty, adequate equip-_ 
ment and s~pphes, and other trammg elements. .· 
. 8. The drfi~.c1;1lt proble~ of prolifer~tion of programs that results 
m excess trau~mg capacity. cannot easily be disposed of. The decade 
of the 1960:s witness~ a rapid growth-of training programs a response 
to perceptwns ?f n~bo1_1al needs. Now that some of those -needs have 
b~en met, the situatiOn IS ch!1~gin~. T~e Qommittee ~rges upon agen
?Ies of government and tranung rn~htutwns a rea,dmess for change 
m h?~h the cha_rac~er and ~he !fiagmtudes of the training. programs. 
Legitimate aspm~.t~o,ns of mstltl!'t10ns and: departments canbest be 
accommodate.d w1thm · an adaptive mechanism-- th-at recognizes_ new 
n~eds, ~st~bhshes e~cellence as the governing criterion and sets a 
high prwnty on flexible response. ' -
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9. We have found existing data and field taxonomies insufficient for 
our task of forecasting personnel !leeds and the ~d~quacy of the sup
ply. The recommendations in t~1s re~ort are.l~mited b~ that co~
sideration to statements about Immediate trammg reqmrements m 
broad fields. In the course of the year. a:head,. we. expect to acquire 
more satisfactory data ab?~t the trammg J?Ipelme, the research
personnel pool and the m6bihty of persons m It, and the components 
of demand. We also expect to develop a more adequate list of the 
training and research specialties in these areas. 

IV. PUBLIC HEARINGS-S. 988 

The Subcommittee on Health conducted hearings on S. 988 on 
March 17,1975. At that time testimony was received from: 

A. The Administration: · 
Theodore Cooper, M.D., Acting Assistant Secretary for Health. 
Ronald Lamont-Havers, M.D., Acting Director, National .Insti-

tutes of Health. 
Robert Ringler, M.D., Acting Director, National Heart and 

Lung Institute. . 
B. The American Lung Institute: Gareth M. Green, President, 

American Thoracic Society. . 
C. The American Heart Association: Elliott Rapaport, Pres1den~. 
D. The National Kidney Association: James C. Hunt, M.D., Presi-

dent. 
E. The Association of American Medica~ Colleges: 

,John F. Sherman, Ph.D., Vice;President: .. 
Thomas E. Morgan, M.D., Director, Division of Biomedical 

Research. . · MD 
F. The American College of Cardiology: Charles Fischj · ., 

President. . .. 
G. The American College of Chest ~hysiCmns: 

Arthur C. Beall, Jr., M.D., Presrdent. 
Joseph C. Ross, M.D., Chairman, Committee on Government 

Liaison. - · d · 
All of the witnesses testified to the need to .reauthonze an Improve 

the expired authorities contained in S. 988, as mtroduced. 

V. PROGRAM AccoMPLISHMENTS 

The Act.-Section .f,13(a). The Director, ~HLI, with the advice 
of the Council. shall develop a plan for a N at10nal Heart, Blood V es-
sel Luna and Blood Program. . 

Respo0nse.-In 1972, NHLI _undertook a rev~ew of pr<?grams at NI~ 
and at other Federal Agencres, and also, with the ard o,f approxi
mately 300 consultants, reviewed the state of knowledge m the fo~r 
areas"specified in the 1972 Act. namely, Heart and Blood Vessel Dis-

ses Lllna Diseases Blood Diseases and Blood Resources. The re-
ea ' ,., · ' . · · d th view resulted in an assessment of the .ongomg pr?grams,_ an ·N ~ opi 
portunities for additi?nal efforts .. With the advice of the. · atlona 
Heart and I~ung Advrsory Coul!-ctl, the Interagency Technlcal Com-

'tt (IATC) and representatives o-f nonfederal and voluntary or
;:ni~~tions with related programs, NHLI organized the results o£ 

s. Rept. 509-75-3 
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this review into a National Program Plan (DHEW Publication No. 
(NIH) 73-515) supported by extensive resource material from the 
Council, Panels and IATC. 

The National Program Plan was forwarded by the Director of the 
Institute in May 1972 for transmittal to the Congress and was trans-
mitted to the Congress on July 24, 1973. · 
~s forwarded, the total report is contained in the following publi

catiOns: 
Volume I: National Heart and Lung Institute Summary. (This in

cluded the actual 5 year plan as required by the Act and the Institute's 
projections on the appropriation necessary to carry it out.) 
. VoluJl!-e II: R~port of the N a:t~onal Heart and _Lung Advisory Coun

Cil. (Thu'! contams the Councils recommendatiOns, after havin<Y re
viewed the scientific inputs of the Panel Reports (Volume IV)"' and 
the analysis of current program activities (Volume V).) 

Volume III: Report of the Panel Chairmen. 
Volume IV: Panel Reports: 

Part !-Report of the Heart and Blood Vessel Diseases Panel. 
Part II-Report of the Lung Diseases Panel. 
Part III-Report of the Blood Diseases Panel. 
Part IV -Report of the Blood Resources Panel. 

Volume V: Program Analysis: 
Part I-N ational Heart and Lung Institute. 
Part II-National Institutes of Health (Exclusive of NHLI). 
Part III-Other Federal Agencies. 

The Act.-Section 413(a) ... and (The Director, NHLI) ... 
shall carry out the Program in accordance with the plan. 

Response.-Within the constraints of available resources the pro
gram is carried out as detailed in the report, described above. 

The Act.-Section 413(b) (2). The Director of the NHLI shall 
prepare annually a report on activities, progress and accomplishments 
during the preceding calendar year and a plan for 'the Program for 
the next five vears. 

Response . ...::...During th~ l~tter part of 1973 and the early pa.rt of 
1974, an update o~ the NatJ_onal Program Plan was prepared, which 
presented the Institute's revised plan for FY 1976-1980. This updated 
plan (The First Annual Report of the Director of the NHLI DHEW 
Publication No. (NIH) 75-514), was forwarded to the President who 
transmitted it to the Congress on September 24, 1974. The updated 
plan for FY 1977-1981 (The Second Annual Report of the Director 
of the NHLI, DHEW Publication No. (NIH) 75-748) was forwarded 
to the President who transmitted it to the Congress on .Tune 27 1975. 

The Act.-Section 41tl(c) (1). If authorized by Council, obtai~ serv
ices of not more than 50 experts or consultants. 

Response.-The Institute currentlv has on board 3 full-time and 1 
p~rt-time experts/consultanlts unde~ ~hese provisions. The Institnte 
did not make fuller use of these provisiOns because these special NHI.-I 
experts/consultants were not exempted from the Institute's rerrular 
personnel ceiling. During FY 1975, this ruling was chan<Yed and the 
I_nstitute is actively recruiting experts/consultants with the 'expecta
tion that the number will increase su'bstantia1ly durino- the next vear 

The Act.-Section 413(d). There shall be 1n NHLI nn Assistant 
Director for Health Information Programs appointed by Director, 
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NHLI ... shall conduot a program to provide public and health pro
fessionals with health information. 

Response.-The Institute has establish~d and filled the position ~f 
Assistant Director for Health Information Programs. An analysiS 
of public and professional inquiri.es ~as r~sulted in. several workshops, 
and new publications for broad distributiOn are bemg developed. New 
approaches to communication involving multi-media approaches are 
being developed. The distribu_tion of health related i~formation is 
steadily increasing; las~ year m the a:ea of hypertensiOn alone, ap
proximately 30,000 articles appeared m magazmes and newspapers 
(or the print media) . . . 

The Act.-Section 414(a) (1). Director of NHLI shall establish 
control programs as necessary for cooperation with other federal 
health agencies, state, local, and regional ..• and non-profit private 
health agencies. 

Response.-The National High ~lood. Press~re Educati<?n Pro-
gram is the major effort currently mvolvmg acti!'"e coopera~wn and 
participation of other federal, state, local and re~ponalyubl~c health 
agencies . .There are curren.tly a~out 109 such ~g~nCies actively _mvolved 
in this program. This _activity IS of. high priOrity to .the Institute a~d 
will continue. The S1ckle Cell Disease Program IS another maJOr 
program involving the coordination by NHLI of the National Insti
tutes of Health, Health Services Administration, Center for Disease 
Control Veterans' Administration, Department of Defense and the 
Labor Department. Majo~ emphasis is on decreasing morbidity and 
mortality in sickle cell disease through a program of research and 
development and demonstration activities in _public educat~on, testing, 
rehabilitation and follow-up. Other cooperative efforts are m the plan
ning stages to deal with cardiac rehabilitation, hemophilia and diet 
modification. 

The Act.-Section 415(a) (1). Director, NHLI may provide for 
development of: (A) 15 new centers for research and demonstration 
in heart and blood diseases, (B) 15 new centers for research and 
demonstration in lung diseases. 

Response.-(A) During F_Y 1975 one Natio~al Research and Dem
onstration Center was established for heart diseases (Baylor College 
of Medicine, Houston, Texas) and one for blood resources (King 
County Central Blood Bank, Inc., Seattle, Washington). Each of 
these deals with a broad spectrum of issues including basic and 
clinical investigation, community demonstrations of diagnostic and 
preventive techniques and public and health professional education 
dealing with current knowledge and new approaches to disease control. 

(B) One National Research and Demonstration Center for lung 
diseases (University of Vermont, Burlington, Vermont) has been 
established. It focuses primarily on occupational safety and health 
as related to lung diseases. The program of this center covers the spec
trum as in (A) above. 

The Act.-Section 416(a). The Secretary shall establish an Inter
agency Technical Committee responsible for coordinating all related 
Federal programs and providing for full communication and exchange 
of information. 

Response.-The Interagency Technical Committee on Heart, Blood 
Vessel, Lung and Blood Diseases and Blood Resources was esta,blishefl 
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by th~ Secretary, DliEW, on November 3 1972. Departments and 
agencies represented on this committee are: ' 

Constituent Agencies of H:EW : 
Alcohol, Drug Abuse and Mental Health Administration 
Center for Disease Control. · 
Food and Drug Administration. 
Health Resources Administration. 
Health Services Administration. 
. National Institutes of Health. 
Social and Rehabilitation Services. 
Social Security Administration. 

Other Departments and Agencies : 
Department of Agriculture. 
Department of Defense. 
Depa~tment of Transportation. 
Atomic Energy Conurtission. 
Environmental Protection Agency. 
National Science Foundation. 
N atidnal Aeronautics and Space Administration 
Veterans Administration. · 

'l;'his Commit~ee has assisted in the preparation of an annual report 
whiC~ summ~trizes the Federally-supp~rted research programs in 
Heart, B~ood Vesse~, Lung and BlMd Diseases and Resources. It has 
al~o provided a vehicle for exchange of information on current oper
atmg programs a~d the development of new programs. 

Ad
Tl':e Act.-Sec:twn 417(a). There is established a Heart and Lung 
visory Council of 23 members. 

Response.-'IJle qouncil was revised to 23 members following enact
ment of the legislatiOn. 

The Act.-Section 417(d). The Director, NHLI shall designate a 
mRber of the staff .. ~ . to act as Executive Secret~ry to the Council 

e~ponse.-F?llowmg the enactment of P.L. 92-423, the Directo; 
appomted a semor mem~er of the Institute staff to serve as Executive 
Secretary ~o the qounCil. One ?f. the major duties of the Executive 
s.ecretary IS to. aSSISt the Council Ill preparation of the annual Coun
Cil report reqmred by P.L. 92-423. 

th
Th

4
e 4ct.-Section 417 (e). The Council shall meet not less often 

an times per year. 
Re~P_onse.-, T_he Council as. a whole meets regularly four times per 

year, .m. ad~Ibon, subcommittees or working groups meet between 
Council tneetmgs ~s necessary. · 

TheA_ct.-Sectton 418(b) (93). The Council shall submit a report to 
the President for transmittal to the Congress not later than January 
31 of each year. 
. Respons~.-The Fir~t Annual Report of the National Heart and 

Lung Ad-visory Council,, DREW Publication No. (NIH) 74-MS was 
~olwarded to the President who transmitted it to the Congre~s on 
u Y 29, 1~74. The Sec.ond Annual Report of the National Heart and 

LUfig Advisory CounCI~, DREW Publication No. (NIH) 75-747 was 
forwarded to the President who transmitted it to the Congress on 
May 15, 1975. 
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The Act.-Section 5, Section 419A(93) (c). The Director, NHLI, 
may approve grants not to exceed $35,000 without review and recom-
mendation by Council. . . . 

Response.-The Institute has not taken advantage of this provision 
because of administrative difficulties and the necessity for clarification 
whether the stipulated sum refers to direct cost or total cost. The In
stitute has submitted a legislative recommendation that the $35,000 be 
identified as direct costs in a similar manner to the provision in the Na
tional Cancer Act Amendment of 1974 (P.L. 93-352, July 23, 1974) . 

The Act.-Section 419B. Appropriations for any fiscal year shall be 
not less than 15% lung and 15% blood. 

Response.-This requirement has been met. For FY 1974 this alloca
tion for Lung Diseases was 15%; for Blood Diseases and Resources, 
17%. 

The Act.-Section 8. The Secretary, HEW, shall carry out a review 
of all administrative processes and submit a report to Congress within 
one year of the findings. 

Response.-The Secretary, HKW, forwarded the required report on 
administrative processes to the Congress on September 27, 1973. The 
report concluded that the authorities made available by the 1972 Act 
generally have provided the administrative tools necessary to imple
ment the National Heart, Blood Vessel, Lung and Blood Act 
efficiently. 

VI. ADMINISTRATION PosiTION-S. 988 

DEl'ARTMENT 0}' HEALTH, EDUCATION, AND WELFARE, 
JuNE 6, 1975. 

Hon. HARRISON A. 'VILLIAMS, Jr., 
Chairman, Committee on Labor and Public Welfare, 
U.S. Senate, Washington, D.O. 

DEAR MR .. CHAIRMAN : This is in response to your request of March 
13, 1975, for a report on S. 988, a bill "To amend the Public Health 
Service Act to revise and extend programs of the National Heart and 
Lung; Institute and National Research Service Awards." 

Title I of the bill would provide several amendments to title IV, 
part B, of the Public Health Service Act. It would change the yearly 
reporting requirement for the Director of the National Heart and 
Lung Institute from a calendar to a fiscal-year basis and require the 
Director to submit his annual report to the Secretary for transmittal 
to the President and the Congress simultaneously; and require that 
such report set forth staff and appropriations recommendations. It 
would also change the title of the Assistant Director for Health In
formation to Assistant Director for Prevention and Education. 

The bill would extend the Heart, Blood Vessel, Lung, and Blood 
Control Program for two years at $45 million, the current level o£ 
authorizations, and extend the other programs of the National Heart 
and Lung Institute for two years at the current authprization levels 
of $475 million annually. The bill would also amend the provision con
cerned with national research and demonstration centers so that pre
vention programs, as well as research programs, would deal with all 
heart, lung, and related diseases, not solely cardiovascluar diseases; 
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autho~ize the $5 million ~aximum.l~mit ~or single grams to research 
ce!lter s to be e~ceeded for ' cost of hv.mg" mcreases; and substitute the 
D~rector, N atwnal Science FoundatiOn, for the abolished position of 
Dir~ctor, Office of Science and Technology, as a member of the 
N at~onal H~art and Lung Advisory Council. 
Fm~l~y, title ~ would amend the National Heart and Lung Advisory 

Council s functiOns to include the submission of a program progress 
report to the Secretary for transmittal to the President and Congress 
by November 30 of each year; amend Council functions to include 
the approval of areas of rese3;rch supported by contracts and approval 
of the percentage of the N at10nal Heart and Lung Institute's budget 
expended for such co~ tracts; and allow the Director of the National 
~eart and L';lng Institute to approve grants not exceeding $35,000 in 
direct costs without Council review 

Title I~ of the bil~ would amend the section of the PHS Act con
ce_rr~ed with the N at10nal Research Service A wards. It would make 
~hg~ble. for National Research Service A wards persons at all Federal 
mstitutwns, rather than those only at the National Institutes of Health 
o~ the Alcohol, Drug Abuse, and Mental Health Administration. The 
hill would also change the date by which the Secretary must subinit a 
report to Congress on the results of the research manpower study from 
March 31 to September 30 of each year. Finally this title would 
extend appropriation authorization levels for two y~ars at the present 
level of $2~7.9 million annually. 

.Addressmg first the provisiOns of title I of S. 988, the Department 
Wishes to reaffirm its commitment to maintain the momentum of the 
heart, blood vessel, lui_J-g, and blood research programs. In our view, 
these ~fforts have a hw?- ~ealth priority. Although we believe that 
extenswn of the authorities IS unnecessary for the continuation of these 
e.fforts, we ~o. not obje.ct to extension of th~ he~rt and lung appropria
ti<_>n authoritie~, provided that the authonzat10n levels are consistent 
With the President's 1976 Budget and that no new activities are 
mandated. 
. We disagree with the authorization level for heart and lung activi

ties .proposed by S. 988 because of our need to consider these programs 
agamst the background of the total resources available for other 
health research efforts and for other Federal prog;rams as well. 

. We a~e opposed to the amendment specified in section 109 of the 
bill, whiCh would modify the Advisory Council's duties to include 
approval of research areas to be supported by contracts and approval 
of the percentage of the Institute budget which may be expended for 
such c~mtract.s. These provisions would change the role of the Council 
f:om Its adv~sory role as established in the 1972 Act to administra
tive role, whiCh IS properly reserved to Department officials who can 
be ?-e~d accountable for their decisions. This accountability is charac
teri~tic not olny of the D~pa:r:tment of Health, Education, and "\Velfare 
officials ~u~ also o,f offi~mls m all other Government agencies. 

In additiOn, the Institute's planned expenditures for contracts and 
grants a~e approved by .Congress in the appropriation process, and 
th~ I~stitute must obtam approval from Congress for any major 
shifts ~n planned expenditures. Given time and other constraints the 
Council would be unable to function effectively in the appropri~tion 
proc~. Therefore, the Department feels that the Council's efforts 
regardmg contracts can best be directed towards providing advice 
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regarding broad principles of. pr.ogram b~lance in extran:tur~l acti vi
ties and by performing periodic overviews of the. obJectives and 
accomplishments of Institute programs. The Council, composed. of 
public representatives and scientists with div~rse areas ~f expertise, 
is better qualified to serve in a general advisory funct1~m than to 
make specific decisions concerning the perce~tage of. In~tltute funds 
to be utilized in the contract program. Institute sCientific program 
advis?ry groups n<_>w pr<_>vi~~ t~e kinds. of detailed advice nee~e.d. to 
identify more specific priOrities m techmcal areas and more defimtlve 
guidelines are being developed at Department anrl NIH levels to 
standardize appropriate uses of the grant and contract a,ward 
instruments. 

The choice of funding mechanism should remain the Institute's 
within broad agency and departmenta~ guidelin~s. . 

Finally, we would make the followmg techmcal suggestions : 
(1) The order of words in the bill's short title be changed to 

, read "National Biomedical Heart, Blood Vessel, Lung, Blood, 
and 'Research Training Act of 1975," to coincide with the title 
of the 1972 Act. 

(2) We recommend against changing curren~ law to require the 
Director of the National Heart and Lung Institute to recommend 
staffing and appropriation levels in his annual report. s.uch. reco~
mendations would not reflect the needs for that one mstltute m 
the context of the needs in NIH elsewhere in light of the overall 
availability of resources. We also oppose the title cha~ge in 
the bill for the Assistant Director for Health Informat~on as 
unnecessary. . . . . 

(3) Sections 101 and 108 of the bill be modified, as mdicated 
in the enclosed technical attachment, to •allow for the change-over 
to the new fiscal year period. 

(4) "'such dl.sease'" in section 105(c) be changed to "'such 
diseases' ". 

( 5) Section 102 be deleted as unnecessary: "alter" and "reno-
vate" connote the same idea us the present wording "improve" 
and "repair". . . 

Turning to. the umendments concerned with th~ N at10nal Rese~r~h 
Service A wurds, we recommend Committee adoption of the Admi!!IS
tration proposal which has been introduced as H.R. 7049. We particu
larly oppose the provision on extension of the authorizatio_ns. The ap
propriation authorizations are not consistent with the President's 1~76 
Budget and we believe that a three-year rather than two-year extenswn 
is necessary to provide the stability necessary for the success of our 
research training efforts. We would theref?re recommend that $136 
million be authorized for the fiscal year endmg June 30, 1976, and for 
each of the two succeeding fiscal years. . 

The Department has submitted legisla!ion to the qongress whiCh 
embodies our proposed changes concernmg the N at10nal Research 
Service A wards. Two specific changes included in this bill are pro~os
als to ameliorate the harshness of the pay-back formula by allowmg 
three-fourths credit for time served instead of one-half credit in the 
present law and to clarify that the NAS study is advisory in nature. 
We strongly urge that these amendments be incorporated in S. 988. 

The Department looks forward to working with the Committee re
garding modifications of the existing research training authority. We 
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would not oppose S. 988 if it is amended to incorporate our comments 
and proposals. . · 

We would also suggest the following technical changes for title II : 
( 1) References to section 472 of the PHS Act refer also to the 

specific section heading "NationalResearch Service Awards", as 
there is presently another section 472 dealing with peer review. 

( 2) Section 202 of the bill be deleted as unnecessary ; "or" in this 
context in the PHS Act is inclusive (and/or), not exclusive. 

Although not addressed in S. 988, several additional legislative is
sues were raised at the hearings on S. 988 before the Subcommittee on 
Health on March 17. 1Ve would like to comment on two o£ them at this 
time. 

The Department urges that amendments be made to the current law 
to clarify the fact that the authority of the National Heart and Lung 
Institute includes blood resources activities. Although the 1972 amend
ments included blood resources in its provision relating to studies of 
blood diseases, it omits reference to blood resources in several relevant 
sections. We recommend that section 414 and 415 be amended by in
serting references to blood resources where appropriate. Suggested 
wording may be found in the enclosed technical attachment. 

There is a provision in the Department's proposed legislation which 
we believe could be appropriately included in S. 988. This would 
modify section 507 of the PHS Act to make all Federal institutions 
eligible, under the same conditions under which non-Federal insti
tutions are eligible (except that 100 percent funding may be pro
,vided), for research, training, and demonstration project grants 
under the PHS Act, and certain other grants under that Act and the 
Community Mental Health .Centers Act. Currently only Public Health 
Service Veterans Administration, and Federal Bureau of Prisons 
hospitals and St. Elizabeths Hospital are authorized to receive such 
support. Since other Federal institutions also provide unique research 
capabilities such as specialized facilities and diverse scientific and 
engineering talent, they are ideally suited and highly qualified to 
attack many problems in the biomedical, behavioral, and environ
mental areas. Examples of such Federal institutions and facilities are 
the NASA Jet Propulsion Laboratory and the Armed Forces Insti
tute of Pathology, both of which conduct cardiovascular research. 

Subject to the exceptions noted above, we do not oppose enactment 
of S. 988. 

We are advised by the Office of Management and Budget that there 
is no objection to the presentation of this report from the standpoint 
of the Administration's program. 

Sincerely, 

Enclosure. 

CASPAR 1V. "'WEINBERGER, 

8e01'etary. 

TECHNICAL AT'l'ACHl\:t:ENT 
' 

I. SUGGESTED CHANGES IN SECTION 1 01 OF THE BILL 

A. Add a subsection designation " (a)" after "Sec. 101." 
B. Add a new subsection (b), as follows: 
"(b) For purposes of paragraph (2) of subsection (b) of section 413 

of the Public Health Service Act (as amended by this Act), the 
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riod beginning January 1, 1975) and e11.ding ;December 31, 1975, ~d , 
fhe period beginning January 1, 1976, and ending September 30, 1 6, 
shall each be considered a fiscal year. }l 

II. SUGGESTED CHANGES I~ SECTION 108 OF THE BILL 

A. Add a subsection. de8igna,tion " (a)" after "~· 108." 
B. Add new subsectiOns (b) and (c)_ as foll~ws · . 
"(b) For purposes of paragraph (2) of s_ubseeti?Jl' (b) of sedtiQn 418 

of the Public Health Service Act, the period .begmmng July l, 1975, 
and endin September 30, 19'7'6', shaH be constdered a fts;;al year. 

" (c) Th!fs section shall take effect on January 1, 1976. 

Ill. sUG<mSTim NEW S:e<JTffiN 112 

''References. to :Blood Resources 

"SEc.112. (a.) Section414cxfsuchAe~isarnended_by-. 
" ( 1) In Sll"bsoo~ou ( 11), ina&:rtmg ', and m blood resources 

activities' after 'children\ and , ft 
"(2) in th& heading, inserting 'and blood resources a er 

'control'. 
'' (b) Section 415 is amended by- . . 

"(1) In para.gn.ph (a) (l}(A)., (A} strilpng out 'de.monstra,-
tion of' and inse.rting instea.d '~nstratwn eonc~rmngz (I) ' 
and (i~) inserting ', and ( ii) blood resources' after blood 

· diSN.ses', · · · ' d t blood sources' " ( 2) In paragraph (a) ( 3 )., .mmrtrng an o · · re 
immediately before the last penod, , . f , 

" ( 3) In paragraph (b), (A} s~riking out . demons~ration o , 
and inserting insterud 'demonstration concermng, (1) , an~ (B~ 
inserting ', or ( 2) ·blood resources' a,:f_ter ;or blood diseases , a~, 

"(4) Adding at the end of the he~ii.dlttg ·,and blood resources · 

VII. COMMITT'EE .AMENDMENTS AND vIEWS 

A. TITLE I-HE~R'r, liUNG, AND BLOOD RESEARCH 

1. The .principal change ma,de respecting t~e ~uthority of ~ublic 
L · 92-423 the 1972 Act by the reported bill m_volves a series of 
a!:ndmen~ designed to p~ovide increased emphasis on the need for 
a coordinated effort between programs in blood research. fl:nd the ';!Se 
of blood resources. Thus, the reported bill contams provision~ whiCh 
would change the name of the National Heart and Lung Institute to 
the National Heart Lung and Blood Institute, mak~ a, comparab~e 
chan e in the name of the. Institut~'s advisory counCil, and make It 
clea/that the authority of the Institute extends to the use of blood 

roducts and the management of blood resources. 
p The Committee, however, wishes to emphasize strongly that the~e 
amendments respecting blood, blood products an~ blood resources.Ih 
no wa ... are intended set in motion a ser~es of actiOns. by HEW .wit 
re arlto an overall national blood policy c~ntered m the N at10nal 
H~art Lung and Blood Institute. The com~mttee has, as yet, held. no 
hearin'gs and made no legislative record with regard to the creatiOn 

S. Rept. 509-75-4 
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of a coherent national bl~od pol~cy in general, including the role of 
the Feder~l !Jove!-'nment m the rmplementation of that policy. 
. ~he c~mmittee mtends ~turn its attention to this vital public pol
Icy Issue m t?-e context of Its overall review of the Nation's biomedical 
research pohcy oyer the ~eriod of ~e next two years. 

~·. The Committee's bill autho;n~es $10 million for the fiscal year 
~~7tg June 30, 19_76, a:J?-d $25 million for fiscal year ending June 30, 
h , for the contmuatwn of the programs to prevent and control 

eart, bloo~ ve~se~, lung, and blood diseases. These programs are in 
the Qo~t~ee s Judgment, of vital importance to the nation. The 
Admrmstratwn's la<;k of performan~ in implementing this authority 
con~rns the COJ?IDI~tee. ':!'he Committee wishes to point out that it 
fonsi~er~ authonty h~e thiS to be _one of the crucial aspects of a well-
unctiofilJ?-g ~IE;. It IS the Committee's belief that the NIH, its sister 

resear?h. :J?Stitutw_ns throughout the nation, and research scientists 
and clm.Icians are m the. best position to assure that research advances 
are raf::dly translated mto rmproved patient care. The Committee 
urges EW1 NI~, and the N ~tional Heart, Lung, and Blood Insti-
tute to ~ffectively rm~lem~nt this authority. . 

3. With the Committees amendments to increase emphasis on blood 
b_lood products, and blood resources, the Committee has amended Sec~ 
tiOJ?- 415 of t?-~ Act so as to permit the creation of ten new centers for 
basic a~d clnn<;a~ research respecting heart disease, ten new centers 
for _basic an~ ~limcal research in lung disease, and ten new centers for 
basic and chn:cal research for blood and blood vessel diseases. 
T~e Com!J?-Ittee urges the Administration to implement this au

thonty effectively and exp~ditiously. 
4 .. The Committee also IS concerned about the implementation of 

Sectwn 416 of t~e Act !especting the Interagency Technical Commit
te~. The Committe_e WI~hes to reaffirm its support for such a Com
mitte~. T~e Committee IS concerned that there has not been effective 
coordmatiO~ of the federal effort respecting heart, lung, and blood re
search,_ wh~ch spans many federal departments. In addition the 
Committee IS ?oncerl?-e~ that there has not been effective coordin~tion 
of thes.e functiOn~ withm H~W. Therefore, given the breadth of the 
author~ty regardmg these diseases and the scope of federal depart
me~ts mvolve~, the Committee urges the Interagency Committee to 
seriOusly con.sider the creat~on of -vy-orking sub-groups for each of 
the IJ?-aJo! disease areas with special emphasis upon intra-HEW 
coordmatwn. 

5. The C<?mmittee fee.ls the duties of the National Heart, Lung and 
~lood Adviso.ry Council sho.uld include the making of recomm~nda
tions concernmg those portiOns of the National Program that are 
cond~cted under ~ontract awards. Since the membershi includes 
publ.IC representat~ves as well as scientists with diverse aFeas of ex
P~rt;Ise, the c~mnCil has a. wide perspective from which to provide 
a ~I<;e. regardmg broad prmciples of program balance in extramural 
fctivi~Ies. Thus, th~ reported ~ill specifically includes as mandated 
unctd-ns of the advisory counCil the development of recommendations 

regar mg general areas of research and development suitable for 
bwdrdt ~ndbr dcontracts, and suggestions as to portions of the Institute 

u ge o e evoted to such research and development areas. 
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Nonhuman primates have proven to be excellent experimental 
models for investigations in a variety of biomedical research areas, 
including cardiovascular, cancer, infectious diseases, drug•d~velop
ment vaccine testing, and behavioral studies. Because of their close 
phyl~genetic relationship to .the hu!fian, .rri~ate~ are widely con
sidered to be the model of choice for mvestigatwns m several areas of 
cardiovascular ( CV) research, including atherosclerosis. The effects 
of dietary constituents and modifying drugs on, for example, chole
sterol levels is currently being studied in a number of laboratories. 
Extensive use has also been made of the nonhuman primate model 
to further the understanding of physiological mechanisms involved 
in the CV system. 

The Committee believes an adequate supply of such animals is vitally 
important. Because the normal overseas supplY.· is diminishing, the 
Committee would recommend that NIH establish the necessary ar
rangements to provide for domef?tic sources. 

6. In the course of hearings on S. 988 the Association of American 
Medical Colleges raised the concern it has respecting the confidenti
ality of research grant data. The Association proposed an amendment 
to remedy the problem it perceived. 

The Association testified: Under· a recent court ruling, data in re
search grant applications is subject to public disclosure. Under the 
court's interpretation, Exemption 4 of the Freedom of Information 
Act (which protects commercial trade secrets) does not apply to the 
research protocols for :funded research grants awarded by the N a
tional Institutes of Health and the National Institute of Mental 
Health. The Association believes that confidentiality of these docu
ments is essential, and that public disclosure will produce deleterious 
consequences. 

The information provided in grant applications submitted to the 
NIH is treated as confidential. Because research scientists and aca
demic clinicians owe their advancement and standing in the scientific 
community to their original research contributions, their creative 
ideas are of critical importance, and research scientists carefully pro
tect their ideas. Thus, to the scientist and to the research clinician, re
search designs and protocols are regarded and treated as proprietary 
information, just as trade secrets are protected by the commercial and 
industrial sector. If vigorous competition in hea:lth research is to be 
encouraged, the NIH must respect applicant's ideas and protect them. 
If they cannot be assured of this confidentiality, the NIH peer review 
system and its encouragement of scientific competition could not be 
sustained. Scientists would not supply the explicit details of their 
proposed research approach and methodology essential for competent 
review, and the NIH ability to obtain effective evaluation of scientific 
merit for further programmatic judgments would be markedly 
hampered. · 

The Association recognizes that the Congress and the public have a 
fundamental right to know how Federal revenues are being spent. It 
suggests that, when awards are made, the names of recipients of awards 
and a brief description of research design should be published, and 
that details of research applications should be public information one 
year after an award is made. This procedure would allow the applicant 
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a. re~:tsortable opport~ity to begi~ to develop and test the research de
sign, whfte s~fe~ardmg the pubhc's right to know. 
. The Assomatwn therefore recommends that the Public Health Serv
Ice Act be amended by adding the following new subsection : 

301 ( j) : ~isclose to t~e public information of a proprietary 
or confidential nature (mcluding any detailed research proto
col, resear.ch hypothesis, ?r research design) in the records 
or ~ossess!on of the ~ub_llC Health Service obtained in con
ne~tlOii wtth an a~phcati?n or proposal for a grant :fellow
shtp, or contract m~e~ With the consent of the applicant or 
propo~er or on condition that at least one year has elapsed 
followm~ acceptance by the applicant or proposer of a grant, 
fellowsh1p1 or contract award based upon said application or 
proposal. 

T~is amen~ment w;ould he an important and significant step in pre
servmg the high q_uahty ?f health research in this country. 
Subseque~t to Its testlmony the Association modified its proposed 

amendment m a letter to the Committee dated Aprill, 19'75, as follows: 

AssOCIAnoN oP AME:aiCAN MEDrcAt.. Cou..EaES 

H E
. . . WMhington,D.O.,Aprill,l975. 

... on; DWA:tm M. KENNEDY, . 
Ohawrman, Health Subc01riJl'YI,ittee, Oommittee on Laoor and Public 
.. Welfare, U.S. Senate, Washington, D.O. · ' 
DEA~ MR. CHAIRMAN : During the ~_urse of .hear:ings on S. 988, the 

extenswn of heart and rese!.!-rch ~rammg leg~slatwn, . you expressed 
your concern.s about the relatiOnship between the protection of human 
research subJects and the confidentiality of information contained in 
research grant protocols. 

In respons~ to your ~oncern~, the Association would like to propose 
lan~age whi~h It bel~eves will provide. both protection and confi
dent.~ahty unt~l the ~ atwnal Commission for the Protection of Human 
SubJect~ of :awmediCal~~:nd Behavioral Research sets forth its recom
mendatiOn~ . .A copy of this l~nguage is attached :for your consideration. 

The maJor :f~ature of this proposal is the authority given to the 
Secretary to disclose upon re.quest all. resea_rch. protocols, research 
hypotheses,, and resear~h designs of mvestigatwns which involve 
human subJects but which have not been exempted by the Congress 
from the Freedom of. Information Act. This provision acknowledges 
th_at, where human rights are at issue, public disclosure may con
tnbute to the assurance of adequate protection :for hutnan subjects 
and promote confidence in the nation's biomedical research efforts. 

In those cases where human subjects are not involved and where 
Freedom of !!!formation Act exemptions are not applicable, the Sec
retary may disclose these documents one year after the award of the 
grant, contract, or :fel~owship. ~his one-year period will give the 
!e~earcher an opportt;mity to beg~n to test his or her hypothesis, and 
It Is. abso~utely essentlal for three important reasons : 

First, It prevents the possib~lity. that the investigator's ideas will 
be appropnate~ by another scientist before the investigator has an 
oppor:tumty to I_mpleme~t the res_e~rch design. The research scientist's 
prmCipal stock-m-trade IS the abihty to generate creative ideas. These 
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ideas are the primary determinant in establishing the investigator's 
scientific reputation and career opportunities. Therefore, these ideas 
are of· a ·proprietary nature and should be afforded some measure of 
protection. 

Second, the one-year period acknowledges the importance of the 
integrity and the internationally acclaimed success of the current sys
tem of scientific peer review sponsored by the National Institutes of 
Health. Under this system researchers' ideas are protected, but at the 
same time are subjected to intense scrutiny :for scientific merit by ex
perts in the investigator's field. These experts on the peer review l?anels 
represent the public interest by helping to assure that only the highest 
caliber of sCientific research will be supported by Federal :funds. In 
addition, current and proposed Federal regulations will ensure 
that research protocols will also be closely examined :for ethical 
considerations. 

The Association would like to point out that a researcher's findings 
are subjected to a second, unofficial, :form of peer review, through pub
lication in journals which use the referee system. This dual system of 
review is, the Association believes, in the best public interest. 

Unlike investigators participating in the NIH peer review and the 
academic referee systems, many competing scientists (for example, 
those in the private sect-or,) are not subject to intense scrutiny for sci
entific merit. If the traditional confidentiality o.:f Federally :funded 
basic science research projects is removed, these scientists may gain 
immediate access to the new ideas o:f young investigators. While they 
might be able to develop or expand these .ideas, the public will.not be 
able to scrutinize the methods, the ethics, or the ·financial interest in 
marketing a given product. The Association believes that such a situ
ation would not be in the best interests of the public. 

Third, and of crucial importance, the one-year interval will help 
prevent premature-and potentially hazardous-disclosure of scien
tific discoveries and hypotheses before they can be tested and proved. 
Premature publication of such hypotheses may create intense public 
pressure upon practicing physicians to applyresearch advances before 
they have undergone sufficient investigation by research scientists. In 
the long run, the public interest will be served best by thorough scien
tific investigation. Therefore, the public's understandable desire to 
hasten the application of research findings must not be allowed to out
weigh the.nsoo fur ,reFlpQnsihle -~ad adequate scientific evaluation and 
control. 

In summary, Mr. Chairman, the Association believes that the pro
posed language provides for protection of human subjects and the 
protection of na.scent scientific ideas. This combination will not only 
fulfill the best public interest, but will help ensure that the system of 
scientific peer review developed by the National Institutes of Health 
will not be compromised. . · 

The Association of American Medical Colleges appreciates this op
portunity to express its views on this svbject.Tf I or other members of 
the Association staff may be of assistance to you in this or other 
matters, please do not hesitate to call upon us. 

Sincerely yours, 

. Attachment. 

JoHNF. SHERMAN, Ph. D., 
Vice P.-,.esiilent . 



30 

:AAMC PROPOSED LANGUAGE TO AMEND THE PUBLIC HEALTH SERVICE ACT 
TO PROVIDE FOR THE PROTECTION OF HUMAN SUBJECTS AND CONFIDEN
TIALITY OF RESEARCH PROTOCOLS 

Section 301 of the Public Health Service Act is amended by adding 
the following: · 

(j) Disclose to members of the public, upon request, re
search protocols, research hypotheses, and research designs 
in the records or possessions of the Public Health Service 
obtained in connection with any application or proposal for 
a grant, fellowship, or contract only on condition that: (1) 

. the protocol, hypothesis, or design is not exempt from dis
closure under 5 U.S.C. 552(b); and (2) at least 12 months 
have elapsed following award of a grant, fellowship, or con
tract based upon said application or proposal, provided that 
the Secretary, upon request of any member of the public, 
may waive the 12 month time period before disclosure in the 
case of research protocols, hypotheses or designs which pro
pose to involve human subjects .. The Secretary may deny re~ 
quests for waiver of the time period only after consultation 
with the National Advisory Council for the Protection of 
Subjects of Biomedical and Behavioral Research established 
by Section 217(f) of this Act. Until such time as such Ad
visory Council is established, the Secretary may deny such 
requests only after consultation with the National Commis
sion for the Protection of Human Subjects of Biomedical 
and Behavioral Research established by P.L. 93-348. 

Because of its concern about the justification of the need for such 
an amendment, in early May, 1975, Senators Kennedy, Javits, and 
Schweiker solicited the views of the National Commission for the 
Protection of Human Subjects of Biomedical and Behavioral Re
search, the President's Cancer Panel, and the President's Biomedical 
Research Panel. 

The responses follow : 

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
OFFICE OF THE SECRETARY, 

Hon. EDWARD M. KENNEDY, 
Washington, D. O.,May~61975. 

U.S. Senate, Oowmittee on LabOr' and Publio Welfare, 
Washitngton, D.O. 

DEAR SENATOR KENNEDY: On behalf of the President's Biomedical 
Res~arch Panel, I. am responding to the ~etter from you and Senators 
Javits and Schwe~ker of May 14 concernmg the material contained in 
Title III of HR 7039. 

The Panel discussed t~~s ~atter ~;tt its meeting on May 26 and is 
deeply aware of the sensitive Issues mvolved. Clearly there is a need 
to provide relief from .the decis.ion of Judge Gesell, a~ well as that of 
!he Appellate Court, mterpretmg the Freedom of Information Act 
m such a way as to permit immediate public scrutiny of all research 
protocols funded at the National Institutes of Health and the Alcohol 
Drug Abuse, and Mental Health Administration. This area is most 
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complex, particularly with re~rd to those ~iomedical and behavioral 
research projects that deal with human subJects. . . . 

As you know, the Panel is a~dressing a number of cnticalissues 
among which is that of peer reVIew .. We do not fee;l that we have ade
quate information at the prl?sen~ time t? deal Wit~ all the nuances 
embodied in the proposed legislatiOn. While we are m suppo~ of p~o
viding the relief it seeks, we feel unable to endorse any specific legis
lation at this time. 

Therefore the Panel would prefer to develop this issue in the con
text of its o~n investigation and to maintain close contact with you 
and your colleagues as this progresses. 

Sincerely yours, 
FRANKLIN D. MURPHY, M.D., 

Chairman, President's Biomedical Research Panel. 

HARvARD ·MEDICAL ScHooL, 
BosTON HosPITAL FOR WoMEN, 

Boston, Mass., May 137, 1975. 
Senator EDWARD M. KENNEDY, 
Chairman, Senate Health Subcommittee, Committee on Labor and 

Public Welfare, Washington, D.O. 
DEAR SENATOR KENNEDY: I should like to acknowledge receipt on 

May 21, 1975 of the letter from Senators Javits, Sch~iker and your
self relating to the AAMC amendment to the N at10nal Heart and 
Lun(}' Act. This will be distributed to all Commission members and be 
on the agenda of our neX! meeting on J nne 29, 21. As soon as po~ible 
a reply will be forthcommg. Should .an. earlier response be ~qmre~, 
it would be possible to poll the CommiSSIOn members, and I will await 
your advice on this matter. 

Sincerely, 

Senator EDWARD M. KENNEDY, 
Senator JACOB K. J A VITS, 
Senator RicHARD S. ScHWEIKER, 
Senate Health Subcowmittee, 
Washington, D.O. 

KENNETH J. RYAN, M.D. 

J. H. WmTNEY & Co., 
New York,N.Y.,June3,1975. 

GENTLEM)!}N: I am pleased to respond to your letter of May 14, 1975, 
requesting the opinion of the President's Cancer Panel regarding 
the necessity and appropriateness of an amendment proposed by the 
Association of American Medical Colleges which proposes to restrict 
public a,ccess to biomedical research protocols. 

In general, the Panel fav?rs ope~ess and full disclosure .wh~rev~r 
possible. However, peer reVIew as It has operated up to this time IS 
fundamental to the excellence that has characterized the research pro
grams of theN .I.H. We would be seriously concerned about any change 
in peer review procedures that would be likely to lessen their effective-
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ness. 1Ve have grave doubts that poor review wou,.ldwork with any
thing approachmg today's effectiveness in a climate of nonconfiden-
tiality. · . . 

Our concern has two as~cts. First we believe it is desirable that 
grant applications remain confidential. Originality and creativity of 
1deas are the scientist's life blood and he will be reluctant to make the 
detailed disclosures which now characterize grant applications unless 
he can rely on their confidentiality. Hence, we believe that nonconfi
dentiality will lead to a new pattern of grant applications which will 
make them far less descriptive. This could be particula.rly damaging 
to the chances of the young scientist whose reputation is not yet estab
lished. The second aspect of the problem relates to the deliberations 
and the processes of evaluation. Scientists will be far less likely to 
state thmr opinions candidly if what they say and write is on the 
record. Frankness is assessing the scientific merit of applications and 
the quality of work of individual scientists has been the essence of the 
effectiveness of peer review. Nothing should be done that will impinge 
even slightly on this frankness. 

We have not been aware of legitimate complaints in this area of 
sufficient magnitude or importance to justify a cha.nge in procedures 
that have served the public interest so well. Therefore, we would favor 
legislation that would protect the confidentiality of peer review as it 
has heretofore existed notwithstanding the provisions of the Freedom 
of Information Act. However, if some change is needed, we believe 
that a review procedure can be created for the purpose of reviewing 
specific complaints which would preserve the essential confidentiality 
and at the same time provide even further assurance against the pos
sibility of inequity. 

We have checked with a large number of scientists who have been 
personally involved in the peer review system and, without exception, 
they are of the view that the confidentiality of applications and study 
section proceedings is a critical aspect of peer review as it now oper
ates. Therefore, while we feel that the proposed AAMC amendment 
would be preferable to permitting interpretations of the Freedom of 
Information Act to eliminate confidentiality entirely, we pr-efer legis
lation as above suggested. 

Sincerely yours, 
BENNO C. ScHMIDT. 

NATIONAL CoMMISSION FoR PROTEUrrON 
OF HuMAN SUBJECTs OF BIOMEDICAL 

AND BEHA VJORAL EESEARCH, 

Ron. EDWARD M. KENNEDY, 
Bethesda, M d., July ~6, 1975. 

Chairman, Senate Health Subcommittee, U.S. Senate, 
Washington, D.O. 

DEAR MR. CHAIRMAN: The letter from Senators Javits, Schweiker 
and yourself relating to the AAMC amendment to the National Heart 
and Lu.ng Act was extensively discussed by the members of the Na
tional Commission for the Protection of Human Subjects of Bio
medical and Behavioral Research at their meeting on June 28, 1975. 
The members determined that preparation and adoption of a formal 
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opinion regarding the ~ecessity and appro1~riateness of the amend
ment would not be possible at the pres.ent tun~. Althm_Igh tl~e C?m
mission will be conductino· comprehensive studies and mvestJgatwns 
regarding the protectio_n ~f human subject~, it does no~ now have ~a
terials at hand on >vluch to ba.se concluswns regardmg the specific 
issues raised by the AAMC amendment. 

Sincerely yours, 
KENNETH J. RYAN, M.D., 

Ohairma.n. 

. On May 19, 1975, the Association of American Medical. Colleg~s 
wrote to the Subcommittee on Health and urged prompt action on S. 
988, as follows : 

AssoCIATIOX OF Al\'IERICAN MEDICAL CoLLEGEs, 
lV ashington, D.O., 1lfay 1.9, 1975. 

Ron. EDwARD M. KENNEDY, . 
Ohairnwn, Subcommittee on Health, Committee on Labor and Publw 

lV elfare, U.S. Senate, lV ashington, D.O. 
DEAR SENATOR KENNEDY: As J:OU will. recall in the .testimony pre

sented on behalf of our Associatwn durmg your hearmgs <;>n 8. 988, 
we SUO'O'ested consideration of an amendment to the Pubhc Health 
Servi~'"'Act to protect the confident~ali~y of biomedical scientists' ideas 
as included in research grant apphcatwns. The snbstance.of ou~· pro
posal was to permit a scientist, particularly the young~r mvesbg3:to.r 
attempting to establish his sci.e~tific reputat~on, suffiCie~t l~ad t1me 
to initiate his research before his Ideas are subJect to pubhc disc}osu;e. 
An equally important compone~1t o.f th~ pro1?osal would pr_?VIde for 
disclosure upon funding of apphcatwns m which ~mma1_1 subJects were 
involved. '\Ve did not explicitly recomm~nd the mcluswn. of su.ch an 
amendment in S. 988: nonetheless, the simultaneous consideratiOn of 
renewal of the heart/lung and research training authorities seemed 
to offer a reasonable vehicle for such an amendment. 

It has come to our attention that our introduction of this subject 
for consideration at that time may have served inadvertently to delay 
the mark-up of S. 988 by your Subc~nnmittee. '\V~il.e we feel very 
stron()'lv about the principle involved m onr propositiOn as a matter 
of de~p concern for the public interest and desire that ~ts purpose be 
satisfied with appropriate legislation, we have no desire to Impede 
prompt passage by the Senate of S. 988. . . 

vVe note that the recently introduced House Bill renewmg the 
heart/lung and research training authorities, H.R. 70:19: do~s contai.n 
a provision similar to that >Yhich :ve have .suggested. This will permit 
consideration during the forthcommg hearmgs scheduled by the House 
and subsequent action as deemed suitable by the C.ongress. B~cause 
of this circumstance and as no amendment has been mtroduced m the 
Senate, there would seem to be no basis for delay on this account. 

Thank you for your continued interest in and concern for the Na
tion's biomedical research program. 

Sincerely yours, 

S. Rept. 509-75-5 

,Jonx F. SHERJ\L\N1 Ph. D., 
Vice President. 
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The Committee continues in its committment to the spirit and let
ter of the Freedom of Information Act, as well as to support of a 
quality peer review system and excellence in biomedical research. The 
Committee is not yet convinced that there is at this point in time suffi
cient justificrution for an amendment to the Freedom of Information 
Act or the Public Health Service Act which would in effect exempt 
research grant data from public scrutiny. 

Accordingly, no such amendment is included in the Committee's 
bill. 

The Committee will hold whatever hearings are necessary, and 
stands ready to take whatever action it believes appropriate, including 
joint hearings with the Senate Judiciary Committee, which has juris
diction respeoting the Freedom of Information Act, in the event the 
Committee is presented with substantial and persuasive evidence that, 
in fact, material damage is being done to continued excellence in bio
medical research as a consequence of the provisions in the Freedom of 
Information Act. 

The Committee solicits further views from the President's Biomedi
cal Research Panel concerning this important matter, as the Panel's 
letter of May 26, 1975 indicates will be forthcoming. In addition, the 
Committee urges all of the interested parties in this oomplicated pub
lic policy issue to present to the Committee whatever data they may 
have and whatever recommendations they may wish to make. In par
ticular, the Committee urges the Administration, the scientific com
munity, the Commission for the Protection of Human Subjects, the 
President's Cancer and Biomedical Research Panels, and public inter
est law firms to continue to monitor and assess the extent to which 
there are, m fact, real problems in this area requiring legislative 
remedy. 

B. TITLE II-RESEARCH TRAI)<ING 

1. The Committee is concerned that the National Research Service 
Awards authority has been and continues to be misconstrued by the 
Administration and, :further, that the Administration appears to be 
unwilling to commit the resources necessary to support the vigorous 
biomedica! and behavioral research training programs mandated in 
the law. Indeed, many of the actions of the Administration during the 
first year of the authority appear to be consistent with its previous 
attempts .to abandon the program. 

The Administration's reluctance to support predoctoral-level re
search training has also caused the Committee great concern. It is from 
the ·predoctoral ranks that postdoctoral-level research scientists 
emerge. The Committee believes it is vitally important to support 
graduate students seeking the Ph. D. or a combined degree with a view 
to engaging in careers in biomedical or behavioral research. Not only 
shoul~ the supply of highly qualified Ph. D. candidates be maintained, 
but v1gorous steps should be taken to attract bright young persons to 
careers as research scientists through programs of support for pre
doctoral training. 

C. TITLE 111.-MISCELLANEOUS 

1. The Committee's bill amends Section 1631 of the Public Health 
Service Act respecting the rights of the United States to cover funds 
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appropriated for the construction or mo\lernization of health facili
ties. The Committee's amendment perrmts the Secretary of H~W 
to waive the right of recovery, which heretofore has been partially 
limited. 

2. The Committee's bill amends secti?n 212 of t_he PH;S. Act .by 
adding a new section respecting the Soldiers and Sailors Civ1l Rehef 
Act of 1940. 

The PHS Commissioned Corps is governed by a per~onnel syste~
including appointment, promotion, pay, leave, and retirement-winch 
is similar or identical to the personnel syst.em of the Army, ~avy 
and Air Force. Like officers of the other serviCes, PHS comnnsswned 
officers are subject to ass.ignment to any locatio:r: in the world to which 
the Public Health ServiCe orders them. To this extent, the Congress 
has recognized the similarity between service in the Public Hea~th 
Service and service in the Armed Forces, and PHS officers enJOY 
many of the rights, benefits, and privileg~s _Provided members of ~he 
Armed Forces under Federal law. In addition, a male officer servmg 
in the PHS Commissioned Corps could fulfill his selective service 
obligation when the draft was operative. 

Unfortunately, the Coml?isswned.Corps of t~e. U.S. Public,He~lth 
Service does not have available to It the provisiOns of the Soldiet'S 
and Sailors Civil Relief Act. As a matter of fact, on December !31, 
1970 President Nixon signed into law a bill-Public Law 91-621-
whidh extended to commissioned officers of the National Oceanic and 
Atmospheric Administration-NOAA-the provisio!ls of the a.ct, 
leaving the PHS Commissioned Corps as the only umformed serviCe 
not covered under this act. 

A provision of the Soldiers and .Sailors. Civil Act of ~940--:--title 50, 
United States Code-war, appendix, sectiOn 574-provides, m effect, 
that for the purposes of State income tax lil;lbility a J?emb.er of the 
military service shall not be regarded as hav1!lg lost his reside!l?e or 
domicile in his "home" State solely because he IS absent under military 
or naval orders; nor shall he be regarded as having acquired a resi
dence or domicile in any other State solely because of such absence. 
It also provides that a State~ther tha~ "home" State-cannot .tax 
the income of a member of a military serviCe merely because he resides 
and/or performs his duties there. The act further provides that .a 
member of a military service may continue to register and license h1s 
solely owned automobile in his State of legal residence provided that 
the iicense, fee or exercise required by that State has been duly paid. 

One of the basic elements of the Public Health Service Commissioned 
Corps is mobility. Commissioned officers spend many years of their 
careers at stations which are located in a State other than the home 
State. In many instances, this results in the officer's having to pay a 
State income tax in two or more jurisdictions. To this extent the officers 
involved receive a reduction in pay as compared to their fellow officers 
in the other uniformed services who are only required to pay an in
come tax in the State of their domicile, and then only if such State 
imposes an income tax. . . 

In view of these circumstances, PHS officers should be provided th1s 
long overdue benefit and that is what this bill achieves. It.woul~ n?t 
entail the expenditure of any Federal funds and correct an meqmty m 
existing law. 

~. 
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3. The Committee's bill, as proposed by the Administration in their 
views on the legislation, set forth in section VI of the report, amends 
section 507 of the Public Health Service Act to expand the authority 
of the Secretary of Health, Education, and "\V elfare to award grants 
for research, training and demonstration projeets to Federal institn
tions. Existing provisions of section 507limit this authority to awards 
to hospitals of the Public Health Service, of the Veterans Administra
tion and of the Bnreau of Prisons, and to Saint Elizabeths Hospital. 
The bill expands this authority to authorize the Secretary to make 
grants for research, training and demonstration projects under the 
Public Health Service Act and certain other grants under that Act 
and the Communitv Mental Health Centers Act to any Federal 
institution. • 

·1. In order to provide continuity for funding the Committee's bill 
amends Section 786 of the Public Health Service Act to provide $2 
million for the fiscal year ending June 30, 1976, for the physician area 
shortage scholarship program. 

5. The Committee added Section 305 respecting health professors 
student assistance to ensure that the student loan program for health 
professions is not interrupted. The Committee is aware that. action ha~ 
not been taken on the extension of most programs under Title VI_I of 
the Public Health Service Act, including the authorization contamed 
in part C, section 7 42 (a) ( 3) , for student loans. "\Vithout extension of 
that ~ection, the student loan program goes into statutor~ phase out, 
meaning that any funds distributed to the health profess~ons schools 
through the continuing appropriations resolution authonty for FY 
1976 cannot be used by the school to ward loans to new students. Only 
students who have been previfms 1·ecipients of federal health profes
sions loans can be supported. 

The loan program legislative authority for first year students lapsed 
with the Health Manpower Act in 1974. Congress intended for the p~·o
gram to continue, however, as is evidenced by clearly stated auth_o~Ity 
:for nurse training loans in the Health Services and N~rse T_rammg 
Act. Moreover, loan authority for other health professiOn will be a 
critical factor in health manpower legislation soon to be considered by 
the Committee. 

In the interim, the Committee believes that a simple one year exten
·sion of the student loan authority will place the Department of Health, 
Education and "\Velfare on notice-as was achieved under P.L. 93-
:385~that Congress intends. for the program to c_ontinue and ~o let i~
stitutions and needy potential students make their plans sufficiently m 
advance to take advantage of the loan program. 

"\Vhen the Senate considered the resolution continuing appropria
tions for ce1·tain departments and agencies for Fiscal Year 1976, au
thority was allowed to lapse for beginning students. Such action oc
curred because members of the Appropriations Committee provided 
assurances from the DHE"\V that certain programs, including the loan 
program for new students, would not need funding during the first 
two quarters of the fiscal year. 

In the Senate debate on the continuing appropriations resolution 
for fiscal year 1976, Senators were assured that the Department of 
Health, Education, and Welfare had a way to support new students. 

1 
i 

I 
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The committee understands that the methods alluded to are the 
following: 

1. Schools participating in the federal student loan program 
can use any balance in the schools' federal capital contribution 
account as of June 30, 1975, to support new student loans. 

2. Amounts repaid by former students to the schools during 
the period .July 1, 1975-June 30, 1976, can be loaned to new stu
dents. However, a school cannot award loans in anticipation of 
such repayments. Also, any school that participates in the Health 
Professions Training Fund (revolving fund) would not have 
those repayments available because they go to the federal 
government. · 

The committee views the first of the two methods as unrealistic be
cause most schools award all possible loan funds, retaining only ex
tremely small balances in their capital contribution accounts. The sec
ond is almost equally unrealistic because the loan program has been in 
operation for such a limited time that only negligible amounts are like
ly to be repaid during fiscal year 1976. In short, neither method pro
vides a realistic means to meet in any way the financial needs of new 
students. 

Thus, while this may have been technically correct-since the funds 
for loans financing students beginning in the Fall of 1976 would not 
normally be committed until the Spring of 1976-in fact, the result 
would have been vastly different. 

Moreover, the Committee notes with concern that a number of insti
tutions were being told informally by DHE"\V that no first-year stu
dent loans could be granted for tl1e coming academic year, because no 
authority existed in the summer of 1975. 

The Committee is distressed by the conduct displayed by DREW in 
trying to abolish this program contrary to the wishes of Congress
particularly with its relating information, which while within the 
letter of the law, violates the spirit of the law. . 

6. These new sections have been included because of the Committee's 
concern that the National Research Service Awards program was inc 
terpreted in such a way as to deny authority for the NIH and 
ADAMHA programs designed to assist colleges, universities, and 
health professional schools with large enrollments of minority group 
students. The Committee is firmly convinced that minority group per
sons are under-represented in the biomedical and behavioral research 
community and that they are, as a group, a largely untapped resource 
with great potential to contribute to the health programs of the N a
tion. A 1974 study conducted by the National Academy of Sciences 1 

indicates that, ot" the 208,000 science and engineering Ph.D.'~ in the 
United States, only 0.8 percent are blacks, 0.6 percent are Latms, and 
less than 0.1 percent are American Indians. 

The Committee realizes that, to help improve these dismal statistics, 
sound undergraduate programs in science and other related disciplines 
are necessary to provide the foundation for the successful training of 
minority group students for later careers in biomedical and behavior 
research. Completely adequate backgrounds are not now being pro-

1 Minority aroups arnong United States Doctoral-Level Scientists, Engineers, and 
Scholars, 1973, National Academy of Sclellces, Washington, D.C., 1974. 
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vided at institutions with large enrollments of minority group stu
dents in many instances, and the Committee believes it is vital that 
there be unambiguous authority providing support at teh undergradu
ate level for such institutions. 

Furthermore, the Committee has added Section 475 as a separate 
authority because it believes that, given the special situation and the 
special needs of such institutions and their undergraduate students, 
applying the service obligations of the National Research Service 
Award would tend to discourage their participation in the very pro
grams designed to assist them. The Committee feels it is not practical 
or reasonable to require such undergraduate students, who are working 
toward careers in biomedical research through the Minority Access to 
Research Careers of the National Institutes of Health and similar 
training programs, to incur an added service obligation beyond that 
currently required for the graduate and postgraduate-level training 
under the National Research Service Awards authority. New Section 
475 therefore is to relieve this category of student from the payback 
requirement and to enable the institution with large enrollments of 
minority group students to receive grants to improve the quality of 
its undergraduate-level programs without requiring payback agree
ments from its students. 

Awards to visiting scientists authorized in new Section 474 are 
designed to draw on the special talents of scientists-teachers from other 
institutions by bringing them to colleges, universities, and health pro
fessional schools with large enrollments of minority group students, 
and by supporting their participation in research, teaching, and cur
riculum development. These individuals are mature, established, bio
medic'al and behavioral scientists and academicians. New Section 474 
provides that such scientists of high accomplishment in the field of 
biomedical science who are willing to assist minority schools in devel
oping programs in biomedical sciences are given stipends more in 
keeping with salades which they would be earning at their home 
institutions. Moreover, Section 474 is intended to insure that the visit
ing scientists not be subject to the payback provision of the National 
Research Service Act authority. These persons are not receiving- train
ing in any sense but rather are giving service through assisting in
stitutions with large enrollments of minority group students. 

By the term "enter into agreements" with th~ Secretary is nwant 
the su bmi&'lion of a competitive application detailing the activities such 
a "visiting scientist" will undertake in . providing assistance for a 
specified period of time to a minority institution to develop a program 
of biomedical sciences. Such applications shall be reviewed bv the 
appropriate review groups. I£ a scientist who receives a visiting scien
tist award is unable to serve the entire term of his award according 
to his agreement, Section 474 would require that he forfeit no more 
than that portion of the stipend which he has not as yet earned b~, 
serving in this capacity. 

National Research Service Awards mav, of course, be available to 
minority group students, faculty, and institutions with high enroll
ments of minority group students in the same manner ~nd under the 
same conditions as they are available to all others with respect to 
graduate and postgraduate training. The National Research Service 
Award authorities arl', however, separate from those contained in new 
Sections 474 and 475. 

39 

D. TITLE IV.-FEDERAL FOOD, DRUG, AND CO~METIC ACT AllfENDMENTS 

The Committee's amendment respecting vitamins is designe~ to 
clarify Congress' position on the vitamin controversy which has exi_st~d 
for the past decade. On August 2,_1973,_the Food and Drug Admi_ms
tration (FDA), after lengthy dehberatwns, promulgated regulatwns 
which would have placed most vitamins and minerals exc~eding 150 
percent of the U.S. RDA (United States Recommended Daily Allow
ance) under the jurisdiction of Chapter V ?f th_e Fedei:al Food, Drug, 
and Cosmetic Aet. Where the potency of vitamm or mmeral products 
cxceeded150 percent of the RDA, those pro4ucts would generally ~ave 
become over-the-counter drugs. The regulations would have restncted 
combinations of vitamins and minerals that did not contain all FDA 
approved vitamins and minerals. . . . . . 

In a concurrent action, the FDA limited high dosages of v1ta~ms 
A and D (dosages exceeding 100 percent of tl~e U .. S. RDA of vita
min D or 200 percent of the U.S. RDA of VItamm A) to sale by 
prescription because of evidence that high levels of these fat soluble 
vitamins could cause serious harm. 

On August 15, 1974, the U.S. Court of Appeals for the_ Second 
Circuit issued a decision upholding most of FDA's re~mremeuts 
but ordering reconsideration of others (Nq,tional Ntttritional.Foods 
Association v. FDA, 504 F.2d 761 (2nd Cir., 1974), cert. demed, 95 
S. Ct. 1326 (1?75). The qour~ decide4 tha:t FDA c~:mld pro~erly 
restrict the variety of combmatwns of vitamms and mmcrals offered 
to consumers, but should consider permitting the marketing of certain 
additional combination products. The Court also held that FDA 
could not deem vitamin or mineral products to be drugs solely on 
the basis of their potency, but had to consider as well the use for 
which th~y are marketed. 

Title IV of S. 988 reaffirms and positively states the position of 
the Senate in this matter. This section prohibits the FDA from 
regulating the COJ?PO~ition o.f oral preparations of. vitam~ns and 
minerals and combmatlons thereof, unless they are toxic, habit form
ing, or must be administered by the direction of a physician or where 
they are marketed for drug use. Last year, the Senate aecepted an 
amendment, of similar purpose, offered by Senator Proxmire, by 
the vote 81-10 to the Health Manpower Bill. Subsequently, this 
bill died with the adjournment of the 93rd Congress. 

Title IV does contain one major, new provision, not contained in 
last year's bill. It gives, for the first time, the FDA authority to 
regula~e advertising for vita!fiin and _mine~al P.roducts. W:hen adver
tising IS found to be deceptiVe or misleadmg m a mater1al respect, 
the FDA can seize the offending advertiser's product, at the manu
facturing, distributional, or retail levels. In exercising his authority 
with respect to seizures, the Committee calls to the attention of the 
Secretary section 306 of the Federal Food, Drug, and Cosmetic Act, 
21 U.S.C. 336. The Committee believes that seizure need not be insti
tuted for minor violations of the Act whenever the Secretary believes 
that the public interest will be adequately served by a suitable written 
notice or warning. · 

On May 8, 1975, Senators Proxmire and Schweiker introduced 
S. 1692, which is identical in many respects to Title IV. The original 
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version of the bill (S. 1692) included several spec:ific references to the 
Secretary's obligation or authority to act by regulation. It is not in
tended that the omission of these repetitive references should be under
stood as in any way restricting the Food and Drug Administration's 
present authority to adopt regulations refining and enforcing the pro
visions of the Federal Food, Drug and Cosmetic Act, as amended. The 
FDA in recent years has relied mcreasingly on administrative rule
making to enforce the requirements of the law. Rulemaking affords 
opportunity for broader participation in the formulation of agency 
policy, promotes clarity of legal requirements, and assures equitable 
application of the law, while at the same time reduces the cost to the 
taxpayer <_>f case-by-case enforcement. The FDA's legal authority, 
under sectwn 701(a) of the Act, 21 U.S.C. 371(a), to adopt binding 
regulations has been. recognized by the Supreme Court, see Weinberger 
v. Hy1uson, Westcott & Dunning, 412 U.S. (1973); Abbott Labora
tories, Inc. v. Gardner, 387 U.S. 136 (1967), and has recently been up
held by the United States Court of Appeals for the Second Circuit. 
National Nutritional Foods Ass'n v. Weinberger, 512 F.2d 688 (2d 
Cir. 1975.). 

Furthermore, as originally introduced, S. 1692 stated specifically 
that the restrictions imposed by section 411 (a) ( 1) did not limit the 
authority of the Food and Drug Administration to regulate vitamins 
and minerals, or other food ingredients, under section 402 (the food 
adulteration provision), 406 (the emergency permit provision), and 
409 (the food additives provision) of the present Act. The deletion o£ 
these references to specific provisions of the statute does not imply any 
limitation on the FDA's present authority to assure that such foocl 
constitutents are safe for consumption. It is recognized that consumers 
must be protected against potentially toxic food ingredients, as well as 
constitutents that are acknowledged to be hazardous. It is intended 
that the FDA should retain its present authority to deal with these 
matters of public health. 

Because of suggestions that the Food and Drug Administration, 
having failed to regulate safe vitamins as dangerous drugs, might 
attempt to regulate them as food additives, the authors o£ the vitamin 
a~endment considered language to prohibit the Food and Drug Ad
-!llmist~ation from regulating safe vitamins, minerals, and associated 
mgredients of foods as food additives. · 

This was not done for t"·o reasons. First o£ all, it is unnecessary. 
It would be inappropriate and contrary to the intention of this Title 
for the FDA to treat vitamins, minerals, and their associated ingredi
ents about 'vhose safety there currently is no doubt, as food additives. 
There are those who considered vitamins and minerals es~ntially 
foods with a long history of safe use. The authors rejected that course 
of action on grounds that there was insufficient evidence to support 
such a course of action at this time. 

Second, there are some nutrients and ingredients or natural chemi
cals which are tangentially a part of vitamins or minerals which cur
rently may be considered food additives because of their potential 
toxicity. 'Ve did not wish to prevent the FDA from acting in these 
circumstances. For the agency to do so based on the policies on potency 
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and coiD'binatiQils which this ~:o,dmtmt endorses, however, would be 
inappropriate. 

Seotiaa 411 (b) (2) (A) of the hill requires the listing of in
gredients which are not. vit~mins or minerals in the labeling of the 
food product ill a list of all·. illgredients of the product and in ac
cordanee with applicable regplll,tions promulgated under section 403 
(j). This provision should not be construed as allowing the Secre
tary, by action or inaction1 to prevent or render impracticable the 
Committee's intent to permit the listing of all ingredients which are 
not vitamins or minerals. When applicable regulations under section 
403 (j) of the Food, Drug, and Cosmetics Act are in effect, ingredients 
which are not vitamins or minerals must be listed in accordance with 
these regulations. 

Consideratble and continuing concern has been expressed by con
sumers and by various members of the food supplement industry 
and related .publishers about the impact of the advertising provisions 
in this bi11 upon freedom of the press under the First Amendment. 
Obviously, nothing in this bill is intended to contravene such rights 
in any way. . 

It 1s intended that the term "advertising", whenever used in this 
bill, should be so interpreted ns to be confined to overt advertising, as 
that term is generally understood in the advertising industry. 

Furthermore, the Committee wishes to make clear that the confer
ring ·of regulatory authority over vitamin and mineral supplement 
advertising, being in the nature {}f a quid pro quo to counterbalance 
the limitations placed upon FDA's authority over these products, is in 
no sense a precedent for extending the agency's regulatory power over 
other types of advertising. · 

In any action initiated or prosecuted under these advertising pro
visions, with respect to, or against, any food supplement because of 
or based upon, the allegedly deceptive advertising thereof, the editorial 
content or policy of any independently owned and circulated publica
tio:t;t or periodical. (or of any particular or single _issue thereof) in 
which s~ch l!'dvertismg. a_ppears, should not be com:adered as part of, 
?r contriht~tmg or auxiha~y. \to, th~ c?ntent, s~bstance, meaning or 
mterpretat10n of the adverbsmg whwh Is the basis of such action. 

However, it is recognized that at some point a publication supported 
by advertising can become a cloak for deceptive advertisements of a 
product if _its editorial content is ~repared,_ controlled, or financed by 
the advertiser of such product or If there 1s a commercial scheme to 
sell and, position advertising. in el!:change for editorial :comment on 
the product of the advertiser. The publication, sale and distribution 
of false or misleadi!lg m~~;tter conce~ing an article of trade by a person 
engaged or financially mterested m commerce in that trade could 
be treated as ~alse. or misleading advertisin~ under certain circum
stances, see Scwnt~fic Mfg. 'Co. v. FTO, 124 F. 2d 640, 644 (3d Cir. 
1941) and Perm0-Mf!id Oo. v. FTO, 121 2d 282 (6th Cir. 1941). In 
such. cases the ed1t~mal conten.t ,or policy of the publication might be 
considere.d as a basis for an actiOn by the FDA. Certainly, for example, 
the dressmg up of an advertisement in the format and style of a news 
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article or editorial in the publication (commonly referred to as a 
"reader ad") could be, in certain circumstances, a deceptive advertise
ment rather than speech protected by the First Amendment. In cases 
of this category, only the courts can ultimately articulate the difficult 
distinction between commercial advertising masquerading as protected 
speech and protected speech bearing a superficial resemolance to com
mercial advertising. 

w·e recognize that it is a well-accepted marketplace fact that manu
facturers of particular types of products will normally place their 
advertising in publications or periodicals, the editorial content of 
which normally deals with the categories of products being advertised, 
and which are addressed to a readership which is interested in such 
subjects and products. Thus, a manufacturer of motorboats or marine 
accessories or products could be expected to place advertising in maga
zines or other publications which deal with motorboating and related 
subjects. 

This bill does not contemplate that any nexus should be implied 
from the fact that an otherwise acceptable advertisement for a par
ticular food supplement appears in a magazine, the editorial content 
of which may deal with that specific type of product and which con
tains matter which, if contained in the paid advertising in question, 
might be deemed to make such paid advertising unacceptable under 
this bill. 

The simple existence of any publication which has not been singled 
out by the owner or operator of a retail establishment to advertise a 
particular product within the establishment does not constitute ad
vertising for that product. What does constitute advertising of a prod
uct is the specific use of prominent display of the· publication to en
courage or convince consumers that they should purchase the prQduct. 
The owner or operator of the establishment must affirmatively link 
the publication to the product. 

This bill does not take away the regulatory authority of FDA with 
regard to vitamin and mineral preparations mtended for use by preg
nant or lactating women and children under 12. However, the Com
mittee is concerned that attention must also be given to those vitamin 
and mineral products not intended for use by this special group but 
inadvertently taken by or administered to them. Just as the fetus 
may be affected by excessive doses of some food supplements, excessive 
doses of vitamins and minerals taken by children during the period 
of growth and hormonal development (up to 18 years of ag~) . ~an 
interfere with their normal development. Because of the possibility 
of unrecognized or unanticipated harm which might come from the 
administration of large doses of vitamins and minerals, the Committee 
recommends that FDA consider promulgating regulations with re
spect to vitamin and mineral products designed to assure that such 
preparations are not inadvertently administered to children. 

E. TITLE V. NATIONAL ARTHRITIS ACT AMENDMENTS 

The amendments to the National Arthritis Act (with slight modi
fications as noted below) were originally introduced as S. Con. Res. 
127 and adopted by the Senate during the last days of the 93rd Con-
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gress on December 19, 1974, as modifications to the House Amend
ments to the Senate-passed National Arthritis Act (now P.L. 93-640). 

The House was unable to take action on the -amendments due to the 
press of other legislative matters under consideration that day and the 
next. The 93rd Congress adjourned on December 20, 1974. 

The amendments are primarily of a technical, clarifying, and per
fecting nature. Two are of a more substantive nature. 

1. (a) The first substantive amendment would add the phrase "(here
inafter in this Act collectively referred to as 'arthritis')" in the Find
ings and Declaration of Purpose section of the Act. Inclusion of this 
phrase is necessary to make it clear that the mandate by the Public 
Law given the National Commission on Arthritis covers arthritis and 
related musculoskeletal diseases. 

(b) A conforming change has been made in amendments to Part D 
of title IV of the Public Health Service Act so that it is clear that 
the term "arthritis" includes "arthritis and related musculoskeletal 
diseases" wherever it is referred to in that Part of the Public Health 

.·Service Act. 
. 2. The second substantive amendment would reallocate the total 
amounts of appropriations authorized so that the authorizations for 
fiscal year 1975 would be slightly reduced and the authorization for 
fiscal years 1976 and 1977 would be commensurately increased. The 
Senate bill had authorized a total of $75.5 million over a three-year 
period. The House reduced this to $50 million, and, in doing so, did 
not retain the proportionate relationship among the funding authori
zations and among the years in the Senate bill. The Senate bill had a 
comparatively low amount authorized for fiscal year 1975 in the belief 
that by the time of enactment, there would be insufficient time remain
ing in fiscal year 1975 to obligate funds effectively. This, of course, 
has been borne out. 
· One modification from the original amendments has been made in 
the allocation of the funds. In S. Con. Res. 127 in the 93rd Congress, 
it was proposed to reallocate the appropriations authorizations under 
section 439(h) which authorizes funding for the development, mod
ernization, and operation of Comprehensive Arthritis Centers, by de
ducting $6 million from fiscal year 1975 and dividing that amount 
equally between fiscal years 1976 and 1977, authorizing $16 and $18 
million, respectively. 

Public Law 93-640 states that these centers are to be supported con
sistent with the Arthritis Plan developed by the National Commis
sion on Arthritis, established by that Public Law. It now appears 
that the Commission will not complete its studies until December and 
that firm recommendations on the development and allocation of re
source support will not be completed until January. That time sched
ule will permit the inclusion in a supplemental appropriation bill for 
fiscal year 1976 of an apl?ropria;tion. for support of ~h~ Cent!lr~, but 
will not permit the effective obhgat10n of the $16 million ongmaHy 
suO'gested. The amendment included in S. 988 reflects the practicalities 
ol'the appropriations time schedule and provid~s f~r the addition .of 
the full $6 million to the fiscal year 1977 author1zat10n of appropria
tions for a -total authorization of $21 million for Center support for 
·that year and makes no change in.t~e amount authorized to be appro
priated for fiscal year 1976 ($13 nnU10n). 
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The reallocation of authorizations are explained on the following 
chart:. 

AUTHORIZATIONS OF APPROPRIATIONS UNDER THE NATIONAL ARTHRITIS ACT OF 1974 

(In miiUons of dollars] 

Fiscal year-

Authorization 1975 1976 1977 

2.0 (1) (1) 
1. Commission on Arthritis aQd Muscu~skeletal Diseases (sec. 3(k)): 

~~~~\l::,1 ~~ii!biW~ ~~~::::::: ::~=~= :::::::::::::::::::::::: .5 0.5 --------------
1.5 (1) (1) 

2.0 3.0 4 
5.0 10.0 15 
1. 5 4. 0 4 

11.0 13.0 15 
10.0 15.0 20 
~.o 13.0 21 

Proposed amendment. ____________ . ______ ._._.--------------
2. Screening projects and data bank (see 438(d) of PHS Act): 

~~~~~~"ft ~~aii!iii1i= :::::::::::: ==== = ::::::::::::::::::::::: 
Proposed amendment. ................. -- ... -......... ------

3. Comprellensive Arthritis Centers (sec. 4S9(h) of PHS Act): 
ExiSting la\v _____ ..... ------ .............. ------------------

~~~~ci:!J':'~~d~~-ni::::::::::::::::: :::::::::::::::::::::: 

1 To remain 11ntil el(Jlended. 

3. A third substantive amendment included in the original Concur
rent Resolution has been dropped in the amendments offered to S. 988. 
That amendment would have provided that the Commission must 
submit the Arthritis Plan within two hundred and ten days after the 
date on which the Commission holds its first meeting, rather than 210 
days after funds were first appropriated for the Commission. This 
amendment was offered originally to avoid any undue delay in the 
submission of the plan which might result from appropriations acts 
being out of sequence with the Conunission's calendar or work pace. 
However, initial funds were appropriated for the Commission in the 
Second Supplemental Appropnatious Act for FY 1975. This appro
priation makes the origmal amendment unnecessary. 

4. The technic~l amenc!J;J:J.ents; 
{a) Specify in the F'indings and Declaration of Purpose section 

thatth.e annual cost of arthritis indudes $2,500,000,000 in medical 
expenses. 

(b) Insert a purpose clause, dropped by the House, in the Find-
ings and Declarations of Purpose section. . · . 

(c) Make a number of purely technical· and perfecting 
amendments. 

VIII. CosT ESTIMATES PuRSUANT TO SECTION 252 oF THE LEGISLATIVE 
REORGANIZATION A()T OF 1970 * 

In accordanee with Sootion 252 (a) -of the Legislative Reorganization 
Act of 1970 (Public Law 91-510, 91st Congress) the Committee esti
mates that the cost which would be incurred in carrying out this bill 
is· as follows : 

•.The reallocation of cOBts representing the coll)mittee's amendment to Public Law 93-640, 
the Nat!Ottal Arthritis Act are eontalaed ·tn 'the chart included in sec. VII of this report. 
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(In millions of dollars] 

Fistal year-

1976 1977 Total 

Heart, lung, and blood prevention and controL....................... 10 25 35 
Heart, lung, and blood research_____________________________________ 338 372 710 
Research training ___________________________________ ... __ 160 176 336 
Physician area shortage scholarships................ · -- ------ 2 -------------- 2 
~~~~l~g~~~~~~-e~ ~ ~~~~~~ :::: == :::: = ::::::::::: ====~ -_- -_- -_- -_- -_- -_- -_- --~ -_ _-_ _-_ _-_ _-_ _-_ _-__ 60 ... _ .......... 63o5 35 ·--·-·--·------

TotaL .................................. ' ___________________ ---60~5----5-73 ____ 1,-17-8 

IX. VOTES IN CoMMITTEE 

Pursuant to section 133 (b) of the Legislative Reorganization Act 
of 1949, as amended, the following is a tabulation of votes in 
Committee: 

Motion b:y Senator Sc~weik~r t<? amend the Federal Food, Drug, 
and Cosmetic Act respectmg VI tamms adopted 7 to 4 as follows : 

Javits 
Loxalt 
Pell 
Randolph 
Schweiker 
Stafford 
Williams 

AYE 

Beall 
Hathaway 
Kennedy 
Mondale 

NAY 

Motion to favorably report S. 988, as amended; to the Senate carried 
unanimously by voice vote. . . . 

X. SECTION-BY-SECTION ANALYSIS 

PREAMBLE 

The preamble to S. 988, as reported by the Senate Committee on 
Labor and Public ·welfare remains "A bill to amend the Public Health 
Service Act to revise and extend programs of the National}J:eart and 
Lung Institute and the National Research Service Awards." 

SHORT TITLE 

S. 988, as reported, provides :that the Act may be cited as the "N a
tional Biomedical Heart, Blood Vessel, Lung, Blood, and Research 
Training Act of 1975." 

TITLE I-NATIONAL HEART AND LUNG INSTITUTE 

FINDINGS AND DECLARATION OF PURPOSE 

SectionlOl. (a) Repeats the eight major findings originally declared 
in The ~ational Heart, Blood Vessel, Lung, and Blood Act o£1972 
[su~sectwns (1)-.(7), (9) ]. Inserts an additional major finding [sub
sectiOn (8)] relatmg to the devastating impact of blood diseases, espe-
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cially nutritional anemias, sickle cell anemia, Cooley's anemia, hemor
rhagic defects, and malignancies _of the_ lymph ~odes and bone mar
row; notes that these diseases req~n~e maJOr attentiOn .. 

Section 101. (b) Declares that It IS the purpose of this J\-ct to _enlarge 
the authority of theN ational Heart, Lung, and Blood Institute m order 
to advance the attack upon heart, blood vessel, lung, and blood diseases 
and resources. 

REPORT AND PLAN OF THE DIRECTOR OF THE INSTITUTE 

Section 102. (a) Amends Chapter IV, Part B, Se~tion 413(b) (2) 
of the Public Health Service Act (relating to the N atwn~l Heart and 
Lung Institute) to require that th~ Director <?f the. NatiOnal ~ear~, 
LunO", and Blood Institute prepare m consultatiOn with the Institute s 
Advisory Council and submit to the Secretary of the Department of 
Health Education and Welfare as soon as possible after the end of 
each fi~cal year, a~ annual report on th~ activities, prc?gress, and ac
complishments under the program durmg the precedmg fiscal year 
and a plan for the program during the next five years. Reiterat~s ~hat 
the plan should also project the staff and recommend appropria~IOns 
for the program. Requires that the annual report be transmitted 
by the Secretary DREW to the President and the Congress 
simultaneously. . 

Section 102. (b) Redefines the fiscal year for the purposes ?f sub~It
ting annual reports. The fiscal years are defined as the period beg:m
nin~ January 1, 1975 and ending _December 31, 1975, and the penod 
beginning January 1, 1976 and endmg September 30, 1976. 

CONFORMING AMENDMENTS 

Section 103. Amends the heading of Title IV, Part B, National 
Heart and Lung Institute, of the Public Health Service Act to read 
"National Heart, Lung, And Blood Institute.". . 

Section 104. Amends Section 411, Establishment of Institute, of 
the same Act to read "There is hereby established in the Public Health 
Service aN ational Heart, Lung, and Blood Institute." 

NATIONAL HEART, BLOOD VESSEL, LUNG, AND BLOOD DISEASES AND BLOOD 

RESOURCES PROGRAM 

Section 105. (a) Amends S~ction 413 (a) of t~e same Act to r_equire 
that the Director of the Institute specifically mclude blood diseases 
and blood resources as part of the plan for the National Heart, Blood 
Vessel, Lung and Blood Diseases a~d Blood Resou;rces Program. 
Amends Section 413 (a) generally t~ I?-clude blood dise~ses and re
sources in the National Program admimstered by th_e Institut~ and co
ordinated with other research institutes of the N atwnal Institutes of 

Health. · · 1 · 1 d th 
Section 105. (b) _A;mends S~cti~n 413 (a). (J) to exphcit y me u. e e 

education and trammg of scientists, chmcians, and educ~tors m the 
fields and specialties requisite to the conduct of programs I?- blood re
sources, as \vell as in blood, heart, blood vessel, and Iu:r:g diseases. . 

Section 105. (c) Amends Section 413(c) (2) to reqm~e that .t~e DI
rector of the Institute operate, alter, and rennovate, m addition to 

47 

acquiring, constructing, improving, repairing, and maintaining, fa
cilities and equipment necessary to administer the National Program 
respecting blood diseases and blood resources as well as heart, blood 
vessel, and lung diseases. 

Section 105. (d) Amends the title of the Assistant Director for 
Health Information Pro~rams every time it appears in Section 413 (d) 
of the same Act to read 'Assistant Director for Prevention and Edu
cation". Requires that this Assistant Director provide information on 
blood diseases and blood resources, as well as on cardiovascular and 
pulmonary diseases, to the public and health professions as part of the 
Institute's health information program. 

Section 105. (e) Amends the heading of Section 413 to read "N a
tiona! Heart, Blood Vessel, Lung, and Blood Diseases and Blood 
Resources Program". 

AUTHORIZATION OF APPROPRIATIONS 

Section 106. Amends Section 414(b) of the same Act to authorize 
appropriations for heart, blood vessel, lung, and blood disease pre
vention and control programs in the following amounts: $10,000,000 
for fiscal year 1976, and $25,000,000 for fiscal year 1977. 

NATIONAL RESEARCH AND DEMONSTRATION CENTERS FOR HEART, 

BLOOD VESSEL, LUNG, AND BLOOD DISEASES 

Section 107. (a) Amends Section 415(a) (1) (A) ofthe same Act by 
specifying the number of Research and Demonstration Centers for 
heart diseases- as ten. 

Section 107. (b) Amends Section 415(a) (1) (B) to limit the number 
of Research and Demonstration Centers for lung diseases to ten, in
stead of the present fifteen. 

Section 107. (c) Inserts into Section 415 (a) ( 1) a new subsection 
(C) to provide for the development of ten new Research and Demon
stration Centers for basic and clinical research, training, and demon
stration of advanced diagnostic, prevention, and treatment methods 
(including emergency medical services) for blood, blood vessel 
diseases, research in the use of blood products, and research in the 
management of blood resources. 

Section 107. (d) Amends Section 415 (a) ( 2) to include prevention 
programs for lung and blood diseases, in addition to those prevention 
programs for cardiovascular diseases, in the research, demonstration, 
and training programs of the Research and Demonstration Centers. 

Section 107. (e) Amends Section 415(a) (2) (A) to include pre
ventive programs for the development of improved detection methods 
regarding lung ·and blood diseases, as well as cardiovascular diseases, 
in high risk individuals. 

Section 107. (f) Amends Section 415(a) (2) (B) to include preven
tive programs for the development of improved intervention methods 
against those factors which cause individuals to have a high risk of 
developing lung, blood, and/ or cardiovascular diseases. 

Section 107. (g) Amends Section415(a) (2) (C) to include programs 
for the development of health professions and allied health professions 
personnel highly skilled in the prevention of lung, blood, and/or car
diovascular diseases. 



· Section 107. (h) Amends Section 4i5(a) (2) (D) to include preven
tive programs to develop improved methods of providing emergency 
medical !'lervices :for persons with lung, blood, and/or cardiovascular 
diseases. 

Section 107. ( i) Amends Section 415 (b) to provide that the purposes 
for which Federal support of new or existing Research and Demon
stration Centers include research in the management of blood re
sources. Provides that Federal payments :for the operation of these 
Centers may only exceed $5,000,000 per year if the annual excess can 
be attributed to increased costs as reflected in the cost of living index 
published by the Department of Labor for that year. 

NATIONAL HEART AND LUNG ADVISORY COUNCIL 

Section 108. Amends Section 417(a) (1) of the same Act to remove 
the Director of the Ofice of Seience and Technology, and to include the 
Director of theN ational Science Foundation among the ex officio mem-
bers of theN ational Heart and Lung Advisory Council. · 

FUNCTIONS OF THE COUNCIL 

Section 109. (a) Amends Section 418{b) (2) to require that the Ad
visory Council submit to the Secretary DREW an annual report on the 
progress of the national program toward accomplishment of its objec
tives during the preceding fiscal year. Requires that the Secretary 
DREW must transmit this report simultaneously to the President and 
to the Congress not later than November 30 of each year. 

Section 109, (b) Provides that the period beginning July 1, 1975 and 
ending September 30, 1976 be considered a fiscal year :for the purpose 
of submitting Advisory Council reports. 

Section 109. (c) Provides that the effective date of Section 109 is 
January 1, 1976. 

Section 110. (a) Amends Section 418 (a) of the same Act by redes
ignating paragraphs ( 4), ( 5), and ( 6) as paragraphs ( 5), ( 6), and 
(7) respectively. 

Section 110. (b) Amends Section 418 (a) by inserting a new para
graph ( 4) which authorizes the N a tiona} Heart and Lung Advisory 
Council to approve contract-supported areas or research in heart, blood 
vessel, lung, blood diseases, and the use of blood and blood products 
and research in the management of blood resources. Authorizes the 
Council to approve the percentage of the Institute's budget to be ex-
pended :for these contracts. · 

Section 110. (c) Amends Section 418 (a) to insert the phrase "heart 
diseases" instead of "heart" each time it appears. 

Section 110. (d) Amends Section 418 (a) to insert "the use of blood 
and blood products and research in the management of blood resources" 
after "blood diseases" each time it appears. 

AD1lHNISTRATION 

Section 111. (a) Amends Section 419A(c) of the same Act to au
thorize the Director of the Institute to approve grants for research 
and training in amounts not to exceed $35,000 (excluding indirect 
costs). 
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Section 111. (b) Amends Section 419A (c) to authorize the Direc
tor of the Institute to approve grants for research and training in the 
use of blood and blood products and in the management of blood re
sources as well as in heart, blood vessel, lung, and blood diseases. 

AUTHORIZATION OF APPROPRIATIONS 

Section 112. (a) Amends Section 419B to authorize appropriations 
for programs and activities (other than those authorized in Section 
414) of the National Heart Lung and Blood Institute in the :following 
amounts: $338,000,000 for fiscal year 1976, and $372,000,000 for fiscal 
year 1977. 

Section 112. (b) Amends Section 419B to provide that not less than 
15% of the Institute's appropriations be reserved for programs re
specting blood diseases. 

Section 112. (c) Amends Section 419B to provide that blood re
sources be considered with blood diseases in the minimum allocation of 
15% of the Institute's total appropriation. 

RESEARCH AND INVESTIGATION IN GENERAL 

Section 113. Amends Section 301 (d) ·and 301 ( i) of the same Act to 
auth?rize gra~ts-in~aid, and any other necessary actions, for research 
and mvestlgatwns m heart, blood vessel, lung, and blood diseases and 
resourc.es. 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

NATIONAL RESEARCH SERVICE AWARDS PUBLIC LAW 93-348-NATIONAL 

RESEARCH ACT 

Section 201. Amends Section 472(a) (1) (A) (iii) of the Public 
~ealth Service Act to permit the Secretary DHE\V to provide N a
tlonal Research Service Awards for biomedical and behavioral re
search at Federal as well as non-Federal public institutions. 

Se~tion 202. (a) Amends Section 412(a) (1) (B) of the same Act to 
permit the Secretary DHEvV to make grants to Federal as well as 
non-Federal public institutions to enable these institutions to admin
ister N atiom1>l Research Service Awards. 

Section 202. (b) Amends Section 412(a) (1) (B) to include there
lated programs administered by the National Advisory Council on 
Nurse Training among those institutes, divisions, and bureaus in the 
National Institutes of Health, and the Alcohol, Drug Abuse and Men
tal He~lth Administration f?r reference purposes in Section' 412 (a). 

SectiOn 203. Amends SectiOn 472(b) (2) to require that awards and 
grants under National Research Service Awards be subject to review 
and approval by the National Advisory Council on Nurse Training, 
as. well as by other appropriate advisory councils of the National In
stitutes of Health and the Alcohol, Drug Abuse and Mental Health 
Administration. ' 

Secti~n · 204. (a) ~me~ds Section 4 72 (c) ( 1) (A) ( i) o£ the same Act 
to permit. anJ: combmatwn of health research or teaching which is in 
accordance with usual patterns of academic employment as legitimate 
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activities required to be performed by the individual recipient of a 
National Research Service A ward. 

Section 204. (b) Amends Section 472(c) (2) (A) of the same Act 
to require that the individual recipient of a National Research Service 
Award engage in any combination of health research or teaching 
which reflects the usual patterns of academic employment for a period 
of twelve months. 

AUTHORIZATION OF APPROPRIATIONS 

Section 205. Amends Section 472( d) of the same Act to authorize 
payments and grants under National Research Service Awards in 
the following amounts: $160,000,000 for fiscal year 1976, and $176,000,-
000 for fiscal year 1977. 

STUDIES RESPECTING BIOMEDIC AND BEHAVIORAL RESEARCH PERSONNEL 

Section 206. Amends Section 4 73 (c) of the same Act to require 
that studies on biomedical and behavioral research personnel be sub
mitted by the Secretary DHEW to the House Committee on Inter
state and Foreign Commerce and the Senate Committee on Labor and 
Public Welfare not later than September 30 of each year. 

REFERENCES 

Section 207. Provides that all references to Section 472, National 
Research Service Awards, of the National Research Act shall be fol
lowed by "Public Law 93-348-N ational Research Act". 

TITLE III-MISCELLANEOUS PROVISIONS 

HEALTH RESOURCES DEVELOPMENT--GENERAL PROVISIONS 

Section 301. Amends Section 1631 (b), Recovery, of the Public 
Health Service Act to permit the Secretary DHEW to waive a right 
of recovery which arose one year before January 4, 1975. 

MILITARY BENEFITS 

Section 302. Amends Section 212 of the Public Health Service Act 
to include a new subsection (e) which provides that active service of 
commissioned officers of the Public Health Service shall be deemed 
to be active military service in the Nation's armed forces for the 
purposes of all rights, privileges, immunities, and benefits now or 
hereafter provided under the Soldiers' and Sailors' Civil Relief Act 
of 1940, as amended. 

GRANTS TO FEDERAL INSTITUTIONS 

Section 303. Amends Section 507 of the Public Health Service Act 
to provide that grants may be made to any Federal institution, on the 
same terms and conditions that apply to non-Federal institutions, 
except that grants to Federal institutions may be funded at 100% 
of the costs. 
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AUTHORIZATION OF APPROPRIATIONS 

Section 304. Amends Section 786 of the Public Health Servie,e Act 
to authorize appropriations for the Physician Shortage Area Scholar
ship Program as follows: $3,500,000 for fiscal year 1975, and $2,000,000 
:for fiscal year 1976. · 

Section 305. (a) Amends Section 7 42 (a) of the same Act to authorize 
appropriations for Federal loans to certain schools as follows: $60,-
000,000 for fiscal year 1976. 

Section 305. (b) Amends Section 740(b) (4) of the same Act to 
provide that no student who has attended certain schools before 
.July 1, 1975 may receive a loan from a fund established by Seetion 
204 of the National Defense Education Act of 1958. 

Section 305. (c) Amends Section 824 of the same Act to authorize 
appropriations for loans as follows: $35,000,000 for fiscal year 1976. 

Section 305. (d) Amends Section 822 (b) ( 4) of the same Act 
to provide that no student who has attended nursing schools before 
July 1, 1975 may receive a loan from a fund established by Section 
204 o,f the N ationa1 Defense Education Act of 1958. 

STIPENDS 

Section 306. Amends Title IV, National Research Institutes of 
the Pu~lic Health Servi<?C Act by adding two new seetions, Section 
474, Stipends, and SectiOn 475, Undergraduate Training In Bio
medical Sciences in Minority Schools: 

STIPENDS 

(a) Permits the Secretary DHEW to grant a maximum stipend of 
$25,000 per year to visiting scientists who agree formally with the 
Secr.etary 0 assist min?rity schools in developing programs in bio
medical SCiences. Permits the United States to recover an amount 
set forth by the recovery for:mula in Section 4 72 (c) ( 4) of th~ 
N ~twnal Research Act-Pubhc Law 93-348, if the reripient of a 
stipend does not complete the requirements of his aareement with 
the Secretary DHEW. "' 

.(b) Definitions.-Defines "visiting scientist" to mean an a0eom
phshed, reputable scientist in the fields of biomedical sciences who 

·has entered into an agreement with the Secretary DHE,V. Defines 
"m~nority school" to mean an institution of postsecondary education 
whiCh .has e_nrolled a _substantial number of minority students as 
determi~(~ m :egula~wns established by the Secretary DREW. 
Defi.J?.e_s biOmedical SCiences to mean all health related 8ciences and 
reqmsite related courses. 

(c) Authorization of Appropriations.-Authorizes such sums as 
m~y ~e necessary to carry out this program of stipends for visiting 
sCientists. 

UNDERGRADUA'l'E TRAINING IN BIOMEDICAL SCIENCES IN MINORITY SCHOOLS 

(a) Peryn~0 the Secretary DHE'vV to make grants to minority 
schO?ls to ~mtmte the development of undergraduate programs in bio
medical SCiences. 
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(b) StipulU~tes that each minority school which establishes grant
supported programs in biomedical sciences must do so in accord
ance 'vith regulations promulgated by the Secretary DHE"\:V. 

(c) Definitio'fts.-Defrnes "minority school to be an institution of 
post secondary education which has enrolled a substantial number of 
minority students as determined in regulations established by the 
Secretary DREvV. Defines "biomedical sciences to mean all health 
related sciences and requisite related courses. 
(d) Authorization of Appropriations.-Authorizes such sums as may 
be necessary to carry out this Federally supported grant program for 
undergraduate training in biomedical sciences in minority schools. 

TITLE IV-FOOD, DRUG, AND COSMETIC ACT 
AMENDMENTS 

Section 401. Amends Chapter IV, Food, of the Food, Drug·, and 
Cosmetic Act, after Section 410, Bottled Drinking vVater, by inserting 
a new Section 411 : 

VITAMINS AND MINERALS 

(a) Prohibits the Secretary DREW from: limiting the potency 
of any vitamin or mineral within a food; classifying any single or 
combination vitamin/mineral produCt as a drug on the basis of high 
potency which the Secretary determines to be in excess of nutritional 
usefulness; limiting the combination or number of vitamins or min
erals or other ingredients in foods to which Section 411 applies. Per
mits the Secr~tary DRE"\V to exercise his authority regarding Chapter 
IV, Food, Chapter V, Drugs and Devices, or any other provision of 
the Food, Drug, and Cosmetic Act except as is prohibited above re
garding viblmins, minerals, or other food ingredients. Permits the 
Secretary DREW to regulate vitamins, minerals, or other food in
greoien'ts which the Secretary determines by regulation to be repre
sented :for use by pregnant or lactating women or children under the 
age of twelve years. 

MISBRANDED FOODS 

(h) Clarifies Section 403. Misbranded Food, of the same Act so that 
foods labeled to include all ingredients or advertised to refer to all 
ingredients beside vitamins and/or minerals cannot be deemed mis
branded. Permits the la:beling of non-vitamin/non-mineral constitu
ents of foods only in the list of ingredients and only in accordance 
with, and by exemptions to, regulations promulgated by the Secretary 
DREW. Prohibits the labeling or advertising of any food from em
phasiz·ing ingredients which are not vitamins, minerals, or sources of 
vitamins/minerals. 

DEFINITIONS 

(c) Defines "food to which this sec,tion applies" as food for humans 
which is a food for special dietary use; which is or contains any vita
min or mineral; which is intended for ingestion in tablet, capsule, or 
liquid form: and which does not simulate or is not represented to be 
conventional food if i,t is not in the specified form. Defines a food in 
liquid form .to be formulated in a fluid carrier and be intended for in
gestion in daily, small units of measure. 

DEFlNI'riONS 

Section 402. (a) Amends Section 201 (f) of the Food, Drug, and 
Cosmetic Act by redesignating Section 201 to redefine the term "spe
cial dietary use" as applied to food. "Special dietary use". is defined to 
mean a particular use for which a food is represented to be used, in
cluded but not limited to: supplying a special dietary need that exists 
by reason of any health condition; supplementing the diet to increase 
the total intake of vitamins, minerals, or other food ingredients; sup
plying a special dietary need because a food is the sole item in the diet. 

REGULATIONS 

Section 402. (b) Directs the Secretary DREW to amend existing 
regulations and promulgate these amendments to make all regulations 
consistent with the new Section 411. 

AD~TISING 

Section 403. (a) Amends Section 403 (a), Misbranded FoOd, of the 
Food, Drug, and Cosmetic Act, by redesignating this subsection to 
include a new paragraph (2) which provides that a food as defined 
by new Section 411 is defined to be misbranded if its advertising is 
false or misleading in a material respect. or if its labeling is in viola
tion of the new Section 411. Amends Seotion.201 (n), Definitions, of 
the same Act, so that the specifications employed to determine mis
leading labeling would be employed to determine misleading adver
tising. Amends Section 303, Penalties, of the same Act by adding a 
new subsection (d) which exempts a person from prison penalties and 
fines when a food has been deemed to be misbranded due to its ad
vertising, unless the violation is committed with the intent to defraud 
or ~slead. Amends Section 304 (a), Seizu:et of th~ sa~e Act, by 
addmg a new subparagraph (3) whiCh proh1b1ts the mstltutlon of a 
libel for condemnation 'against any food misbranded because of its 
advertising and being held for sale to the consumer in an establish
ment not owned or operated by the manufacturer, packer, or distr-ibu
tor of the food; and which permits such a condemna.tion i:f the food's 
advertising was disseminated in the selling establishment, was dis
seminated by the owner or operator of such establishment, was paid 
for by the owner or operator, or was used to promote the sale of the 
food. 

GENERAL ADMINISTRATIVE PROVISIONS 

Section 403. (b). Amends Chapter. VII, General Administrative 
Provisions, of the Food, Drug, and Cosmetic Act by adding a new 
Section '707, "Advertising of Certain Foods", which requires that the 
Secretary DREW must consult. and . coordinate with the Federal 
Trade Commission any action to be taken against food deemed to be 
misbranded because of its advertising. 

EFFECTIVE DATE 

Section 403. (c) Provides that the amendments made by ·Section 
403 (a), Misbranded Food, of this Act take effect 180 days after en-
actment of this Act. · 
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TITLE V-ARTHRITIS ACT AMENDMENTS 

SHORT TITLE 

Section 501. Provides that this title may be cited as the "National 
Arthritis Act Technical Amendments of 1975". 

FINDINGS AND DECLARATIONS OF PURPOSE 

Section 502. (a) Amends Public Law 93-640 by inserting " (a)" 
after "Sec. 2.", and by inserting a clause to permit references to the 
term "arthritis" in the National Arthritis Act of 197'4 to collectively 
me~n arthritis and related musculoskeletal diseases. Inserts a phrase to 
designate that the annual cost to the Nation's economy due to arthritis 
$9,200,000,000,. includes ~2,500,000,000 in medical expenses. Add~ 
a new subsectwn (b) whwh states that the purpose of the National 
Arthritis Act of 197'4 is to provide for a long-range plan to expand 
and coordinate the national research treatment and control effort 
against arthritis; to advance educati~nal activities to alert the N a
tion's ~itizens to the early indications of arthritis; to emphasize early 
detectwn, proper control, and possible complications of these diseases · 
to esf:a~lish an~ support th~ development of improved methods fo; 
arthr~t~s screen~ng, preventw~ and referral; to establish a central 
arthntls screenmg and detec~I?n data .bank; to <;Ievelop, modernize 
and _operate centers for arthritis screemng, detectwn, diagnosis pre
ventwn, control, treatment, education, rehabilitation research and 
training programs. ' 

NATIONAL COMMISSION ON ARTHRITIS; ARTHRITIS PLAN 

Section 502. (b)· Amends Section 3 (b) ( 4) of Public Law 93-640 to 
correct the reference to the Chief Medical Director of the Veterans 
Administration as a member of the National Commission on Arthritis 
and ~lat~ Musculoske~etal Di~eases .. That section currently incor
rectly Identifies the "Chief Medical Director" as the "chief medical 
officer'' of the Veterans Administration. 

Amends Section 3(k) of the same Public Law to authorize without 
fiscal year limitation, an appropriation of $1 500 000 to support the 
Commission's specified activities. ' ' 

CHANGE OF HEADING 

Section 502. (c) Amends the heading a.bove Section 4 of Public Law 
93-640 to read "Arthritis Coordinating Committee Projects and Com-
prehensive Arthritis Centers". ' ' 

CONFORMING AMENDMENTS 

Section 503. (a) Amends Section 431 (c) Research Funding of the 
Public Health Service Act to remove "and ~lated musculoskeletal dis
~ases" ~o make this sub~ection consistent with the language as clarified 
m Section 502 (a) of this Act. . 

Se<;tion 503. (b) ~mends Section 434 (b), Advisory Council, of the 
Pubhc Health Service Act to remove "and related musculoskeletal 
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diseases" to make this subsection consistent with the language as clari
fied in Section 502 (a) of this Act. 

Section 503. (c) Amends Section 434(e) of the Public Health Serv
ice Act to make this subsection consistent with the language as clarified 
in Section 502 (a) of this Act. 

Section 503. (d) Amends Section 438 (a) of the Same Act to correct 
existing grammatical errors. Amends Section 438 (d) to change author
ized appropriations for arthritis screening, detection, prevention, and 
referral demonstration projects, and data bank to the following 
amounts: $1,500,000 for fiscal year 1975, and $4,000,000 for fiscal year 
1976. 

Section 503. (e) Amends Section 439 (a) of the same Act to permit 
the Secretary DHEvV to provide for the development, modernization, 
and operation of new and existing comprehensive arthritis centers. 
Amends Section 439 (c) of the same Act to correct existing grammat
ical errors. Amends Section 439(h) to change authorized appropria
tions for comprehensive arthritis centers to the following amounts: 
$5,000,000 for fiscal year 1975, and $21,000,000 for fiscal year 1977. 

XI. CHANGES IN ExiSTING LAw 

In compliance with su'bsection (4) of rule XXIX of the Standing 
Rules of the Senate, changes in existing law made by titles I through 
V of the bill, as reported, are shown as follows (existing law proposed 
to be omitted is enclosed in black brackets ; new matter printed in 
italic) : 

PUBLIC HEALTH SERVICE AcT, AS AMENDED 

* * * * * * * 
TITLE II-ADMINISTRATION 

* * * * * * * 
MILITARY BENEFITS 

SEC. 212. * * * 
(e) Active service of commissioned officers of the Service shall be 

deemed to be active 1nilitary service in the Arnwd Forces of the United 
States for the purposes of all rights, privileges, immu.nities, and bene
fits now or hereafter provided under the Soldiers' and Sailors' Oivil 
Relief Act of 1940, as amended (50 App. U.S.O. 501 et seq.). 

* * * * * * * 
TITLE III-GENERAL POWERS AND DUTIES OF 

PUBLIC HEALTH SERVICE 

PART A-RESEARCH AND INVESTIGATION IN GENERAL 

SEc. 301. The Surgeon General shall conduct in the Service, and 
encourage, cooperate with, and render assistance to other appropriate 
public authorities, scientific institutions, and scientists in the conduct 
of, and promote the coordination of, research, investigations, experi
ments, demonstrations, and studies relating to the causes, diagnosis, 
treatment, control, and prevention of physical and mental diseases 
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and impairments of man, including water purification, sewage treat
ment, and pollution of lakes and streams, In carrying out the forego
ing the Surgeon General is authorized to-

* * * * * * • 
(d) Make grants-in-aid to universities, hospitals, laboratories, and 

other public or private institutions, and to individuals for such re
search or research training projects as are recommended by the N a
tional Advisory Health Council, or, with respect to cancer, recom
mended by the National Cancer Advisory Board, or, with respect to 
mental health, recommended by the National Advisory Mental Health 
Council, or with respect to [heart diseases] heart, blood vessel, lung, 
and blood diseases and blood resources, recommended by the National 
Heart and Lung Advisory Council, or, with respect to dental diseases 
and conditions, recommended by the National Advisory Dental Re
search Council, and include in the grants for any such project grants 
of penicillin and other antibiotic compounds for use in such project; 
and make, upon recommendation of the National Advisory Health 
Council, grants-in-aid to public or nonprofit universities, hospitals, 
laboratories, and other institutions for the general support of their 
research and research training programs: Provided, That such uni
form percentage, not to exceed 15 per centum, as the Surgeon General 
may determine, of the amounts provided for grants for research or 
research training projects for any fiscal year through the appropria
tions for the National Institutes of Health may be transferred from 
such appropriations to a separate account to be available for such 
research and research training program grants-in-aid for such fiscal 
year; 

* * * * * * * 
(i) Adopt, upon recommendation of the National Advisory Health 

Council, or, with respect to cancer, upon recommendation of the Na
tional Cancer Advisory Board or with respect to mental health, upon 
recommendation of the National Advisory Mental Health Council, 
or, with respect to [heart diseases] heart, blood vessel, lung, and blood 
diseases and blood resources, upon recommendation of the National 
Heart and Lung Advisory Council, or, with respect to dental diseases 
and conditions, upon recommendation of the National Advisory 
Dental Research Council, such additional means as he deems necessary 
or appropriate to carry out the purposes of this section. 

* * * * * * * 
TITLE IV-NATIONAL RESEARCH INSTITUTES 

* * * * * * * 
PART B-NATIONAL HEART [AND] LUNG AND BLOOD INSTITUTE 

ESTABLISHMENT OF INSTITUTE 

Sec. 411. There is hereby established in the Public Health Service a 
National Heart [and] Lung and Blood Institute (hereinafter in this 
part referred to as the "Institute"). 

* * * * * * • 
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NATIONAL HEART, BLOOD VESSEL, LUNG, AND BLOOD (DISEASE) DISEASES 

. AND BLOOD RESOURCES PROGRAM 

SRc. 413. (a) The Director of the Institute, with the advice of th& 
Council, shall develop a plan for aN ational Heart, Blood Vessel, Lung, 
and Blood [Disease] Diseases and Blood Resources Program (here
after in this part referred to as the "Program") to expand, intensify,. 
and coordinate the activities of the Institute respecting heart, blood 
ves~e~, .lung, and bl?od diseases and blood resources (including its. 
actlv1tles under sect10n 412) and shall carry out the Program in ac
cordance with such plan. The Program shall be coordinated with the 
other research institutes of the National· Institutes of Health to the 
extent that they have responsibilities respecting such diseases ana 
resources and shall provide for-

* * * * * * * 
(7) The education and training of scientists, clinicians and educa

tors, in fields and specialties (including computer sciences)' requisite to 
the conduct of programs respecting heart, blood vessel, luno-· and 
blood diseases and resources; o' 

* * * * * * * 
(b) * * * 
[(2) The Director of the Institute shall, as soon as practicable after

the end of each calendar year, prepare in consultation with the Coun
cil and submit !o. t.he President for transmit~al to the Congress a re
port on the act1v1tles, progress, and accomplishments under the Pro
gral? during the preceding calendar year and a plan for the program 
durmg the next five years.] . 

(2) The Director of the Institute shall, as soon as possible after the· 
end of each fiscal year, prepare in consultation 1oith the Council and 
su?mit to the Secr~tary of Health, Eduoati~n, and Welfare fir trans
m~ttal ~o. t(w President and the ODn[Jress s~rmultaneously a report on 
~he achv~tws, progress, and aooomphshments under the program dur
zng the nex~ five years. The plan shall also project the staff required: 
by the 1 ;u;~~tute to car'I'Y out the program and recommendations for· 
appropnatwns_ for the program. 
· <: ~ In carr~mg out the Program, the Director of the Institute, under· 
pohc1es established by the Director of theN ational Institutes of Health 
and after .c~msultati.on with the Council and without regard to any 
other prov1~10n of this Act, may-* * * 

(2) acqmre, c~nst~uct, improve, repair, [operate] operate, alter, 
re.novate, and mamtam heart, blood vessel, lung, and blood [disease} 
dweases and ?~o?d resourc~s laboratory, research, training, and other 
necessary fae1htles and eqmpment, and related accommodations as may 
be necessary, a~d such other real or personal property (including pat
ents) as the D1rector deems necessary; and acquire, without regard 
to the Act of M3;rc.h 3, 1877 ( 40 U.S. C. 34), by lease or otherwise 
th~ou~h tl_Ie Admi?IS~rator of Gen~ral Services, buildings or parts o.f· 
bmldmg~ m .the Distnct o~ Columbia or communities located adjacent 
to the DI1ltriCt of Columbia for the. use of the Institute for a period 
lliJt to e:xceedten·years; and . 

* * * * * * 
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(d) There shall be in the Institute an [Assistant Director for Health 
Information Programs] Assistant Director for Prevention an.d E duca
tion who shall be appointed by the Director of the Institute. The 
Director of the Institute, acting through the [Assistant Director for 
Health Information Programs] Assistant Director for Prevention an.d 
Education, sh~ll con~uct a program to :provi~e the public and the 
health professiOns With health mformatwn With regard to cardio
vascular and pulmonary and blood diseases and blood resources. In the 
conduct of such program, special emphasis shall be placed upon 
diss~mina_tion of infor~ation. regarding diet, exercise, stress, hyper
tensiOn, cig!lrette smo~ng weight control, and _other factors affecting 
the prevention of arteriOsclerosis and other cardiOvascular diseases and 
of pulmonary diseases. 

HEART, BLOOD VESSEL, LUNG, AND BLOOD DISEASE PREVENTION AND CONTROL 
PROGRAMS 

SEc. 414. * * * 
(b) There is authorized to be appropriated to carry out this section 

$25,000,000 :for the fiscal year endmg June 30, 1973, $35,000,000 for the 
fisc~l year ending June 30, 1974, [and $45,000,000 for the fiscal year 
endmg June 30, 197~] and $10,000,000 for the fiscal year en.ding 
June 30, 1976, an.d $25,000,000 for the fiscal year ending June 30, 1977. 

NATIONAL RESEARCH AND DEMONSTRATION CENTERS FOR HEART, BLOOD 
VESSEL, LUNG, AND BLOOD DISEASES 

Sec. 415. (a) (1) The Director of the Institute may provide for the 
development of-

. (a) lfifteen] ten new ce;nters for basic and .clinical. research i~to, 
trammg m, and demonstratiOn of, advanced diagnostiC, preventwn, 
and. treatme_nt methods (including methods of provJ.ding emergency 
medical serviCes) for heart [, blood vessel, and blood diseases] diseases/ 
and 

(B) [fifteen] ten new centers for basic and clinical research into, 
traimng in, and demonstration of, advanced diagnostic, prevention, 
and treatment methods (including methods of :providing emergency 
medical services) for chronic lung diseases (mcluding bronchitis, 
emphysema, asthma, cystic fibrosis, and other lung diseases of 
children). 

( 0) Ten new centers for basic an.d cliwical research into, training 
in, an.d demonstration of, advanced diagnostic, prevention, an.d treat
ment methods (including methods of providing emergency medical 
services) for blood, blood vessel diseases, resem·ch in the use of blood 
products, and research in the management of blood resources. 

(2) The centers deevlopedunder paragraph (1) (A) (B) an.d (0) 
shall, in addition to being utilized for research, training, and demon
strations, be utilized for the following prevention programs for cardio
vascular , lung and blood diseases : 

(A) Programs to develop improved methods of detecting individu
als with a high risk of developing [cardiovascular disease] these 
diseases. 
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(B) Programs to develop improved methods of intervention against 
those :factors which cause individuals to have a high risk of developing 
[such disease] these diseases. 

(C) Programs to develop health professions and allied health pro
fessions personnel highly skilled in the prevention of such [disease] 
diseases. 

(D) Programs to develop improved methods of providing emer
gency medical services for persons with such [disea~e] diseases. 

* * * * * * * 
(b) The Director of the Institute, under policies established by the 

Director of the National Institutes of Health and after consultation 
with the Council, may enter into cooperative agreements with public 
or nonprofit private agencies or institutions to pay all or part of the 
cost of planning, establishing, or strengthening, and providing basic 
operating support for, existin&" or new centers (including centers es
tablished under subsection (a J) for basic or clinical research into, 
training in, and demonstration of, advanced diagnostic, prevention, 
and treatment methods for heart, blood vessel, lung, or blood diseases 
or research in the management of blood resources. Funds paid to cen
ters under cooperative agreements unde;r this subsection may be used 
for-

( 1) construction, notwithstanding section 405, 
(2) staffing and other basic operating costs, including such pa

tient care costs as are required for research, 
(3) training, including training for allied health profession 

personnel, and 
( 4) demonstration purposes. 

[The aggregate of payments (other than payments for construction) 
made to any center under such an agreement may not exceed $5,000,000 
in any year.] The aggregate of payments (other than payments for con
struction) made to any center under such an agreement may not emceed 
$5,000,000 (excluding in.direct costs) in any year, except that such 
aggregate may emceed such sum in any year to the extent that any 
excess amownt is attributable to increases in appropriate costs as re
flected in the cost of living in.dew published by the Department of 
Labor for such year. Support of a center under this subsection may be 
for a period of not to exceed five years and may be extended by the 
Director of the Institute for additional periods of not more than five 
years each, after review of the operations of such center by an appro
priate scientific review group established by the Director. As used in 
this section, the term "construction" does not include the acquisition of 
land. . . 

* * * * * * * 
NATIONAL HEART AND LUNG ADVISORY COUNCIL 

SEc. 417. (a) There is established in the Institute a National Heart 
and Lung Advisory Council to be composed of twenty-three members 
as follows: 

( 1) The Secretary, the Director of the National Institutes of Health, 
tha(Director of the Office of Science andTechnology] Director of the 
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National Scienee F owridation, . and the chief medical officer of .. the 
Veterans' Administration ('Or their ·designees) , and a J?edical officer 
designated by the Secretary of Defense, shall be ex officio members of 
the Council. 

* * * * * * * 
FUNCTIONS OF THE COUNCIL 

SEc. 418. (a) The Council is authorized to- . . . . 
(1) review research projects or programs s":lbm1tted t{) or miti~ted 

by it relating to the study of the cause, preventwn, or methods of dia_g
nosis or treatment of heart diseases, blood vessel, lung, and blood dis
eases , the use of blood and blood p~oducts and r'esearch in the manaf{e
ment of blood resources, and certify approval to the Secretary, for 
prosecution under section 412, any such projects which it believes sh?w 
promise of making valuable contributions to human knowledge with 
respect to the cause, prevention, or methods of diagnosis or treatment 
of heart diseases, blood vessel, lung, and blood diseases, the use of blood 
and blood products and research in thernanagem,ent of blood resources; 

(2) review applications from any university, hospital, laborato~y, 
or other institution or agency, whether public or privatel or from m
dividuals, for grantscin-aid for research projects relatmg to heart 
diseases, blood vessel, lung, and blood diseases, the use of blood and 
blood products and research in the management of blood resources, 
and certify to the Secretary its approval of grants-in-aid in the cases 
of such projects which show promise of making valua.ble contributions 
to human knowledge with respect to the cause, prevention, or .methods 
of diagnosis or treatment of heart diseases, blood vessels, lung, and 
blood disease; 

(3) review applications from any public or other nonprofit institu
tion for grants-in-aid for training, instruction, and traineeships in 
matters relating to the diagnosis, prevention, and treatment of heart 
diseases, blood vessel, lung, and blood diseases, the use of blood and 
blood products and research in the management of blood resmtrces, 
and certify to the Secretary its approval of such applications for 
grants-in-aid as it determines will best carry out the purpose of this 
act· 

(4,) approve areas of research in heart, blood vessel, lung, blood 
diseases, and the use of blood and blood products and research in the 
management of blood resources to be supported by the awarding of 
contracts and approve the percentage of the budget of the Institute 
which may be expended for such contracts; 

( 5) collect informatiOn as to studies which are being carried on 
in the United States or any other country as to the cause, prevention, 
or methods of diagnosis or treatment of· heart disease$, blood vessel, 
lung, and blood diseases, the use of blood and blood products andre
se{J;rch in the management of blood resources, by correspondence or by 
personal investigation of such studies, and with the approval of the 
Secretary make available such information through appropriate pub
lications for the benefit of health and welfare agencies and organiza
tions (public or private), physicians, or any other scientists, and for
the information of the general public; 
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( 6) recommend to the. Secretary for acceptance condition!"-l gifts 
-pursuant to section 501 for carrrying out the pur~ses of th1s part; 
:and 

(7) advise, consult with, and make r.ecommendations to the Se?
J.·etary the Director of the National Institutes of Health, and the DI
t·ector 'of the National Heart Diseases and Lung Institute with respect 
to carrying out the provisions of this part .. 

(b) * * * . . . 
[ ( 2) The Council shall submit a report to the President for trans

mittal to the Congress not later than January 31 of each year on the 
progress of the Program toward the accomplishment of its 
objectives.] 

(2) The Council shall submit a report to the Secretary of Health, 
Education, and Welfare foT transmittal to the President and to the 
() orngress sirrwl;taneously not later than November 30 of each year on 
the progress of the progmm toward. the accomplishment of its obj~c
tives during the preceding peal year. 

* * * * * *' * 
SEC. 419A. * * * 
(c) Under procedures approved by the Director of the National I~

stitutes of Health, the Director of the National Heart and Lrn:g .Ins~I
tute may approve grants under this _Act for research and trammg m 
heart, blood vessel, lung, and blood diseases, the use of blood and blood 
products and research in the manaf!etment of blood res,ources;- . . 

( 1) in amounts n~t to exc_eed [$35,?00~ $35,ooq ( exel~tng tndtr:ect 
costs) after appropriate review for scientific merit but wrthout review 
and recommendation by th~ Council, and . . . . 

(2) in amounts exceedmg :[$35,000] $35,000 _(excludtng tndtrect 
costs) after appropriate review for scientific merit and recommenda
tion :for approval by the Council. 

AUTHORIZATION OF APPROPRIATIONS 

SEc. 419B. For the purpose of carrying out this part (other than 
section 414), there is authorized to be appropriated $375,000,000 for 
the fiscal year ending June 30, 1973, $425,000,000 for the fiscal y~ar 
ending June 30, 1974, [and $475,000r000• for the fiscal year endmg 
June 30 1975] a:rtd $475,000,000 fur the fiscal year ending June 30, 
1976 and $372,000,000 for the fiscal yeOJt ending June 30, 1977; of the 
sums appropriated under this sectiol): :for any fiscal year, not less tha_n 
15 per centum of such sums shall be reserved for programs under this 
part repecting diseases of the lung and not less than 15 per centum of 
such sums shall be reserved for programs under this part for programs 
respecting blood diseases [of the blood] and blood resources. 

* * * * * * * 
PART D--NATIONAL INSTITUTE ON ARTHRITIS, RHEUMATISM, AND META

BOLIC DISEASES, NATIONAL INSTITUTE OF NEUROLOGICAL DISEASES AND 
STROKE, AND OTHER INSTITUTES-ESTABLISHMENT OF INSTITU'I'l<JS 

SEc. 431. * * * 
(c) Of the sums appropriated for any fiscal year under this Act for 

the National Institutes of Health, not less than $500,000 shall be 
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obiigated for basic and Clinical orthopedic reSearch conducted within 
the National Institute of Arthritis, Metabolism, and Digestive Diseases 
which relates to the methods of preventing, controlling, and treating 
arthritis [and related muscoloskeletal diseases], including research in 
implantable biomaterials and biomechanical and other orthopedic pro
cedures and research in the development of new and improved ortho
pedic treatment methods. 

* * * * * * * 
NATIONAL INSTITUTE OF ARTHRITIS, METABOLISM, AND DIGESTIVE 

DISEASES 
SEc. 434. * * * 
(b) There is established in the National Arthritis, Metal?<>lism, an~ 

Digestive Diseases Advisory Council a committee to advise the DI~ 
rector of the Institute respecting the activities of the Institute con
cerning digestive diseases. The committee shall be composed of those 
members of the Advisory Council who 'are outstanding in the diagnosis, 
prevention, and treatment of digestive diseases. The committee shall 
review applications made to the Director for grants for research 
projects relating to the diagnosis, prevention, and treatment of di
gestive diseases and shall recommend to the Director for approval 
those applications and contracts which the committee determines will 
best carry out the purposes of this part. The Advisory Council shal.l re-

·view appJica.tions made to the Director for grants for research proJects 
related to arthritis [and related musculoskeletal diseases] and shall 
recommend to the Director for approval those applications and con
tracts which the Council determines will best carry out the purposes of 
this part. The Advisory C?uncil shall also review and evalu~te the 
arthritis programs under this part and shall recommend to the Director 
such changes in the administration of such programs as it determines 
are necessary. 

* * * * * * * 
(e) There is established within the Institute the position o~ As

sociate Director for Arthritis and Related Musculoskeletal Disease 
([hereinafter] in this part referred to as the "Associate Director)" 
who shall report directly to the Director of such Institute and who, 
under the supervision of the Director of such Institute, shall be re
sponsible for programs regarding arthritis and related muculoskeletal 
diseases ([hereinafter in] in this part collectively referred to as 
"arthritis") within such Institute. 

* * * * * * 
ARTHRITIS SCREENING, DETECTION, PREVENTION, AND REFERRAL 

DEMONSTRATION PROJECTS; AND DATA BANK 

SEc. 438. (a) The Secretary, acting through the Assistant Secretary 
for Health, may make grants to public and nonprofit entities to estab
lish and support projects for the development and demonstration of 
methods for arthritis, screening, detection, prevention, and referral, 
and for the dissemination of these methods to the health and allied 
health professions. Activities under such projects shall be coordinated 
with ( 1) Federal, State, local, and regional health agencies, ( 2) centers 
assisted under secltion 439, and (3) the data bank established under 
subsection (c). 

* * * * * * 
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(d) There are authorized to be appropriated to carry out this sec
tion [$2 000 000] $1,500/)00 for fiscal year ending June 30, 1975, 
[$3 ooo,o'oo]' $4,000,000 for fiscal year ending June 30, 1976, and $4,-
000,000 for fiscal year ending June 30, 1977. 

COMPREHENSIVE ARTHRITIS CENTERS 

SEc. 439. (a) The Secretarv, acting through the Assistant Secretary 
for Health may, after consulfation with the National Advisory Cou:r~c~l 
established under section 434 (a) and consistent with the Arthritis 
Plan developed pursuant to the National Arthritis Ae;t of ~97 4, p_ro~ 
vide for the development, modernization, and operatiOn ( mcludmg 
staffing and other operating costs s.uc~ as the costs of pa~i~nt care re
quired for research) of ne10 and ewzstmg centers for arthntls research, 
screening, detection, diagn<?sis, prevention, .c~mtr:ol, an~ tr.e3:tment, for 
education related to arthritis, and for rehab1htatwn of Individuals who 
suffer. from arthritis. For purposes of t~is se.ction, the term "mod~rn~ 
izrution" means the alteration, remodeling, Improvement, expanswn, 
and repair of existing buildings and the provision of e9uipment for 
such buildings to the extent necessary to make them smtable for use 
as centers describing in the preceding sentence. . 

* * * * '* ·* * 
(c) Each center assisted under this section may conduct programs 

to- . . . 
(1) develop new and imp~oved .meth.ods. ?f screel_ling 3;nd 

early detection, referral, and diagnos_Is of m~Iyiduals vnth a r1~k 
of. developing arthritis, asymptomatic arthntis, or symptomatic 
arthritis[,] ; . . 

(2) disseminate the results o,f researc~, ~creeml_lg, and other 
activities, and develop means of standardizmg patwnt data and 
recordkeeping[,] ; . . . . . . . 

(3) develop community consultative services to fac1htate the 
referral of patients to centers for treatment. 
* . * * * * * * 

. (h). For purposes of this section, there are authorized to be appr~ 
priated [$11,000,000] $5,000,000 for fiscal year ending June 30, 1975, 
$13 000 000 for fiscal year ending June 30, 1976, and [$15,000,000] 
$fU:ooo:ooo for fiscal year enaing June 30, 1977. Not less than 20 p~r 
centum of the. funds appropriated for. each fisc~l year under th1s 
subsection shall be used for the purposes of estabhshmg new centers. 

* * * * * * * 
PART I -GENERAL PROVISIONS 

* * * * * * * 
NATIONAL RESEARCH SERVICE AWARDS 

SEc. 472. (a) (1) The Secretary 'shall- · · · 
(A) provide National Research Service Awards for- * * * 

(iii} biomedic.al and behavioral resea~ch a~ [~on-;Federal] 
public institutiOnS and at nonprofit pnvate mshtuhons, and 

* * * * * * * 
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·· (B) make grants to [non-Federal] public institutions and to non
profit private institutions to enable such institutions to make to indi
'Viduals selected by them National Research Service Awards for 
research (and training to undertake such research) in the matters 
described in subparagraph (A) (i). 

A reference in this subsection to the National Institutes of Health 
or the Alcohol, Drug Abuse, and Mental Health Administration shall 
be considered to include the institutes, divisions, and bnreaus included 
in the Institutes or under the Administration, as the case may be, 
and ako to include the related program8 administered by the Dirvision 
of Nursing, Health Resources Administration. 

* * * * * * * 
(b) * * * 
(2) The award of National Research Service Awards by the Secre

tary under subsection (a) and the making of grants for such Awards 
shall be subject to review and approval by the appropriate advisory 
councils to the entities of the National Institutes of Health and the 
Alcohol, Drug Abuse, and Mental Health Administration and the N a.
tiO'JUJl AdvisO'J'Y Oourwil on Nurse Training (A) whose activities 
relate to the research or training under the Awards, or (B) at which 
such research or training will be conducted. * * * 

• • * • * * * 
(c) (1) (A) Each individual who receives a National Research Serv

ice A ward shall, in accordance with paragraph ( 3), engage in-
(i) [health research or teaching-] health research or teaching 

or any combination thereof which is in accordance with usuaZ 
patterns of academic employment, * * * 
... • * * * * * 

(c) (2) For eaoh year for which an individual receives a National 
Research Service Award he shall-

( A) for twelve months engage in [health research or teaching] 
health research or teaching or any combination thereof which is in 
accordance with the usual patterns of academic employment, or if so 
authorized, serve as a member of the National Health Service Corps, 
or*** 

• • * • * * * 
(d) There are authorized to be appropriated to make payments 

under National Research Service A wards and under grants for such 
Awards {$207,947,000 for the fiscal year ending June 30, 1975] $160,-
000,000 for the fiscal year ending June 30, 1976, and $1'76,000,000 for 
th~ fiscal ye!Lr ending June 30, 1977. Of the sums appropriated under 
th1s subsectiOn, not less than 25 per centum shall be made available 
for payments under National Research Service Awards provided by 
the Secretary under subsection (a) ( 1) (A). 

SEc. 473. * * * 
(c) A report on the results of such study shall be submitted by the 

Secretary to the Committee on Interstate and Foreign Commerce of 
the House of ReJllresentatives and the Committee on Labor and Public 
w· elfare o£ the Senate not later than [March 31] September 30 of 
each year. 
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STIPENDS 

SEc. 474. (a) The Secretary is authorized to grant stipends, in 
amounts not to exceed $26,000 per annum, to visiting scientists (as de~ 
fined in subsection (b)) who enter into agreement8 with the Secretary 
to assist minority schools in developing programs in biomedical sci
encetJ. In the event a recipient of a stipend under this section does not 
complete the require'l'i1ents of Ms ag'f'eement with the Secretary, the 
United States shall be entitled to recover an amount determined under 
section 472 (c) ( 4). · 

(b) For the purposes of this section the termr- · 
(1) "visiting scientist" means a person who by his accomplish

ments. and reputation has distinguished himself in the fields of 
biomedical science and has entered into an agreement with the 
Secretary under subsection (a); 

(2) "minority school" means a school of postsecondary educa
tion which has enrolled a substantial number of minority students, 
as determined in accordance with regulations of the Secretary; 
and 

( 3) "biomedical sciences" means all the health related sciences 
and requisite related courses. 

(c) There are authorized to be appropriated to carry out the pur
poses of this section, such sum8 as may be neceBsary . 

UNDERGRADUATE TRAINING IN BIOMEDICAL SCIENCES IN MINORITY SCHOOLS 

SEc. 475. (a) The Secretary may make grants to minority schools to 
initiate the development of undergraduate programs relating to bio
medical sciences. 
· (b) Each minority school (as defined in subsection (c) ( 1) ) may 
apply for a grant under subsection (a) to establish an undergradtlate 
program in the biomedical sciences (as defined in subsection (c) ( 2)) 
in accordance with regulations established by tlw Secretary. 

(c) For the purposes of this section the term----
(1) "minority school" means a school of postsecondary educa

tion which has enrolled a substantial number of minority students, 
as determined in accordance with regulations of the Secretary; 
and 

(2) "biomedical sciences" means all the health related sciences 
and requisite related courses. 

(d) There are authorized to be appropriated to carry out the pur-
poses of thi8 section, such sums as may be necessary. · 

* * * * * * * 
TITLE V-MISCELLANEOUS 

GRANTS TO FEDERAL INSTITUTIONS 

SEo. 507. Appropriations to the Public Health Service available 
under this Act for research, training, or demonstration project grants 
or for grants to expand existing treatment and research programs and 
facilities for alcoholism, narcotic addiction~ drug abuse, and drug 
dependence, and appropriations available under the Community Men-
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tal Health Centers Act for construction and staffing of community 
menta;l health centers and alcoholism and narcotic addiction, drug 
abuse, and drug dependence facilities shall also be available, on the. 
same terms and conditions as apply to non-Federal institutions, for 
grants for the same purpose to [hospitals of the Service, of the Vet
erans' Administration, or of the Bureau of Prisons of the Department 
of Justice, and to Saint Elizabeth's Hospital, except that grants to 
such] Federal institutions, except that grants to Federal institutions 
may be funded at 100 per centum of the costs. 

* * * * * * * 
TITLE VII-HEALTH RESEARCH AND TEACHING FACIL

ITIES AND TRAINING OF PROFESSIONAL HEALTH 
PERSONNEL 

* * * * * * * 
pART C-STUDENT LOANS 

SUBPART !-LoANS TO STUDENTS STUDYING IN THE UNITED STATES 

LOAN AGREEMENTS 
SEc. 740. * * * 
(b) Each agreement entered into under this section shall * * * 
(4) provide that loans may be made from such funds only to stu-

dents pursuing a full-time course of study at the school leading to a 
degree of doctor of medicine, doctor of dentistry, or an equivalent 
degree, doctor of osteopathy, bachelor of science in pharmacy or an 
equivalent degree, doctor of podiatry or an equivalent degree, doctor 
of optometry or an equivalent degree, or doctor of veterinary medicine 
or an equivalent degree, and that while the agreement remains in 
effect no such student who has attended such school before July 1, 
[1975] 1976 shall receive a loan from a loan fund established under 
section 204 of the National Defense Education Act of 1958; and * * * 

* * * * * * * 
AUTHORIZATION OF APPROPRIATIONS 

SEc. 742. (a) For the purpose of- , 
(1) making Federal capital contributions into the loan funds of 

schools which have estrublished loan funds under this pa:ri, 
(2) making payments into the fund estahlished by section 744(d), 

and 
( 3) making transfers under section 7 46, there are authorized to be 

ruppropri3!ted $50,000,000 for the fiscal year ending June 30, 1972, $55,-
000,000 for the fiscal year ending J nne 30, 1973, $60,000,000 for the 
fiscal year ending June 30, 1974, [and] $60,000,000 for the fiscal year 
ending June 30, 1975, and $60,000,000 for the fiscal year ending 
June 30, 1976. · 

* * * * * * * 
AUTHORIZATION OF APPROPRIATIONS 

SEc. 786. For the purpose of making scholarship !!"rants under this 
subpart, there are authorized to be appropriated $2,500,000 for the 
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fiscal year ending J nne 30, 1972, $3,000,000 for the ·fiscal year ending 
June 30, 1973, and $3,500,000 for the fiscal yearending June 30, 1974, 
and $3,500,000/or the fiscal year ending June 30, 1975 and $2,000,(/00 
fo'l' the fiscal year ending June 30, 1976. For the fiscal year ending 
June 30, 1975, and for each succeeding fiscal year, there are ~uthor
ized to be appropriated such sums as may be necessary t? contmue to 
be appropriated such sums as may be necessary to contmue to make 
such grants to students who (prior to July 1, 197 4) have received Sl_lch 
a O'ra.nt and who are eligible for such a grant under this part durmg 
su~h succeeding fiscal year. 

* * * * * * * 
TITLE VIII-NURSE TRAINING 

* * * * * * * 
PART B-AssiSTANCE TO NURSING STUDENTS 

* * * * * * * 
LOAN AGREEMENTS 

SEc. 822. * * * 
(b) Each agreement entered into under this section shall-* * * 
(4) provide that loans may be made from such fund only to students 

pursuing a full-time or half-time course of study at the school leading 
to a baccalaureate or associate degree in pursing or an equivalent de
gree or a diploma in nursing, or to a graduate degree in nursing, and 
that while the agreement remains in effect no such student who has at
tended such school before July 1, [1975] 1976, shall receive a loan 
from a loan fund established under section 204 of the National Defense 
Education Act of 1958; and * * * 

* * * * * * * 
AUTHORIZATION OF APPROPRIATIONS FOR LOANS 

SEc. 824. There are authorized to be appropriated to the Secretary 
of Health, Education, and Welfare for Federal capital contributions 
to student loan funds pursuant to section 822(b) (2) (A) $3,100,000 
for the fiscal year ending June 30, 1965, $8,900,000 for the fiscal year 
ending June 30, 1966, $16,800,000 for the fiscal year ending June 30, 
1967, $25,300,000 for the fiscal year ending June 30, 1968, $30,900,000 
for the fiscal year ending J nne 30, 1969, $'20,000,000 for the fiscal year 
ending June 30, 1970, $21,000,000 for the fiscal year ending June 30, 
1971, $25,000,000 for the fiscal year ending June 30, 1972, $30,000,000 
for the fiscal _year ending June 30, 1973, and $35,000,000 for the fiscal 
year ending June 30, 1974, [and] such sums for the fiscal year ending 
June 30, 1975, and $35,000,000 for the fiscal yea'!' ending June 30, 1976, 
and each of the two succeeding fiscal years as may be necessary to en
able students who have received a loan for any academic year ending 
before July 1, 1974, to continue or complete their education. Sums ap
propriated pursuant to this section for the fiscal year ending June 30, 
1967, or any subsequent fiscal year shall be available to the Secretary 
(1) for payments into the fund established by section 827(d), and (2) 
in accordance with agreements under this part, for Federal capital 
contributions to schools with which such agreements have been made 
to be used, together with deposits in such funds pursuant to sectio~ 
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822(b) (2) (B), for establishment and maintenance of student loan 
funds, and ( 3) for transfers pursuant to section 829. 

* * * * * * * 
TITLE XVI-HEALTH RESOURCES DEVELOPMENT 

* * * * * * '* 

PART E-GENERAL P~oVISIONS 

* * * * * * * 
RECOVERY 

SEc. 1631. * * * 
(b) The Secretary may waive the recovery rights of the United 

States under subsection (a) with respect to ·a facility in any State
(1) if (as determined under regulations prescribed by the 

Secretary) the amount which could be recovered under subsection 
· (a) with respect to such facility is applied to the development, 
expansion, or support of another medical facility located in such 
State which has been approved by the Statewide Health Coordi
nating Council for such State as consistent with the State health 
plan established pursuant to section 1524 (c) ; or 

(2) if the Secretary d~termines, in accordance with regulations, 
that there is good cause for waiving such requirement with respect 
to such facility. If the amount which the United States is entitled 
to recover under subsection (a) exceeds 90 per centum of .the total 
cost of the construction or modernization project for a facility, 
a waiver u~der.this subsection shall only apply with respect to an 
amount which IS not more than 90 p~r centum of such total cost. 
[The Secretary may not waive a right o£ recovery which arose 
one year before the date of the enactment of this title.] 

* * * * * * 
FEDERAL FooD, DRuG, AND CosMETIC AcT 

* * * * * 
CHAPTER II-DEFINITIONS 

SEc. 201. For the purposes of this Act-

* 

* 

* 

* * * * * * * 
(f). (1) The term "food" me~ns [(1)] (A) articles used for food 

or drmk for many or other ammals, [ ( 2)] (B) chewing gum, and 
[(3)] (0) articles used f<w components of any such article. 

(93) The ter:m "special dietO!i'JI U6e" as applied to food used by man 
means a part~cular use for whwh a food purports or is represented to 
be used, including but not limited to the follo,wing: 

(A) .Supplyin_g a S_Pecial dieta'r'!l. need that exists by reason of 
a physwal, physwlogwal, pathologwal, or other condition includ
ing but not limited to the condition of disease, convalescen~e preg
na"!cy, lactation:, infancy, allergic hypersensitivity to food, ~nder
wmght, overwe~ght, or the need to control the ilntake of sodium. 
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(B) Supplying a vitamin, mineral, or other ingredient for use 
by man to supplement his diet by i'IUYI'easing the total dietary 
intake. 

· · ( 0) Supplying a special dietary need by .reason of being a food 
for use as the soie item of the diet. 
* * * * * * * 

(n) If an article is alleged to be misbranded because the labeling 
or advertising is misleading, then in determining whether the labeling 
or advertising is misleading there shall be taken into account (among 
other thinQ'S) not only representations made or suggested by statement, 
\York design, device, or any combination thereof, but also the extent 
to which the labeling or advertising fails to reveal facts material in 
the .light of. such representations or material with . respect to. conse
quences whiCh may result from the use of tl_le article to which. the 
labeling or advertising relates under the conditions of us~ _Prescribed 
in the labeling or advertising thereof or under such conditiOns of use 
as are customary or usual. 

* * * * * * * 
CHAPTER III-PRoinBITED AcTs AND PENALTIES 

* * * * * * 
PENALTIES 

SEc. 303. * * * . . . . . . · 
(d) No person shall be subjecUo tli..e penalties of subl!ection (a) of 

thi88ection for a violation of.s«:tion301 involving misbranded food if 
the violation exists solely because the food is misbranded under sec
tion 403(a) (2) because of its advertising, and no person shall be sub
ject to the penalties of subsection (b) of this sectionforsu()h a viola
tion unless the violation is committed with the intent to defraud or 
mislead. ~ 

SEIZURE 

SEc. 304. (a) * * * 
(3) (A) Except as provided in subparagraph (B), no libel for con

demnation may be instituted under paragraph 1 or (93) against any 
food which-
. . ( i) is misbranded 1J,nder section 1/)3{ a) (2) because of its adver-

tising, and . . . · . . · 
( ii) is being held for sale to the ultimate consumer in an estab

lishment other than an~ establishment owned or operated by a 
manufacturer, packer, or distributor of the food. 

(B) A libel for condemnation may "be instituted under paragraph 
(1) or (£) against a food described in subparagraph (A) if-

( i) ( /) the fo. od's advertisinr;. which r.es.ulted in the food being 
misbranded under section f/J3(a) (93) was disseminated in the es
tablishment. in which the food is being held for sale to the ulti-
mate consumer, . . · · · . 

(/l) such. advertisifi,{J Waf! disseminated by, or under the 
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direction of, the owner or operator of such establishment, or 
(I//) all or par.t of the co{Jt of such advertising was paid 
by such owner or operator; and . . 

( ii) the owner or operator of such estabhshment used such ad
vertising in the establishment to promote the sale of the food. 

* * * * * * * 
CHAPTER IV-FooD 

* * * * * * * 
MISBRANDED FOOD 

SEc. 403. A food shall be deemed to be misbranded-
( a) If (1) its labeling is fal$e or mi::;leading in any particular, or 

(92) in the case of a food to which section 411 applies, its advertising is 
false or misleading in a material respect or its labeling is in violation 
of section 411 (b) (92). . 

* * * * * * * 
VITAMINS AND MINERALS 

SEc. 411. (a) ( 1) Except as pr()tl)ided in paragraph ( 92)-
(A) the Secreta'f'Jj IJ1tay Mt establish 'm((,f~Jijm;um limits on the potency 

of any synthetic or natural vitCIJlJtin or mineral within a food to which 
this section applies; 

(B) the Secreta'f'Jj may not classify any natural or synthetic vitamin 
or mineral (or combination thereof) as a drug solely because it exceeds 
the level of potency which the Seoreta'f'Jj determines is nutritionally 
rational or useful. 

(C) the Secreta'f'Jj may not limit the combination or number of any 
synthetic or natural-

( i) vitamin, 
( ii) miwral, or 
(iii) other ingredient of food, within a food to which this sec

tion applies. 
(92) (A) Paragraph (1) does not limit the Seoreta'f'Jj in the exercise 

of his authority under and in accordance with-
( i) this· chapter (other than this section) or chapter V, or 
( ii) any other provision of this Act except to the extent that 

the aruthority under s-uch other provision is to be exercised to talce 
an action specifically prohibited by subparagraph (A), (B), or 
(C) or such paragraph. · 

(B) Paragraph (1) shall not apply in the case of a vitamin, mineral, 
or other ingredient of food which the Secreta'f'Jj determines by regula
tion is represented for use by dMf;dren or pregnant or lactating women. 
For purposes of this subp(JfX'agraph, .the t~'¥'1!1' "ch;ildren" mea'M indi-
viduals who are. under the age of tu;elve years. . · · · 

(b) (1) A food to which .this section applies shall not be deerned 
under section 403 to be misbranded solely because its label bears, in 
acco1'dance with section 403 ( i) ( 92), all the ingredients in the food or its 
advertising contains references to ingredients in the food 'which are 
not vitamins or minerals. 

(92) (A) The labeling for any food to which this section applies may 
not list its ingredient!! which are not vitamins or mineral!! ( i) except 
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as a.pa:rt of a list of all the in!Jredients of 8'UOh food, and (ii}. wnles8 
such ingredient!! are listed in accordance with an applicable regula
tion promulgated under 8ection 403 (j). To the extent that compliance 
with clause ( i) of this subparagraph is impracticable or resultg iri 
deception or unfair competition, exemptions shall be established by 
regulations pr0'f1111Jlgated by the Seoreta'f'Jj. · 

(B) Notwithstanding the provi8ions of subpamgraph (b) (92) (A), 
the labelin[J and adverti8ing for any food to which this section applie8 
may not gvve prominence to or emphasize ingredients which are not-

( i) vitamins, · · 
( ii) minerals, or 
(iii) represented as a source of vitamins or minerals. 

(c) (1) For purpose!! of subsections (a) and (b) of this section the 
term "food to which thi8 section applies" means a food for h~ans 
which is a food for special dieta'f'Jj use-

( A) which is or contains any natural or synthetic vitamin or min
eral, and 

(B) whichr-
( i) is intended !()If' ingestion in tablet, capsule, ()If' liquid form 

or . ' 
. ( ii) if no·~ intenited I ()If' ingestion in such a ·form, does not 

S1imDitate ()If' UJ not represented as conventional food · 
• (92) For purposes of paragraph (1) (B) (i) a food ~hall be con

sulerer! as in~ended for ing~stf:on: in liquid fo~ only if it is formu
ln;t~d ~n a fouid ~arrwr and ~t .UJ ~ntended for ingestion in daily quan
t-ztws measured ~n drops ()If' ~miZar small units of measure. 

* * * * * * * 
CHAPTER VII-GENERAL ADMINISTRATIVE PROVISIONS 

* * * . * * * * 
ADVERTISIN'G OF CERTAIN FOODS 

SEc. 707. Before ~nitiatin_g any actionunderch,apter Ill with respect 
to. any food to 1ohzoh s~ctwn 411 applies and which is deemed to be 
mzsbranded under sectwn 403(a) (92) because of its advertising the 
Seoreta'f'Jj shall con~u_lt with the Federal Trade Commission and for 
t~ pu;pose of av_oid~ng unnecessa'f'JJ duplication, coordinate such ac
tzon wzth any aotwn taken or proposed to be taken by the Commission 
under the Federal Trade Commission Act. 

* * * * * * 
PUBLic LAw 93-640 NATIONAL ARTHRITis AcT oF 1974, 

FINDINGS AND DECLARATION OF PURPOSE 

SEc. 2. (a). ~he Congress makes the following findings~ 
~ 1) Arthntl~ and related musculoskeletal diseases (hereinafter in 

thzs Act c~llectzvel:IJ :eferred tq l!S "arthritis"). constitute major health 
rr:o~lems m t~e Umted States In that they afflict more than twent 
milho_n An;tencans and are the greatest single cause of chr · .Y 
and disability. omc pam 

* * * * * * * 
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(3) The annual cost of arthritis to the national economy in 1970, 
from medical care expenses and lost wages, was $9,200,000,000, in
cluding .'fj2,500,000,000 in medical ewpen.rses., and number of workdays 
lost in that year totaled over 14,500,000, 

* * * * * * * 
(b) It is therefore the purpose of this Act to provide for--

(1) the formulation of a long-range plm1r-
(A) to expand awl coordinate the national research, treat

ment, and control effort again.rst arthritis; 
(B) to advance educational activities .for patients, profes

sional and allied health personnel, and the public which will 
alert the citizenl:l of the United States to the early indication.rs 
of arthritis; and 

( 0) to emphasize the significance of early detection and 
proper control of these di~eases and of the complication.rs 
which may evolve from them; 

(2) the establi8hment and 8ttpport of program.~ to develop new 
.and improved. methods of arthritis screening, detection, preven
tion, and referral; 

(3) the establishment of a central arthritis screening and detec-
tion data bank; and · 

(4) the det,elopment, modernization, and operation of center8 
for arthritis screening, deteation, diagnosis, prevention, control, 
treatment, education, rehabilitatim:-, and research and training 
progra'IJUJ. 

NATIONAL COMMISSION ON ~RTHRITIS; ARTI,JRITIS PLAN. 

SEc. 3. * * * 
b) The Commission shall be composed of eighteen members as 

follows: * * * 
( 4) The Director of the N g,tionnl Institutes of Health or his desig

nee, the:Director of the National Institute of Arthritis, Metabolism, 
and Digestive Diseases or his designee, the Directors, or their desig
nees, of the National Institute of Allegery and Infectious Di~eases 
and the National Institute of General Medical Science, the Associate 
Director for Arthritis and Related Musculoskeletal Diseases of such 
Institute, and the [chief medical officer] Chief Medical Directorof 
the Veterans' Administration and the Secretary of Defense or their 
designees, each of whom shall serve as ex officio, nonvoting members~ 

* * * * * * ~ 
(k) There. are authorized to be appropriated, without fiscal year 

limitation, to carry out the purposes of this section, [$2,000,000] 
.'fjl ,500,000. 

ARTHRITIS COQRDI:N'AT1NG COMMITTEE, (DEMONSTRATION] PROJECTS, AND 
COMPREHENSIVE ARTHRITIS CENTERS 

SEc. 4. Part D. of title IV of the Public Health Service Act is 
amended by adding at the end thereof the following new sec~ 
tions: * * * 

* * * * * 
0 
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HEALTH RESEARCH AND HEALTH SERVICES 
AMENDMENTS OF 1976 

APRIL 2, 1976.-0rdered to be printed 

--------

Mr. STAGGERs, from the committee of conference, 
submitted the following 

CONFERENCE REPORT 
[To accompany H.R. 7988] 

The committee of conference on the disagreeing votes of the two 
Houses on the amendment of the Senate to the bill (H.R. 7988) to 
amend the Public Health Service Act to revise and extend the program 
under the National Heart and Lung Institute, to revise and extend 
the program of National Research Service Awards, and to establish a 
national program with respect to genetic diseases; and to require a 
study and report on the release of research information, having met, 
after full and free conference, have agreed to recommend and do 
recommend to their respective Houses as follows: 

That the House recede from its disagreement to the amendment of 
the Senate and agree to the same with an amendment as follows: 

In lieu of the matter proposed to be inserted by the Senate amend
ment insert the following: 

SECTION 1. (a) This Act may be cited as the "Health Research and 
Health Services Amendments of 1976". 

(b) Whenever in this Act (other than in titles III, V, VI, VII, and XI) 
an amendment or repeal is expressed in terms of an amendment to, or 
repeal of, a section or other provision, the reference shall be considered 
to be made to a section or other provision of the Public Health Service Act. 

TITLE I-REVISION OF NATIONAL HEART AND LUNG 
INSTITUTE PROGRAMS 

SEc. 101. (a) Congressfinds and declares that-
(1) diseases of the heart, blood, and blood vessels collectively cause 

more than half of all the deaths each year in the United States and the 
combined effect of the disabilities and deaths from such diseases is 
having a major social and economic impact on the Nation; 
~7-006 0---76----1 
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(2) elimination of heart and blood vessel diseases as signi_ficant 
causes of disability and death could increase the averape Amerwan' s 
life expectancy by about eleven years and c?u_ld promde for ann'Y'al 
savings to the economy in lost wages, product~mty, and cost of medual 
care of more than $40,000,000,000 per year!· . . . 

(3) chronic lung diseases ~ve ~~en ga~mng stea~'llY ~n recent 
years as important caus~s. of dwabibty and ~eath, w~th: emphyse~a 
being among the fastest ns~ng causes of death ~n t~ Un~ted Sta~s,. 

(4) chronic respiratory dis~ases affect a!" .est~mated. ten m~ll~o?"' 
Americans, emphysema an est~mated one m~~hon, chrome. b~onch~tw 
an estimated four million, and asthma an esttmat~d.five m~lhon; 

(5) throm6osis ~the forrr:ati?n of .blood clots ~n the ves.sels) may 
cause, directly or 1n comb~natwn wtth other problem;s, many deaths 
and disabilities from heart disease and stroke whwh can now be 
prevented; 

( 6) blood and bloodlroducts are essential human resource.s whose 
value in saving life an promoting health cannot be assessed 1n terms 
of dollars; . a· l 

(7) the provision of prompt and cf!ectwe emerg~ncy me wa · 
services utilizing to the fullest extent poss~ble. advances 1n transp~rta
tion and communications and other electronw systems and specwlly 
trained professional and paraprof~ssiona.l .health care pers?nne.l .c?'n 
reduce substantially the number of fatahtws and severe d~sab~httes 
due to critical illnesses in connection with heart, blood vessel, lung, 
and blood diseases; . . 

(8) blood diseases, including nutr:it£onal anem~a1 anem1a due ~o 
inherited abnormalities (such as s~ckle cell anem~a and Cooley s 
anemia (thalassemia), anemias resulting from failure of the ?one 
marrow, hemorrhagic defects (a c~mmon caus.e of. d:eath tn .Patte.nts 
with leukemia and other malignancw~' and of a~~ab~hty from ~nhented 
diseases such as hemophilia)), and malignancies of th~ lyrYfph nod~s 
and bone marrow such as leukemia, have a devastattng ~mpact ~n 
spite of recent ~vance.s, and c?nstitute an important category of 
illness that requ~res maJor attentwn; and . 

(9) the greatest potential for U:dva_ncement a[/a~nst heart, blood 
vessel, lung, and blood diseases hes ~n t~e Natwna~ Heart, Lung, 
and Blood Institute but advancement aga~nst .such d~seases depends 
not only on the res~arch programs of that Institute but also O'f!' the 
research programs of other research institutes of the Natwnal 
Institutes of Health. . . 

(b) It is the purpose of this title to enlarge the authonty of th:e Natwnal 
Heart, Lung, and Blood Institute in order to advance the natwnal atta?k 
upon heart, blood vessel, lung, and blood disea~es and to enlarge 1ts 
authority with respect to blood resources. 

SEo. 102. Sections 411, 418(a)(6), and 419A(c) are e<;tch a'f!l-en~ed.by 
striking out "National Heart and Lung Institu.te" ~nd ~nsert~ng ~n heu 
thereof "National Heart, Lung, and Blood Instttute . 

SEo. 103. (a) Section 412 is amended-
(1) by inserting "and with respect to the use of blood and blo~d 

products and the management of blood resources" after "diseases" ~n 
the matter preceding paragraph (1 ) ; 

(2) by inserting "and to the use of blood and bl~od products and 
the management of blood resources" before the semwolon at the end 
of paragraph (1 ) ; 
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(3) by inserting "and to the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(4); 

(4) by inserting "and on the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(5); . 

. (~) by strikir;p out "heart diseases" in paragraph (6) and inserting 
~n heu thereof heart, blood vessel, lung, and blood diseases and the 
management of blood resources"; 

(6) by inserting "and to the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(7); and 

(7) by inserting at the end of the section heading ".AND IN THE 
MANAGEMENT OF BLOOD RESOURCES". 

(b) Section 412 is amended by striking out "National Heart and Lung 
Adviso.ty Council" and inserting in lieu thereof "National Heart Lung 
amd Blood Advisory Council". ' ' 

SEc. 104. (a) Section 413(a) is amended-
(1) by striking out "Disease" in the first sentence and inserting 

in lieu thereof "Diseases and Blood Resources"· and 
(2) by inserting "and blood resources" afte; "diseases" in such 

sentence and in paragraph (7). 
(b) Section 413(b) is amended-

(1) by striking out "calendar" each place it occurs in paragraph 
(2) and inserting in lieu thereof ''fiscal"· and 

(2) by adding at the end of such pardgraph the following: "Each 
such plan shall contain (A) an estimate of the number and type of 
personnel wh~ch will be required by the Institute to carry out the 
P~ogram dunng the five years with respect to which the plan is sub
m~tted, and (.?J) recommendations for appropriations to carry out the 
progra;m dunng such five years". 

. (~) Sectwn 413(c) (1) is amended by striking out "fifty" and inserting 
~n heu thereof "one hundred". 

(d) Section 413(c) (2) is amended-
(1) by striking out "operate" and inserting in lieu thereof "operat~, 

alter, renovate"; and 
(2) by inserting "and blood resource" after "disease". 

(e) Section 413(d) is amended-
(1) by striking out "Assistant Director for Health Information 

Progra:ms" each place it occurs and inserting in lieu thereof "Assist
ant D~rector for Prevention Education and Control" · 
. (2) . by ~triking out "and pulmonary" in the seco,(,d sentence and 
tnserttng tn heu thereof ", blood, and pulmonary" and by inserting 
"and blood" after "pulmonary" in the third sentence; and 

(3) by inserting "and blood resources" after "diseases" in the 
second sentence. 

(f) The section heading of section 413 is amended by striking out 
"DISEASE" and inserting in lieu thereOJ "DISEASES AND BLOOD RE
SOURCES". 

SEo. 105. Section 414(b) is amended (1) by striking out "and" after 
"1974,", and (2) by inserting before the period a comma and the following: 
"$10,000,000 for fiscal year 1976, and $30,000,000 for fiscal year 1977". 
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SEc. 106. (a) (1) Subsection (a) (1) (A) of section 415 is amended by
(A) stn:king out ''fifteen" and inserting in ljeu thereof "t~n", a.nd 
(B) striking out ", blood vessel, and blood d~seases" and ·msert~ng 

in lieu thereof "diseases". . . . . 
(~) Subsection (a) (1) (B) of such sectwn ~s amended by stnhng out 

''fifteen" and inserting in lieu thereof "ten". 
(3) Subsection (a) (1) of such section is amended-

(A) by striking out "and" at the end of subparagraph (A), 
(B) by striking out the period at the end of subparagraph (B) 

and inserting in lieu thereof "; and", and . 
( 0) by. inserting after subparagraph (B) the follounng new sub-

paragraph: . . 
" (C) ten new centers for basic and clinical research into, tra~mng 

in, and demonstration of, advanced diagnostic, .P'':evention, and 
treatment methods (including methods of promdmg ~mergency 
medical services) for blood, blood vessel diseases, research ~n the use 
of blood products, and research in the management of blood re
sources.''. 

(b) Section415(a) is further amended-
(1) by inserting "and for research in the use of blood and blood 

products and in the management of blood resources" after "diseases" 
in paragraph (1) (A); · 

(£) by striking out "chronic" in paragraph (J)(B); 
(3) by striking out "paragraph (1) (A)" in paragraph (2) and 

inserting in lieu thereof "paragraph (1)"; 
(4) by inserting ", pulmonary, and blood" before "diseases" in 

paragraph (2); . 
(5) by striking out "cardiovascular disease" m paragraph (2) (A) 

and inserting in lieu thereof "cardiovascular, pulmonary, and blood 
diseases" · and 

( 6) by' striking out "such disease" in subparagraphs (B), ( 0), 
and (D) of paragraph (2) and inserting in lieu thereof "such 
diseases". 

(c) Section 415(b) is amended-
(1) by inserting "the management of blood resources and" before 

"advanced"; and 
(2) by amending the first sentence after paragraph (4) to read as 

follows: "The aggregate of payments (other than payments .f. or con
struction) made to any center under such an agreement for ~ts costs 
(other than indirect costs) described in the first sentence may not 
exceed $5,000,000 in any year, except that the aggregate of such 
payments in any year may exceed such amount to the .extent that .the 
excess amount is attributable to increases in such year ~n appropnate 
costs as reflected in the Consumer Price Index published by the 
Bureau of Labor Statistics.". 

(d) The section heading of sectio":, 415 is amended by inserting "AND 
BLOOD RESOURCES" after "DISEASES. . . . " . 

SEc. 107. (a) Section 417(a) (1) ~s amended bJI stn~~ng. out. Dtrector 
of the Office of Science and Technology" and ~nserttng m heu thereof 
"Director of the National Science Foundation". . 

(b) Section 417 is amended by striking out "Nat~?nal Heart and. Lung 
Advisory Council" in subsection (a) and in subsectwn (b) (3) and ~nsert
ing in lieu thereof "National Heart, Lung, and Blood Advisory Council". 
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(c) The section heading of section 417 is amended by striking out 
"AND LUNG" and inserting in lieu thereof" LUNG AND BLOOD". 

SEc. 108. Section 418 is amended- ' ' 
(1) by inserting "and to the use of blood and blood products and 

the management of blood resources" after "diseases" in paragraphs 
(1), (2), (3), and (4) of subsection (a); 

(2) by redesignating paragraphs (4), (5), and (6) of subsection (a) 
as paragraphs (5), (6), and (7), respectively, and by adding after para
graph (3) the following new paragraph: 

"(4) recommend to the Secretary (A) areas of research in heart 
blood vessels, lung, and blood diseases and in the use of blood and 
bloo~ products and the management of blood resources which it de
termtnes should be supported by the awarding of contracts in order to 
best carry out the purposes of this part, and (B) the percentage of the 
budget of the Institute which should be expended for such contracts·"· 
@d ' ' 

(3)(A) by amending paragraph (2) of subsection (b) to read as 
follows: 

"(2). The Council shall submit a report to the Secretary for simultaneous 
transm~ttal, not later than November 30 of each year, to the President and 
to t~e Co.ngr~ss on t~e progress of the Program toward the accomplishment 
of ~ts obJectwes dunng the preceding fiscal year.''. 

(B) For purposes of section 418(b)(2) of the Public Health 
Sermce Act (as amende~ by subparagraph (A)), the period beginning 
July 1, 1975, and endtng September 30, 1976, shall be considered 
a fiscal year. 

(C) The amendment made by subparagraph (A) shall take effect 
as of January 1, 1976. 

SEc. 109. Section 419A is amended-
(1) by inserting "and projects with respect to the use of blood and 

blood products and the management of blood resources" after "train
ing projects" in subsection (a); 

(2) . by inserting "and into the use of blood and blood products and 
the management of blood resources" alter "diseases" in subsection 
(b); 

(3) by inserting "and for research and training in the use of blood 
and blood products and the management of blood resources" after 
"diseases" in subsection (c); · 

(4) by striking out "in amounts not to exceed $35,000" in para
g~aph (1) of subsection (c) and inserting in lieu thereof "if the 
dtrect costs of such research and training do not exceed $35,000, 
but only"; and 

(5) by striking out "in amounts exceeding $35,000" in paragraph 
(2) of subsection (c) and inserting in lieu thereof "if the direct costs 
of such research and training exceed $35,000, but only". 

SEc. 110. Section 419B is amended-
(1) ?Y striking out "and" after "1974," and by inserting before 

r~e penod at the end of the first sentence a comma and the following: 
$339,000,000 for fiscal year 1976, and $373,000.000 for fiscal year 

1977"; and , 
(2) by striking out "diseases of the blood" and inserting in lieu 

thereof "blood diseases and blood resources", 
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SEa. 111. (a) Section 301 is amended by striking out "heart diseases" 
in paragraphs (c) and (h) and inserting in lieu thereof "heart, blood 
vessel, lung, and blood diseases and blood resources". 

(b) Section 301 is amended by striking out "National. Hear.t an~ Lu_ng 
Advisory Council" in paragraphs (c) and (h) and tnsertwg tn heu 
thereof "National Heart, Lung, and Blood Advisory Council". 

SEa. 112. The title of Part B of title IV is amended to read as follows: 

"PART B-NATIONAL HEART, LuNG, AND BLooD INsTITUTE". 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

SEa. 201. (a) (1) Subsection (a) (1) (A) (i) of section 1,.72 is amended 
(A) by striking out "in matters" and inserting in lieu thereof "or under 
programs administered by the Division of Nursing of the Health Resources 
Administration, in matters", and ( ii) by inserting before "are directed" 
the following: "or Division o.{ !'J"ursing". . 

(~) Subsections (a) (t)(A)(nt) and (a) (1) (B) of such sectwn are each 
amended by striking out "non-Federal". . . . . 

(b) Subsection (c) (1) (A) (i) of such sectwn ts amended by stnhng out 
"health research or teaching" and inserting in lieu thereof "health. research 
or teaching or any combination thereof which is in accordance wtth usual 
patterns of academic employment". . . . . 

(c) Subsection (c) (2) (A) of such sectwn ts amended by stnhng out 
"health research or teaching" and inPerting in lieu thereof "health re-
3earch or teaching or any combination thereof which is in accordance with 
the usual patterns of academic employment". 

(<1) The first sentence of subsection (d) of such section is amended by 
inserting a comma before the period and the following: "$165 ,000,000 for 
fiscal year 1976, and $185,000,000 for fiscal year 1977". 

SEa. 202. (a) Subsection (a) (1) (A) (i) of section 1,.72 is amended .by 
striking out "the disease or (diseases) or other health problems to whwh 
the activities of the Institutes and Administration are directed" and insert
ing in lieu thereof "diseases or other health problems". 

(b) Subsection (b)(2) of .~ection 1,.72 is amended by striking out "to 
the entities of the National Institutes of Health and the Alcohol, Drug 
Abuse, and Mental Health Administration" and inserting in lieu thereof 
''within the Department of Health, Education, and Welfare". 

SEc. 203. (a) (1) Subparagraph (A) of the first paragraph (4.) of sub-
3ection (c) of section 1,.72 is amended by striking out "and the tnterest on 
such amount" down through and including "was made". . 

(2) The last sentence of subparagraph (B) of such paragraph ts 
amended by striking out "at the same rate as that fixed by the Secretary of 
the Treasury under subparagraph (A) to determine the amount due the 
United States" and inserting in lieu thereof "at a rate fixed by the Secre
tary of the Treasury after taking into consideration private consu.mer 
rates of interest prevailing on the date the United States becomes entttled 
to such amount". 

(b) The amendments made by subsectio!l' (a) shall r;tpply with respect 
to National Research Awards under sectwn 1,.72 whtch are made from 
appropriations for fiscal years ending on or after June 30, 1975. 

SEc. 201,.. Section J,.73(b) is amended by adding after paragraph (2) 
the following new paragraph: 
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"(3) The National Academy of Sciences or other group or association 
conducting the study required by subsection (a) shall conduct such study 
in consultation with the Director of the National Institutes of Health.". 

SEc. 205. Subsection (c) of section 1,.73 is amended by striking out 
"March 31" and inserting in lieu thereof "September 30". 

TITLE Ill-DISCLOSURE OF RESEARCH INFORMATION 

SEc. 301. (a) (1) The President's Biomedical Research Panel (estab
lished .by section 201 (a) of the National Cancer Act Amendments of 197 4 
(Publw Law 93-352)) and the National Commission for the Protection 
of Human Subjects of Biomedical and Behavioral Research (established 
by section 201 of the National Research Act (Public Law 93-31,.8)) shall 
each conduct an investigation and study of the implication of the disclosure 
to the public of information contained in research protocols, research 
hypotheses, and research designs obtained by the Secretary of Health, 
Education, and Welfare (hereinafter in the subsection referred to as the 
"Se?retary") i!l' conn~cti?n with an application or proposal submitted, 
durtng the perwd begwmng January 1, 1975, and ending December 31, 
1975, to the Secretary for a grant, fellowship, or contract under the Public 
Health Service Act. In making such investigation and study the Panel 
and the Commission shall each determine the following: 

(A) The number of requests made to the Secretary for the disclosure 
of information contained in such research protocols, hypotheses, and 
designs and the interests represented by the persons for whom such 
requests were made. 

(B) The purposes for which information disclosed by the Secretary 
pursuant to such requests was used. 

(C) The effect of the disclosure of such information on-
(i) proprietary interests in the research protocol, hypothesis, 

or design from which such information was disclosed and on 
patent rights; 

(ii) the ability of peer review systems to insure high quality 
federally funded research; and 

(iii) the (I) protection of the public against research which 
presents an unreasonable risk to human subjects of such re
search and (Il) the adequacy of informed consent procedures. 

(2)(A) Not later than May 31, 1976, the Panel shall complete the inves
tigation and study required to be made by the Panel by paragraph (1), and, 
not later than June 30, 1976, the Panel shall submit to the Committee on 
Interstate and Foreign Commerce of the House of Representatives and the 
f!omm.itte~ on Labor and Public Welfare of the Senate a report on such 
tnvesttgatwn and study. The report shall contain such recommendations 
for legislation as the Panel deems appropriate. 

(B) Not later than November 30, 1976, the Commission shall complete 
the investigation and study required to be made by the Commission by 
paragraph (1), and, not later than December 31, 1976, the Commission 
shall submit to the Committee on Interstate and Foreign Commerce of the 
House of Representatives and the Committee on Labor and Public Welfare 
of the. Senate a report on such investigation and study. The report shall 
contatn such recommendations for legislation as the Commission deems 
appropriate. 

(b) Section 211 (b) of the National Research Act (Public Law 93-31,.8) 
is amended by striking out "July 1, 1976" and inserting in lieu thereof 
"Janwry 1. 1977". 
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TITLE IV-GENETIC DISEASES 

SEc. 401. This title may be cited as the "National Sickle Cell Anemia, 
Gooley's Anemia, Tay-Sachs, and Genetic Diseases Act". 

SEc. 402. In order to preserve and protect the. health a!l'd welfare of all 
citizens, it is the purpose of this title to establush ~ !1-atwna~ program to 
~rovide for basic a71:d applied resea~ch, research trat1ftng, testtng, counse~
'l.ng, and informatwn and educatwn programs w~th respect to g_enettc 
diseases including sickle cell anemia, Gooley's anemta, Tay-Sachs dtsease, 
cystic flbrosis, dysautonomia, hemophilia, retinitis pigmentosa, Hunt
ington's chorea, and muscular dystrophy. 

SEc. 403. (a) Title XI is amended by striking out parts A and Band 
inserting in lieu thereof the following: 

"PART A-GENETIC DISEASES 

"TESTING AND COUNSELING PROGRAMS AND INFORMATION 
AND EDUCATION PROGRAMS 

"SEc. 1101. (a) (1) The Secretary, through an identifiable admin
istrative unit within the Department of Health, Education, and Welfare, 
may make gran0 to p1f:b~ic and n?nprofit .P.rivate enti~ies, and ma11 enter 
into contracts wtth pubhc and prwate enttttes,for proJects to estf!'blus~ a71:d 
operate voluntary genetic testing and counsehng proqrams _Prtmartly tn 
conjunction with other existing health programs, tncludtng programs 
assisted under title V of the Social Security Act. 

"(2) The Secretary shall carry out, through an ide!l'tifiable administra
tive unit within the Departm~nt of Health, lpducatwn, a:nd Welf?'re, a 
program to develop infor"!!'atw"f and educ.atwnal 'f!i'aterwls relat~ng to 
genetic diseases and to dtssemmate such wjormatwn and materwls ~o 
persons providing health care, to teachers an~ students, and to the publ~c 
generally in order to most rapidly make avatlable ~he .la_test advances. tn 
the testing, diagnosis, counseling, and treatment of tndtmduals respectmg 
genetic diseases. The Secreta:ry may,.'lfnder such propram, make grar~:ts 
to public and ?tonprofi~ '?rwate e"}ttt~e~ and enter mto contracts w1th 
public and prwate ent1ttes and tndwtduals for the development and 
dissemination of such materials. 

"(b) For the purpose of making payments pursuant to gr:ants and con
tracts under this section, there are authorized to be appropnated $30,000,-
000for fiscal year 1976,$30,000,000 for fiscal year 1977,and $30,000,000 
or fiscal year 197 8. 

"RESEARCH PROJECT GRANTS AND CONTRACTS 

"SEc. 1102. In carrying out section 301, the Secretary may make grar~:ts 
to public and 1fOnprofit.l!rivate e"ftit~e~, and may ent~r into contracts ~th 
public and prwate enttttes and tndtmduals,. for l!roJect~ for (1) baste or 
applied research leading to the under:standtng,, dif!'gnosts, treatm~nt, and 
control of genetic diseases, (2) planmng! e~tabltshtng, .demonstrattng, a"!d 
developing special programs for the tratmng of ge"}ettc counselors, socwl 
and behavioral scientists, and other health professwnals, (3) the develop
ment of programs to educate practicing physicians, ?ther health prof~s
sionals, and the public rega~ding_ the nature of genetw processes, the tn
heritance patterns of genetw dtseases, and the means, me~hod~, and 
facilities available to diagnose, control, counsel, and treat genette dtseases, 
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and (4) the development of counseling and testing programs and other 
programs for the diagnosis, control, and treatment of genetic diseases. In 
making grants and entering into contracts for projects described in 
clause (1) of the preceding sentence, the Secretary shall give priority to 
applications for such grants or contracts which are submitted for research 
on sickle cell anemia and for research on Gooley's anemia. 

"VOLUNTARY PARTICIPATION 

"SEc. 1103. The participation by any individual in any program or 
portion thereof under this part shall be wholly voluntary and shall not 
be a prerequisite to eligibility for or receipt of any other service or assist
ance from, or to participation in, any other program. 

"APPLICATIONS; ADMINISTRATION OF GRANTS AND CONTRACT PROGRAMS 

"SEc. 1104. (a) A grant or contract under this part may be made upon 
application submitted to the Secretary at such time, in such manner, 
and containing and accompanied by such information, as the Secretary 
may require. Each applicant shall-

"(1) provide that the programs and activities for which assistance 
under this part is sought will be administered by or under the super
vision of the applicant; 

"(2) provide for strict confidentiality of all test results, medical 
records, and other information regarding testing, diagnosis, counsel
ing, or treatment of any person treated, except for (A) such informa
tion as the patient (or his guardian) gives informed consent to be 
released, or (B) statistical data compiled without reference to the 
identity of any such patient; 

"(3) provide for community representation wher-e appropriate 
in the development and operation of voluntary genetic testing or 
counseling programs funded by a grant or contract under this part; 

"(4) in the case of an applicant for a grant or contract under 
section 1101 (a)( 1) for the delivery of services, provide assurances 
satisfactory to the Secretary that (A) the services for community-wide 
testing and counseling to be provided under the program for which 
the application is made ( i) will take into consideration widely 
prevalent diseases with a genetic component and high-risk population 
groups in which certain genetic diseases occur, and (ii) where appro
priate will be directed especially but not exclusively to persons who 
are entering their child-producing years, and (B) appropriate 
arrangements will be made to provide counseling to persons found to 
have a genetic disease and to persons found to carry a gene or chro
mosome which may cause a deleterious effect in their offspring; and 

" ( 5) establish fiscal control and fund accounting procedures as 
may be necessary to assure proper disbursement of and accounting of 
Federal funds paid to the applicant under this part. 

"(b) In making any grant or entering into any contract for testing and 
counseling programs under section 1101, the Secretary shall (1) take into 
account the number of persons to be served by the program supported by 
such grant or contract and the extent to which rapid and effective use will 
be made of funds under the grant or contract; and (2) give priority to 
programs operating in areas which the Secretary determines have the 

H.R. 1005-2 
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greatest number of persons who will benefit from and are in need of the 
services provided under such programs. 

"(c) In making grants and entering into contracts for any fiscal year 
under section 301 for projects described in section 1102 or under section 
1101 the Secretary shall give special consideration to applications from 
entities that received grants from, or entered into contracts with, the 
Secretary for the preceding fiscal year for the conduct of comprehensive 
sickle cell centers or sickle cell screening and education clinics. 

"PUBLIC HEALTH SERVICE FACILITIES 

"SEc. 1105. The Secretary shall establish a program within the Servic_e 
to provide voluntary testing, diagnosis, counseling, and treatment of ind~
viduals respecting genetic diseases. Services under such program shall be 
made available through facilities of the Service to persons requesting such 
services, and the program shall provide appropriate publicity of the 
availability and voluntary nature of such services. 

"REPORTS 

"SEc. 1106. (a) The Secretary shall prepare and submit to the Presi
dent for transmittal to the Congress on or before April 1 of each year a 
comprehensive report on the administration of this part. 

"(b) The report required by this section shall contain such recommen
dations for additionallegislatio_n as the Secretary_ d~ems necessar_Y.". 

(b)(1) Section 1121(b)(5) w amended bystr~hng out "end~ng June 
30," each place it occurs. 

(2) Parts C and Dare redesignated as parts Band C, respectively. 
(3) The heading of such title is amended to read as follows: 

"TITLE XI-GENETIC DISEASES, HEMOPHILIA PRO
GRAMS, AND SUDDEN INFANT DEATH SYNDROME." 

(c) The amendments made by subsections (a) and (b) shall take effect 
July 1, 1976. 

TITLE V-FEDERAL FOOD, DRUG, AND COSMETIC ACT 
AMENDMENTS 

SEc. 501 (a) Chapter IV of the Federal Food, Drug, and Cosmetic 4ct 
is amended by adding after section 410 (21 U.S.C. 349) the followmg 
new section: 

"VITAMINS AND MINERALS 

"SEc. 411. (a)(1) Except as provided in paragraph (2)-
" (A) the Secretary may not establish, under section 201 ( n), 401, 

or 403, maximum limits on the potency of any synthetic or _natural 
vitamin or mineral within a food to which this section appltes; 

"(B) the Secretary may not classify any natural or synthetic vita.
min or mineral (or combination thereof) as a drug solely because tt 
exceeds the level of potency which the Secretary determines is nu
tritionally rational or useful; 
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"(C) the Secretary may not limit, under section 201(n), 401, or 
403, the combination or number of any synthetic or natural

" ( i) vitamin, 
" ( ii) mineral, or 
" (iii) other ingredient of food, 

within a food to which this section applies. 
"(2) Paragraph (1) shall not apply in the case of a vitamin, mineral, 

other ingredient of food, or food, which is represented for use by individuals 
in. the treatment or management. of specific diseases or disorders, by 
ch~ldren, or by pregnant or lactat~ng women. For purposes of this sub
paragraph, the term 'children' means individuals who are under the age 
of twelve years. 

"(b)(1) Afood to which this section applies shall not be deemed under 
section 403 to be misbranded solely because its label bears, in accordance 
with section 403 ( i) (2), all the ingredients in the food or its advertising 
contains references to ingredients in the food which are not vitamins or 
minerals. 

"(2) (A) The labeling for any food to which this section applies may not 
list its ingredients which are not vitamins or minerals (i) except as a part 
of a list of all the ingredients of such food, and (ii) unless such ingredients 
are listed in accordance with applicable regulations under section 403. 
To the extent that compliance with clause (i) of this subparagraph is 
impracticable or results in deception or unfair competition, exemptions 
shall be established by regulations promulgated by the Secretary. 

"(B) Notwithstanding the provisions of subparagraph (A), the labeling 
and advertising for any food to which this section applies may not give 
prominence to or emphasize ingredients which are not-

" ( i) vitam ins, 
"(ii) minerals, or 
"(iii) represented as a source of vitamins or minerals. 

"(c) (1) For purposes of this section, the term ~food to which this section 
applies' means a food for humans which is a food for special dietary use

" (A) which is or contains any natural or synthetic vitamin or 
mineral, and 

"(B) which-
"(i) is intended for ingestion in tablet, capsule, or liquid 

form, or 
" ( ii) if not intended for ingestion in such a form, does not 

simulate and is not represented as conventional food and is not 
represented for use as a sole item of a meal or of the diet. 

"(2) For purposes of paragraph (1)(B)(i), a food shall be considered 
as intended for ingestion in liquid form only if it is formulated in a fluid 
carrier and it is intended for ingestion in daily quant1:ties measured in 
drops or similar small units of measure. 

"(3) For purposes of paragraph (1) and of section 403 (j) insofar as 
that section is applicable to food to which this section applies, the term 
'special dietary use' as applied to food used by man means a particular 
use for which a food purports or is represented to be used, including but 
not limited to the following: 

"(A) Supplying a special dietary need that exists by reason of 
a physical, physiological, pathological, or other condition, including 
but not limited to the condition of disease, convalescence, pregnancy, 
lactation, irifancy, allergic hypersensitivity to food, underweight, 
overweight, or the need to control the intake of sodium. 
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"(B) Supplying a vitamin, mineral, or other ingrerj,ient f.or use 
by man to supplement his diet by increasing the total d~eta;y ~ntake. 

" ( 0) Supplying a special dietary need by reason of be~ng a fopd 
for use as the sole item of the diet.". 

(b) The Secretary of Health, Education, and Welfare shall amen~ 
any regulation promulgated under the Federal Food, Drug, and Oosmetw 
Act which is inconsistent with section 411 of such Act (as added by 
subsection (a)) and such amendments shall be promulgated ~n accordance 
with section 553 of title 5, United States Code. · 

SEc. 502. (a) (1) Section 403(a) of the Federal Fo?d, IJ_rug," an~ 
Cosmetic Act (21 U.S.O. 343(a)) is amended (A) by ~nsertmg (1) 
after "If", and (B) by inserting before the period <:t the e'f!'d a comma a_nd 
the following: "or (2) in the case of a food to w~wh sectwn 4~ 1 appl~es, 
its advertising is false or misleading in a materwl respect or ~ts labehng 
is in violation of section 411 (b )(2) ". . . . " . 

(2) (A) Section 201 (n) of such Act~ amended by msertmg or advert~-
ing" after "labeling" each time it occurs. . 

(B) Section 303 of such Act is amended by add~ng at the end the follow-
ing new subsection: . . 

"(d) No pers?n s~ll be subj~ct to the penal~ies of.subsectwn (a) oj thts 
section for a molatwn of sectwn 301 ~nv~lmng. m~branded food if ~he 
violation exists solely because the food ~ m~sbranded under: sectwn 
403(a) (2) because of its advertising, and no person shall b~ su~Ject to the 
penalties of subsection (b) of this section for such a _vwlatwn unless 
the violation is committed with the intent to defraud or m~lead.". 

(0) Section 304(a) of such Act (~1 U.S.O. 334(a)) is amended by 
adding after paragraph (2) the follow~ng new paragrap~: 

"(3)(A) Except as provided in subparagraph (B), 71:0 hbel for condef!tna
tion may be instttuted under paragraph. (1) or (2) agmnst any foo~ whwh

"(i) is misbranded under sectwn 403(a) (2) because of ~ts adver-
t~ing, and . . 
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( ii) is being held for sale to the ulttmate consumer tn an estab

lishment other than an establishment owned or operated by a manu
facturer, packer, or distri~utor of the joo~. 

"(B) A libel for condemnatwn may be tnstttuted 1fnder paragraph (1) 
or (2) against a food described in .s1fbparag_raph (A) if-: . 
. "(i)(J) the food's advert~tng whwh res.ulted. tn the.Jood be'mg 

misbranded under section 403(a)(2) was d~semtnated ~n the ~stab
lishment in which the food is being held for sale to the ulttmate 
consumer, h d' · 

"(II) such advertising was disseminated by, or under t e trectwn 
of the owner or operator of such establishment, or 1

"(111) all or part of the cost of such advertising was paid by such 
owner or operator; and . 

"(ii) the owner or operator of such establ~hment used such 
advertising in the establishment to promote the .sale of the fo?d.". 

(b) Chapter VII of such Act is amended by addtng after sectto1t 706 
(e1 u.s.a. 376) the following new section: 

"ADVERTISING OF CERTAIN FOODS 

"SEc. 707. (a)(1) Except as provided in subsection (c), before the 
Secretary may initiate any action under chapter III- . . 

"(A) with respect to any food which the Sec~etary de~ryn,mes ts 
misbranded under section 403(a) (2) because of ~ts adverttstng, or 
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. "(B) with respect to a food's advertising which the Secretary 
determines causes the food to be so misbranded, 

the Secretary shall, ·in accordance with paragraph (2), notify in writing 
the Federal Trade Commission of the action the Secretary proposes to 
take respecting such food or advertising. 

'1(2) The notice required by paragraph (1) shall-
" (A) contain ( i) a description of the action the Secretary proposes 

to take and of the advertising which the Secretary has determined 
causes a food to be misbranded, ( ii) a statement of the reasons for the 
Secretary's determination that such advertising has caused such food 
to be misbranded, and 

"(B) be accompanied by the records, documents, and other written 
materials which the Secretary determines supports his determination 
that suchfood is misbranded because of such advertising. 

"(b) (1) If the Secretary notifies the Federal Trade Commission un~er 
subsection (a) of action proposed to be taken under chapter II I wtth 
respect to a food or food advertising and the Commission notifies the 
Secretary in writing, within the 30-day period beginning on the date of 
the receipt of such notice, that-

11(A) it has initiated under the Federal Trade Commission Act an 
investigation of such advertising to determine if it is prohibited by 
such Act or any order or rule under such Act, 

"(B) it has commenced (or intends to commence) a civil action 
under section 5, 13, or 19 with respect to such advertising or the 
Attorney General has commenced (or intends to commence) a civil 
action under section 5 with respect to such advertising, 

"(0) it has issued and served (or intends to issue and serve) a 
complaint under section 5(b) of such Act respecting such advertising, 
or 

"(D) pursuant to section 16(b) of such Act it has made a certifica
tion to the Attorney General respecting such advertising, 

the Secretary may not, except as provided by paragraph (2), initiate the 
action described in the Secretary's notice to the Federal Trade Commission. 

"(2) If, before the expiration of the 60-day period beginning on the 
date the Secretary receives a notice described in paragraph (1) from the 
Federal Trade Commission in response to a notice of the Secretary under 
subsection (a)-

" (A) the Commission or the Attorney General does not commence 
a civil action described in subparagraph (B) of paragraph (1) of 
this subsection respecting the advertising described in the Secretary's 
notice, 

"(B) the Commission does not issue and serve a complaint de
scribed in subparagraph ( 0) of such paragraph respecting such 
advertising, or 

"(0) the Commission does not (as described in subparagraph (D) 
of such paragraph) make a certification to the Attorney General re
specting such advertising, or, if the Commission does make such a 
certification to the Attorney General respecting such advertising, 
the Attorney General, before the expiration of such period, does 
not cause appropriate criminal proceedings to be brought against 
such advertising, 

the Secretary may, after the expiration of such period, initiate the action 
described in the notice to the Commission pursuant to subsection (a). The 
Commission shall promptly notify the Secretary of the commencement by 

H.R.l005-3 
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the Commission of such a civil action, the issuance and service by it of 
such a complaint, or the causing by the Attorney General of criminal 
proceedings to be brought against such advertising. 

"(c) The requirements of subsections (a) and (b) do not apply with 
respect to action under chapter II I with respect to any food or food 
advertising if the Secretary determines that such action is required to 
eliminate an imminent hazard to health. 

"(d) For the purpose of avoiding unnecessary duplication, the Secre
tary shall coordinate any action taken under chapter II I because of 
advertising which the Secretary determines causes a food to be misbranded 
with any action of the Federal Trade Commission under the Federal 
Trade Commission Act with respect to such advertising." 

(c) The amendments made by subsection (a) shall take effect 180 days 
after the date of the enactment of this Act. 

TITLE VI-ARTHRITIS ACT AMENDMENTS 

SEc. 601. This title may be cited as the "National Arthritis Act 
Technical Amendments of 1976". 

SEc. 602. (a) Section 2 of the National Arthritis Act of 197 4 (Public 
Law 98-640) (hereinafter in this section referred to as the "Act") is 
amended by-

(1) inserting "(a)" after "SEc. 2."; 
(2) inserting a comma and "including $2,500,000,000 in medical 

expenses," after "$9,200,000,000" in paragraph (3); and 
(3) inserting a new subsection (b) at the end thereof as follows: 

"(b) It is therefore the purpose of this Act to provide for-
"(1) the formulation of a long-range plan-

" (A) to expand and coordinate the national research, treat
ment, and control effort against arthritis; 

"(B) to advance educational activities for patients, profes
sional and allied health personnel, and the public which will 
alert the citizens of the United States to the early indications of 
arthritis; and 

" ( 0) to emphasize the significance of early detection and 
proper control of these diseases and of the complications which 
may evolve from them; 

"(2) the establishment and support of programs to develop new 
and improved methods of arthritis screening, detection, prevention, 
and referral; 

"(3) the establishment of a central arthritis screening and detection 
data bank; and 

"(4) the development, modernization, and operation of centers for 
arthritis screening, detection, diagnosis, prevention, control, treatment, 
education, rehabilitation, and research and training programs.". 

(b) Section 3 of the Act is amended by striking out "chief medical 
officer" and insePting in lieu thereof "Chief Medical Director" in sub
section (b) (4). 

(c) The section heading for section 4 of the Act is amended by striking 
OUt "DEMONSTRATION" after "COMMITTEE,". 

SEc. 603. (a) (1) Section 431 (c) of the Public Health Service Act is 
amended by inserting "(hereinafter in this part collectively referred to as 
'arthritis')" after "musculoskeletal diseases". 
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(2~ The fourth sentence of section 434(b) of such Act is amended by 
strthng out "and related musculoskeletal. diseases". 

(3) Section 434(e) of such Act is amended by striking out "and related 
musculoskeletal diseases (hereinafter in this part collectively referred to 
as 'arthritis')". · 

(b) Secti~n 43~ of such Act is amended by-
(1) tnsert~ng "the" before "hwlth" the first time it appears in 

the first sentence of subsection (a); and 
(2) inserting "established" after "bank" in the second sentence 

of subsection (a) . 
(c) Section 439 of such Act is amended by-

(1) inserting "new and existing" before "centers" in the first 
sentence of subsection (a); 

(2) striking out "$13,000,000" and inserting in lieu thereof 
"_$8,000,000", and striking out "$15,000,000" and inserting in 
heu thereof "$20,000,000" in subsection (h); and 

(3) redesignating subsections (e), (j), (g), and (h) as subsectrion8 
(d), (e), (j), and (g), respectively. 

TITLE VII-DIABETES PLAN 

SEc. 701. Section 3(i)(2) of the National Diabetes Mellitus Research 
and Education Act (42 U.S.iJ. 289c-2) is amended to read as follows: 

"(2) The Commission shall cease to exist after September 30, 1976.". 

TITLE VIII-HEALTH SERVICES 

AMBULATORY SURGICAL SERVICES 

SEc. 801 .. (a) 8_ection 319(a)(7) is amended by-
(1) ~nserhng after subparagraph (K) the following new sub

paragraph: 
"(L) ambulatory surgical services;" and 
(2) redesignating subparagraphs (L) and (M) as subparagraph.. 

(M) and (N), respectively. 
(b) Section 330(b)(2) is amended by-

(1) inserting after subparagraph (K) the following new 8Ub
paragraph: 

"(L) ambulatory surgical services;" and 
(2) redesignating subparagraphs (L) and (M) as subparagraphs 

(M) and (N), respectively. 

TITLE IX-INDIAN HEALTH SERVICE 

8_Ec. 901. Sectio'fl225 is amended by adding at the end thereof the jol
lounng new subsectwn-

"(j) Notwithstan~ing any other provision of law, the Secretary may, 
where he deems admsable, allow the Indian Health Service to utilize non
profit recruitment agencies to assist in obtaining personnel for the Public 
Health Service.". 

TITLE X-APPOINTMENT OF ADVISORY COMMITTEES 

SEc. 1001. All appointments to advisory committees established to aslfist 
in implementing the Public Health Service Act, the Mental Retardation 
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Facilities and Community Mental Health Centers Construction Act of 
1963, and the Comprehensive Alcohol Abuse and Alcoholism Prevention, 
Treatment, and Rehabilitation Act of 1970, shall be made without regard 
to political affiliation. 

TITLE XI-MISCELLANEOUS PROVISIONS 

SEa. 1101. Section 212 of the Public Health Service Act is amended by 
adding after subsection (d) the following new subsection: 

"(e) Active service of commissioned officers of the Service shall be 
deemed to be active military service in the Armed Forces of the United 
States for the purposes of all rights, privileges, immunities, and benefits 
now or hereafter provided under the Soldiers' and Sailors' Civil Relief 
Act of 1940 (50 App. U.S.C. 501 et seq.).". 

SEa. 1102. (a) The second paragraph (4) of subsection (c) of section 
472 of the Public Health Service Act is redesignated as paragraph (5). 

(b) Section 507 of the Public Health Service Act is amended by striking 
out "hospitals of the Service, of the Veterans' Administration, or of the 
Bureau of Prisons of the Department of Justice, and to Saint Elizabeths 
Hospital, except that grants to such" and insert in lieu thereof "Federal 
institutions, except that grants to". 

SEa. 1103. Title IV of the Public Health Service Act is amended by 
adding after section 475 the following new section: 

11
VISITING saiENTIST AWARDS 

"SEa. 476. (a) The Secretary may make awards (referred to as 'Visiting 
Scientist Awards') to outstanding scientists who agree to serve as visiting 
scientists at institutions of post-secondary education which have significant 
enrollments of disadvantaged students. Visiting Scientist Awards shall 
be made by the Secretary to enable the faculty and students of such insti
tutions to draw upon the special talents of scientists from other institutions 
for the purpose of receiving guidance, advice, and instruction with regard 
to research, teaching, and curriculum development in the biomedical and 
behavioral sciences and such other aspects of these sciences as the Secretary 
shall deem appropriate. 

"(b) The amount of each Visiting Scientist Award shall include such 
sum as shall be commensurate with the salary or remuneration which the 
individual receiving the award would have been entitled to receive from the 
institution with which the individual has, or had, a permanent or im
mediately prior affiliation. Eligibility for and terms of Visiting Scientist 
Awards shall be determined in accordance with regulations the Secretary 
shall prescribe." 

SEa. 11 OJ,.. Section 786 of the Public Health Service Act is amended by 
inserting before the period at the end of the .first sentence "and $3,500,000 
for the .fiscal year ending June 30, 1975 and $2,000,000 for the .fiscal year 
ending June 30, 1976". 

SEa. 1105. (a) Section 742(a) of the Public Health Service Act is 
amended by striking ou,t "and" after "1974," and by inserting after 
"1975" the following: ", and $60,000,000 for the fiscal year ending June 
30, 1976". 

(b) Section 740(b)(4) of such Act is amended by striking out "1975" 
and inserting in lieu thereof "1976". 

SEa. 1106. Section 1511 (b)(5) of the Public Health Service Act is 
amended by striking out "1535" and inserting in lieu thereof "1536". 
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(b) Section 1613 of such Act is amended by striking out "1510" and 
inserting in lieu thereof "1610". 

(c) The last sentence oj section 1631 of such Act is repealed. 
~l!C:· 1107 .. (a) Sectwn. !~2(a) (1) (A) of the Developmental Dis

ab~ht~es Ser-pwes. and. Fac~htus Construction Act (42 U.S. C. 6062) 
(here~nafter ~n th~s sectwn referred to as the "Act") is amended by striking 
out "134" f!'nd inserting in lieu thereof "133". 

(b) Sectwn 13J,.(b) (1) of the Act is amended by striking out "134" 
and inserting in lieu thereof "133". 

(c) Section 134(b)(1) of the Act is amended by striking out "136" 
and inserting in lieu thereof "135". 

_(d) Se~tion 301 (a) of the Developmentally Disabled Assistance and 
B_~ll of R~ghts Act w amended by striking out "101 (7)" and inserting in 
heu thereof "102(7)". 

And the Senate agree to the same. 
HARLEY 0. STAGGERS, 
PAuL G. RoGERs, 
DAVID E. SATTERFIELD, 
JAMES w. SYMINGTON, 
JAMES H. ScHEUER, 
TIM LEE CARTER, 
JAMES T. BROYHILL, 

Managers on the Part of the House. 
HARRISON A. WILLIAMS, JR., 
CLAIBORNE PELL, 

EDWARD M. KENNEDY, 
WALTER F. MONDALE, 
ALAN CRANSTON, 

WILLIAM D. HATHAWAY, 
JOHN A. DuRKIN, 
THOMAS F. EAGLETON, 
GAYLORD NELSON, 
JACOB K. JAVITS, 

RICHARD S. ScHWEIKER, 
RoBERT TAFT, 

J. GLENN BEALL, JR., 
ROBERT T. STAFFORD, 
PAUL LAXALT, 

Managers on the Part of the Senate. 



I 

' 
JOINT EXPLANATORY STATEMENT OF THE COMMITTEE 

OF CONFERENCE 

The managers on the part of the House and the Senate at the con
ference on the disagreeing votes of the two Houses on the amendment 
of the Senate to the bill (H.R. 7988) to amend the Public Health 
Service Act to revise and extend the program under the National 
Heart and Lung Institute, to revise and extend the program of N a
tiona} Research Service Awards, and to establish a national program 
with respect to genetic diseases; and to require a study on the release 
of research information, submit the following joint statement to the 
House and the Senate in explanation of the effect of the action agreed 
upon by the managers and recommended in the accompanying· con
ference report: 

The Senate amendment struck out all of the House bill after the 
enacting clause and inserted a substitute text. 

The House recedes from its disagreement to the amendment of the 
Senate with an amendment which is a substitute for the House bill 
and the Senate amendment. The differences between the House bill, 
the Senate amendment, and the substitute agreed to in conference are 
noted below, except for clerical corrections, conforming changes made 
necessary by agreements reached by the conferees, and minor drafting 
and clarifying changes. 

TITLE I-REVISION OF NATIONAL HEART AND 
LUNG INSTITUTE PROGRAMS 

FINDINGS 

The Senate amendment, in a provision not in the House bill, speci
fied Congressional findings, with respect to the impact of diseases of 
the heart, lung and blood vessels and blood disease and the need for 
the proposed legislation. 

The conference substitute conforms to the Senate amendment, with 
technical changes. 

ADVISORY CouNciL 

The House bill changed the name of the National Heart Lung Ad
visory Council to the National Heart, Lung and Blood Advisory 
Council. 

The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 

ExPERTS AND CoNSULTANTS 

Existing law authorizes the Director of the National Heart and 
Lung Institute to obtain the services of not more than 50 experts and 
consultants. 

(19) 
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The House amendment increased this number to 100. 
The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 

AssisTANT DIRECTOR 

Existing law establishes within the National Heart and Lung Insti
tute (redesignated as the National Heart, Lung and Blood Institute 
under provisions of both the House bill and the Senate amendment) 
an Assistant Director for Health Information Programs. 

The House bill changed the name to Assistant Director for Preven
tion, Education, and Control. 

The Senate amendment changed the name to Assistant Director for 
Prevention and Information. 

The conference substitute conforms to the House bill. 

AUTHORIZATION FOR PREVENTION AND CONTROL PROGRAMS 

The House bill authorized appropriations of $20 million for fiscal 
year 1976 and $30 Inillion for fiscal year 1977 for heart, blood vessel, 
lung, and blood disease control programs. 

The Senate amendment authorized appropriations of $10 million for 
fiscal year 1976 and $25 million for fiscal year 1977 for such programs. 

The conference substitute authorizes $10 million for fiscal year 1976 
and $30 million for fiscal year 1977 for such programs. 

CENTERS 

Existing law authorizes the development of fifteen centers for re
search, training, and demonstrations respecting heart, blood vessel, 
and blood diseases, and fifteen such centers for chronic lung diseases. 

The House bill increased the responsibilities of the heart, blood 
vessel, and blood disease centers to include research in the use of 
blood and blood products and in the management of blood resources. 
Further, the House bill expanded the responsibilities of the lung 
disease centers by deleting the word "chronic." 

The Senate amendment authorized the development of ten centers 
for research, training, and demonstrations respecting heart diseases; 
ten such centers for chronic lung diseases; and ten such centers for 
blood, blood vessel diseases, research in the use of blood products, and 
research in the management of blood resources. 

The conference substitute conforms to the Senate amendment, ex
cept that it authorizes the development of ten centers for lung diseases, 
as opposed to chronic lung diseases. 

FuNCTIONs oF THE ADVISORY CouNCIL 

The House bill added to the existing authority of the National 
Heart, Lung, and Blood Advisory Council the prerogative to recom
mend to the Secretary of Health, Education, and Welfare areas of 
research conducted or supported by the newly designated National 
Heart, Lung, and Blood Institute which the Council determines should 
be supported by the awarding of contracts and the percentage of the 
budget of the Institute which should be expended for such contracts. 

The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 
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REPORT oF THE ADvisoRY CouNciL 

Both the House bill and the Senate amendment required that the 
Advisory Council submit by November 30 of each year a report to the 
Secretary for simultaneous transmittal to the President and to the 
Congress on the progress of the National Heart, Blood Vessel, Lung, 
and Blood Disease Program during the preceding fiscal year. However, 
the Senate amendment stipulates that for purposes of this require
ment, the period beginning July 1, 1975 and ending Septem"Qer 30, 
1976 shall be considered a fiscal year and the House amendment con-
tains no comparable provision. . 

The conference substitute conforms to the Senate amendment. 

AuTHORIZATIONS FOR RESEARCH 

The House bill authorized appropriations of $340 million for fiscal 
year 1976 and $375 million for fiscal year 1977 for carrying out the 
programs of the redesignated National Heart, Lung, and Blood 
Institute (except prevention and control programs). 

The Senate amendment authorized $338 million for fiscal year 1976 
and $372 million for fiscal year 1977 for such purposes. 

The conference substitute authorized $339 million for fiscal year 
1976 and $373 million for fiscal year 1977 for such purposes. 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

AUTHORIZATIONS 

The House bill authorized appropriations of $175 million for fiscal 
year 1976 and $200 million for fiscal year 1977 for payments for 
National Research Services Awards. 

The Senate amendment authorized $160 Inillion for fiscal year 1976 
and $176 million for fiscal year 1977 for such purposes. 

The conference substitute authorizes $165 million for fiscal year 1976 
and $185 million for fiscal year 1977 for such purposes. 

AccRUAL oF INTEREST 

Under existing law, interest accrues on National Research Service 
Awards from the time the award is made in instances in which recip
ients fail to fulfill applicable service requirements. 

The House bill changed existing law to make interest on the award 
computed from the time the United States becomes entitled to recover 
all or part of the award. 

The Senate bill contained no comparable provision. 
The conference substitute conforms to the House bill. 

STUDY RESPECTING BIOMEDICAL AND BEHAVIORAL RESEARCH 
PERSONNEL 

Under existing law, the Secretary is to annually submit a study 
respecting biomedical and behavioral research personnel. 

The Senate amendment changed the date for submission of the 
· report to September 30, and the House bill contained no comparable 
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provision. The House bill required that the entity conducting the 
study conduct such study in consultation with the Director of the 
National Institutes of Health. 

The conference substitute conforms to the changes made in existing 
law by both the House bill and the Senate amendment. 

TITLE III-DISCLOSURE OF RESEARCH INFORMATION 

. The House bill contained a provision which required the President's 
Bwmedical Research Panel to conduct an investigation and study of 
the implication of disclosure to the public of information contained in 
re~earch protocols, research hypotheses, and research designs ob
tamed by the Secretary in conjunction with an application or proposal 
for a grant, fellowship, or contract under the Public Health Service 
Act and to submit a report on the investigation and study to the 
House Committee on Interstate and Foreign Commerce and the 
Senate Committee on Labor and Public Welfare. The House bill also 
included a provision which deferred, from July 1, 1976 to January 1, 
1977, the establishment of the National Advisory Council for the 
Protection of Subjects of Biomedical and Behavioral Research. 

The Senate amendment contained no comparable provisions. 
The conference substitute conforms to the House bill, except that 

the ~ ational Commissio_n for ~he ~rotection of Human Subjects is also 
reqmred to conduct the mvestigatwn and study, and technical changes 
are made with respect to the dates on which the Panel is to complete 
its investigation and submit its report. 

The Conferees express their concern that inadequate attention is 
bein~ paid to the problems of transfer of research progress, technology, 
and mformation from the "bench to the bed", an area frequently re
ferred to as the interface between research and the health care delivery 
system. This includes such areas as extensive clinical trials, demon
stration projects, specific disease control programs, the assessment of 
new .h~alth technol?gies, health education, and the fields of preventive 
mediCme and pubhc health. The Conferees have received assurance 
that the report of the President's Biomedical Research Panel will 
address these important issues. 

TITLE IV-GENETIC DISEASES 

SHORT TITLE AND STATEMENT OF PURPOSE 

The. Ho~se bill provided for the following short title: "National 
Genetic Diseases Act." Under the Senate amendment the short title 
was "National Sickle Cell Anemia, Cooley's Anemia, Tay-Sachs and 
Genetic Diseases Act." 

The House bill stated a purpose of establishing a national program 
for genetic diseases, including sickle cell anemia, Cooley's anemia and 
Tay-Sa?hs disease. The Senate amendment

1 
in its statement of pur

pose, stipulated that genetic diseases are to mclude but not be limited 
to sickle cell anemia, Cooley's anemia, Tay-Sachs disease, cystic fibro
sis, dysautonomia, hemophilia, retinitis pigmentosa, Huntington's 
chorea, and muscular dystrophy. 

The conference substitute conforms to the Senate amendment. 
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TEsTING AND CouNSELING PROGRAMS AND 
INFORMATION AND EDUCATION PROGRAMS 

The house bill required that testing and counseling programs be 
established and operated primarily in conjunction with other existing 
health programs, including programs established under title X of the 
Public Health Service Act (family planning programs) and under 
title V of the Social Security Act (maternal and child health programs) . 
The Senate amendment contained comparable requirements, except 
that it did not specify programs under title X of the Public Health 
Service Act or under title V of the Social Security Act. 

The conference substitute conforms to the House bill, except that 
only programs assisted under title V of the Social Security Act are 
specified. 

The Senate amendment further provided that a priority in the 
awarding of grants and contracts for genetic disease counseling and 
testing programs was to be given to projects which ari:l recipients of 
awards for sickle cell anemia testing and counseling programs on the 
date of enactment. There was no similar provision in the House bill. 

The conference substitute conforms to the Senate amendment with 
technical amendments. · 

The House bill authorized $20 million for each of fiscal years 1976 
and 1977 to support genetic disease testing and counseling programs 
and information and education programs. The Senate amendment 
authorized $20 million for fiscal year 1976, $25 million for fiscal year 
1977, and $30 million for fiscal year 1978 for such programs; and an 
additional $15 million for each of fiscal years 1976, 1977, and 1978 to 
support sickle cell anemia testing and counseling programs. 

The conference substitute authorizes $30 million for each of fiscal 
years 1976, 1977, and 1978 to support genetic diseases testing and 
counseling programs and information and education programs, and 
provides that the Secretary shall give special consideration in the 
awarding of grants and contracts to sickle cell anemia testing and 
counseling project applications. 

REsEARCH PROJECT GRANTS AND CoNTRAcTs 

Both the House bill and the Senate amendment authorized the 
Secretary to award grants and contracts for research projects with 
respect to genetic diseases. 

Both the House bill and the Senate amendment set forth four pur
poses for which the Secretary could award research grants and con
tracts. They are identical except that as the first purpose the House 
bill provided that projects for basic or applied research leading to the 
understanding, diagnosis, treatment, and control of genetic diseases 
would be eligible for funding. The Senate amendment included 
projects for basic research, including lower organisms, applied research, 
and research training. 

The conference substitute conforms to the House bill. 
The House bill instructed the Secretary to undertake genetic disease 

research under the general authority of section 301 of the Public 
Health Service Act. The Senate amendment provided for a specific 
authority and authorized $80 million for fiscal year 1976, $100 million 
for fiscal year 1977, and $120 million for fiscal year 1978; and ear-
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marked 10 percent of the sums appropriated each year under the 
authority for research projects with respect to Cooley's anemia. The 
Senate amendment further provided for a separate authorization for 
sickle cell anemia research of $15 million for each of fiscal years 1976, 
1977, and 1978. 

The conference substitute conforms to the House bill, except that 
the Secretary is directed, in making grants and entering into contracts 
for research projects, to give priority to applications which are sub
mitted for research on sickle cell anemia or for research on Coolev's 
anemia. ~ 

TITLE V.-VITAMINS AND MINERALS 

The Senate amendment contained provisions not included in the 
House bill relating to regulation of vitamin and mineral products 
under the Federal Food, Drug, and Cosmetic Act (hereinafter referred 
to as 11the Act"). 

Under the Senate amendment, the Secretary of Health, Education 
and Welfare would generally have been prohibited from establishing 
maximum limits on the potency of vitamins or minerals in dietary 
supplements or classifying vitamins or minerals as drugs solely because 
they exceeded the level of potency determined by him to be nutri
tionally rational or useful. In addition, the Secretary would have been 
prohibited from limiting the combination of vitamins, minerals or 
other ingredients in dietary supplements. However, under the Senate 
amendment, the Secretary would have retained full authority to 
limit the potencies and combinations of vitamins, minerals and other 
ingredients in foods in the exercise of his authority under chapter V 
of the Act (relating to drugs) and under provisions of the Act respect
ing unsafe foods which are not generally recognized as safe. 
In addition, the Senate amendment contained provisions rendering 
the amendment's limitations on the authority of the Secretary in
applicable to vitamin and mineral products for use bv children or by 
pregnant or lactating women. • 

The Senate amendment also contained provisions with respect to 
the labeling and advertising of vitamin and mineral products. It 
prohibited a product contaming vitamins or minerals from being 
deemed misbranded solely because its label lists all ingredients of 
such a product. However, the amendment required that the labeling 
of such products could not list ingredients which are not vitamins or 
minerals except as a part of a list of all ingredients of the product 
and unless such ingredients are listed in accordance with applicable 
regulations. Moreover, the Senate amendment prohibited the labeling 
of or advertising for any such product to give prominence to or 
emphasize ingredients which are not vitamins or minerals or are not 
represented as a source of vitamins or minerals. 

In addition, the Senate amendment afforded the Secretary significant 
new authority with respect to the advertising of certam products 
containing vitamins or minerals. (Under existing law, the Federal 
Trade Commission has exclusive authority with respect to the ad
vertising of such products.) Under the Senate amendment, such 
products would be deemed misbranded if their advertising were false 
or misleading in a material respect. However, criminal penalties could 
not be imposed against persons who were in violation of the prohibi
tions against false or misleading advertising unless such a violation 
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was committed with the intent to defraud or mislead. Further, such 
products which are misbranded because their advertising is false or 
misleading in a material respect and are held for sale to the ultimate 
consumer in an establishment not owned bv a manufacturer, packer or 
distributor, could not be seized unless (i) the advertising was dis
seminated in the establishment in which the product was held for 
sale to the ultimate consumer, the advertising was disseminated by or 
under the direction of the owner or operator of such establishment, or 
all or part of the cost of such advertising was paid for by the owner or 
operator, and (2) the owner or operator used the advertising to pro
mote the sale of the product. Finally, the Senate amendment required 
the Secretary to consult with the Federal Trade Commission prior to 
initiating action with respect to such products deemed misbranded 
because of their advertising. 

The Conference substitute conforms to the Senate amendment 
except that: 

(1) It adds two technical amendments (clarifying the intention of 
the Senate amendment) to provide specifically that foods represented 
for use by individuals in the treatment or management of specific 
diseases or disorders and foods represented for use as the sole item of 
a meal or of the diet are excluded from the limitations on the Secre
tary's authority. 

(2) Except in instances in which immediate action is necessary to 
eliminate an imminent hazard to health, it requires the Secretary to 
provide notification to the Federal Trade Commission of his intention 
to initiate an action with respect to false or misleading advertising, 
and it affords the Federal Trade Commission the opportunity to take 
specific enforcement action against false or misleading advertising 
for .a period of up to 90 days before the Secretary may take comparable 
act10n. 

Since the House has taken no action during this Congress \'Vith 
respect to this matter, it is important to provide more legislative 
history concerning these complex new provisions. Thus, presented 
below is a detailed description of the new provisions, as well as state
ments of the intentions of the managers with respect to their 
implementation. 

PRODUCTS SuBJECT TO THE CoNFERENCE SuBSTITUTE 

Under the conference substitute, products subject to its provisions 
are defined as safe human foods for special dietary use which are or 
contain any natural or snythetic vitamin or mineral and which are 
intended for ingestion in tablet or capsule form or in small units of 
liquid measure. In addition, such foods not intended for ingestion in 
tablet, capsule, or liquid form are subject to the provisions of the 
substitute only if they do not simulate conventional foods, if they are 
not represented to be conventional foods, and if they are not repre
sented for use as the sole item of a meal or of the diet. 

The definition of "special dietary use" in the conference substitute 
applies only to the foods to which the substitute is applicable and not 
to other foods, such as foods represented for use by infants or foods 
represented for use as the sole item of a meal or of the diet, that may 
be subject to 403 (j) of the Act. 



26 

Thus, vitamins and minerals in tablet, capsule, or liquid form as well 
as those products which are represented for special dietary use in 
humans and which do not simulate and are not represented as con
ventional foods or substitutes for conventional foods and which are 
not represented for use as the sole item of a meal or of the diet, are 
products subject to the provisions of the substitutes. 

Except with respect to products defined above, the conference 
substitute does not alter existing provisions of the Federal Food, Drug, 
and Cosmetic Act with respect to foods and drugs. 

The Secretary retains his current authority to regulate the nu
tritional formulation and composition of, and potency of vitamins, 
minerals and other ingredients in conventional foods such as milk, 
enriched bread and enriched rice, as well as in products which simulate 
conventional foods such as soybased protein substitutes for meats and 
poultry. The Secretary also retains his current authority to regulate 
the nutritional formulation and composition of, and potency of vita
mins, minerals and other ingredients in foods represented by labeling, 
advertising, or other promotional materials for use as the sole item of 
a meal or of the diet. Because consumers purchase these foods as nu
tritional equivalents of a well-balanced meal or diet, the conferees 
believe it is essential that the consumer of such products can be 
confident that a meal or diet based upon such products is nutritionally 
adequate and balanced and provides for the proper maintenance of 
the user's health for the duration of his use of these products. 

LIMITATIONS oN THE SECRETARY's AuTHORITY 

Under the conference report, three significant restrictions would 
be imposed on the Secretary with regard to the regulation of products 
subject to the conference substitute. First, new section 411 (a) (1) (A) 
of the Act prohibits the Secretary from using his existing autho ity 
under sections 201 (n) or 403 of the Act (relating to misbranding) or 
under section 401 of the Act (relating to standards of identity) to 
impose maximum limits on the potency of safe vitamins and minerals 
contained in products subject to the conference substitute. This 
provision would not restrict the Secretary from prescribing minimum 
potency levels for vitamins or minerals in such products in order to 
prevent the addition of insignificant or useless amounts. 

Second, new section 411 (a) (1)(B) of the Act prohibits the Secretary 
from classifying as a drug a natural or synthetic vitamin or mineral, 
offered by itself or in combination, solely because it exceeds the level 
of potency that the Secretary determines is nutritionally rational or 
useful. 

Third, new section 411 (a)(1) (C) of the Act prohibits the Secretary 
from using his authority with respect to misbranding or establishment 
of standards of identity to limit the combination or number of any 
safe vitamin, mineral or other ingredient of food in products subject 
to the conference substitute. 

ExcEPTIONS TO LIMITATIONS ON THE SECRETARY 

Under the conference substitute (proposed new section 411 (a) (2) 
of the Act), the limitations on the Secretary, described above, do 
not apply with respect to a product otherwise subject to the provisions 
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of the conference substitute where such product is represented for 
use by (1) individuals in the treatment or management. of specific 
diseases or disorders, (2) children, or (3) pregnant or l~ctatmg women. 

The provision with respect to foods mtended for use m the treatme~t 
or management of specific diseases or disorders was a<;Iopted m 
conference in order to make clear that the proposed new sectwn 411 (a) 
of the Act does not override the Secretary's authority under sections 
401, 403, or 201(n) of the Act to limit the potency and combination 
of vitamins, minerals, other ingredients in foods, or fo_od~, :r:epresen~ed 
for use in the dietary treatment or management. of mdividuals ~th 
specific diseases or disorders, or of post-operative or ~onvalescmg 
medical patients. Since each of these foods must be precisely formu
lated to meet the needs of individuals with specific diseases and 
disorders the conferees believe it to be important that the language 
in the c~nference substitute clearly preserve the authority of the 
Secretary to regulate as foods the nutritional formulation, comp<;>si
tion, and potency of each product represented for s~ch uses. InclusiOn 
of this language is not, however, intended to permit the Secretary to 
limit (under sections 401, 403, or 201 (n) of the Act) t~e potency or 
combination of a safe vitamin, mineral, food ingredient, or food 
represented in its labeling and advertising to be solely for ~s~ by 
adults other than pregnant or lactating women, as a nutntwnal 
supple~ent to general human dietary intake. . . 

Dietary management with these products Is not on_ly of ma~or 
clinical value to the individual, but can be lifesaving m many m
stances. In the case of a number of inborn abnormalities of metabolism, 
such as phenylketonuria and maple syrup urine disease, ~hese foo.ds 
provide the only means for prevention of mental re~ardatwn, ~artiC
ularly in infants and young children, or for the partial. restoratiOn of 
mental capacity in older children. Special for~ula fe~du:g~ are essen
tial to long-term maintenance of severely debilitated ~nd~v~duals. L?w 
sodium foods are u~eful in dietary manageme~t of mdividuals ~~h 
severe forms of hypertension, acute heart failure, acute nephr:tis, 
toxemias of pregnancy and similar disorders when the ~egree of so<;Imm 
restriction must be greater than that achievable With conventiOnal 
foods. Chemically defined formula diets are extremely useful for nu
tritional management of patients prior to and subsequent to gastro
intestinal surgery. 

The Senate amendment included, in proposed new section 411 (a) (2) 
of the Act, a specific reference to the Secretary's authority to act by 
regulation. This reference was deleted by the conferees as unnecessary. 
It is not intended that the omission of this reference should be under
stood as in any way restricting the Food and Drug Administ~ation's 
present authority to adopt regulations defining and enforCI~g ~he 
provisions of the Act. The Secretary in recent years has r~hed In

creasingly on administrative rulemaking to enforce the requ~r~me!lts 
of the law. Rulemaking affords opportunity for broader participat.wn 
in the formulation of agency policy, promotes clarity of legal reqmre
ments, and assures equitable application of the law, while at the same 
time it reduces the cost to the taxpayer of case-by-case enforcement. 
The Secretary's legal authority, under section 701 (a) of the Act, to 
adopt binding regulations has been recognized by the Supreme Court. 
Weinberger v. Hynson, Westcott and Dunning, Inc., 412 U.S. 6~9 
(1973); AjJbott Laboratories v. Gardner, 387 U.S. 136 (1967). This 
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authority has recently been upheld by the United States Court of 
Appeals for the Second Circuit. National Nutritional Foods A~sn. v. 
Weinberger, 512 F. 2d 688 (C.A. 2, 1975). 

For the purposes of the conference substitute, the term "children" 
is defined to mean individuals under the age of 12 years. The conferees 
are also concerned that attention should be given to those vitamin and 
mineral preparations that are not intended for use by infants, children 
or pregnant or lactating women, but may be taken by or administered 
to them inadvertently. Just as the fetus may be affected by excessive 
doses of some food supplements, excessive doses of vitamins and 
minerals taken by children during the period of rapid growth and 
maturation can interfere with their normal development. Because of 
such possibilities of unrecognized or unanticipated harm, it is in
tended that the Secretary retain full authority to promulgate regu
lations designed to assure that unsuitable or inappropriate vitamin 
and mineral preparations are not inadvertently administered to 
individuals in these vulnerable groups. 

Except as specifically provided, the conference substitute does not 
alter the drug or food provisions of the Federal Food, Drug, and 
Cosmetic Act. If a product containing vitamins, minerals or other 
ingredients is a drug within the meaning of section 201 (g) of the Act, 
the Secretary may, with respect to such product, exercise his authority 
under Chapter V of the Act. For example, the Secretary may bring an 
action for misbranding of a product which purports to be or is repre
sented as a drug (within the meaning of section 201 (g) of the Act) 
if its labeling fails to bear adequate directions for its purported use or 
for the use for which it is represented (within the meaning of section 
502 (f)(l) of the Act). See V. E. Irons, Inc. v. United States, 244 F. 
2d 34 (C.A. 1, 1957); Alberty Food Products v. United States, 194 F. 
2d 463 (C.A. 9, 1952); United States v. Vitasaje Go., 345 F. 2d 864 
(C.A. 3, 1965); United States v. Article of Drug . .. B-Oomplex Oholinos 
Capsules, 362 F. 2d 923 (C.A. 3, 1966). 

The Secretary also has the authority to regulate the composition 
and potency of a product subject to the provisions of the conference 
substitute on the basis of safety. If a high potency preparation of a 
vitamin or mineral is a drug as defined by section 201 (g) of the Act 
and the Secretary determines that within the meaning of section 503 
(b) of the Act it is not safe for use except under the supervision of a 
physician, such a high potency preparation is subject to regulation 
as a prescription drug under the Act. . 

Similarly if any vitamin, mineral or other food ingredient is not 
generally r~cognized as safe by qualified experts and meets the other 
criteria of the definition of a "food additive" under section 201 (s) of 
the Act it would be subject to regulation under section 409 of the 
Act. If 'such a vitamin, mineral or other ingredient is intentionally 
added to a food, such food is adulterated (within the meaning of 
section 402 (a) (2) (C) of the Act) unless its use is in conformity with 
a regulation issued by the Secretary which prescribes the conditions 
under which it may be safely used or exempts it for investigational 
use by qualified experts. It is on precisely this basis that the Secretary 
has, by regulation, restricted the potency of the vitamin folic acid 
that may be added to a food. 

29 

PROVISIONS WITH RESPECT TO LABELING AND ADVERTISING 

Under the conference substitute, the Secretary retains the authority 
to initiate enforcement actions against a product to which the con
ference substitute is applicable if its labeling is false or misleading in 
any particular. In addition, the conference substitute contains special 
provisions respecting the labeling and advertising of these products. 

The conference substitute provides that a food to which the con
ference substitute is applicable shall not be deemed misbranded under 
section 403 of the Act solely because its label bears a listing of all of 
the ingredients in the food, or solely because its advertising contains 
references to ingredients in the food that are not vitamins or minerals. 
Thus, for example, if a tablet or capsule of vitamin C contains rutin, 
a substance that the Secretary has concluded has no dietary usefulness, 
the list of ingredients as well as the advertising for the product may 
refer to rutin without causing the food to be deemed misbranded. 
However, because of the conferees' concern that consumers not be 
misled into a belief that such substances have nutritional value, the 
conference substitute provides that the labeling so such a product may 
not list ingredients that are not vitamins or minerals except as a part 
of a list of all the ingredients of the food, in accordance with applicable 
regulations promulgated by the Secretary pursuant to section 403 of 
the Act. The Secretary is directed that in circumstances where 
compliance with this provision is impracticable or results in deception 
or unfair competition, exceptions shall be established by regulation. 
Further, the conference substitute provides that the labeling or 
advertising of a food to which the conference substitute is applicable 
may not give prominence to or emphasize ingredients which are not 
vitamins or minerals or are not represented as a source of vitamins 
or minerals. 

The conference substitute also provides the Secretary new authority 
over the advertising of foods subject to the conference substitute. 
Seizure and injunction actions are authorized in instances in which the 
advertising of a food to which the conference substitute is applicable 
is false or misleading in a material respect. However, in order to 
protect an innocent retailer from seizures based upon deceptive 
advertising claims made by a manufacturer, the conference substitute 
provides that libel for condemnation may not be instituted against 
such products which are misbranded because of their advertising 
unless (1) the advertising was disseminated in the establishment in 
which the product was held for sale to the ultimate consumer, the 
advertising was disseminated by or under the direction of the owner 
or operator of such establishment, or all or part of the cost of such 
advertising was paid for by the owner or operator, and (2) the owner 
or operator used the advertising in the establishment to promote the 
sale of the food. 

The conference substitute would also add a new section 707 to the 
Federal Food, Drug, and Cosmetic Act which would require that the 
Federal Trade Commission be afforded the opportunity to take certain 
specific enforcement actions under the Federal Trade Commission Act 
for a period of up to 90 days before the Secretary could initiate an 
enforcement action under Chapter III of the Act with respect to the 
advertising of a product subject to the provisions of the conference 
substitute. It would prohibit the Secretary, except under limited 
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circ~mstances, from initiating such an enforcement action before, 
dunng, or after the expiration of the 90 day period, if the Federal 
Trade Commission takes action in accordance with the conference 
substitute. 

These provisions are intended to provide the Secretary with authority 
to pro~e.ct the public from consumer fraud perpetrated by the false 
adve~tismg of these prod"!lcts. They are intended to serve as a partial 
sl!~Stitute for the authonty denied to the Secretary under other pro
VISions of the conference substitute. 

Proposed new section 707 of the Act would require the Secretary 
to notify the Federal Trade Commission before he initiates any action, 
UJ?-der Chapter III of the Federal Food, Drug, and Cosmetic Act, 
with respect to any food which the Secretary determines is misbranded 
pnder proposed new section 403 (a) (2) of the Act because of its advertis
mg or a food's advertising which the Secretary determines causes the 
food to be .so misbranded. The notice by the Secretary must contain 
(1) a descnption of the Secretary's proposed action, (2) a description 
of the advertising which the Secretary has determined causes the food 
to be misbranded under section 403 (a) (2) of the Act, and (3) a state
~ent of the reasons for the Secretary's determination that the advertis
mg has caused the food to be so misbranded. In addition, the notice 
from the Secretary must be accompanied by records, documents, and 
other written materials which the Secretary determines support his 
determination that the food is so misbranded because of its advertising. 

If, within a 30 day period beginning on the date of receipt of the 
notice and accompanying written materials from the Secretary, the 
Federal Trade Commission notifies the Secretary in writing that-

(1) it has initiated an investigation of the advertising (referred 
tom the Secretary's notice) to determine if it is prohibited by the 
Federal Trade Commission Act or a rule or order promulgated 
thereunder; 

(2) it has commenced or intends to commence a civil action in 
the courts under section 5, 13, or 19 of such Act with respect to 
such advertising or the Attorney General has commenced or 
intends to commence a civil action under section 5 of such Act 
with respect to such advertising; 

(3) it has issued and served or intends to issue and serve a 
complaint under section 5(b) of such Act with respect to such 
advertising; or 

(~) it had made certification to the Attorney General under 
sectiOn 16(b) of such Act with respect to such advertising, 

the Secretary is prohibited from initiating his proposed action for an 
additional period of time, which is not to exceed 60 days. If the 
Commission notifies the Secretary that neither the Attorney General 
nor the Commission intends to take any of these actions or fails to 
respond to the Secretary in writing within the 30 day period, the 
Secretary may initiate__his proposed action. 

If, before the expiration of the 60 day period beginning on the date 
the Secretary receives the notice from the Commission that the 
Attorney General or the Commission intends to take one of the 
actions described above, the Commission or the Attorney General has 
not commenced a civil action, the Commission has not issued and 
served a complaint or made certification to the Attorney General 
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which has caused appropriate criminal proceedings to be brought 
against the advertising, the Secretary may act under Chapter III of 
the Federal Food, Drug, and Cosmetic Act. 

The Commission is required to notify the Secretary promptly of the 
commencement of a civil action, the issuance and service of a com
plaint, or the causing by the Attorney General of criminal proceedings 
to be brought against the advertising described in the Secretary's 
notice. 

The conferees intend that the Commission or the Attorney General, 
where practical, take appropriate regulatory action under the Federal 
Trade Commission Act pursuant to a notice from the Secretary. The 
conferees believe that the period of 90 days provided in the converence 
substitute is sufficient time within which to take such action. However, 
in instances in which the Secretary determines that, although action 
has not been taken by the Commission or the Attorney General within 
the 90 day period, such action is imminent, he may defer taking his 
proposed action to permit the Commission or the Attorney General to 
take action. 

Under the conference substitute the notification and other pro
cedural requirements in subsections (a) and (b) of proposed new 
section 707 of the Act do not apply with respect to any action under 
Chapter III of the Act with respect to any food or food advertising 
to which the conference substitute is otherwise applicable, if the 
Secretary determines that such action is required to eliminate an 
imminent hazard to health. Under these circumstances the Secretary 
would neither be required to provide formal notification to the Com
mission nor delay his proposed enforcement action. However, under 
the conference substitute, if the Secretary takes any action under 
Chapter III of the Act with respect to a food because of its advertising 
or with respect to a food's advertising under proposed section 403 
(a)(2) of the Act, proposed section 707(d) of the Act requires the 
Secretary to coordinate the action with any action of the Federal Trade 
Commission with respect to the advertising of such food. 

The conferees recognize that for many years the Food and Drug 
Administration ahd the Federal Trade Commission have operated in 
overlapping areas of jurisdiction in the regulation of false claims and 
that both agencies have been functioning under written memoranda of 
understanding concerning jurisdiction and liaison since 1954. The 
conferees expect both agencies to continue to coordinate their regula
tory actions in a manner to avoid unnecessary duplication and waste. 
The conferees also emphasize that the conference substitute is not 
intended to modify the primary role of the Federal Trade Commission 
in exercising its regulatory authority over the false or misleading 
advertising of food products. 

Although the substitute gives the Secretary substantial new author
ity with respect to the advertising of vitamin and mineral products, 
the conferees intend that the Secretary use his authority under existing 
section 306 of the Federal Food, Drug, and Cosmetic Act which pro
vides for written notice or warning in lieu of judicial action where the 
Secretary believes that such notification or warning adequately pro
tects the public interest. 
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TITLE VI-ARTHRITIS ACT AMENDMENT 

. The ~enate amendment contained a title, not included in the House 
bill, which amended the National Arthritis Act (Public Law 93-640) 
The Senate amendment (1) made it clear that arthritis and related 
musculoskeletal diseases are to be collectively referred to as arthritis 
for the purposes of the Act; (2) added a statement of purroses of 
the Act; (3) corrected the reference to the Chief Medica Direc
tor of the Veterans Administration as an ex-officio member of the 
N a tiona~ <:?ommission on Arthritis; (4) lowered the authorization of 
a~propnatwns under that Act for the Arthritis Commission from $2 
mdhon to $1.5 million; (5) revised the authorizations of appropriations 
und~r the Publ~c Health Service Act for arthritis screening, de
tectw!l•. preven~IOn, and refer:r:ai demonstration projects and the 
Arthnt1s Screenmg and Detectwn Data Bank from $2 million for 
fiscal year 1975, $3 million for fiscal year 1976 and $4 million for 
fiscal year 1977 to $1.5 million for fiscal year 1975, $4 million for 
fisc~l year 1976, and $4 million for fiscal year 1977; and (6) amended 
sectiOn 439 of the Public Health Service Act to provide that the 
~ecretary may assist in the development, modernization, and opera
twn of new and existing comprehensive arthritis centers and to revise 
the authorizations from $11 million for fiscal year 1975, $13 million for 
fiscal year 1976, and $15 million for fiscal year 1977 to $5 million for 
fiscal year 1975, $13 million for fiscal year 1976, and $21 million 
for fiscal year 1977. 

The conference substitute conforms to the Senate amendment, 
except that it would authorize under the Public Health Service Act 
$11 million for fiscal year 1975, $8 million for fiscal year 1976 and 
$20 million for fiscal year 1977 for the development, modernization and 
operation of new and existing comprehensive arthritis centers, and 
would not change existing law with respect to authorizations for 
demonstration projects and the Arthritis Screening and Detection 
Data Bank. 

TITLE VII-DIABETES PLAN 

The Senate amendment contained a title, not included in the 
House bill, which extended the expiration date of the National 
Diabetes Commission (established under Public Law 93-354) to 
September 30, 1976. 

The conference substitute conforms to the Senate amdnement. 

TITLE VIII-HEALTH SERVICES 

The Senate amendment contained a title, not included in the House 
bill, which amended sections 319 (migrant health centers) and 330 
(community health centers) of the Public Health Service Act to add 
ambulatory surgical services as a supplemental health service which 
could be offered by such centers. 

The conference substitute conforms to the Senate amendment. 

TITLE IX-INDIAN HEALTH SERVICE 

The Senate amendment contained a title, not included in the 
House bill, which amended section 225 of· the Public Health Service 
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Act to permit the Indian Health Service to utilize non-profit recruit'
ment agencies to assist in obtaining personnel for the Public Health 
Service. 

The conference substitute conforms to the Senate amendment. 

TITLE X-APPOINTMENT OF ADVISORY COMMITTEES 

The Senate amendment contained a title, not included in the 
House bill, which prohibited consideration of political affiliation in 
making appointments to advisory committees established to assist 
the Secretary in implementing the Public Health Service Act, the 
Mental Retardation Facilities and Community Mental Health Centers 
Construction Act of 1963, and the Alcohol Abuse and Alcoholism 
Prevention, Treatment, and Rehabilitation Act of 1970. 

The conference substitute conforms to the Senate amendment. 

TITLE XI-MISCELLANEOUS PROVISIONS SOLDIERS' AND 

SAILORS' CIVIL RELIEF ACT 

The Senate amendment contained a provision, not included in the 
House bill, which equated active service of commissioned officers of 
the Public Health Service with active military service in the Armed 
Forces for the purposes of all rights, privileges, immunities, and 
benefits provided under the Soldiers' and Sailors' Civil Relief Act 
of 1940. 

The conference substitute conforms to the Senate amendment. 

VISITING SCIENTIST A WARDS 

The Senate amendment contained provisions, not included in the 
House bill, which (1) authorized the Secretary to ~ant stipends, in 
amounts not to exceed $25,000 per annum, to visitmg scientists who 
enter into agreements with the Secretary to assist minority schools in 
developing programs in biomedical sciences, and (2) authorized the 
Secretary to make grants to minority schools to initiate the develop
ment of undergraduate programs relating to biomedical sciences. 

The conference substitute authorizes the Secretary to make awards 
(referred to as "Visiting Scientist Awards") to outstanding scientists 
who agree to serve as visiting scientists at institutions of post-second
ary education which have significant enrollments of disadvantaged 
students. The amount of each such award shall include such sum as is 
commensurate with the salary or remuneration which the individual 
had received from the institution with which he has, or had, a perma
nent or immediately prior affiliation. 

HEALTH PROFESSIONS STUDENT ASSISTANCE 

The Senate amendment contained provisions, not included in the 
House bill, which extended the authorizations of appropriations for 
physician shortage area scholarships at $3.5 million for fiscal year 1975 
and $2 million for fiscal year 1976, and for health professions student 
loans at $60 million for fiscal year 1976. 

The conference substitute conforms to the Senate amendment. 
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HEALTH RESEARCH AND HEALTH SERVICES 
AMENDMENTS OF 1976 

APRIL 8, 1976.-0rdered to be.printed 

Mr. KENNEDY, from the committee of conference, 
submitted the following 

CONFERENCE REPORT 
[To accompany H.R. 7988] 

The committee of conference on the disagreeing votes of the two 
Houses on the amendment of the Senate to the biJI (H.R. 7988) to 
amend the Public Health Service Act to revise and extend the program 
under the National Heart and Lung Institute, to revise and extend 
the program of National Research Service Awards, and to establish a 
national program with respect to genetic diseases; and to require a 
study and report on the release of research information, having met, 
after full and free conference, have agreed to recommend and do 
recommend to their respective Houses as follows: 

That the House recede from its disagreement to the amendment of 
the Senate and agree to the same with an amendment as foJlows: 

In lieu of the matter proposed to be inserted by the Senate amend
ment insert the following: 

SEcTION 1. (a) This Act may be cited as the "Health Research and 
Health Services Amendments of 1976". 

(b) Whenever in this Act (other than in titles III, V, VI, VII, and XI) 
an amendment or repeal is expressed in terms of an amendment to, or 
repeal of, a section or other provision, the reference shaU be considered 
to be made to a section or other provision of the Public Health Service Act. 

TITLE I-REVISION OF NATIONAL HEART AND LUNG 
INSTITUTE PROGRAMS 

SEc. 101. (a) Oongressfinds and declares that-
(1) diseases of the heart, blood, and blood vessels collectively cause 

more than half of all the deaths each year in the United States and the 
.combined effect of the disabilities and deaths from such diseases is 
having a major social and economic impact on the Nation; 
57-010 0 
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(2) elimination of heart and blood vessel diseases as significant 
causes of disability and death could increase the average American's 

·life expectancy by about eleven years and could provide for annual 
savings to the economy in lost wages, productivity, and cost of medical 
care of more than $40,000,000,000 per year; · 

(3) chranic lung diseases have been gaining steadily in recent 
years as important causes of disability and death, with emphysema 
being among the fastest rising causes of death in the United States; 

(4) chronic respiratory diseases affect an estimated ten million 
Americans, emphysema an estimated one million, chronic bronchitis 
an estimated four million, and asthma an estimated five million; 

(5) throm6osis (the formation of blood clots in the ves.<Jels) may 
cause, directly or in combination with other problems, many deaths 
and disabilities from heart disease and stroke which can now be 
prevented; . 

(6) blood and blood products are essential human resources whose 
value in saving life and promoting health cannot be assessed in terms 
of dollars; _ 

(7) the provision of prompt and effective emergency medical 
services utilizing to the fullest extent possible advances in transporta
tion and communications and other electronic systems and specially 
trained professional and paraprofessional health care personnel can 
reduce substantially the number of fatalities and severe disabilities 
due to critical illnesses in connection with heart, blood vessel, lung, 
and blood diseases; 

(8) blood diseases, including nutritional anemia, anemia due to 
inherited abnormalities (such as sickle cell ar.emia and Cooley's 
anemia (thalassemia), anemias resulting from failure of the bone 
marrow, hemorrhagic defects (a common cause of death in patients 
with leukemia and other malignancies, and of disability from inherited 
diseases such as hemophilia)), and malignancies-of the lymph nodes 
and bone marrow, such as leukemia, have a devastating impact in 
spite of recent advances, and constitute an important category of 
illness that requires major attention; and 

(9) the greatest potential for advancement against heart, blood 
vessel, lung, and blood diseases lies in the National Heart, Lung, 
and Blood Institute, but advancement against such diseases depends 
not only on the research programs of that Institute but also on the 
research programs of other research institutes of the National 
Institutes of Health. 

(b) It is the purpose of this title to enlarge the authority of the National 
Heart, Lung, and Blood Institute in order to advance the national attack 
upon heart, blood vessel, lung, and blood diseases and to enlarge its 
authority with respect to blood resources. 

SEc. 102. Sections 411, 418(a)(6), and 419A(c) are each amended by 
striking out "National Heart and Lung Institute" and inserting in lieu 
thereof "National Heart, Lung, and Blood Institute". 

SEc. 103. (a) Section 412 is amended-
(1) by inserting "and with respect to the use of blood and blood 

products and the management of blood resources" after "diseases" in 
the matter preceding paragraph (1 ) ; 

(2) by inserting "and to the use of blood and blood products and 
the management of blood resources" before the semicolon at the end 
of paragraph (1 ) ; · 
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(3) by inserting "and to the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(4); 

(4) by inserting "and on the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(5); -

(5) by striking out "heart diseases" in paragraph (6) and inserting 
in lieu thereof "heart, blood vessel, lung, and blood diseases and the 
management of blood resources"; 

(6) by inserting "and to the use of blood and blood products and 
the management of blood resources" after "diseases" in paragraph 
(7); and 

(7) by inserting at the end of the section heading "AND IN THE 
MANAGEMENT OF BLOOD RESOURCES". 

(b) Section 412 is amended by striking out "National Heart and Lung 
Adviso.ty Council" and inserting in lieu thereof "National Heart, Lung, 
amd Blood Advisory Council''. . 

SEc. 104. (a) Section 413(a) is amended-
(1) by striking out "Disease" in the first sentence and inserting 

in lieu thereof "Diseases and Blood Resources"; and · 
(2) by inserting "and blood resources" after "diseases" in such 

sentence and in paragraph (7). 
(b) Section 413(b) is amended-

(1) by striking out "calendar" each place it occurs in paragraph 
(2) and inserting in lieu thereof "fiscal"; and 

(2) by adding at the end of such paragraph the following: "Each 
such plan shall contain (A) an estimate of the number and type of 
personnel which will be required by the Institute to carry out the 
Program during the five years with respect to which the plan is sub
mitted, and (B) recommendations for appropriations to carry out the 
program during such five years". 

(c) Section 413(c) (1) is amended by striking out ''fifty" and inserting 
in lieu thereof "one hundred". 

(d) Section 413(c) (2) is amended-
(1) by striking out "operate" and inserting in lieu thereof "operate, 

alter, renovate"; and 
(2) by inserting "and blood resource" after "disease". 

(e) Section 413(d) is amended-
(1) by striking out "Assistant Director for Health Information 

Programs" each place it occurs and inserting in lieu thereof "Assist
ant Director for Prevention Education, and Control"; 

(2) by striking out "and pulmonary" in the second sentence and 
inserting in lieu thereof ", blood, and pulmonary" and by inserting 
"and blood"after "pulmonary" in the third sentence; and 

(3) by inserting "and blood resources" after "diseases" in the 
second sentence. 

(f) The section heading of section 413 is amended by striking out 
"DISEASE" and inserting in lieu thereOJ "DISEASES AND BLOOD RE
SOURCES". 

SEc. 105. Section 414(b) is amended (1) by striking out "and" after 
"1974,", and (2) by inserting before the period a comma and the following: 
"$10,000,000 for fiscal year 1976, and $30,000,000 for fiscal year 1977". 
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SEc. 106. (a) (1) Subsection (a) (1) (A) of section 415 is amended by
(A) str~k~ng out .','fifteen" and inserting in lieu thereof "ten", and 

. (~) stnhng out , blood vessel, and blood diseases" and 'inserting 
~n lwu thereof "diseases". 

(~) Subsection (a) (1) (B) of such section is amended by striking out 
''fifteen" and ~nserting in lieu thereof "ten". 

(3) Subsectwn (a) (1) of such section is amended-
(A) by stri~i!l'g out "and" at the end of subparagraph (A), 
(B) by stnhng out the period at the end of subparagraph (B) 

and inserti!l'g in _lieu thereof "; and", and 
(C) by ~nsert~ng after subparagraph (B) the following new sub

paragraph: 
. " (C) ten new cent~rs for basic and clinical research into, training 
ln, and demonstratw!l' of, . advanced diagnostic, prevention, and 
treat!ftent m_ethods ( ~nclud~ng methods of providing emergency 
medwal servwes) for blood, blood vessel diseases research in the use 
of blood products, and research in the management of blood re
sources.''. 

(b) Section 415 (a) is further amended-
(1) by inserting "and for research in the use of blood and blood 

J?roducts and in the management of blood resources·" after "diseases" 
tn paragraph (1) (A); · 

(£) by stri~i!l'g out "~hronic" in paragraph (1) (B); 
. (3) _by ~tn~~ng out paragraph (J)(A)" in paragraph (2) and 
~nsertmg ~!I' heu. ther;,eof "paragraph (1) "; 

(4) by msert~ng , pulmonary, and blood" before "diseases" in 
paragraph (2) ;· 

(5)_ by s~riki!l'g ?Ut "cardiovascular disease" in paragraph (2) (A) 
a1fd msert~ng ~n lteu thereof "cardiovascular, pulmonary, and blood 
dueases"; and 

(6) by striking out "such disease" in subparagraphs (B), (0), 
affd (D) of paragraph (2) and inserting in lieu thereof "such 
dweases". 

(c) Section 415 (b) is amended-
(1) by inserting "the management of blood resources and" before 

"advanced"; and 
(2) by amending the first sentence after paragraph (4) to read as 

follow~: ''The aggregate of payments (other than payments for con
structwn) made to any center under such an agreement for its costs 
(other than indirect costs) described in the first sentence may not 
exceed $5,qoo,ooo in any year, except that the aggregate of such 
payments ~n any year may exceed such amount to the extent that the 
excess amount is attributable to increases in such year in appropriate 
costs as reflected in the Consumer Price Index published by the 
Bureau of Labor Statistics.". 

(d) The section heading of section 415 is amended by inserting '1AND 
BLOOD RESOURCES" after "DISEASES". 

SEc. 107. (a) Se~tion 417(a)(1) is amended by striking out "Director 
of the Office of Scwnce and Technology" and inserting in lie·u thereof 
"Director of the National Science Foundation". 

(b) Section 417 is amended by striking out "National Heart and Lung 
4dvt_sor1f Council" in subsection (a) and in subsection (b) (3) and insert
tng ~n heu thereof "National Heart, Lung, and Blood Advisory Council". 
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(c) The section he~ding of section 417 is amended by striking out 
"AND LUNG" and inserting in lieu thereof", LUNG, AND BLOOD". 

SEc. 108. Section 418 is amended-
(1) by inserting "and to the use of blood and blood products and 

the management of blood resources" after "diseases" in paragraphs 
(1), (2), (3), and (4) of subsection (a); 

(2) by redesignating paragraphs (4), (5), and (6) of subsection (a) 
as paragraphs (5), (6), and (7), respectively, and by adding after para
graph (3) the following new paragraph: 

"(4) recommend to the Secretary (A) areas of research in heart 
blood vessels, lung, and blood diseases and in the use of blood and 
bloo~ products and the management of blood resources which it de
term~nes should be supported by the awarding of contracts in order to 
best carry out the purposes of this part, and (B) the percentage of the 
budget of the Institute which should be expendedjor such contracts·"· 

d ' ' an 
(3)(A) by amending paragraph (2) of subsection (b) to read as 

follows: 
"(2). The Council shall submit a report to the Secretary for simultaneous 

transmtttal, not later than November 30 of each year, to the President and 
to tl_l,e Co!"gr~ss on t~e progress of the Program toward the accomplishment 
of tts obJectwes dur~ng the preceding fiscal year.''. 

(B) For purposes of section 418(b)(2) of the Public Health 
Servwe Act (as amende~ by subparagraph (A)), the period beginning 
July 1, 1975, and endmg September 30, 1976, shall be considered 
a fiscal year. 

(C) The amendment made by subparagraph (A) shall take effect 
as of January 1, 1976. 

SEc. 109. Section 419A is amended-
(1) by inserting "and projects with respect to the use of blood and 

blood products and the management of blood resources" after "train
ing projects" in subsection (a); 
· (2) by inserting "and into the use of blood and blood products and 
the management of blood resources" after "diseases" in subsection 
(b); 

(3) by inserting "and for research and training in the use of blood 
and blood products and the management of blood resources" after 
"diseases" in subsection (c); 

(4) by striking out "in amounts not to exceed $35,000" in para
g~aph (1) of subsection (c) and inserting in lieu thereof "if the 
dtrect costs of such research and training do not exceed $35 000 
but only"; and ' ' 

(5) bv striking out "in amounts exceeding $35,000" in paragraph 
(2) of subsection (c) and inserting in lieu thereof "ij the direct costs 
of such research and training exceed $35,000, but only". 

SEc. 110. Section 419B is amended-
(1) ?Y striking out "and" after "197 4," and by inserting before 

~~e perwd at the end of the first sentence a comma and the following: 
$339,000,000 for fiscal year 1976, and $373,000,000 for fiscal year 

1977"; and 
(2) by striking out ·"diseases of the blood" and inserting in lieu 

thereof "blood diseases and blood resources". 
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SEo. 111. (a) Section 301 is amended by striking out "heart diseases" 
in paragraphs (c) and (h) and inserting in lieu thereof "heart, blood 
vessel, lung, and blood diseases and blood resources". 

(b) Section 301 is amended by striking out "National Heart and Lung 
Advisory Council" in paragraphs (c) and (h) and inserting in lieu 
thereof "National Heart, Lung, and Blood Advisory Council". 

SEo.112. The title of Part B of title IV is amended to read as follows: 

"PART B-NATIONAL HEART, LuNa, AND BLOOD INSTITUTE". 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

SEo. 201. (a) (1) Subsection (a) (1) (A) (i) of section 472 is amended 
(A) by striking out "in matters" and inserting in lieu thereof "or under 
programs administered by the Division of Nursing of the Health Resources 
Administration, in matters", and (ii) by inserting before "are directed" 
the following: "or Division of Nursing". 

(~) Subsections (a) (1)(A)(iii) and (a) (1) (B) of such section are each 
amended by striking out "non-Federal". 

(b) Subsection (c) (1) (A) (i) of such section is amended by striking out 
"health research or teaching" and inserting in lieu thereof "health research 
or teaching or any combination thereof which is in accordance with usual 
patterns of academic employment". 

(c) Subsection (c) (2) (A) of such section is amended by striking out 
"health research or teaching" and inPerting in lieu thereof "health re-
3earch or teaching or any combination thereof which is in accordance with 
the usual patterns of academic employment". 

( rl) The first sentence of subsection (d) of such section is amended by 
inserting a comma before the period and the following: "$165,000,000 for 
fiscal year 1976, and ·$185,000,000for fiscal year 1977". 

SEo. 202. (a) Subsection (a) (1) (A)(i) of section 472 is amended by 
striking out "the disease or (diseaset") or other health problems to which 
the activities of the Institutes and Administration are directed" and insert-
ing in lieu thereof "diseases or ~ther heal~h problems". . . " 

(b) Subsection (b) (2) of ,Qectwn 472 ts amended by stnktng out to 
the entities of the National Institutes of Health and the Alcohol, Drug 
Abuse, and Mental Health Administration" and inserting in lieu thereof 
''within the Department of Health, Education, and Welfare". 

SEc. 203. (a) (1) Subparagraph (A) of the first paragraph (j.) of sub-
3ection (c) of section 472 is amended by striking out "and the tnterest on 
such amount" down through and including "was made". 

(2) The last sentence of subparagraph (B) of such paragraph is 
amended by striking out "at the same rate as that fixed by the Secretary of 
the Treasury under subparagraph (A) to determine the amount due the 
United States" and inserting in lieu thereof "at a rate fixed by the Secre
tary of the Treasury after taking into consideration private consu.mer 
rates of interest prevailing on the date the United States becomes entttled 
to such amount''. 

(b) The amendments made by subsection (a) shall apply with respect 
to National Research Awards under section 472 which are made from 
appropriations for fiscal years ending on or after June 30, 1975. 

SEc. 204. Section 473(b) is amended by adding after paragraph (2) 
the following new paragraph: 
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"(3) The National Ac~my of Scien~es or other group or association 
conducting the study requtred by subsectwn (a) shall C?nduct such study 
in consultation with the Director of the National Instttutes of Health.". 

SEc. 205. Subsection (c) of section 473 is amended by striking out 
"March 31" and inserting in lieu thereof "September 30". 

TITLE Ill-DISCLOSURE OF RESEARCH INFORMATION 

SEc. 301. (a) (1) The President's Biomedical Research Panel (estab
lished by section 201 (a) of the National Cancer Act Amendments of 1~7 4 
(Public Law 93-352)) a~d the. National Com:nission for the Prote~twn 
of Human Subjects of Bwmedwal and Behavwral. Research (establtshed 
by section 201 of the National Research Act (?ub~tc f:aw 93-34~)) shall 
each conduct an investigation and study of the tmpltcatwn of the dtsclosure 
to the public of information contained in research protocols, research 
hypotheses, and research desi[!nS obta:ined by the ~ecretary of Health, 
Education and Welfare (heremafter tn the subsectwn referred to a~ the 
"Secretary") in connection with an application or pr~posal submttted, 
during the period beginning January 1, 197 5, and endmg December 3~, 
1975 to the Secretary for a grant, fellowship, or contract under the Publtc 
Health Service Act. In making such investigation and study the Panel 
and the Commission shall each determine the following: . 

(A) The number of requests made to the Secretary for the dwclosure 
of information contained in such research protocols, hypotheses, and 
designs and the interests represented by the persons for whom such 
requests were made. · 

(B) The purposes for which information disclosed by the Secretary 
pursuant to such requests was used. 

(C) The effect of the disclosure of such information on- . 
(i) proprietary interests i71: the rese.arch proto~ol, hypothests, 

or design from which such tnformatwn was dtsclosed and on 
patent rights; . . . 

( ii) the ability of peer review systems to tnsure htgh qual tty 
federally funded research; and · . . . 

(iii) the (I) protection of the publtc agatns? research whtch 
presents an unreasonable risk to human subJects of such re
search and (ll) the adequacy of informed consent procedu~es. 

(2) (A) Not later than May 31, 1976, the Panel shall complete the ~nves
tigation and study required to be made by the Panel by paragraph (1), and, 
not later than June 30, 1976, the Panel shall submit to the O~mmittee on 
Interstate and Foreign Commerce of the House of Representatwes and the 
Committee on Labor and Public Welfare of the. Senate a report on s.uch 
investigation and study. The report shall ~ontatn such recommendatwns 
for legislation as the Panel deems appropnate. 

(B) Not later than November 30, 1976, the Commission shall.ccrr!l-plete 
the investigation and study required to be made by the Commtsst?n .by 
paragraph (1), and, not later than December 31, 19!6, the Commtsswn 
shall submit to the Committee on Interstate and Foretgn Comm~rce of the 
House of Representatives and the Committee on Labor and Publtc Welfare 
of the Senate a report on ~ch investig_atior: and study. The. report shall 
contain such rscommendatwns for leg1slahon as the Comm~sswn deems 
appropriate. . 

(b) Section 211 (b) of the National Research A~t (Pu.bltc .Lav: 93-348) 
is amended by striking out "July 1, 1976" and mserttng ~n luu thereof 
"January 1. 1977". 
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TITLE IV-GENETIC DISEASES 

SEc. 401. This title may be cited as the "National Sickle Cell Anemia 
Gooley's Anemia, Tay-Sachs, and Genetic Diseases Act". ' 
. fJEc. 4q2 .. In order to preserve and protect the health and welfare of all 

c~ttz~ns, tt ~s tlfe purpose .of this title to establish a national program to 
J!rovide for. baste a'fl;d apphed resea~ch, research training, testing, counsel
'i.'fl:g, and .tnfol"f'f!atw!" and educatwn programs with respect to genetic 
d'/,Sel!'ses, tnc~ud1,ng swkle cell anemia, Gooley's anemia, Tay-Sachs disease 
~ysttc jibros'/,8, dysautonomia, hemophilia, retinitis pigmentosa, Hunt~ 
'tngton s chorea, and muscular dystrophy. 
. SEc: 40[3. ~a) Title XI is amended by striking out parts A and B and 
1,nsert'tng tn heu thereof the following: 

"PART A-GENETIC DISEASES 

"TESTING AND COUNSELING PROGRAMS AND INFORMATION 

AND EDUCATION PROGRAMS 

. "SifC· 11,01 . . (a) (1) The Secretary, through an identifiable admin
'/,Stratwe umt W1,th1,n the Department of Health, Education and Welfare 
~ay make grants to public and nonprofit private entities ~nd may ente; 
'tnto contracts with publ~c and.private entities,for projec~ to establish and 
ope~ate v_olunta_ry genet1,c te.st1,!"g and counseling programs primarily in 
con~unctwn W'!,t~ other ex1,St1,ng. health programs, including programs 
ass'/,Sted under htle V of the Socwl Security Act. 

. "(2) . The. S~cretary shall carry out, through an identifiable administra
twe umt W'ith1,n the J?epartm~nt of Health, Education, and Welfare, a 
progr~m ~o develop 1,nfo~atw"! and educational materials relating to 
genehc dtseaf!e~ and to dtssemtnate such information and materials to 
persons pr.ov1,dmg health care, ~o teachers and students, and to the public 
generally tn order to most rap'idly make available the latest advances in 
the testing, diagnosis, counseling, and treatment of individuals respecting 
genetic ~iseases. The Secreta:ry may,. 1.fnder such program, make grants 
to publ1,c and nonprofit pnvate ent'ittes and enter into contracts with 
public and private entities and individuals for the development and 
dissemination of such materials. 

"(b) For the.purp?se of making paym~nts pursuant to grants and con
tracts under thts sectwn, there are authonzed to be appropriated $30 000 -
000 for fiscal year 1976, $30,000,000 for fiscal year 1977, and $30,000,000 
or fiscal year 197 8. 

"RESEARCH PROJECT GRANTS AND CONTRACTS 

"SEc_. 1102. In carrying. out sect~o!" 301, the Secretary may make grants 
to publw and nonprofit pnvate ent1,ttes, and may enter into contracts with 
pu bl~ and private entities and individuals, for projects for (1) basic or 
ap plted research leading to the understanding, diagnosis treatment and 
control .of genet~ diseases, (2) planning! e~tablishing, de~onstrating', and 
d evelopwg. specwl. pr?grams for the tratmng of genetic counselors, social 
and behavwral SC'!,ent'/,Sts, and other health professionals, (3) the develop
m_ent of programs to ~ducate l!racticing physicians, other health profes
swnals, and the pubhc regard1,ng the nature of genetic processes the in
heri:t<!-'fi:Ce pa~terns of .genetic diseases, and the means, methdds, and 
factltttes available to dwgnose, control, counsel, and treat genetic diseases, 
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and (4) the development of counseling and testing programs and other 
progr:ams for the diagnosis, control, and treatment of genetic diseases. In 
mahng grants and entering into contracts for projects described in 
clause (1) of the preceding sentence, the Secretary shall give priority to 
applications for such grants or contracts which are submitted for research 
on sickle cell anemia and for research on Gooley's anemia. 

"VOLUNTARY PARTICIPATION 

"SEc. 1103. The participation by any individual in any program or 
portion thereof under this part shall be wholly voluntary and shall not · 
be a prerequisite to eligibility for or receipt of any other service or assist
ance from, or to participation in, any other program. 

"APPLICATIONS; ADMINISTRATION OF GRANTS AND CONTRACT PROGRAMS 

"SEc. 1104. (a) A grant or contract under this part may be made upon 
.application submitted to the Secretary at such time, in such manner 
and containing and accompanied by such information, as the Secretary 
may require. Each applicant shall-

"(1) provide that the programs and activities for which assistance 
under this part is sought will be administered by or under the super
vision of the applicant; 

"(2) provide for strict confidentiality of all test results, medical 
~ecords, and other iriformation regarding testing, diagnosis, counsel
tng, or treatment of any person treated, except for (A) such iriforma
tion as the patient (or his guardian) gives iriformed consent to be 
released, or (B) statistical data compiled without reference to the 
identity of any such patient; 
. "(3) provide for community representation where appropriate 
tn the development and operation of voluntary genetic testing or 
counseling programs funded by a grant or contract under this part· 

"(4) in the case of an applicant for a grant or contract under 
sectjon 1101 (a) (1) for the delivery of services, provide assurances 
sat~factory to the S~cretary that (4) the services for community-wide 
testtng and counsel'ing to be promded under the program for which 
the application is made ( i) will take into consideration widely 
prevalent diseases with a genetic component and high-risk population 
gro_ups i'fl; which. certain gene~ic diseases occur, and (ii) where appro
prwte W'!,ll be d1,rected especwlly but not exclusively to persons who 
are entering their child-producing years, and (B) appropriate 
arrangements will be made to provide counseling to persons found to 
have a genetic disease and to persons found to carry a gene or chro
mosome which may cause a deleterious effect in their offspring; and 

"(5) establish fiscal control and fund accounting procedures as 
may be necessary to assure proper disbursement of and accounting of 
Federal funds paid to the applicant U'fl,der this part. 

"(b) !n making any grant or. entering into any contract for testing and 
counsehng programs under sectwn 1101, the Secretary shall (1) take into 
account the number of persons to be served by the program supported by 
such grant or contract and the extent to which rapid and effective use will 
be made of funds under the grant or contract; and (2) give priority to 
programs operating in areas which the Secretary determines have · the 
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greatest number of persons who will benefit from and are in need of the 
services provided under such programs. 

"(c) In .making grants .and enter~ng ir:to cor~;tracts for any fiscal year 
under sectwn 301 for proJects descnbed ~n sectwn 1102 or under section 
11 0_1. the Secretan; shall give special consideration to applications from 
ent~tus that recewed grants from, or entered into contracts with the 
S~cretary for the prec~ding fiscal year for the conduct of comprehe~sive 
swkle cell centers or swkle cell screening and education clinics. 

11
PUBLIC HEALTH SERVICE FACILITIES 

"SEc. 1105. The Secretary shall establish a program within the Service 
to provide voluntary testing, diagnosis, counseling, and treatment of indi
viduals re~pecting genetic d:~e.ases. Services under such program shall be 
mad~ available through fac~ltt~es of the Service to persons requesting such 
serV'!'ces? . and the program shall provide appropriate publicity of the 
availabil~ty and voluntary nature of such services. 

"REPORTS 

"SEc. 1106. (a) The Secretary shall prepare and submit to the Presi
dent for transmittal to the Congress on or before April 1 of each year a 
comprehensive report on the administration of this part. 

"(b) The report required by this section shall contain such recommen
dations for additional legislation as the Secretary deems necessary.". 

(b)(1) Section 1121(b)(5) is amended by striking out "ending June 
30," each place it occurs. · 

(2) Parts C and Dare redesignated as parts Band C, respectively. 
(3) The heading of such title is amended to read as follows: 

"TITLE XI-GENETIC DISEASES, HEMOPHILIA PRO
GRAMS, AND SUDDEN INFANT DEATH SYNDROME." 

(c) The amendments made by subsections (a) and (b) shall take effect 
July 1, 1976. 

TITLE V-FEDERAL FOOD, DRUG, AND COSMETIC ACT 
AMENDMENTS 

SEc. 501 (a) Chapter IV of the Federal Food, Drug, and Cosmetic Act 
is amen4ed by adding after section 410 (21 U.S.C. 349) the following 
new sectwn: 

11VITAMINS AND MINERALS 

"SEc. 411. (a) (1) Except as provided in paragraph (2)-
" (A) the Secretary may not establish, under section 201 ( n), 401, 

or 403, maximum limits on the potency of any synthetic or natural 
vitamin or mineral within a food to which this section applies; 

"(B) the Secretary may not classify any natural or synthetic vita
min or mineral (or combination thereof) as a drug solely because it 
exceeds the level of potency which the Secretary determines is nu
tritionally rational or useful; 
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"(C) the S~creu;try may not limit, under section 201(n), 401, or 
403, the combmatwn or number of any synthetic or natural

" ( i) vitamin, 
" ( ii) mineral, or 
" (iii) other ingredient of food, 

within a food to which this section applies. 
"(2) Parq,graph (1) shall not aP.PlY. in the case of a vitamin, mineral, 

?ther ~ngred~ent of food, or food, wh~ch u represented for use by individuals 
m. the treatment or management .of specific diseases or disorders, by 
ch~ldren, or by pregnant or lactat~ng women. For purposes of this sub
paragraph, the term 'children' means individuals who are under the age 
of twelve years. 

"(b)(1) Afood to which this section applies shall not be deemed under 
section 403 to be misbranded solely because its label bears in accordance 
with ~ection 403 ( i) (2), all the ingredients in the food or' its advertising 
conta~ns references to ingredients in the food which are not vitamins or 
minerals. 

"(2) (A) The labeling for any food to which this section applies may not 
list its ingredients which are not vitamins or minerals (i) except as a part 
of a li;st of q,ll the ingredien~ of such food, and ( ii). unless such ingredien(Jj 
are luted ~n accordance ~th applwable regulatwns under section 403. 
'!'o the ~xtent that compliance with clause (i) of this subparagraph is 
~mpractwable or results in deception or urifair competition, exemptions 
shall be established by regulations promulgated by the Secretary. 

"(B) Notwithstanding the provisions of subparagraph (A), the labeling 
and advertising for any food to which this section applies may not give 
prominence to or emphasize ingredients which are not-

"(i) vitamins, 
"(ii) minerals, or 
"(iii) represented as a source of vitamins or minerals. 

"(c)(1) For purposes of this section, the term 'food to which this section 
applies' means a food for humans which is a food for special dietary use

" (A) which is or contains any natural or synthetic vitamin or 
mineral, and 

" (B) which-
"(i) is intended for ingestion in tablet, capsule, or liquid 

form, or 
" ( ii) if not intended for ingestion in such a form, does not 

simulate and is not represented as conventional food and is not 
represented for use as a sole item of a meal or of the diet. 

"(2) For purposes of paragraph (1)(B)(i), a food shall be considered 
as ir~;tended for ingestion in liquid form only if it is formulated in a fluid 
carrur and it is intended for ingestion in daily quantities measured in 
drops or similar small units of measure. 

"(3) For purposes of paragraph (1) and of section 403 (j) insofar as 
~hat ~ectio!l' is appl,icable to food to which this section applies, the term 
spec~al d~etary use as applted to food used by man means a particular 

use for which a food purports or is represented to be used, including but 
not limited to the following: 

"(A) Supplying a special dietary need that exists by reason of 
a physical, physiological, pathological, or other condition, including 
but not limited to the condition of disease, convalescence, pregnancy, 
lactation, infancy, allergic hypersensitivity to food, underweight, 
overweight, or the need to control the intake of sodium. 
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"(B) Supplying a vitamin, mineral, or other ingredient for use 
by man to supplement his diet by increasing the total dietary intake. 

" ( 0) Supplying a special dietary need by reason of being a fo()d 
for use as the sole item of the diet.". 

(b) The Secretary of Health, Education, and Welfare shall amend 
any regulation promulgated under the Federal Food, Drug, and Cosmetic 
Act which is inconsistent with section 411 of such Act (as added by 
subsection (a)) and such amendments shall be promulgated in accordance 
with section 553 of title 5, United States Code. 

SEc. 502. (a) (1) Section 403(a) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.O. 343(a)) is amended (A) by inserting "(1)" 
after "If'', and (B) by inserting before the period at the end a comma and 
the following: "or (2) in the case of a food to which section 411 applies, 
its advertising is false or misleading in a material respect or its labeling 
is in violation of section 411 (b )(2) ". 

(2) (A) Section 201 (n) of such Act is amended by inserting "or advertis
ing" after "labeling" each time it occurs. 

(B) Section 303 of such Act is amended by adding at the end the follow-
ing new subsection: . 

"(d) No person shall be subject to the penalties of subsection (a) of this 
section for a violation of section 301 involving misbranded food if the 
violation exists solely because the food is misbranded under section 
403(a) (2) because of its advertising, and no person shall be subject to the 
penalties of subsection (b) of this section for such a violation unless 
the violation is committed with the intent to defraud or mislead.". 

(0) Section 304(a) of such Act (21 U.S.O. 334(a)) is amended by 
adding after paragraph (2) the following new paragraph: 

"(3) (A) Except as provided in subparagraph (B), no libel for condemna
tion may be instituted under paragraph (1) or (2) against any food which

"(i) is misbranded under section 403(a)(2) because of its adver
tising, and 

" ( ii) is being held for sale to the ultimate consumer in an estab
lishment other than an establishment owned or operated by a manu
facturer, packer, or distributor of the food. 

"(B) A libel for condemnation may be instituted under paragraph (1) 
or (2) against a food described in subparagraph (A) ij-

"(i)(J) the food's advertising which resulted in the food being 
misbranded under section 403(a)(2) was disseminated in the estab
lishment in which the food is being held for sale to the ultimate 
consumer, 

"(//) such advertising was disseminated by, or under the direction 
of, the owner or operator of such establishment, or 

''(Ill) all or part of the cost of such advertising was paid by such 
owner or operator; and 

"(ii) the owner or operator of such establishment used such 
advertising in the establishment to promote the sale of the food.". 

(b) Chapter VII of such Act is amended by adding after sectio1t 706 
(21 U.S.O. 376) the following new section: 

"ADVERTISING OF CERTAIN FOODS 

"SEc. 707. (a)(1) Except as provided in subsection (c), before the 
Secretary may initiate any action under chapter III-

" (A) with respect to any food which the Secretary determines is 
misbranded under section 403(a) (2) because of its advertising, or 
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"(B) with respect to a food's advertising which the Secretary 
determines causes the food to be .so misbranded, . . .. 

the Secretary shall, in accordance 'UY/,th paragraph (2), notijy tn wnttng 
the Federal Trade Commission of the action the Secretary proposes to 
take respecting such food or advertising. 

''(2) The notice required by paragraph (1) shall-
" (A) contain ( i) a description of the action the Secretary prop?ses 

to take and of the advertising which the Secretary has determtned 
causes a food to be misbranded, ( ii) a statement of the reasons for the 
Secretary's determination that such advertising has caused such food 
to be misbranded, and . 

"(B) be accompanied by the records, documents, a!l'd other "!ff"'t~en 
materials which the Secretary determines supports hw determmatwn 
that such food is misbranded because of such advertising: . 

"(b) (1) If the Secretary notifies the Federal Trade Oommtsswn un~er 
subsection (a) of action proposed . to be taken under _chf!'pter I! I wtth 
respect to a food or food advertistng and the Oomm~sswn notifies the 
Secretary in writing, within the 30-day period beginmng on the date of 
the receipt of such notice, that- . . 

"(A) it has initiated under the Federal Trade Oommtsswn Act an 
investigation of such advertising to determine ij it is prohibited by 
such Act or any order or rule under such Act, . . . 

"(B) it has commenced (or. intends to commence) a .c~vtl actwn 
under section 5 13, or 19 wtth respect to such adverttstng or the 
Attorney Gener~l has commenced (or intends to commence) a civil 
action under section 5 with respect to such advertising, 

" ( 0) it has issued and served (or intends to. issue and ser~e) a 
complaint under section 5(b) of such Act respecttng such adverttstng, 
or 

"(D) pursuant to section 16(b) of such Act it has made a certifica
tion to the Attorney General respecting such advertising, 

the Secretary may not, except as provided by paragraph (2), initiq,te. the 
action described in the Secretary's notice to the Federal Trade Oommtsswn. 

'' (2) If, before the expiration of the 60-day period beginning on the 
date the Secretary receives a notice described in paragraph (1) from the 
Federal Trade Commission in response to a notice of the Secretary under 
subsection (a)-

" (A) the Commission or the Attorney General does not commence 
a civil action described in subparagraph (B) of paragraph (1) of 
this subsection respecting the advertising described in the Secretary's 
M~, . 

"(B) the Commission does not issue and serve a comp~atnt de
scribed in subparagraph ( 0) of such paragraph respecttng such 
advertising, or 

"(0) the Commission does not (as described in subparagraph (D) 
of such paragraph) make a certification to the Attorney General re
specting such advertising, or, ij the Oommissi?n does make S?fC~ a 
certification to the Attorney General respectmg such adverttstng, 
the Attorney General, before the expiration of such period, does 
not cause appropriate criminal proceedings to be brought against 
such advertising, 

the Secretary may, after the expiration of such period, initiate the action 
described in the notice to the Commission pursuant to subsection (a). The 
Commission shall promptly notijy the Secretary of the commencement by 

S. Rept. 94-743 --- 2 
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the Oommissior~: of such a civil action, the issuance and service by it of 
such a _compla~nt, or the causing by the Attorney General of criminal 
proceedmgs to be brought against such advertising. 

''(c) The requirements of subsections (a) and (b) do not apply with 
respec~ ~o at;tion under chapter II I with respect to any food or food 
advert~mg if the Secretary determines that such action is required to 
eliminate an imminent hazard to health. . 

'' (a) For the purpose of avoiding unnecessary duplication, the Secre
tary s?w:ll coo~dinate any action taken under chapter II I because of 
advert~~ng whuh the Secretary determines causes a food to be misbranded 
with any action of the Federal Trade Commission under the Federal 
Trade Commission Act with respect to such advertising.'' 

(c) The amendments made by subsection (a) shall take effect 180 days 
after the date of the enactment of this Act. 

TITLE VI-ARTHRITIS ACT AMENDMENTS 

SEc. 601. This title may be cited as the 11National Arthritis Act 
Technical Amendments of 1976". 

SEc. 602. (a) Section 2 of the National Arthritis Act of 1974 (Public 
Law 98-640) (hereinafter in this section referred to as the "Act") is 
amended by-

(1) inserting "(a)" after 11SEc. 2."; 
(2) inserting a comma and "including $2,500,000,000 in medical 

expenses," after "$9,200,000,000" in paragraph (3); and 
(3) inserting a new subsection (b) at the end thereof as follows: 

11 (b) It is therefore the purpose of this Act to providefor-
"(1) the formulation of a long-range plan-

" (A) to expand and coordinate the national research, treat
ment, and control effort against arthritis; 

. "(B) to advance educational activities for patients, profes
swnal and allied health personnel, and the public which will 
alert the citizens of the United States to the early indications of 
arthritis; and 

" ( 0) to emphasize the signijicance of early detection and 
proper control of these diseases and of the complications which 
may evolve from them; 

"(2) the establishment and support of programs to develop new 
and improved methods of arthritis screening, detection, prevention, 
and referral; 

"(3) the establishment of a central arthritis screening and detection 
data bank; and 

11 (4) the development, modernization, and operation of centers for 
arthritis screening, detection, diagnosi.<J, prevention, control, treatment, 
education, rehabilitation, and research and training programs.". 

(b) Section 3 of the Act is amended by striking out "cMef medical 
officer" and inserting in lieu thereof "Chief Medical Director" in sub
section (b) (4). 

(c) The section heading for section 4 of the Act is amended by striking 
out 11DEMONSTRATION" after "COMMITTEE,". 

SEc. 603. (a) (1) Section 431 (c) of the Public Health Service Act is 
amended by inserting 11 (hereinafter in this part collectively referred to as 
'arthritis')" after "musculoskeletal diseases". 

I 

J. 
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(2) The fourth sentence of section 434(b) of such Act is amended by 
striking out 11and related musculoskeletal diseases". 

(3) Section 434(e) of such Act is amended by striking out ''and related 
musculoskeletal diseases (hereinafter in this part collectively referred to 
as 'arthritis')". 

(b) Section 438 of such Act is amended by-
(1) inserting ''the" before ''health" the first time it appears in 

the first sentence of subsection (a); and 
(2) inserting 11established" after "bank" in the second sentence 

of subsection (a) . 
(c) Section 439 of such Act is amended by-

(1) inserting 11new and existing" before 11centers" in the first 
sentence of subsection (a); 

(2) striking out 11$13,000,000" and inserting in lieu thereof 
11$8,000,000", and striking out 11$15,000,000" and inserting in 
lieu thereof "$20,000,000" in subsection (h); and 

(3) redesignat,ing subsections (e), (j), (g), and (h) as subsecM.on& 
(d), (e), (j), and (g), respectively. 

TITLE VII-DIABETES PLAN 

SEc. 701. Section 3(i) (2) of the National Diabetes Mellitus Research 
and Education Act (42 U.S. C. 289c-2) is amended to read as follows: 

"(2) The Commission shall cease to exist after September 30, 1976.". 

TITLE VIII-HEALTH SERVICES 

AMBULATORY SURGICAL SERVICES 

SEc. 801. (a) Section 319(a) (7) is amended by-
(1) inserting after subparagraph (K) the following new sub

paragraph: 
" ( L) ambulatory surgical services;" and 
(2) redesignating subparagraphs (L) and (M) as subparagraph._ 

(M) and (N), respectively. 
(b) Section 330(b) (2) is amended by-

(1) inserting after subparagraph (K) the following new &ub
paragraph: 

"(L) ambulatory surgical services;" and 
(2) redesignating subparagraphs (L) and (M) as subparagraphs 

(M) and (N), respectively. 

TITLE IX-INDIAN HEALTH SERVICE 

SEc. 901. Section 225 is amended by adding at the end thereof the fol
lowing new subsection-

"(j) Notwithstanding any other provision of law, the Secretary may, 
where he deems advisable, allow the Indian Health Service to utilize non
profit recruitment agencies to assist in obtaining personnel for the Public 
Health Service.". 

TITLE X-APPOINTMENT OF ADVISORY COMMITTEES 

SEc. 1001. All appointments to advisory committees established to as&\st 
in implementing the Public Health Service Act, the Mental Retardation 
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Facilities and Community Mental Health Centers Construction Act of 
1963, and the Comprehensive Alcohol Abuse and Alcoholism Prevention, 
Treatment, and Rehabilitation Act of 1970, shall be made without regard 
to political affiliation. 

TITLE XI-MISCELLANEOUS PROVISIONS 

SEc. 1101. Section 212 of the Public Health Service Act is amended by 
adding after subsection (d) the following new subsection: 

"(e) Active service of commissioned officers of the Service shall be 
deemed to be active military service in the Armed Forces of the United 
States for the purposes of all rights, privileges, immunities, and benefits 
now or hereafter provided under the Soldiers' and Sailors' Civil Relief 
Act of 1940 (50 App. U.S.G. 501 et seq.).". 

SEc. 1102. (a) The second paragraph (4) of subsection (c) of section 
472 of the Public Health Service Act is redesignated as paragraph (5). 

(b) Section 507 of the Public Health Service Act is amended by striking 
out "hospitals of the Service, of the Veterans' Administration, or of the 
Bureau of Prisons of the Department of Justice, and to Saint Elizabeths 
Hospital, except that grants to such" and insert in lieu thereof "Federal 
institutions, except that grants to". 

SEc. 1103. Title IV of the Public Health Service Act is amended by 
adding after section 475 the following new section: 

"VISITING SCIENTIST AWARDS 

"SEc. 476. (a) The Secretary may make awards (referred to as 'Visiting 
Scientist Awards') to outstanding scientists who agree to serve as visiting 
scientists at institutions of post-secondary education which have significant 
enrollments of disadvantaged students. Visiting Scientist Awards shall 
be made by the Secretary to enable the faculty and students of such insti
tutions to draw upon the special talents of scientists from other institutions 
for the purpose of receiving guidance, advice, and instruction with regard 
to research, teaching, and curriculum development in the biomedical and 
behavioral sciences and such other aspects of these sciences as the Secretary 
shall deem appropriate. 

"(b) The amount of each Visiting Scientist Award shall include such 
sum as shall be commensurate with the salary or remuneration which the 
individual receiving the award would have been entitled to receive from the 
institution with which the individual has, or had, a permanent or im
mediately prior affiliation. Eligibility for and terms of Visiting Scientist 
Awards shall be determined in accordance with regulations the Secretary 
shall prescribe." 

SEc. 1104. Section 786 of the Public Health Service Act is amended by 
inserting before the period at the end of the first sentence "and $3,500,000 
for the fiscal year ending June 30, 1975 and $2,000,000 for the fiscal year 
ending June 30, 1976". 

SEc. 1105. (a) Section 742(a) of the Public Health Service Act is 
amended by striking out "and" after "1974," and by inserting after 
"1975" the following: ", and $60,000,000 for the fiscal year ending June 
30, 1976". 

(b) Section 740(b) (4) of such Act is amended by striking out "1975" 
and inserting in lieu thereof "1976". 

SEc. 1106. Section 1511 (b)(5) of the Public Health Service Act is 
amended by striking out "1535" and inserting in lieu thereof "1536". 
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(b) Section 1613 of such Act is amended by striking out "1510" and 
inserting in lieu thereof "1610". . 

(c) The last sentence of section 1631 of such Act ts repealed. . 
SEc. 1107. (a) Section 132(a) (1)(A) ?f the Developmental Du;

abilities Services and Facilities Gonstructwn Act (42 U.S.G. 6062) 
(hereinafter in this section referred to as the "Act") is amended by striking 
out "134" and inserting in lieu thereof "133". 

(b) Section 134(b)(1) of the Act is amended by striking out "134" 
and inserting in lieu thereof "133". . . 

(c) Section 134 (b) (1) of the Act is amended by stnhng out "136" 
and inserting in lieu thereof "135". . . 

(d) Section 301 (a) of the Developrf!entally Du;abl~~ Ass~tanc~ an_d 
Bill of Rights Act tS amended by stnhng out "101 (7) and tnserttng tn 
lieu thereof "102(7)". 

And the Senate agree to the same. 
HARRISON A. WILLIAMS, JR., 

CLAIBORNE PELL, 
EDWARD M. KENNEDY, 
WALTER F. MoNDALE, 
ALAN CRANSTON, 
WILLIAM D. HATHAWAY, 
JoHN A. DuRKIN, 
THOMAS F. EAGLETON, 
GAYLORD NELSON, 
JACOB K. JAVITS, 
RICHARD S. ScHWEIKER, 
RoBERT TAFT, 
J. GLENN BEALL, JR., 
RoBERT T. STAFFORD, 
PAUL LAXALT, 
Managers on the Part of the Senate. 
HARLEY 0. STAGGERS, 
PAuL G. RoGERS, 
DAVID E. SATTERFIELD, 
JAMES w. SYMINGTON, 
JAMES H. ScHEUER, 
TIM LEE CARTER, 
JAMES T. BROYHILL, 
Managers on the Part of the House. 



f 
I 

JOINT EXPLANATORY STATEMENT OF THE COMMITTEE 
OF CONFERENCE 

The managers on the part of the House and the Senate at the con
ference on the disagreeing votes of the two Houses on the amendment 
of the Senate to the bill (H.R. 7988) to amend the Public Health 
Service Act to revise and extend the program under the National 
Heart and Lung Institute, to revise and extend the program of N a
tiona] Research Service Awards, and to establish a national program 
with respect to genetic diseases; and to require a study on the release 
of research information, submit the following joint statement to the 
House and the Senate in explanation of the effect of the action agreed 
upon by the managers and recommended in the accompanying con
ference report: 

The Senate amendment struck out all of the House bill after the 
enacting clause and inserted a substitute text. 

The House recedes from its disagreement to the amendment of the 
Senate with an amendment which is a substitute for the House bill 
and the· Senate amendment. The differences between the House bill, 
the Senate amendment, and the substitute agreed to in conference are 
noted below, except for clerical corrections, conforming changes made 
necessary by agreements reached by the conferees, and minor drafting 
and clarifying changes. 

TITLE I-REVISION OF NATIONAL HEART AND 
LUNG INSTITUTE PROGRAMS 

FINDINGS 

The Senate amendment, in a provision not in the House bill, speci
fied Congressional findings, with respect to the impact of diseases of 
the heart, lung and blood vessels and blood disease and the need for 
the proposed legislation. 

The conference substitute conforms to the Senate amendment, with 
technical changes. · 

ADVISORY CouNCIL 

The House bill changed the name of the National Heart Lung Ad
visory Council to the National Heart, Lung and Blood Advisory 
Council. 

The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 

ExPERTS AND CoNSULTANTS 

Existing law authorizes the Director of the National Heart and 
Lung Institute to obtain the services of not more than 50 experts and 
consultants. 

(19) 
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The House amendment increased this number to 100. 
The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 

AssiSTANT DIRECTOR 

Existing law establishes within the National Heart and Lung Insti
tute (redesignated as the National Heart, Lung and Blood Institute 
under provisions of both the House bill and the Senate amendment) 
an Assistant Director for Health Information Programs. 

The House bill changed the name to Assistant Director for Preven
tion, Education, and Control. 

The Senate amendment changed the name to Assistant Director for 
Prevention and Information. 

The conference substitute conforms to the House bill. 

AuTHORIZATION FOR PREVENTION AND CoNTROL PROGRAMS 

The House bill authorized appropriations of $20 million for fiscal 
year 1976 and $30 million for fiscal year 1977 for heart, blood vessel, 
lung, and blood disease control programs. 

The Senate amendment authorized appropriations of $10 million for 
fiscal year 1976 and $25 million for fiscal year 1977 for such programs. 

The conference substitute authorizes $10 million for fiscal year 1976 
and $30 million for fiscal year 1977 for such programs. 

CENTERS 

Existing law authorizes the development of fifteen centers for re
search, training, and demonstrations respecting heart, blood vessel, 
and blood diseases, and fifteen such centers for chronic lung diseases. 

The House bill increased the responsibilities of the heart, blood 
vessel, and blood disease centers to include research in the use of 
blood and blood products and in the management of blood resources. 
Further, the House bill expanded the responsibilities of the lung 
disease centers by deleting the word "chronic." 

The Senate amendment authorized the development of ten centers 
for research, training, and demonstrations respecting heart diseases; 
ten such centers for chronic lung diseases; and ten such centers for 
blood, blood vessel diseases, research in the use of blood products, and 
research in the management of blood resources. 

The conference substitute conforms to the Senate amendment, ex
cept that it authorizes the development of ten centers for lung diseases, 
as opposed to chronic lung diseases. 

FuNcTIONS oF THE ADVISORY CouNCIL 

The House bill added to the existing authority of the National 
Heart, Lung, and Blood Advisory Council the prerogative to recom
mend to the Secretary of Health, Education, and Welfare areas of 
research conducted or supported by the newly designated National 
Heart, Lung, and Blood Institute which the Council determines should 
be supported by the awarding of contracts and the percentage of the 
budget of the Institute which should be expended for such contracts. 

The Senate amendment contained no comparable provision. 
The conference substitute conforms to the House bill. 

., 

21 

REPORT OF THE ADVISORY CouNciL 

Both the House bill and the Senate amendment required that the 
Advisory Council submit by November 30 of each year a report to the 
Secretary for simultaneous transmittal to the President and to the 
Congress on the progress of the National Heart, Blood Vessel, Lung, 
and Blood Disease Program during the preceding fiscal year. However, 
the Senate amendment stipulates that for purposes of this require
ment, the period beginning July 1, 1975 and ending September 30, 
1976 shall be considered a fiscal year and the House amendment con
tains no comparable provision. 

The conference substitute conforms to the Senate amendment. 

AuTHORIZATIONS FOR REsEARCH 

The House bill authorized appropriations of $340 million for fiscal 
year 1976 and $375 million for fiscal year 1977 for carrying out the 
programs of the redesignated National Heart, Lung, and Blood 
Institute (except prevention and control programs). 

The Senate amendment authorized $338 million for fiscal year 1976 
and $372 million for fiscal year 1977 for such purposes. 

The conference substitute authorized $339 million for fiscal year 
1976 and $373 million for fiscal year 1977 for such purposes. · 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

AUTHORIZATIONS 

The House bill authorized appropriations of $175 million for fiscal 
year 1976 and $200 million for fiscal year 1977 for payments for 
National Research Services Awards. 

The Senate amendment authorized $160 million for fiscal year 1976 
and $176 million for fiscal year 1977 for such purposes. 

The conference substitute authorizes $165 million for fiscal year 1976 
and $185 million for fiscal year 1977 for such purposes. 

AccRUAL oF INTEREST 

Under existing law, interest accrues on National Research Service 
Awards from the time the award is made in instances in which recip
ients fail to fulfill applicable service requirements. 

The House bill changed existing law to make interest on the award 
computed from the time the United States becomes entitled to recover 
all or part of the award. 

The Senate bill contained no comparable provision. 
The conference substitute conforms to the House bill. 

STUDY RESPECTING BIOMEDICAL AND BEHAVIORAL RESEARCH 
PERSONNEL 

Under existing law, the Secretary is to annually submit a study 
respecting biomedical and behavioral research personnel. -

The Senate amendment changed the date for submission of the 
report to September 30, and the House bill contained no comparable 
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provisiOn. The House bill required that the entity conducting the 
study conduct such study in consultation with the Director of the 
National Institutes of Health. 

The conference substitute conforms to the changes made in existing 
law by both the House bill and the Senate amendment. 

TITLE III-DISCLOSURE OF RESEARCH INFORMATION 

The House bill contained a provision which required the President's 
Biomedical Research Panel to conduct an investigation and study of 
the implication of disclosure to the public of information contained in 
research protocols, research hypotheses, and research designs ob
tained by the Secretary in conjunction with an application or proposal 
for a grant, fellowship, or contract under the Public Health Service 
Act and to submit a report on the investigation and study to the 
House Committee on Interstate and Foreign Commerce and the 
Senate Committee on Labor and Public Welfare. The House bill also 
included a provision which deferred, from July 1, 1976 to January 1, 
1977, the establishment of the National Advisory Council for the 
Protection of Subjects of Biomedical and Behavioral Research. 

The Senate amendment contained no comparable provisions. 
The conference substitute conforms to the House bill, except that 

theN ational Commission for the Protection of Human Subjects is also 
required to conduct the investigation and study, and technical changes 
are made with respect to the dates on which the Panel is to complete 
its investigation and submit its report. 

The Conferees express their concern that inadequate attention is 
bein~ paid to the problems of transfer of research progress, technology, 
and mformation from the "bench to the bed", an area frequently re
ferred to as the interface between research and the health care delivery 
system. This includes such areas as extensive clinical trials, demon
stration projects, specific disease control programs, the assessment of 
new health technologies, health education, and the field~ of preventive 
medicine and public health. The Conferees have received assurance 
that the report of the President's Biomedical Research Panel will 
address these important issues. 

TITLE IV-GENETIC DISEASES 

SHORT TITLE AND STATEMENT OF PURPOSE 

The House bill provided for the following short title: "N atio!lal 
Genetic Diseases Act." Under the Senate amendment the short title 
was "National Sickle Cell Anemia, Cooley's Anemia, Tay-Sachs and 
Genetic Diseases Act." 

The House bill stated a purpose of establishing a national pr?gram 
for genetic diseases, including sickle cell anem~a, .Cooley's anemia and 
Tay-Sachs disease. The S~nate amendment1 m Its statement ~f J?Ur
pose, stipulated t~at genetic diseas~s are to mclude. but not be. hmited 
to sickle cell anemia, Cooley's anemia, Tay-Sachs disease, cystic fibro
sis, dysautonomia, hemophilia, retinitis pigmentosa, Huntington's 
chorea, and muscular dystrophy. 

The conference substitute conforms to the Senate amendment. 

'I 
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TEsTING AND CouNsELING PRoGRAMs AND 
INFORMATION AND EDUCATION PROGRAMS 

The house bill required that testing and counseling programs be 
established and operated primarily in conjunction with other existing 
health programs, including programs established under title X of the 
Public Health Service Act (family planning programs) and under 
title V of the Social Security Act (maternal and child health programs). 
The Senate amendment contained comparable requirements, except 
that it did not specify programs under title X of the Public Health 
Service Act or under title V of the Social Security Act. 

The conference substitute conforms to the House bill, except that 
only programs assisted under title V of the Social Security Act are 
specified. 

The Senate amendment further provided that a priority in the 
awarding of grants and contracts for genetic disease counseling and 
testing programs was to be given to projects which are recipients of 
awards for sickle cell anemia testing and counseling programs on the 
date of enactment. There was no similar provision in the House bill. 

The conference substitute conforms to the Senate amendment with 
technical amendments. 

The House bill authorized $20 million for each of fiscal years 1976 
and 1977 to support genetic disease testing and counseling programs 
and information and education programs. The Senate amendment 
authorized $20 million for fiscal year 1976, $25 million for fiscal year 
1977, and $30 million for fiscal year 1978 for such programs; and an 
additional $15 million for each of fiscal years 1976, 1977, and 1978 to 
support sickle cell anemia testing and counseling programs. 

The conference substitute authorizes $30 million for each of fiscal 
years 1976, 1977, and 1978 to support genetic diseases testing and 
counseling programs and information and education programs, and 
provides that the Secretary shall give special consideration in the 
awarding of grants and contracts to sickle cell anemia testing and 
counseling project applications. 

RESEARCH PROJECT GRANTS AND CONTRACTS 

Both the House bill and the Senate amendment authorized the 
Secretary to award grants and contracts for research projects with 
respect to genetic diseases. 

Both the House bill and the Senate amendment set forth four pur
poses for which the Secretary could award research grants and con
tracts. They are identical except that as the first purpose the House 
bill provided that projects for basic or applied research leading to the 
understanding, diagnosis, treatment, and control of genetic diseases 
would be eligible for funding. The Senate amendment included 
projects for basic research, including lower organisms, applied research, 
and research training. 

The conference substitute conforms to the House bill. 
The House bill instructed the Secretary to undertake genetic disease 

research under the general authority of section 301 of the Public 
Health Service Act. The Senate amendment provided for a specific 
authority and authorized $80 million for fiscal year 1976, $100 million 
for fiscal year 1977, and $120 million for fiscal year 1978; and ear-
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marked 10 percent of the sums appropriated each year un~er the 
authority for research projects with respect to Cooley's an~mt.a. The 
Senate amendment further provided for a separate authonzatwn for 
sickle cell anemia research of $15 million for each of fiscal years 1976, 
1977, and 1978. 

The conference substitute conforms to the House bill, except that 
the Secretary is directed, in making grants and entering into contracts 
for research projects, to give priority to applications which are sub
mitted for research on sickle cell anemia or for research on Cooley's 
anem1a. 

TITLE V.-VITAMINS AND MINERALS 

The Senate amendment contained provisions not included in the 
House bill relating to regulation of vitamin and mineral products 
under the Federal Food, Drug, and Cosmetic Act (hereinafter referred 
to as "the Act"). 

Under the Senate amendment, the Secretary of Health, Education 
and Welfare would generally have been prohibited from establishing 
maximum limits on the potency of vitamins or minerals in dietary 
supplements or classifying vitamins or minerals as drugs solely because 
they exceeded the level of potency determined by him to be nutri
tionally rational or useful. In addition, the Secretary would have been 
prohibited from limiting the combination of vitamins, minerals or 
other ingredients in dietary supplements. However, under the Senate 
amendment, the Secretary would have retained full authority to 
limit the potencies and combinations of vitamins, minerals and other 
ingredients in foods in the exercise of his authority under chapter V 
of the Act (relating to drugs) and under provisions of the Act respect
ing unsafe foods which are not genen;lly reco~.ized. as s~fe. 
In addition, the Senate amendment contamed prov1s10ns rendermg 
the amendment's limitations on the authority of the Secretary in
applicable to vitamin and mineral products for use by children or by 
pregnant or lactating women. 

The Senate amendment also contained provisions with respect to 
the labeling and advertising of vitamin and mineral products. It 
prohibited a product containing vi~amins or. mineral.s fro~ being 
deemed misbranded solely because 1ts label hsts all mgredtents of 
such a product. However, the amendment required that the labeling 
of such products could not list ingredients which are not vitamins or 
minerals except as a part of a list of all ingredients of the product 
and unless such ingredients are listed in accordan~e. with applica_ble 
regulations. Moreover, the Senate amendment prohtbtted the labelmg 
of or advertising for any. such product to give prominence to or 
emphasize ingredients which are not vitamins or minerals or are not 
represented as a source of vitamins or minerals. . . 

In addition the Senate amendment afforded the Secretary stgrnficant 
new authority with respect to the advertising of certain products 
containing vitalnins or minerals. (Under existing law, the Federal 
Trade Commission has exclusive authority with respect to the ad
vertising of such products.) Under the Senate amendment, such 
products would be deemed misbranded if their advertising were false 
or misleading in a ~aterial respect. Howev~r, c.rimi~al penalties co_ul? 
not be imposed agamst persons who were m vwlat10n of the J?roh~bl
tions against false or lnisleading advertising ulliess such a vwlat10n 
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was committed with the intent to defraud or mislead. Further, such 
products which are misbranded because their advertising is fa~se or 
misleading in a material respect and are held for sale to the ultimate 
consumer in an establishment not owned by a manufact~r~r, packer .or 
distributor could not be seized unless (1) the advert1smg was dis
seminated 'in the establishment in which the product was held for 
sale to the ultimate consumer, the advertising was dissemil;ated by or 
under the direction of the owner or operator of such estabhshment, or 
all or part of the cost of such advertising was paid for by the owner or 
operator, and (2) the owner or operator used the advertising to :pro
mote the sale of the product. Finally, the Senate amend';lle,nt req.mred 
the Secretary to consult with the Federal Trade Comnuss10~ pnor to 
initiating action with respect to such products deemed m1sbranded 
because of their advertising. 

The Conference substitute conforms to the Senate amendment 
except that: . . . . . 

(1) It adds two technical amendments (clarifymg the mtentwn of 
the Senate amendment) to provide specifically that foods represen~ed 
for use by individuals in the treatment or management of ~pemfic 
diseases or disorders and foods represented for use as the sole 1tem of 
a meal or of the diet are excluded from the lilnitations on the Secre
tary's authority. 

(2) Except in instances in which imme~iate a?tion is necessary to 
eliminate an imminent hazard to health, 1t reqmres the Secretary to 
provide notification to the Federal Trade Comm~ssion _of his inte~~ion 
to initiate an action with respect to false or m1sleadmg advert1smg, 
and it affords the Federal Trade Commission the opportunity to take 
specific enforcement action against false or misleading advertising 
for a period of up to 90 days before the Secretary may take comparable 
action. · h 

Since the House has taken no action during this Congre~s ~t 
respect to this matter, it is important to ~r?vide more legtslat1ve 
history conce~ing thes~ ~omplex new provl~H?ns. Thus, presented 
below is a detailed descnptwn of the new prov1s10ns, as well as stat~
ments of the intentions of the managers with respect to the1r 
implementation. 

PRODUCTS SuBJECT TO THE CoNFERENCE SuBSTITUTE 

Under the conference substitute, products subject to its provisions 
are defined as safe human foods for special dietary use which are or 
contain any natural or snythetic vitamin or miner~l and whic~ are 
intended for ingestion in tablet or capsule f?rm or m s~all u~1ts ?f 
liquid measure. In addition, such foods .not mtended for. 1pgest10n m 
tablet, capsule, or liquid form. are subJect to. the prov1s1?ns of the 
substitute only if they do not s1mulate conventwnal foods, if they are 
not represented to be conventional foods, and if they are not repre
sented for use as the sole item of a meal or of the D.iet. 

The definition of "special dietary use" in the conference substitute 
applies only to the foods to which the substitute is applicable and not 
to other foods such as foods represented for use by infants or foods 
represented fo; use as the sole item of a meal or of the diet, that may 
be subject to 403(j) of the Act. 
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Thus, vitamins and minerals in tablet, capsule, or liquid form as well 
as those products which are represented for special dietary use in 
hum!lns and which do n?t simulate and are not represented as con
ventwnal foods or substitutes for conventional foods and which are 
not represented for use as the sole item of a meal or of the diet are 
products subject to the provisions of the substitutes. ' 

Except with respect to products defined above the conference 
substitute does not alter existing provisions of the Federal Food Drug 
and Cosmetic Act with respect to foods and drugs. ' ' 
.~he Secretary retains his current authority to regulate the nu

t~twnal formulation and composition of, and potency of vitamins, 
mn~erals and other ingredients in conventional foods such as milk, 
enriChe~ bread and enriched rice, as well as in products which simulate 
conventiOnal foods such as soybased protein substitutes for meats and 
poultry .. ~he Secretary also retains his current authority to regulate 
th.e nutr.ItiOnal formulation and composition of, and potency of vita
rums, l!l~nerals and other ing_redients in foods represented by labeling, 
advertismg, or other promotiOnal materials for use as the sole item of 
a ~eal or of ~he diet. Because consumers purchase these foods as nu
tritiOnal eqmvalents of a well-balanced meal or diet the conferees 
believe it is essential that the consumer of such p;oducts can be 
confident that a meal or diet based upon such products is nutritionally 
adequate and balanced and provides for the proper maintenance of 
the user's health for the duration of his use of these products. 

LIMITATIONS ON THE SECRETARY'S AUTHORITY 

lJnder the conference report, three significant restrictions would 
be I~posed on the Secretary with regard to the regulation of products 
subJect to the c~n~ference substitute. First, new section 411 (a)(1)(A) 
of the Act. prohibits the Secretary from using his existing autho·ity 
under secti_ons 201 (n) or 403 of the Act (relating to misbranding) or 
~nder sectu~n 401 _of .the Act (relating to standards of identity) to 
Impos.e ma~mum hmits on ~he potency of safe vitamins and minerals 
con t~I~ed m products subJect to the conference substitute. This 
proviswn would not restrict the Secretary from prescribing minimum 
potency levels for vitamins or minerals in such products in order to 
prevent the addition of insignificant or useless amounts. 

Second, _ne~ section 411 (a) (1) (B) of the Act prohibits the Secretary 
from classifymg as a drug a natural or synthetic vitamin or mineral 
offered by itself or in combination, solely because it exceeds the levei 
of potency that the Secretary determines is nutritionally rational or 
useful. 

Thir~, ne~ section .411 (~) (1)(C) of the Act prohibits the Secretary 
from usmg his authonty with respect to misbranding or establishment 
of sta~dar?s of _identity to lim!t the .combination or number of any 
safe VItamm, mmeral or other mgredient of food in products subject 
to the conference substitute. 

ExcEPTIONs TO LIMITATIONS oN THE SECRETARY 

Under the conference substitute (proposed new section 411 (a)(2) 
of the Act) 1 the limitations on the Secretary, described above, do 
not apply With respect to a product otherwise subject to the provisions 

. ·' 
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of the conference substitute where such product is represented for 
use by (1) individuals in the treatment or management of specific 
diseases or disorders, (2) children, or (3) pregnant or lactating women. 

The provision with respect to foods intended for use in the treatment 
or management of specific diseases or disorders was adopted in 
conference in order to make clear that the proposed new section 411 (a) 
of the Act does not override the Secretary's authority under sections 
401, 403, or 201(n) of the Act to limit the potency and combination 
of vitamins, minerals, other ingredients in foods, or foods, represented 
for use in the dietary treatment or management of individuals with 
specific diseases or disorders, or of post-operative or convalescing 
medical patients. Since each of these foods must be precisely formu
lated to meet the needs of individuals with specific diseases and 
disorders, the conferees believe it to be important that the language 
in the conference substitute clearly preserve the authority of the 
Secretary to regulate as foods the nutritional formulation, composi
tion, and potency of each product represented for such uses. Inclusion 
of this language is not, however, intended to permit the Secretary to 
limit (under sections 401, 403, or 201 (n) of the Act) the potency or 
combination of a safe vitamin, mineral, food ingredient, or food 
represented in its labeling and advertising to be solely for use by 
adults, other than pregnant or lactating women, as a nutritional 
supplement to general human dietary intake. 

_Dietary management with these products is not only of major 
clmical value to the individual, but can be lifesaving in many in
stances. In the case of a number of inborn abnormalities of metabolism, 
such as phenylketonuria and maple syrup urine disease, these foods 
provide the only means for prevention of mental retardation, partic
ularly in infants and young children, or for the partial restoration of 
~ental capacity in older children. Special formula feedings are essen
tial. to long-term maintenance of severely debilitated individuals. Low 
sodmm foods are useful in dietary management of individuals with 
severe forms of hypertension, acute heart failure, acute nephritis, 
toxemias of pregnancy and similar disorders when the degree of sodium 
restriction must be greater than that achievable with conventional 
foods. Chemically defined formula diets are extremely useful for nu
~ritioJ?.al management of patients prior to and subsequent to gastro
mtestmal surgery. 

The Senate amendment included, in proposed new section 411 (a) (2) 
of the Act, a specific reference to the Secretary's authority to act by 
regulation. This reference was deleted by the conferees as unnecessary. 
It is not intended that the omission of this reference should be under
stood as in any way restricting the Food and Drug Administration's 
pres~nt authority to adopt regulations defining and enforcing the 
proVIsions of the Act. The Secretary in recent years has relied in
creasingly on administrative rulemaking to enforce the requirements 
?f the law. Rulemaking affords opportunity for broader participation 
m the formulation of agency policy, promotes clarity of legal require
ments, and assures equitable application of the law, while at the same 
time it reduces the cost to the taxpayer of case-by-case enforcement. 
The Secretary's legal authority, under section 701 (a) of the Act, to 
adopt binding regulations has been recognized by the Supreme Court. 
Wemberger v. Hynson, Westcott and Dunning, Inc., 412 U.S. 609 
(1973); .Apbott Laboratories v. Gardner, 387 U.S. 136 (1967). This 
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authority has recently been upheld by the United States Court of 
Appeals for the Second Circuit. National Nutritional Foods A~sn. v. 
Weinberger, 512 F. 2d 688 (C.A. 2, 1975). 

For the purposes of the conference substitute, the term "children" 
is defined to mean individuals under the age of 12 years. The conferees 
are also concerned that attention should be given to those vitamin and 
mineral preparations that are not intended for use by infants, children 
or pregnant or lactating women, but may be taken by or administered 
to them inadvertently. Just as the fetus may be affected by excessive 
doses of some food supplements, excessive doses of vitamins and 
minerals taken by children during the period of rapid growth and 
maturation can interfere with their normal development. Because of 
such possibilities of unrecognized or unanticipated harm, it is in
tended that the Secretary retain full authority to promulgate regu
lations designed to assure that unsuitable or inappropriate vitamin 
and mineral preparations are not inadvertently administered to 
individuals in these vulnerable groups. 

Except as specifically provided, the conference substitute does not 
alter the drug or food provisions of the Federal Food, Drug, and 
Cosmetic Act. If a product containing vitamins, minerals or other 
ingredientsis a drug within the meaning-of section 201 (g) of the Act, 
the Secretary may, with respect to such product, exercise his authority 
under Chapter V of the Act. For example, the Secretary may bring an 
action for misbranding of a product which purports to be or is repre
sented as a drug (within the meaning of section 201 (g) of the Act) 
if its labeling fails to bear adequate directions for its purported use or 
for the use for which it is represented (within the meaning of section 
502 (f) (1) of the Act). See V. E. Irons, Inc. v. United States, 244 F. 
2d 34 (C.A. 1, 1957); Alberty Food Products v. United States, 194 F. 
2d 463 (C.A. 9, 1952); United States v. Vitasaje Co., 345 F. 2d 864 
(C.A. 3, 1965); United States v. Article ojDrug . .. B-Complex Cholinos 
Capsules, 362 F. 2d 923 (C.A. 3, 1966). 

The Secretary also has the authority to regulate the composition 
and potency of a product subject to the provisions of the conference 
substitute on the basis of safety. If a high potency preparation of a 
vitamin or mineral is a drug as defined by section 201 (g) of the Act 
and the Secretary determines that within the meaning of section 503 
(b) of the Act, it is not safe for use except under the supervision of a 
physician, such a high potency preparation is subject to regulation 
as a prescription drug under the Act. 

Similarly, if any vitamin, mineral or other food ingredient is not 
generally recognized as safe by qualified experts and meets the other 
criteria of the definition of a "food additive" under section 201 (s) of 
the Act, it would be subject to regulation under section 409 of the 
Act. If such a vitamin, mineral or other ingredient is intentionally 
added to a food, such food is adulterated (within the meaning of 
section 402 (a) (2) (C) of the Act) unless its use is in conformity with 
a regulation issued by the Secretary which prescribes the conditions 
under which it may be safely used or exempts it for investigational 
use by qualified experts. It is on precisely this basis that the Secretary 
has, by regulation, restricted the potency of the vitamin folic acid 
that may be added to a food. 
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PROVISIONS WITH RESPECT TO LABELING AND ADVERTISING 

Under the conference substitute, the Secretary retains the authority 
to initiate enforcement actions against a product to which the con
ference substitute is applicable if its labeling is false or misleading in 
any particular. In addition, the conference substitute contains special 
provisions respecting the labeling and advertising of these products. 

The conference substitute provides that a food to which the con
ference substitute is applicable shall not be deemed misbranded under 
section 403 of the Act solely because its label bears a listing of all of 
the ingredients in the food, or solely because its advertising contains 
references to ingredients in the food that are not vitamins or minerals. 
Thus, for example, if a tablet or capsule of vitamin C contains rutin, 
a substance that the Secretary has concluded has no dietary usefulness, 
the list of ingredients as well as the advertising for the product may 
refer to rutin without causing the food to be deemed misbranded. 
However, because of the conferees' concern that consumers not be 
misled into a belief that such substances have nutritional value, the 
conference substitute provides that the labeling so such a product may 
not list ingredients that are not vitamins or minerals except as a part 
of a list of all the ingredients of the food, in accordance with applicable 
regulations promulgated by the Secretary pursuant to section 403 of 
the Act. The Secretary is directed that in circumstances where 
compliance with this provision is impracticable or results in deception 
or unfair competition, exceptions shall be established by regulation. 
Further, the conference substitute provides that the labeling or 
advertising of a food to which the conference substitute is applicable 
may not give prominence to or emphasize ingredients which are not 
vitamins or minerals or are not represented as a source of vitamins 
or minerals. 

The conference substitute also provides the Secretary new authority 
over the advertising of foods subject to the conference substitute. 
Seizure and injunction actions are authorized in instances in which the 
~dvertising of a food to which the conference substitute is applicable 
Is false or misleading in a material respect. However, in order to 
protect an innocent retailer from seizures based upon deceptive 
advertising claims made by a manufacturer, the conference substitute 
provides that libel for condemnation may not be instituted against 
such products which are misbranded because of their advertising 
unless (1) the advertising was disseminated in the establishment in 
which the product was held for sale to the ultimate consumer, the 
advertising was disseminated by or under the direction of the owner 
or operator of such establishment, or all or part of the cost of such 
advertising was paid for by the owner or operator, and (2) the owner 
or operator used the advertising in the establishment to promote the 
sale of the food. 

The conference substitute would also add a new section 707 to the 
Federal Food, Drug, and Cosmetic Act which would require that the 
Federal Trade Commission be afforded the opportunity to take certain 
specific enforcement actions under the Federal Trade Commission Act 
for a period of up to 90 days before the Secretary could initiate an 
enforcement action under Chapter III of the Act with respect to the 
advertising of a product subject to the provisions of the conference 
substitute. It would prohibit the Secretary, except under limited 
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circumstances, from initiating such an enforce~ent !-l'ction before, 
during, or after the expiration of the 90 day penod, If the Federal 
Trade Commission takes action in accordance with the conference 
substitute. 

These provisions are intended to provide the Secretary with authority 
to protect the public from consumer fraud perpetrated by the fa!se 
advertising of these products. They are intended to serve as a partial 
substitute for the authority denied to the Secretary under other pro
visions of the conference substitute. 

Proposed new section 707 of the Act would require the Secre~ary 
to notify the Federal Trade Commission before he initiates any actwn, 
under Chapter III of the Federal Food, Drug, ~d <?osn;etic Act, 
with respect to any food which the Secretary determmes IS ~msbrand~d 
under proposed new section 403 (a) (2) of the Act because of Its advertis
ing or a food's advertising which the Secretary determines causes tJ:e 
food to be so misbranded. The notice by the Secretary must contam 
(1) a description of the Secretary's proposed acti<?n, (2) a description 
of the advertising which the Secretary has determmed causes the food 
to be misbranded under section 403(a)(2) of the Act, and (3) a state
ment of the reasons for the Secretary's determination t~~t the adver~is
ing has caused the food to be so misbranded. In additiOn, the notice 
from the Secretary must be accompanied by records,. documents, an.d 
other written materials which the Secretary determmes support his 
determination that the food is so misbranded because of its advertising. 

If, within a 30 day period beginning on the date of receipt of the 
notice and accompanying written materials from the ~~cretary, the 
Federal Trade Commission notifies the Secretary in wntmg that-

(1) it has initiated an investigation of the advertising (referred 
to in the Secretary's notice) to determine if it is prohibited by the 
Federal Trade Commission Act or a rule or order promulgated 
thereunder; . . . . 

(2) it has commenced or intends to commence a CIVIl actwn m 
the courts under section 5, 13, or 19 of such Act with respect to 
such advertising or the Attorney General has commenced or 
intends to commence a civil action under section 5 of such Act 
with respect to such advertising; 

(3) it has issued and served or intends to issue and serve a 
complaint under section 5(b) of such Act with respect to such 
advertising; or 

(4) it had made certificat~on to the Attorney Gen~r~l under 
section 16(b) of such Act With respect to such advert~smg, 

the Secretary is prohibited from initiating his proposed actwn for an 
additional period of time, which is not to exceed 60 days. If the 
Commission notifies the Secretary that neither the At~orney Ge_neral 
nor the Commission intends to take any of these actwns or fails to 
respond to the Secretary in writing within the 30 day period, the 
Secretary may initiate his proposed action. . . . 

If, before the expiration of the 60 day penod begm~m~ on the date 
the Secretary receives the notice from the Commission that the 
Attorney General or the Commission intends to take one of the 
actions described above, the Commission or the Attorney General has 
not commenced a civil action, the Commission has not issued and 
served a complaint or made certification .to the Attorney General 
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which has caused appropriate criminal proceedings to be brought 
against the advertising, the Secretar~ may act under Chapter III of 
the Federal Food, Drug, and CosmetiC Act. 

The Commission is required to notify the Secretary pr?mptly of the 
commencement of a civil action, the issuance and service of a com
plaint, or the causing by the Attorn_ey General. of c~minal proceedin~s 
to be brought against the advertismg descnbed m the Secretary s 
notice. 

The conferees intend that the Commission or the Attorney General, 
where practical, take appropriate regulato_ry action under the Federal 
Trade Commission Act pursuant to a notice from the Secretary. The 
conferees believe that the period of 90 days provided in t~e converence 
substitute is sufficient time within which to take such actwn. However, 
in instances in which the Secretary determines that, although a?ti<?n 
has not been taken by the Commission or the Attorney General.withi.n 
the 90 day period, such action is imminent, he may defer takmg his 
proposed action to permit the Commission or the Attorney General to 
take action. 

Under the conference substitute the notification and other pro
cedural requirements in subsections . (a) and (b) of prop?sed new 
section 707 of the Act do not apply With respect to any actwn u_n?er 
Chapter III of the Act with re~pect ~o any fo~d or foo.d adve~tismg 
to which the conference substitute IS otherWise apphcable, If the 
Secretary determines that such action is. required to eliminate an 
imminent hazard to health. Under these Circumstances the Secretary 
would neither be required to provide formal not~fication to the Com
mission nor delay his proposed enforcement actwn. Howe-yer, under 
the conference substitute, if the Secretary takes any actwn under 
Chapter III of the Act with respect ~o. a food because of its adv.ertising 
or with respect to a food's advertismg under proposed sectwn 403 
(a)(2) of the Act, proposed section 707(d) of the Act requires the 
Secretary to coordinate the action with any action of the Federal Trade 
Commission with respect to the advertising of such food. 

The conferees recognize that for many yea_rs. the Food and Drl!g 
Administration and the Federal Trade CommissiOn have operated m 
overlapping areas of jurisdiction in the regulation of false claims and 
that both agencies have been functioning under written memoranda of 
understanding concerning jurisdiction and liaison since 1954. The 
conferees expect both agencies to continue to coord~na~e their regula
tory actions in a manner to avoid unnecessary duphcatwn and waste. 
The conferees also emphasize that the conference substitute i~ 1:1ot 
intended to modify the primary role of the Federal Trade Co~miss~on 
in exercising its regulatory authority over the false or misleadmg 
advertising of food products.. . . 

Although the substitute giVes the Secretary substantial new author
ity with respect to the advertising of vitan;in and J?ineral pro~u~ts, 
the conferees intend that the Secretary use his authonty under existmg 
section 306 of the Federal Food, Drug, and Cosmetic Act which pro
vides for written notice or warningin lieu of judicial action where the 
Secretary believes that such notification or warning adequately pro
tects the public interest. 
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TITLE VI-ARTHRITIS ACT AMENDMENT 

The Senate amendment contained a title, not included in the House 
bill, which amended the National Arthritis Act (Public Law 93-640) 
The Senate amendment (1) made it clear that arthritis and related 
musculoskeletal diseases are to be collectively referred to as arthritis 
for the purposes of the Act; (2) added a statement of purroses of 
the Act; (3) corrected the reference to the Chief Medica Direc
tor of the Veterans Administration as an ex-officio member of the 
National Commission on Arthritis; (4) lowered the authorization of 
appropriations under that Act for the Arthritis Commission from $2 
million to $1.5 million; (5) revised the authorizations of appropriations 
under the Public Health Service Act for arthritis screening, de
tection, prevention, and referral demonstration projects and the 
Arthritis Screening and Detection Data Bank from $2 million for 
fiscal year 1975, $3 million for fiscal year 1976 and $4 million for 
fiscal year 1977 to $1.5 million for fiscal year 1975, $4 million for 
fiscal year 1976, and $4 million for fiscal year 1977; and (6) amended 
section 439 of the Public Health Service Act to provide that the 
Secretary may assist in the development, modernization, and opera
tion of new and existing comprehensive arthritis centers and to revise 
the authorizations from $11 million for fiscal year 1975, $13 million for 
fiscal year 1976, and $15 million for fiscal year 1977 to $5 million for 
fiscal year 1975, $13 million for fiscal year 1976, and $21 million 
for fiscal year 1977. 

The conference substitute conforms to the Senate amendment, 
except that it would authorize under the Public Health Service Act 
$11 million for fiscal year 1975, $8 million for fiscal year 1976 and 
$20 million for fiscal year 1977 for the development, modernization and 
operation of new and existing comprehensive arthritis centers, and 
would not change existing law with respect to authorizations for 
demonstration projects and the Arthritis Screening and Detection 
Data Bank. 

TITLE VII-DIABETES PLAN 

The Senate amendment contained a title, not included in the 
House bill, which extended the expiration date of the National 
Diabetes Commission (established under Public Law 93-354) to 
September 30, 1976. 

The conference substitute conforms to the Senate amdnement. 

TITLE VIII-HEALTH SERVICES 

The Senate amendment contained a title, not included in the House 
bill, which amended sections 319 (migrant health centers) and 330 
(community health centers) of the Public Health Service Act to add 
ambulatory surgical services as a supplemental health service which 
could be offered by such centers. 

The conference substitute conforms to the Senate amendment. 

TITLE IX-INDIAN HEALTH SERVICE 

The Senate amendment contained a title, not included in the 
House bill, which amended section 225 of· the Public Health Service 
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Act to permit the Indian Health Service to utilize non-profit recruit
ment agencies to assist in obtaining personnel for the Public Health 

· Service. 
The conference substitute conforms to the Senate amendment. 

TITLE X-APPOINTMENT OF ADVISORY COMMITTEES 

The Senate amendment contained a title, not included in the 
House bill, which prohibited consideration of political affiliation in 
making appointments to advisory committees established to assist 
the Secretary in implementing the Public Health Service Act, the 
Mental Retardation Facilities and Community Mental Health Centers 
Construction Act of 1963, and the Alcohol Abuse and Alcoholism 
Prevention, Treatment, and Rehabilitation Act of 1970. 

The conference substitute conforms to the Senate amendment. 

TITLE XI-MISCELLANEOUS PROVISIONS SOLDIERS' AND 

SAILORS' CIVIL RELIEF ACT 

The Senate amendment contained a provision, not included in the 
House bill, which equated active service of commissioned officers of 
the Public Health Service with active military service in the Armed 
Forces for the purposes of all rights, privileges, immunities, and 
benefits provided under the Soldiers' and Sailors' Civil Relief Act 
of 1940. 

The conference substitute conforms to the Senate amendment. 

VISITING SCIENTIST AWARDS 

The Senate amendment contained provisions, not included in the 
House bill, which (1) authorized the Secretary to grant stipends, in 
amounts not to exceed $25,000 per annum, to visiting scientists who 
enter into agreements with the Secretary to assist minority schools in 
developing programs in biomedical sciences, and (2) authorized the 
Secretary to make grants to minority schools to initiate the develop
ment of undergraduate programs relating to biomedical sciences. 

The conference substitute authorizes the Secretary to make awards 
(referred to as "Visiting Scientist Awards") to outstanding scientists 
who agree to serve as visiting scientists at institutions of post-second
ary education which have significant enrollments of disadvantaged 
students. The amount of each such award shall include such sum as is 
commensurate with the salary or remuneration which the individual 
had received from the institution with which he has, or had, a perma
nent or immediately prior affiliation. 

HEALTH PROFESSIONS, STUDENT ASSISTANCE 

The Senate amendment contained provisions, not included in the 
House bill, which extended the authorizations of appropriations for 
physician shortage area scholarships at $3.5 million for fiscal year 1975 
and $2 million for fi:;;cal year 1976, and for health professions student 
loans at $60 million for fiscal year 1976. 

The conference substitute conforms to the Senate amendment. 
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H. R. 7988 

.RintQtfourth <tongrtss of tht tinittd ~tatts of 2lmcrica 
AT THE SECOND SESSION 

Begun and held at the City of Washington on Monday, the nineteenth day of January, 
one thousand nine hundred and seventy-six 

To amend the Public Health Service Act to revise and extend the program 
under the National Heart and Lung Institute, to revise and extend the pro
gram of National Research Service Awards, and to establish a national pro
gram with respect to genetic diseases ; and to require a study and report on 
the release of research information. 

Be it enacted by the Senate and HoU8e of Representatives of the 
United States of America in Congress assembled, 

SECTION 1. (a) This Act may be cited as the "Health Research and 
Health Services Amendments of 1976". 

(b) Whenever in this Act (other than in titles III, V, VI, VII, and 
XI) an amendment or repeal is expressed in terms of an amendment 
to, or repeal of, a section or other provision, the reference shall be 
considered to be made to a section or other provision of the Public 
Health Service Act. 

TITLE I-REVISION OF NATIONAL HEART AND LUNG 
INSTITUTE PROGRAMS 

SEc. 101. (a) Congress finds and declares that-
( 1) diseases of the heart, blood, and blood vessels collectively 

cause more than half of all the deaths each year in the United 
States and the combined effect of the disabilities and deaths from 
such diseases is having a major social and economic impact on 
the Nation; 

( 2) elimination of heart and blood vessel diseases as significant 
causes of disability and death could increase the average Ameri
can's life expectancy by a'bout eleven years and could provide for 
annual savings to the economy in lost wages, productivity, and 
cost of medical care of more than $40,000,000,000 per Y.ear; 

(3) chronic lung diseases have been gaining steadily in recent 
years as important causes of disability and death, with emphysema 
being among the fastest rising causes of death in the United 
States; 

( 4) chronic respiratory disea~es affect an estimated ten million 
Americans, emphysema an estimated one million, chronic bron
chitis an estimated four million, and asthma an estimated five 
million; 

( 5) thrombosis (the formation of blood clots in the vessels) 
may cause, directly or in combination with other problems, many 
deaths and disabilities from heart disease and stroke which can 
now be prevented; 

(6) blood and blood products are essential human resources 
whose value in saving life and promoting health eannot be 
assessed in terms of dollars; 

(7) the provision of prompt and effective emergency medical 
services utilizing to the fullest extent possible advances in trans
portation and communications and other electronic systems and 
specially trained professional and paraprofessional health care 
personnel can reduce substantially the number of fatalities and 
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severe disabilities due to critical illnesses in connection with heart, 
blood vessel, lung, and blood diseases; 

(8) blood diseases, including nutritional anemia, anemia due to 
inherited abnormalities (such as sickle cell anemia and Cooley's 
anemia (thalassemia), anemias resulting from failure of the bone 
marrow, hemorrhagic defects (a common cause of death in patients 
with leukemia and other malignancies, and of disability from 
inherited diseases such as hemophilia) ) , and malignancies of the 
lymph nodes and bone marrow, such as leukemia, have a devastat
ing impact in spite of recent advances, and constitute an impor
tant category of illness that requires major attention; and 

(9) the greatest potential for advancement against heart, blood 
vessel, lung, and blood diseases lies in the National Heart, Lung, 
and Blood Institute, but advancement against such diseases 
depends not only on the research programs of that Institute but 
also on the research programs of other research institutes of the 
National Institutes of Health. 

(b) It is the purpose of this title to enlarge the authority of the 
National Heart, Lung, and Blood Institute in order to advance the 
national attack upon heart, blood vessel, lung, and blood diseases and 
to enlarge its authority with respect to blood resources. 

SEc. 102. Sections 411, 418(a) (6), and 419A(c) are each amended 
by striking out "National Heart and Lung Institute" and inserting in 
lieu thereof "National Heart, Lung, and Blood Institute". 

SEc. 103. (a) Section 412 is amended-
( 1) by inserting "and with respect to the use of blood and blood 

products and the management of blood resources" after "diseases" 
in the matter preceding paragraph ( 1) ; 

(2) by inserting "and to the use of blood and blood products 
and the management of blood resources" before the semicolon at 
the end of paragraph (1); . 

(3) by inserting "and to the use of blood and blood products 
and the management of blood resources" after "diseases" in para
graph (4); 

( 4) by inserting "and on the use of blood and blood products 
and the management of blood resources" after "diseases" in para
graph (5); 

(5) by striking out "heart diseases" in paragraph (6) and 
inserting in lieu thereof "heart, blood vessel, lung, and blood 
diseases and the management of blood resources"; 

(6) by inserting "and to the use of blood and blood products 
and the management of blood resources" after "diseases" in para
graph (7) ; and 

(7) by inserting at the end of the section heading "AND IN THE 
MANAGEMENT OF BLOOD RESOURCES". 

(b) Section 412 is amended by striking out "National Heart and 
Lung Advisory Council" and inserting in lieu thereof "National Heart, 
Lung, and Blood Advisory Council". 

SEc. 104 (a) Section 413(a) is amended-
(1) by striking out "Disease" in the first sentence and insert

ing in lieu thereof "Diseases and Blood Resources"; and 
(2) by inserting "and blood resources" after "diseases" in such 

sentence and in paragraph (7). 
(b) Section 413 (b) is amended-

(1) by striking out "calendar" each place it occurs in paragraph 
(2) and inserting in lieu thereof "fiscal"; and 



H.R. 7988-3 

( 2) by adding at the end of such paragraph the following: "Each 
such plan shall contain (A) an estimate of the number and type 
of personnel which will be required by the Institute to carry out 
the Program during the five years with respect to which the plan 
is submitted, and (B) recommendations for appropriations to 
carry out the program during such five years". 

(c) Section 413(c) (1) is amended by striking out "fifty" and 
inserting in lieu thereof "one hundred". 

(d) Section 413( c) (2} is amended-
(1) by striking out "operate" and inserting in lieu thereof 

"operate, alter, renovate"· and 
(2) by inserting "and blood resource" after "disease". 

(e) Section 413 (d) is amended-
(1) by striking out "Assistant Director for Health Informa

tion Programs" each place it occurs and inserting in lieu thereof 
"Assistant Director for Prevention Education, and Control"; 

( 2) by striking out "and pulmonary" in the second sentence and 
inserting in lieu thereof ", blood, and pulmonary" and by inserting 
"and blood" after "pulmonary" in the third sentence; and 

(3) by inserting "and blood resources" after "diseases" in the 
second sentence. 

(f) The section heading of section 413 is amended by striking out 
"DISEASE" and inserting in lieu thereof "DISEASES AND BLOOD RESOURCES". 

SEc. 105. Section 414 (b) is amended ( 1) by striking out "and" after 
"19?'4,", and (2) by inserting before the period a comma and the fol
lowmg: "$10,000,000 for fiscal year 1976, and $30,000,000 for fiscal year 
1977". 

SEc. 106. (a) (1) Subsection (a) (1) (A) of section 415 is amended 
by-

(A) striking out "fifteen" and inserting in lieu thereof "ten", 
and 

(B) striking out", blood vessel, and blood diseases" and insert
ingin lieu thereof "diseases". 

(2) Subsection (a) (1) (B) of such section is amended by striking 
out "fifteen" and inserting in lieu thereof "ten". 

(3) Subsection (a) (1) of such section is amended-
( A) by striking out "and" at the end of subparagraph (A), 
(B) by striking out the period at the end of subparagraph (B) 

and inserting in lieu thereof", and", and 
(C) by inserting after subparagraph (B) the following new 

subJ?aragraph: 
' (C) ten new centers for basic and clinical research into, train

ing in, and demonstration of, advanced diagnostic, prevention, 
and treatment methods (including methods of providing emer
gency medical services) for blood, blood vessel diseases, research 
in the use of blood products, and research in the management of 
blood resources.". 

(b) Section 415 (a) is further amended-
(1) by inserting "and for research in the use of blood and blood 

products and in the management of blood resources" after 
"diseases" in paragraph (1) (A); 

(2) by striking out "chronic" in paragraph (1) (B); 
(3) by striking out "paragraph (1) (A)" in paragraph (2) and 

inserting in lieu thereof "paragraph (1)"; 
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(4) by inserting", pulmonary, and blood" before "diseases" in 
paragraph (2) ; 

( 5) by striking out "cardiovascular disease" in paragraph ( 2) 
(A) and inserting in lieu thereof "cardiovascular, pulmonary, and 
blood diseases"; and 

(6) by striking out "such disease" in subparagraphs (B), (C), 
and. (D), of paragraph (2) and inserting in lieu thereof "such 
diseases'. 

(c) Section 415 (b) is amended-
( 1) by inserting ''the management of blood resources and" 

before "advanced"; and 
(2) by amending the first sentence after paragraph ( 4) to read 

as follows: "The aggregate of payments (other than payments for 
construction) made to any center under such an agreement for its 
costs (other than indirect costs) described in the first sentence may 
not exceed $5,000,000 in any year, except that the aggregate of 
such payments in any year may exceed such amount to the extent 
that the excess amount is attributable to increases in such year in 
appropriate costs as reflected in the Consumer Price Index pub
lished by the Bureau of Labor Statistics.". 

(d) The section heading of section 415 is amended by inserting "AND 
BLOOD RESOURCES" after "DISEASES". 

SEc. 107. (a) Section 417 (a) ( 1) is amended by striking out "Director 
of the Office of Science and Technology" and inserting in lieu thereof 
"Director of the National Science Foundation". 

(b) Section 417 is amended by striking out "National Heart and 
Lung Advisory Council" in subsection (a) and in subsection (h) (3) 
and inserting in lieu thereof "National Heart, Lung, and Blood 
Advisory Council". 

(c) The section heading of section 417 is amended by striking out 
"AND LUNG" and inserting in lieu thereof", LUNG, AND BLOOD". 

SEc. 108. Section 418 is amended-
( 1) by inserting "and to the use of blood and blood products and 

the management of blood resources" after "diseases" in para
graphs (1), (2), (3), and (4) of subsection (a); 

( 2) by redesignating paragraphs ( 4), ( 5) , and ( 6) of subsec
tion (a) asparagraphs (5), (6),and (7),respectively,andbyadd
in§' after paragraph ( 3) the following new paragraph : 

' ( 4) recommend to the Secretary (A) areas of research in 
heart, blood vessels, lung, and blood diseases and in the use of 
blood and blood products and the management of blood resources 
which it determines should be supported by the awarding of con
tracts in order to best carry out the purposes of this part, and (B) 
the percentage of the budget of the Institute which should be 
expended for such contracts;"; and 

(3) (A) by amending pa.ragraph (2) of subsection (b) to read 
as follows: 

"(2) The Council shall submit a report to the Secretary for simul
taneous transmittal, not later than November 30 of each year, to the 
President and to the Congress on the progress of the Program toward 
the accomplishment of its objectives during the preceding fiscal year.". 

(B) For purposes of section 418(b) (2) of the Public Health 
Service Act (as amended by subparagraph (A)), the period 
beginning July 1, 1975, and ending September 30, 1976, shall be 
considered a fiscal year. 

(C) The amendment made by subparagraph (A) shall take 
effect as of January 1,1976. 
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Sro. 109. Section 419A is amended-
(1) by inserting ''and projects with respect to the use of blood 

and blood products and the management of blood resources" after 
"training projects" in subsection (a); 

( 2) by inserting "and into the use of blood and blood products 
and the management of blood resources" after "diseases'' in sub
section (b) ; 

(3) by mserting "and for research and training in the use of 
blood and blood products and the management of blood resources" · 
after "diseases" in subsection (c) ; 

( 4) by striking out "in amounts not to exceed $35,000" in para
graph ( 1) of subsection (c) and inserting in lieu thereof "if the 
direct costs of such research and training do not exceed $35,000, 
but only"· and 

( 5) by' striking out "in amounts exceeding $35,000" in para
graph ( 2) of subsection (c) and inserting in lieu thereof "if the 
direct costs of such research and training exceed $35,000, but only". 

SEC. 110. Section 419B is amended-
(1) by striking out "and" after "1974," and by inserting before 

the period at the end of the first sentence a comma and the fol
lowing: "$339,000,000 for fiscal year 1976, and $373,000,000 for fis
cal year 1977"; and 

(2) by striking out "diseases of the blood" and inserting in lieu 
thereof "blood diseases and blood resources". 

SEc. 111. (a) Section 301 is amended by striking out "heart diseases" 
in paragraphs (c) and (h) and inserting in lieu thereof "heart, blood 
vessel, lung, and blood diseases and blood resources". 

(b) Section 301 is amended by striking out "National Heart and 
Lung Advisory Council" in paragraphs (c) and (h) and inserting in 
lieu thereof "National Heart, Lung, and Blood Advisory Council". 

SEc. 112. The title of Part B of title IV is amended to read as 
follows: 

"PART B-NATIONAL HEART, LuNG, AND BLOOD INsTITUTE". 

TITLE II-NATIONAL RESEARCH SERVICE AWARDS 

SEc. 201. (a) ( 1) Subsection (a) ( 1) (A) ( i) of section 4 72 is amended 
(A) by striking out "in matters" and inserting in lieu thereof "or 
under programs administered by the Division of Nursing of the Health 
Resources Administration, in matters", and (ii) by inserting before 
"are directed" the following: "or Division of Nursing". 

(2) Subsections (a) (1) (A) (iii) and (a) (1) (B) of such section a.re 
each amended by striking out "non-Federal". 

(b) Subsection (c) (1) (A) (i) of such section is amended by striking 
out "health research or teaching" and inserting in lieu thereof "health 
research or teaching or any combination thereof which is in accord
ance with usual patterns of academic employment". 

(c) Subsection (c) (2) (A) of such section is amended by striking 
out "health research or teaching" and inserting in lieu thereof "health 
research or teaching or any combination thereof which is in accord
ance with the usual patterns of academic employment". 

(d) The first sentence of subsection (d) of such section is amended 
by inserting a comma before the period and the following: 
"$165,000,000 for fiscal year 1976, and $185,000,000 for fiscal year 
1977". 
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SEc. 202. (a 2 Subsection (a) ( 1 )(A) ( i) of section 4 72 is amended by 
striking out ' the disease or (diseases) or other health problems to 
which the activities of the Institutes and Administration are directed" 
and inserting in lieu thereof "diseases or other health problems". 

(b) Subsection (b) (2) of section 472 is amended by striking out "to 
the entities of the National Institutes of Health and the Alcohol, Drug 
Abuse, and Mental Health Administration" and inserting in lieu 
thereof "within the Department of Health, Education, and Welfare". 

SEc. 203. (a) (1) Subparagraph (A) of the first paragraph (4) of 
subsection (c) o:f section 4 72 is amended by strikin~ out "and the inter
est on such amount" down through and including 'was made". 

(2} The last sentence of subparagraph (B) of such paragraph is 
amended by striking out "at the same rate as that fixed by the Secre
tary of the Treasury under subparagraph (A) to determine the amount 
due the United States'~ and inserting in lieu thereof "at a rate fixed by 
the Secretary of the Treasury after taking into consideration private 
consumer rates of interest prevailing on the date the United States 
becomes entitled to such amount". 

(b) The amendments made by subsection (a) shall apply with 
respect to National Research Awards under section 472 whiCh are 
made from appropriations for fiscal years ending on or after June 30, 
1975. 

SEC. 204. Section 473(b) is amended by adding after paragraph (2) 
the following new paragraph: 

" ( 3) The National Academy of Sciences or other group or associa
tion conducting the study required by subsection (a) shall conduct 
such study in consultation with the Director of the National Institutes 
of Health.". 

SEc. 205. Subsection (c) of section 473 is amended by striking out 
"March 31" and inserting in lieu thereof "September 30". 

TITLE III-DISCLOSURE OF RESEARCH INFORMATION 

SEc. 301. (a) ( 1) The President's Biomedical Research Panel ( estab
lished by section 201 (a) of the National Cancer Act Amendments of 
197 4 (Public Law 93-352) ) and the National Commission for the Pro
tection of Human Subjects of Biomedical and Behavioral Research 
(established by section 201 of the National Research Act (Public Law 
93-348)) shall each conduct an investigation and study of the impli
cation of the disclosure to the public of information contained in 
research protocols, research hypotheses, and research designs obtained 
by the Secretary of Health, Education, and Welfa:ra (hereinafter in 
the subsection referred to as the "Secretary") in connection with an 
application or proposal submitt~d, during the period beginning Jan
uary 1, 1975, and ending December 31, 1975, to the Secretary for a 
grant,. fellowship, or contract under the Public Health Service Act. 
In making such mvestigation and study the Panel and the Commission 
shall each determine the following: 

(A) The number of requests made to the Secretary for the 
disclosure of information contained in such research protocols, 
hypotheses, and designs and the interests represented by the per
sons for whom such requests were made. 

(B) The purposes for which information disclosed by the Sec
retary pursuant to such requests was used. 

(C) The effect of the disclosure of such information on-
( i) proprietary interests in the researeh protocol, hypoth

esis, or design from which such information was di8closed 
and on patent rights; 
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(ii) the ability of peer review systems to insure high qual
ity federally funded research; and 

(iii) the (I) protection of the public against research 
which presents an unreasonable risk to human subjects of 
such research and (II) the aAlequacy of informed consent 
procedures. 

(2) (A) Not later than May 31, 1976, the Panel shall complete the 
investigation and study required to be made by the Panel by paragraph 
(1), and, not later than June 30, 1976, the Panel shall submit to the 
Committee on Interstate and Foreign Commerce of the House of 
Representatives and the Committee on Labor and Public Welfare of 
the Senate a report on such investigation and study. The report shall 
contain such recommendations for legislation as the Panel deems 
appropriate. 

(B) Not later than November 30, 1976, the Commission shall com
plete the investigation and study required to be made by the Commis
sion by paragraph (1), and, not later than December 31, 1976, the 
Commission shall submit to the Committee on Interstate and Foreign 
Commerce of the House of Representatives and the Committee on 
Labor and Public Welfare of the Senate a report on such investigation 
and study. The report shall contain such recommendations for legisla
tion as the Commission deems appropriate. 

(b) Section 211 (b) of the National Research Act (Public Law 
93-348) is amended by striking out "July 1, 1976" and inserting in lieu 
thereof "January 1, 1977". 

TITLE IV-GENETIC DISEASES 

SEc. 401. This title may be cited as the "National Sickle Cell Anemia, 
Cooley's Anemia, Tay-Sachs, and Genetic Diseases Act". 

SEc. 402. In order to preserve and protect the health and welfare of 
all citizens, it is the purpose of this title to establish a national program 
to provide for basic and applied research, research training, testing, 
counseling, and information and education programs with respect to 
genetic diseases, including sickle cell anemia, Cooley's anemia, Tay
Sachs disease, cystic fibrosis, dysautonomia, hemophilia, retinitis pig
mentosa, Huntington's chorea, and muscular dystrophy. 

SEc. 403. (a) Title XI is amended by striking out parts A and B and 
inserting in lieu thereof the following: 

"PART A-GENETIC DISEASES 

"TESTING AND COUNSELING PROGRAMS AND INFORMATION 
AND EDUCATION PROGRAMS 

"SEC. 1101. (a) (1) The Secretary' through an identifiable wmin
istrative unit within the Department of Health, Education, and Wel
fare, may make grants to public and nonprofit private entities, and may 
enter into contracts with public and private entities, for projects to 
establish and operate voluntary genetic testing and counseling pro
grams primarily in conjunction with other existing health programs, 
including programs assisted under title V of the Social Security- Act. 

"(2) The Secretary shall carry out, through an identifiable admin
istrative unit within the Department of Health, Education, and Wel
fare, a program to develop information and educational materials 



H. R. 7988-8 

relating to genetic diseases and to disseminate such information and 
materials to persons providing health care, to teachers and students, 
and to the public generally in order to most rapidly make available the 
latest advances in the testing, diagnosis, counseling, and treatment of 
individuals respecting genetiC diseases. The Secretary may, under such 
program, make grants to public and nonprofit private entities and 
enter into contracts with public and private entities and individuals 
for the development and dissemination of such materials. 

"(b) For the purpose of making payments pursuant to grants and 
contracts under this section, there are authorized to be appropriated 
$30,000,000 for fiscal year 1976, $30,000,000 for fiscal year 1977, and 
$30,000,000 for fiscal year 1978. 

"RESEARCH PROJECT GRANTS AND CONTRACTS 

"SEc. 1102. In carrying out section 301, the Secretary may make 
grants to public and nonprofit private entities, and may enter into con
tracts with public and private entities and individuals, for projects for 
(1) basic or applied research leading to the understanding, diagnosis, 
treatment, and control of genetic diseases, (2) planning, establishing, 
demonstrating, and developing special programs for the training of 
genetic counselors, social and behavioral scientists, and other health 
professionals, ( 3) the development of programs to educate practicing 
physicians, other health professionals, and the public regarding the 
nature of genetic processes, the inheritance patterns of genetic dis
eases, and the means, methods, and facilities available to diagnose, 
control, counsel, and treat genetic diseases, and ( 4) the development of 
counseling and testing programs and other programs for the diagnosis, 
control, and treatment of genetic diseases. In making grants and enter
ing into contracts for projects described in clause (1) of the preceding 
sentence, the Secretary shall give priority to applications for such 
grants or contracts which are submitted for research on sickle cell 
anemia and for research on Cooley's anemia. 

"VOLUNTARY PARTICIPATION 

"SEc. 1103. The participation by any individual in any program or 
portJion thereof under this part shall be wholly voluntary and shall not 
be a prerequisite ~o eligibility for or receipt of anv other service or 
assistance from, or :to participation in, any other program. 

"APPLICATIONS j ADMINISTRATION OF GR.<\.NTS AND CONTRACT PROGRAMS 

"SEc. 1104. (a) A grant or contract under this part may be made 
upon a;pplication submitted to the Secretary at such time, in such 
manner, and containing and accompanied by such information, as ·the 
Secre.twry may require. Each applicant shall-

" ( 1) provide that the programs and activities for which ·assist
ance under this part is sought will be administered by or under 
t'he supocvision of the applicant; 

" ( 2) provide for striot confiden[Jiality of all.test results, medii
cal records, and dther information regarding testing, diagnosis, 
counseling, or treatment of any person treated, except for (A) 
such information 'llS the patient (or his guardian) gives informed 
consent to be released, or (B) statistical data compiled without 
reference to the identity of any such patient; 
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"(3} provide for community representation where appropriate 
in the development and operation of voluntary genetic testing or 
counseling programs funded by a grant or contract under this 
part· 

"(4) in •bhe case of an applicant for a grant or contract under 
section 1101 (a) (1} for the delivery of services, provide assurances 
satisfactory to the Secretary that (A) the services for community
wide .testing and counseling to be provided under the program 
for which the application is made (i) will take into consideration 
widely I?revalent diseases with a genetic component and high-risk 
populatiOn groups in which certain genetic diseases occur, and 
(ii) where appropriate will be directed especially but not exclu
sively to persons who are entering their child-producing years, 
and (B) appropriate arrangements will be made to provide coun
seling to persons found to have a genetic disease and to persons 
found to carry a gene or chromosome which may cause a deleteri
ous effect in their offspring; and 

" ( 5) establish fiscal control and fund accounting procedures as 
may be necessary to assure proper disbursement of and accounting 
of Federal funds paid to the applicant under this part. 

"(b) In making any grant or entering into any contract for testing 
and counseling programs under section 1101, the Secretary shall (1) 
take into account the number of persons to be served by the program 
supported by such grant or contract and the extent to which rapid 
and effective use will be made of funds under the grant or contract; 
and (2} give priority to programs operating in areas which the Seen'" 
tary determines have the greatest number of persons who will benefit 
from and are in need of the services provided under such programs. 

" (c) In making grants and entering into contracts for any fiscal 
year under section 301 for projects described in section 1102 or under 
section 1101 the Secretary shall give special consideration to applica
tions from entities that received grants from, or entered into contracts 
with, the Secretary for the preceding fiscal year for the conduct of 
comprehensive sickle cell centers or sickle cell screening and educa
tion clinics. 

"PUBLIC HEALTH SERVICE FACILITIES 

"SEc. 1105. The Secretary shall establish a program within the 
Service to provide voluntary testing, diai!Ilosis, counseling, and treat
ment of individuals respecting genetic diseases. Services under such 
program shall be made available through facilities of the Service to 
persons requesting such services, and the program shall provide appro
priate publicity of the availability and voluntary nature of such 
services. 

"REPORTS 

"SEC. 1106. (a) The Secretary shall prepare and submit to the Pres
ident for transmittal to the Congress on or before Aprill of each year 
a comprehensive report on the administration of this part. 

"(b) The report required by this section shall contain such rec
ommendations for additional legislation as the Secretary deems 
necessary.". 

(b) (1) Section 1121(b) (5) is amended by striking out "ending 
June 30," each place it occurs. 

(2) Parts C and Dare redesignated as parts Band C, respectively. 
( 3) The heading of such title is amended to read as follows: 
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"TITLE XI-GENETIC DISEASES, HEMOPHILIA PRO
GRAMS, AND SUDDEN INFANT DEATH SYNDROME." 

(c) The amendments made by subsections (a) and (b) shall take 
effect July 1, 1976. 

TITLE V-FEDERAL FOOD, DRUG, AND COSMETIC ACT 
AMENDMENTS 

SEc. 501 (a) Chapter IV of the Federal Food, Drug, and Cosmetic 
Act is amended by adding after section 410 (21 U.S.C. 349) the follow
ing new section: 

"VITAMINS AND MINERALS 

"SEc. 411. (a) (1) Except as provided in paragraph (2)-
" (A) the Secretary may not establish, under section 201 ( n), 

401, or 403, maximum limits on the potency of any synthetic or 
natural vitamin or mineral within a food to which this section 
applies; 

"(B) the Secretary may not classify any natural or synthetic 
vitamin or mineral (or combination thereof) as a drug solely 
because it exceeds the level of potency which the Secretary deter
mines is nutritionally rational or useful; 

"(C) the Secretary may not limit, under section 201(n), 401, 
or 403, the combination or number of any synthetic or natural

" ( i) vitamin, 
" ( ii) mineral, or 
" (iii) other ingredient of food, 

within a food to which this section applies. 
"(2) Paragraph (1) shall not apply in the case of a vitamin, 

mineral, other ingredient of food, or food, which is represented for 
use by individuals in the treatment or management of specific diseases 
or disorders, by children, or by pregnant or lactating women. For 
purposes of this subparagraph, the term 'children' means individuals 
who are under the age of twelve years. 

"(b) ( 1) A food to which this section applies shall not be deemed 
under section 403 to be misbranded solely because its label bears, in 
accordance with section 403 ( i) ( 2), all the ingredients in the food 
or its advertising contains references to ingredients in the food which 
are not vitamins or minerals. 

"(2) (A) The labeling for any food to which this section applies 
may not list its ingredients which are not vitamins or minerals (i) 
except as a part of a list of all the ingredients of such food, and ( ii) 
unless such ingredients are listed in accordance with applicable regu
lations under section 403. To the extent that compliance with clause 
(i) of this subparagraph is impracticable or results in deception or 
unfair competition, exemptions shall be established by regulations 
promulgated by the Secretary. 

"(B) Notwithstanding the provisions of subparagraph (A), the 
labeling and advertising for any food to which this section applies may 
not give prominence to or emphasize ingredients which are not-

" ( i) vitamins, 
" ( ii) minerals, or 
" (iii) represented as a source of vitamins or minerals. 

" (c) ( 1) For purposes of this section, the term 'food to which this 
section applies' means a food for humans which is a food for special 
dietary use-

"(A) which is or contains any natural or synthetic vitamin or 
mineral, and 
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"(B) which- . . 
" ( i) is intended for ingestion in tablet, capsule, or hqmd 

form, or 
" ( ii) if not intended for ingestion in sue~ a form, does n<?t 

simulate and is not represented as conventiOnal food and IS 
not represented for use as a sole item of a meal or of the diet. 

"(2) For purposes of par~gra;ph. (1) (B) (i), a f.oo.d .shall be con
sidered as intended for mgestwn m hqmd form only 1f It IS formulated 
in a fluid carrier and it is intended for ingestion in daily quantities 
measured in drops or similar small units of measure. 

"(3) For purposes of paragraph (1) and of section 403(j) insofar 
as that section is applicable to food to which this section applies, the 
term 'special dietary use' as applied to food used by man means a 
particular use for which a food purports or is represented to be used, 
including but not limited to the following: 

"(A) Supplying a special dietary need that exists by reason of 
a physical, physiological, pathological, or other condition, includ
ing but not limited to the condition of disease, convalescence, 
pregnancy, lactation, infancy, allergic hypersensitivity to :food, 
underweight, overweight, or the need to control the intake o:f 
sodium. 

"(B) Supplying a vitamin, mineral, or other ingredient for 
use by man to supplement his diet by increasing the total dietary 
intake. 

" (C) Supplying a special dietary need by reason of being a 
food :for use as the sole item of the diet.". 

(b) The Secretary of Health, Education, and Welfare shall amend 
any regulation promulgated under the Federal Food, Drug, and 
Cosmetic Act which is inconsistent with section 411 of such Act (as 
added by subsection (a) ) and such amendments shall be promulgated 
in accordance with section 553 of title 5, United States Code. 

SEc. 502. (a) (1) Section 403(a) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 343(a)) is amended (A) by inserting "(1)" 
after "If", and (B) by inserting before the period at the end a comma 
and the following: "or (2) in the case of a :food to which section 411 
applies, its advertising is false or misleading in a material respect or 
its labeling is in violation of section 411 (b) ( 2) ". 

(2) (A) Section 201(n) o:f such Act is amended by inserting "or 
advertising" after "labeling" each time it occurs. 

(.B) Section 303 o:f such Act is amended by adding at the end 
the following new subsection: 

" (d) No person shall be subject to the penalties of subsection (a) 
of this section :for a violation o:f section 301 involving misbranded food 
if the violation exists solely because the food is misbranded under 
section 403(a) (2) because of its advertising, and no person shall be 
subject to the penalties o:f subsection (b) of this section :for such a 
violation unless the violation is committed with the intent to defraud 
or mislead.". 

(C) Section 304(a) of such Act (21 U.S.C. 334(a)) is amended by 
adding after paragraph (2) the following new paragraph: 

"(3) (A). Except as .Pr~vided in subparagraph (B), no libel for 
condemnatw~ may be mstituted under paragraph (1) or (2) against 
any :food which-

. '.'(i) is misbranded under section 403( a) (2) because of its adver
tismg, and 

" ( ii) is being held for sale to the ultimate consumer in an estab
lishment other than an establishment owned or operated by a 
manufacturer, packer, or distributor of the food. 
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"(B) A libel for condemnation may be instituted under paragraph 
(1) or (2) against a food described in subparagraph (A) if-

"(i) (I) the food's advertising which resulte_d in ~he food. being 
misbranded under section 403 (a) ( 2) was d1ssemmated m the 
establishment in which the food is being held for sale to the 
ultimate consumer, 

"(II) such advertising was disseminated by, or under the direc
tion of, the owner or operator of such establishment, or 

"(III) all or part of the cost of such advertising was paid by 
such owner or operator; and 

" ( ii) the owner or operator of such establishment used such 
advertising in the establishment to promote the sale of the food.". 

(b) Chapter VII of such Act is amended by adding after section 706 
(21 U.S.C. 376) the following new section: 

"ADVERTISING OF CERTAIN FOODS 

"SEc. 707. (a) (1) Except as provided in subsection (c), before the 
Secretary may initiate any action under chapter III-

"(A) with respect to any food which the Secretary determines 
is misbranded under section 403(a) (2) because of its advertising, 
or 

"(B) with respect to a food's advertising which the Secretary 
determines causes the food to be so misbranded, 

the Secretary shall, in accordance with paragraph (2), notify in writ
ing the Federal Trade Commission of the action the Secretary proposes 
to take respecting such food or advertising. 

" ( 2) The notice required by paragraph ( 1) shall-
"(A) contain (i) a descriptiOn of the action the Secretary pro

poses to take and of the advertising which the Secretary has 
determined causes a food to be misbranded, ( ii) a statement of 
the reasons for the Secretary's detennination that such advertis
ing has caused such food to be misbranded, and 

" (B) be accompanied by the records, documents, and other 
written materials which the Secretary determines supports his 
determination that such food is misbranded because of such 
advertising. 

"(b) (1) If the Secretary notifies the Federal Trade Commission 
under subsection (a) of actiOn proposed to be taken under chapter III 
with respect to a food or food advertising and the Commission notifies 
the Secretary in writing, within the 30-day period beginning on the 
date of the receipt of such notice, that-

"(A) it has initiated under the Federal Trade Commission Act 
an investigation of such advertising to determine if it is prohibited 
by such Act or any order or rule under such Act, 

"(B) it has commenced (or intends to commence) a civil action 
under section 5, 13, or 19 with respect to such advertising or the 
Attorney General has commenced (or intends to commence) a 
civil action under section 5 with respect to such advertising, 

" (C) it has issued and served (or intends to issue and serve) a 
complaint under section 5 (b) of such Act respecting such adver
tising, or 

"(D) pursuant to section 16(b) of such Act it has made a 
certification to the Attorney General respecting such advertising, 

the Secretary may not, except as provided by paragraph (2), initiate 
the action described in the Secretary's notice to the Federal Trade 
Commission. 
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"(2) If, before the expiration of the 60-day period beginning on 
the date the Secretary receives a notice described in paragraph ( 1) 
from the Federal Trade Commission in response to a notice of the 
Secretary under subsection (a)-

"(A) the Commission or the Attorney General does not com
mence a civil action described in subparagraph (B) of paragraph 
(1) of this subsection respecting the advertising described in the 
Secretary's notice, 

"(B) the Commission does not issue and serve a complaint, 
described in subparagraph (C) of such paragraph respecting 
such advertising, or 

"(C) the Commission does not (as described in subparagraph 
(D) of such paragraph) make a certification to the Attorney 
General respecting such advertising, or, if the Commission does 
make such a certification to the Attorney General respecting such 
advertising, the Attorney General, before the expiration of such 
period, does not cause appropriate criminal proceedings to be 
brought against such advertising, 

the Secretary may, after the expiration of such period, initiate the 
action described in the notice to the Commission pursuant to subsec
tion (a). The Commission shall promptly notify the Secretary of the 
commencement by the Commission of such a civil action, the issuance 
and service by it of such a complaint, or the causing by the Attorney 
General of criminal proceedings to be brought against such adver
tising. 

" (c) The requirements of subsection~ (a) and (b) do not apply with 
respect to action under chapter III with respect to any food or food 
advertising if the Secretary determines that such action is required 
to eliminate an imminent hazard to health. 

" (d) For the purpose of avoiding unnecessary duplication, the Sec
retary shall coordinate any action taken under chapter III because 
of advertising which the Secretary determines causes a food to be 
misbranded with any action of the Federal Trade Commission under 
the Federal Trade Commission Act with respect to such advertising." 

(c) The amendments made by subsection (a) shall take effect 180 
days after the date of the enactment of this Act. 

TITLE VI-ARTHRITIS ACT AMENDMENTS 

SEC. 601. This title may be cited as the "National Arthritis Act 
Technical Amendments of 1976". 

SEa. 602. (a) Section 2 of the National Arthritis Act of 1974 (Pub
lic Law 93-640) (hereinafter in this section referred to as the "Act") 
is amended by-

( 1) inserting " (a) " after "SEc. 2." ; 
(2) inserting a comma and "including $2,500,000,000 in medical 

expenses," after "$9,200,000,000" in paragraph (3); and 
( 3) inserting a new subsection (b) at the end thereof as 

follows: 
"(b) It is therefore the purpose of this Act to provide for

" (1) the formulation of a long-range plan-
" (A) to expand and coordinate the national research, treat

ment, and control effort against arthritis; 
"(B) to advance educational activities for patients, pro

fessional and allied health personnel, and the public which 
will alert the citizens of the United States to the early indi
cations of arthritis; and 
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" (C) to emphasize the significance of early detection and 
proper control of these diseases and of the complications 
which may evolve from them; 

"(2) the establishment and support of programs to develop 
new and improved methods of arthritis screening, detection, pre
vention, and referral; 

" ( 3) the establishment of a central arthritis screening and detec
tion data bank; and 

" ( 4) the development, modernization, and operation of centers 
for arthritis screening, detection, diagnosis, prevention, control, 
treatment, education, rehabilitation, and research and training 
J?rograms. ". 

(b) Section 3 of the Act is amended by striking out "chief medical 
officer" and inserting in lieu thereof "Chief Medical Director" in sub
section (b) (4). 

(c) The section heading for section 4 of the Act is amended by 
striking out "DEMONSTRATION" after "COMMITrEE,". 

SEc. 603. (a) (1) Section 431(c) of the Public Health Service Act 
is amended by inserting "(hereinafter in this part collectively referred 
to as 'arthritis')" after "musculoskeletal diseases". 

(2) The fourth sentence of section 434(b) of such Act is amended 
by striking out "and related musculoskeletal diseases". 

( 3) Section 434 (e) of such Act is amended by striking out "and 
related musculoskeletal diseases (hereinafter in this part collectively 
referred to as 'arthritis')". 

(b) Section 438 of such Act is amended by-
(1) inserting "the" before "health" the first time it appears in 

the first sentence of subsection (a) ; and 
(2) inserting "established" after "bank" in the second sentence 

of subsection (a) . 
(c) Section 439 of such Act is amended by-

(1) inserting "new and existing" before "centers" in the first 
sentence of subsection (a) ; 

(2) striking out "$13,000,000" and inserting in lieu thereof 
"$8,000,000", and striking out "$15,000,000" and inserting in lieu 
thereof "$20,000,000" in subsection (h) ; and 

(3) redesignating subsections (e), (f), (g), and (h) as subsec
tions (d), (e), (f), and (g), respectively. 

TITLE VII-DIABETES PLAN 

SEc. 701. Section 3 ( i) ( 2) of the National Diabetes Mellitus Research 
and Education Act (42 U.S.C. 289c-2) is amended to read as follows: 

'' (2) The Commission shall cease to exist after September 30, 1976.". 

TITLE VIII-HEALTH SERVICES 

AMBULATORY SURGICAL SERVICES 

SEC. 801. (a) Section 319(a) (7) is amended by-
(1) mserting after subparagraph (K) the following new 

subparagraph: 
"(L) ambulatory surgical services;" and 
(2) redesignating subpara~phs (L) and (M) as subt>ara

graphs (M) and (N), respectively. 
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(b) Section 330(b) (2) is amended by-
(1) inserting after subparagraph (K) the following new 

sub:r.aragraph: 
" ( L) ambulatory surgical services;" and 
(2) redesignating subparagraphs (L) and (M) as subpara

graphs (M) and (N), respectively. 

TITLE IX-INDIAN HEALTH SERVICE 

SEc. 901. Section 225 is amended by adding at the end thereof the 
following new subsection-

"(j) Notwithstanding any other provision of law, the Secretary 
may, where he deems advisable, allow the Indian Health Service to 
utilize nonprofit recruitment agencies to assist in obtaining personnel 
for the Public Health Service.". 

TITLE X-APPOINTMENT OF ADVISORY COMMITTEES 

SEc. 1001. All apl?ointments to advisory committees established to 
assist in implementmg the Public Health Service Act, the Mental 
Retardation Facilities and Community Mental Health Centers Con
struction Act of 1963, and the Comprehensive Alcohol Abuse and 
Alcoholism Prevention, Treatment, and Rehabilitation Act of 1970, 
shall be made without regard to political affiliation. 

TITLE XI-MISCELLANEOUS PROVISIONS 

SEc. 1101. Section 212 of the Public Health Service Act is amended 
by adding after subsection (d) the following new subsection: 

" (e) Active service of commissioned officers of the Service shall be 
deemed to be active military service in the Armed Forces of the United 
States for the purposes of all rights, privileges, immunities, and bene
fits now or hereafter provided under the Soldiers' and Sailors' Civil 
Relief Act of 1940 (50 App. U.S.C. 501 et seq.).". 

SEc. 1102. (a) The second paragraph ( 4) of subsection (c) of section 
4 72 of the Public Health Service Act is redesignated as paragraph ( 5). 

(b) Section 507 of the Public Health Service Act is amended by 
striking out "hospitals of the Service, of the Veterans' Administration, 
or of the Bureau of Prisons of the Department of Justice, and to 
Saint Elizabeths Hospital, except that grants to such" and insert in 
lieu thereof "Federal institutions, except that grants to". 

SEc. 1103. Title IV of the Public Health Service Act is amended by 
adding after section 4 75 the following new section: 

"VISITING SCIENTIST AWARDS 

"SEc. 476. (a) The Secretary may make awards (referred to as 
'Visiting Scientist Awards') to outstanding scientists who agree to 
serve as visiting scientists at institutions of post-secondary education 
which have significant enrollments of disadvantaged students. Visiting 
Scientist Awards shall be made by the Secretary to enable the faculty 
and students of such institutions to draw upon the special talents of 
scientists from other institutions for the purpose of receiving guidance, 
advice, and instruction with regard to research, teaching, and curric
ulum development in the biomedical and behavioral sciences and such 
other aspects of these sciences as the Secretary shall deem appropriate. 



r 
I 

jj· # .. ... 

H. R. 7988-16 

"(b) The amount of each Visiting Scientist Award shall include 
such sum as shall be commensurate with the salary or remuneration 
which the individual receiving the award would have been entitled to 
receive from the institution with which the individual has, or had, a 
permanent or immediately prior affiliation. Eligibility for and terms 
of Visiting Scientist A wards shall be determined in accordance with 
regulations the Secretary shall prescribe." 

SEc. 1104. Section 786 of the Public Health Service Act is amended 
by inserting before the period at the end of the first sentence "and 
$3,500,000 for the fiscal year ending June 30, 1975 and $2,000,000 for 
the fiscal year ending June 30, 1976". 

SEc. 1105. (a) Section 742(a) of the Public Health Service Act is 
amended by striking out "and" after "1974," and by inserting after 
"1975" the following:", and $60,000,000 for the fiscal year ending June 
30, 1976". 

(b) Section 740(b) (4) of such Act is amended by striking out 
"1975" and inserting in lieu thereof "1976". 

SEc. 1106. Section 1511 (b) ( 5) of the Public Health Service Act is 
amended by striking out "1535" and inserting in lieu thereof "1536". 

(b) Section 1613 of such Act is amended by striking out "1510" and 
inserting in lieu thereof "1610". 

(c) The last sentence of section 1631 of such Act is repealed. 
SEC. 1107. (a) Section 132(a) (1) (A) of the Developmental Dis

abilities Services and Facilities Construction Act ( 42 U.S.C. 6062) 
(hereinafter in this section referred to as the "Act") is amended by 
striking out "134" and inserting in lieu thereof "133". 

(b) Section 134 (b) ( 1) of the Act is amended by striking out "134" 
and inserting in lieu thereof "133". 

(c) Section 134 (b) ( 1) of the Act is amended by striking out "136" 
and inserting in lieu thereof "135". 

(d) Section 301 (a) of the Developmentally Disabled Assistance and 
Bill of Rights Act is amended by striking out "101 (7)" and inserting 
in lieu thereof "102(7)". 

Speaker of the House of Representatives. 

Vice President of the United States and 
President of the Senate. 
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