
l'lEDICAL L.GARD JJOClJ}.fENT NO. l 

Organization, Functions and Authority of 

the lfedical Board of the Clinicai Center 

1 . FUNCTION 

The Medical Board is responsible for developing policies governing 
standards of medical care in the Clinical Center. 

2. AUTHORITY OF THE 1'1EDICAL BOARD 

All actions of the Medical Board are advisory to the Direc~r of 
the National Institutes of Health. When approved by the Director of the 
National Institutes of Health, policies developed by the Board are oper­
ating policies of the Clinical Center. 

Findings and actions of the l'Jedical Board are reported to the 
Director of the Nation~l Institutes of Health by the Director of the 

( 

Clinical Center.. The Chairman of the Medical Boa:cd may discuss directly 
with the Director of the National Institutes of Health any matter relating 
to the Board and its activities. 

3. MEl'IBERSHIP AND OFFICERS OF THE MEDICAL BOARD 

(a) Membership 

The Director of the National Institutes of Health names the 
members of tne Medical Board, who are selected as follows: 

1. A representative of each Institute nominated by the 
Institute Director. 

2. The Director of the Clinical Center. 

3. The Chief of Professional Services of the Clinical Center. 

4. Three members selected from a panel norninntecl by the 
Institute representatives on the Board. 

5. Three members selected from a panel nominated by the 
Director of the Clinical Center. 

All of the members of Ui,c. Board except the Din~ctor of the 
Clinical Center shall be entitled to vote. 
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GROUP CC:iSIDEFATION OF CLINIG'\L RESEARCH 

PROCSDUL'SS I:'E\'IATH7:; FF.CM ACCEP'l'ED 
MEDICAL FFACTIC::: OP INVOLVING UNUSUAL HAZAED* 

It is the policy of the ~;a tional :;:r;sti tutes of Heal th to place pri~ary 
res:s:onsibility for the formulation and conduct of clinical research and 
rredical care en the principal investicators desianated by each Institute 
Cirector, in conforoity with standards and principles of legal, ethical 
ar.d ad~inistrative propriety established by the Director of the ~ational 
Ir.stitutes of Health. 

In order to assist the principal investigator in making deterrr·inations 
with respect to research projects and medical procedures which may 
involve deviation from acc~ptcd ~edical practice or potential hazard to 
the life or well-being of the patient or subject admitted to the Clinical 
Center, the following statesent of responsibility is provided as guidance, 
and methods for obtaining group consideration and advice are established. 

It will not be necessary to present each project for evaluation of its 
medical, scientific and ethical propriety to any single central group, 
but any unestablisf'.ec, no;;standard or unusually hazardous procedure shall 
receive appropriate group consideration before it is undertaken. 

I. Basic Responsibility 

1. Patient Care Responsibility 

Only properly qualified physfcians or dentists may assume responsibility 
for clini~al diasnosis, investigation and care. All others associated 
with the project are subject to tl-,e authority of the responsible physi­
cian or der,tist, and the physician or dentist asslm1es responsibility 
for such personnel. 

2. Project Formulation 

It is recognized that every medical procedure is modified or adapted to 
acco~odate the individual pntient. It also contains some element of 
risk. Cete~ninaticn as to ~hich ~edical procedures shall be considered 
as not being estab~ished or as involving unusual hazard shall be on an 
individual basis, in the light of total experience developed in well 
recognized institutions accepted by the prqfession ·for the excellence of 
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their staff in conduction rredical care and research. Published reports 
of tecr..r.ic:::ues or procedures used elsewhere in clinical investigation 
without knm·.n deleterious effect to the sul:::j ect <;·1ill not, of themselves, 
relic~c the in~estiaator fror. resrcnsibility for sutmitting for group 
consiceraticn his plans to use the sa~e er similar rrethods. 

Two distinct types of hazard are recognized: (a) jeopardy to the life 
or relative state of well-being of the research subject, either a person 
suffering fror. disease whether considered curable or incurable, or a 
norr.al volunteer si..~bject; (b) jeopardy to the subject's chances for 
cure of his illness or alleviation of his syr::ptorr>s, occaisoned by with­
holding or delaying the a~plicaticn of established therapeutic procedures. 

In the develofrrent of any clinical study involving procedures deviating 
from accepted r..ecical practice or involving unusual hazard, the principal 
investigator shall indicate, as prescribed by the Director of his Insti­
tute, such contemplated procedures, referring to the literature and his 
own and others' experience. P.e shall indicate the necessity and basis 
for his proposed research, noting pertinent laboratory, animal and other 
human research and, insofar as possible, the potential hazard to the 
patient or subject. 

3. Public Health Service Personnel 

Self-experimentation ar.d use of Public Health Service personnel as sub­
jects in. clinical investigation are prohibited, unless prior written 
consent is granted by the Director of the National Institutes of Health. 

II. Group Cons.l.deration and :Review 

1 Institute Cor.::ii ttees 

Each Institute Director and the Director of the Clinical Center shall 
establish a ccrsitttee or other mechanism to review and reake recornrenda­
tions to him concerning clincial projects proposed by his staff that 
involve unusual hazard. The review shall include evaluation of the 
necessity and rationale of any such procedure, all significant questions 
concerning ~edical or ethical propriety of the procedure, availability 
of personnel or facilities to reduce hazard, and other issues requiring 
experienced group judsc.ent. The cor..v,ittee shall recoromend (1) approval 
with or without rcdification, (2) disapproval, or (3) referral to the 
Medical Board. 

In general this review is expected to settle such matters without fur­
ther referral. The principal or senior investigator, who is responsible 



for project fcr~ulation ar.d eventual conduct of the research, may 
through channels recuest his Institute Director to seek further advice 
or guidance fro~ the ~edical Board. 

2. !<edical Board Cc:::__--:ii ttee 

The :·ledical Beare sl::.11 establish a Clinical Pesearch CorJni ttee to 
serve as an expert revie~ tcdy to advise on protleos concerning clinical 
research involvin0 procei~res deviating frcr accepted medical practice 
or. unusual hazard referred to it by the Director of the Kational Insti­
tutes of Health, institute or clinical directors, or the Director of the 
Clinical Center. 'IJ-:e COL".'i ttee is authorized to enlist additional 
assistance on an ad hoc tasis from among colleagues, intraffiural and 
extranural, consultants and others who may have greater experience and 
cospetence in relation to a given problem. 

This corrnittee will investigate the scientific and ethical propriety, 
and provide group consideration, before the institution of any procedure 
about which such cuestions have been raised. Eecomrnendations of this 
Committee will be sul:r:-.itted through the Hedical Board to the institute 
concerned and to the Director,. National Institutes of Health, for his 
infor~ation or advice. 

3. Public Health Service Policy Committee 

A small standing policy coF.rnittee for the Public Health Service, com­
posed or representatives of the National Institutes of Health and other 
bureaus, will develop a set of .guides and principles relative to human 
research and serve as a general review body and staff for the Surgeon 
General. Special probls~s of major significance which should receive 
Service-wide consideration or which irr.pinge on general policy may be 
submitted to this group, by the Director of the National Institutes of 
Health, institute or clinical directors, or the Director.of the Clinical 
Center. 

III. Principals Geverning Physician-Patient Relationship 

1. Rules of Conduct 

Rules of conduct proraulgated by the appropriate national professional 
organization to govern the relationship between the professional man 
and his patient shall be observed by staff of the National Institutes 
of Health. 
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2. Inforrration for .Patient 

The patient or subject of clinical study shall be considered a rnerrber 
of the re~earch te2n and shall be affored an understanding suited to 
hir. cor:.prehensicn of the investigation contemplated, including particu­
larly any potential canger to him. 

Each prospective patient will be given an oral explanation in terv,s 
suited to his cor:1prehension, supplenented by general written inforTI'.ation 
or other appropriate means, of his role as a patient in the Clinical 
Center, the nature of the proposed investigation and particularly any 
potential danger to hin. 

After admission, the patient shall receive information in keeping with 
the development of a sound physician-patient relationship. 

3. Patient Understanding and. 11.greement 

a. Standard consent or agreement forms shall be used for surgery, 
anesthesia, photography and other procedures where they are ordinarily 
required and for permission to disclose clinical findings, records or 
other personal information. 

b. Similarly, standard forms pertaining to post-mortem examina­
tion and disposal of body or lirr~s shall be used to record permission 
for such procedures given by responsible next of kin or legal represen­
a tive. 

c. Voluntary agreement based on informed understanding shall be 
obtained from the patient and, when appropriate, from responsible next 
of kin when the aEJproved investigation includes .procedures which deviate 
from accepted medical practice~ In all such cases, a notation shall be 
made on-the patient's chart of the essential points of the explanation 
and of the .agreeni.ent obtained, together with any comment or problems 
raised by the patient. t~en, in the opinion of the responsible physician 
or of the advisory groups noted above, a procedure involves an unusual 
hazard, the proposed procedure shall not be undertaken until the patient 
has voluntarily signed a statement, entered on the patient's chart or 
as a separate memorandur.t, indicating his understanding of the procedure 
and its purpose, including potential hazards to him, and his willing­
ness to participate. 

4. Responsibility 

The physician in charge of the patient shall _be finally responsible for 
providing infonr.ation to the patient, referring physician and next of 
kin and for obtaining voluntary agreerent irom the patient, guardian 
next of kin or others, as required, for the procedures described above. 



He shall be responsible for incorfcrating in the nedical record the 
infornation given the patient and the nature of the informed consent 
or ar;:-ec~rr.ent acccrplisted with the ~atier:t, including any cor:unents, 
objections or general reactions rade by the patient. 


