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Thomas H. Newton, M.D.
Professor of Radiology
325A M

-

Dear Dr. Newton: T .-'

The Committee on Human “xperimentation approved your a.ppncstiou, .
Neuroradiology - Graduate Training {(NS05603-05) during their meeting ~=, 7
on Japuary 20, 1972. It was approved with the following lﬂtmn‘h

"We can approve the potential for human experimentation in ¥
a general anticipeatory way with the requirement that protocols-
of specific research ovrojects te sent to the Committee ag they
develop."

The number assigned to this approval ia 760390-0172. This number
should be included on any correspondence concerning this protocol.
projects developed under the auspices of this training grant lhon
identified with this nunmver.

The expiration date cf this application is January 20, 1973‘:, '
this grant is to continue beyond that date, please submit an updated
application in advance for the Committee's re-appraisal. If this . .-
application is modified in any wvay it aust he re-submitted. It iz th'l.

projects involving human subjects under his Jurisdiction.

Sincerely,

BEST COPY AVAILABLE Tesliec L. Bennett, M.D.

Chairman ,
Committee on Human _x'perimntltidm‘
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Article 34 The Principlu, Policies and Rules of The Su
- rgeon General srtaent
of the Army, relating to the use of Human Volunteers in Medical Rouu::hbzo

incorporated in and made a part of this contract: .

1. The voluntary consent of the human subject 1s essential. This means
that the person concerneds .. :

2. Should have legal capacity to give consent.

b. Should be so situated as to be sble to exercise free power of
choice, without intervention of force, fraud, deceit, duress, over-resching, or
other form of constraint or coercion,

¢+ Should have sufficient knowledge and understanding of the experiment
to enable hia to make an enlightened decision, on the basis of explanation given
to him as specified below:

d, Should .iato his consent in writing, signed {n the presence of st
least one witness who shall attest to such signature in writing.

2. Each individual who initiates, directs or engages in the experiment has
3 parsonal duty and responsibility for ascertaining the quality of the volunteer®s
“n‘.ﬂto ! N S AN

3. Before the acceptance of consent of the volunteer, he must be given
adequate explanation.. He should be informed of the nature, duration, snd purpose
of the experiment; the method and means by which is it to be conducteds all

inconveneinces and hazsrds resscnably to he expected; and the effects upon his
health or person which may possibly come from his participation inthe experimeat.

4, The experiment should be such as to yheld frultful results for the good
of society, unprocurable by other means of study, and not randos and unnecessary

in nature.
5. The number of volunteers used must be kept at a-minimum consistent with
the requirement of a fruitful experiment for the good of society.

6. In order that the anticipated results will justify doing the experiment,
1t (the experiment) should be disgned and based on the results of snimal experi-
montation and a knowledge of the natural history of the disease or other problem

under study.
T« The experiment should be 80 conducted as to avoid all unnecessary
physical and mental suffering and injury.

8+ No experiment should be conducted where thers is a prior reason to
believe that death or disabling injury will oecur.

9. The degree of righ to the volunteer should never exceed that determined
by the humanitarian importance of the problem to be solved by the experisent,

10. The experiment should be conduched only by scientifically qualified
persons (including an adequately trained physician) who shall be required te
exercise the highest degree of skill and care throughout the experiment, Com=
petent consultants should be available on short notice in this connection,
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11, Adequate preparations should be made and adequate facilitids provided
to protect the experimental subject against even remote possibilities of injury,

disability or death, This includes hospitalization and medical trestment as may
be required,

12, The human volunteer subject should be at liberty to bring the experi-

:ln: to an end if he feels that it is impossible for him to continue under the
est.

13. The scientist or physician in charge must be prepared to terminate the
experiment at any stage, if he has probable cause to believe, in the exercise
of the good faith, superior skilll and careful judgement required of hiam that a

* continuation of the experiment is likely to result in injury, dissbility, or

death to the experimental subject.

14, Established policy prohibits the use of prioonora of war in human
experimentation. They will not be used under any circumstances.

15, Agents used in research must have the ﬁolln'lq:g I»Lali_lng.ehuaetuttuen
s. Controllable lethality T

e e FRTEI

b. No sericus chronicity anticipated - Lo e e
e Effective therapy avallable . . - . s
d. Adequate background of animal experimeatstion. oo 7
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