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TO: Bio-Med Scientific Staff .o durer . A de? o _ |
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RE: Research Involving Human Subjects

It is time to remind all investigators that any project at LBL, whether DOE,
NIH, or other source, which will in any way involve human subjects must be
approved .by the LBL Human Use Committee and the Campus Committee for Protection
of Human Subjects prior to initiation of research. The following questions and
answers address some of the more frequent misunderstandings in complying with
Federal fegulations on Human Use.

1. What constitutes human subject involvement?:

In addition to the obvious use of human subjects in a research study,
human subject involvement extends to include the use of questionnaires,
and the use of fluids, tissues, cells, or other material of human origin
(even if the material is residual and even if only one drop of fluid is
used). Under the new regulations, the use of some existing data,
pathological specimens, or diagnostic specimens may be exempt -~ but
contact Jan DeMoor to find out if your project would qualify.

2. Is human use approval required for a "pilot study" involving only a few subjects?: .

Yes. Human subject approval is required prior to initiating any study
-or performing a single experimental procedure which involves human subjects.
This 1s set forth by Federal Regulations and we must comply.

3. Can I use Donner Laboratory employees in my study?:

The policy of the Biology and Medicine Division is that all members of
the subgroup must be excluded from participation. This includes all
supperting members of the group (clerical and technical personnel, and
'so forth) but does not include the investigators. Investigators may take
part in their own study if they follow the conditions of item 5. below.
This policy was set to avoid any possible coercion of subjects.

4. What if the investigator is the only'subject to be used?:

LBL Policy and Procedure (Vol. II, No. 4, 4/26/76) states that "Investi-
gators must understand that projects in which the investigator is the only
subject require review and approval.”
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Do investigator-subjects need to sign a consent form?:

Yes. Investigator-subjects must follow the same procedures as any other
volunteer when taking part in a research study. Experience has demonstrated
that investigators tend to be less rigorous in providing themselves with the
precautionary techniques they use with their subjects. Also, an investigator
who utilizes himself/herself repeatediy may, by the sum of the investigations,
do harm that a single study would not do.

Investigators may take part in a study under the following conditions:
1) The research protocol has HUC and CPHS approval;

2) The investigator meets the same standards of eligibility as other
volunteers;

3) The investigator signs a consent form.

Can I make a change in the procedure of an approved pratocol?:

Changes in the protocol must be reported to the LBL Human Use Committee.

If it is a modification that results in no increase in risk to the subjects
involved, it may be handled administratively (and the document reporting
the change would become a part of your human use file).

Modifications which increase the risk (you need to take more blood, or an
additional test or procedure is required) will be submitted as a protocol
addendum, and review amd approval of the HUC and CPHS is required before the
change can be initiated.

If you have questicns about this, talk to Jan DeMocr and she will help you
work it out expeditiously. Also, the HUC often helps the investigator in
wording his/her protocol initially to allow sufficient range in setting the
approved 1imits so that such problems can be avoided.

Do collaborative studies have to be approved too?

Yes. It is very important that we have appropriate documentation in each
research file showing that all studies involving human subjects have been
properly reviewed and approved for human use.

For collaborative studies you should obtain a copy of the protocol, consent
form(s) used, and human use approval letter from the responsib]e institution.
You then submit a transmittal letter (brief statement concerning your involve-
ment in the collaboration) along w1th the documents to the HUC for-review and
approval.

What is the procedure when an untoward event occur€during a research study?: -

A1l untoward events must be reported promptly to the LBL Human Use Committee
(who in turn will see that CPHS is properly notified). Federal regulations
require that review committees be aware of such events, and this is a condition
stated in the approval ]etter you rece1ve from CPHS for all studies.
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September 25, 1981

TO0: Biomed Scientific Staff

Please note that this is an adviséry procedure to keep the review committee
up to date on problems encountered in your study.

that "such-and-such" occurred, how the situation was handled, and, when

necessary, what procedural changes were made in your protocol to prevent a

recurrence.

9. Where are consent forms kept?:

The original signed consent forms are to be sent to Jan DeMoor (459 Donner)
for permanent retention.

We hope this information will help you to comply with Federal Regulations for the
protection of human subjects in research projects.
concerning these regulations, or need help in preparing human use protocols and/or

consent forms, please get in touch with Jan DeMoor who will be glad to help.

ELA:dl1s
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Edward L. Alpen
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of the brain and is surrounded by the brain, brain stem and certain of ﬂ?
cranial nerves that there might be some injury to these closely adjacent
structures as a result of irradiation. It is understood that such posai
injury might affect the function of these organs and the risk of these

hazards 1is hereby accepted. I hereby consent to treatment on the above

understanding and with full knowledge of side effects.

I further authorize the release of any medical {nformation regardi_

my illness from any physician who has or will be treating me.
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PRIVACY
TREATMENT PERMIT ' “'*l*fALHEMWm

I (we - , bearing the
.' relationship of parent(s) and legal guardian(s) to “
am (are) fully aware of the serious nature of his illness and the fact
4 ka that no presently known form of treatment can be expected at most to
ﬁ; §£5ﬁ'achieve any more than a tenporary remission of his dieease.u 1 (we) there-
:&’ fore on the advice of éy (our) ;hfsicians have applied to the Donner
mee— Laboratory of the University of California are consideration of treatment
with radioactive yttrium., It is fully understood that the treatment

;- proposed is new and tiat the results are uncertain. The treatment comnsists

-of injection and intravenous recirculation of the urine containing-a chelated

P yttrium compound thronghout his body which is anticipated and hoped will

affect tumor cells and their proliferative processes. It is further
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' understood that other cells and organ syste-s may be adveraely affected
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S to his ilIness may be’ aﬁailable to the physicians conducting said treatments.
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I hereby consent to and authorize the taking of photographs to be used
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fzin'following the:conrse‘ofuﬁia-dilness and further consent to the use of
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z-.guch photograoha’forwiedicalApresentation. e ) N
1 also agree that the period of recelving such treatments, the need for %
and length of hospitalization shall be determined by the physicians in charge

and that I will, nthereafter, fully cooperate for followup studies. e

Witness: LALLM, Signed:
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TREATMENT PERMIT

PRIACY ACT MATERIAL REMOVED

vv I (we) X , bearing the
L, relationship of parent(s) and legal guardian(s) tu,d
; am (are) fully aware of the serious nature of his illness and the fact

that no presently known form of treatment can be expected at most to
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Ky < achieve “any more than a temporary remission of his disease. . I (we) there-

fore on the advice of ny (ohii phpslcians have applied to the Donner
e—— g Laboratory of the University of California are consideration of treatment
B« with radioactive yttrium. It is fully understood that the treatment

né;“ proposed i5 new and that the results are uncertain, The treatment consists

3i-> of injection and intravenous recirculation of the urine containing a chelated
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:12;:'yttrium compound throughout his body which is anticipated and hoped will

.+ affect -tumor cells and their proliferative processes. It is further
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UM sgrﬁ GE

3005160 Bet: (96 JRnM%:szT"""'ﬂ___i' A -

e o e —— R . e P s . PR s
. R L T ——) 1 A




e JO-) 6. 25

PRIVACY ACT MATERIAL REMOVED

D HERESY OERM'T My

PHYSICIAN ,41 M
2 + .0, TO
Og 4

, USE
/ N THE T4EPADY FOR MY CANDITION,
IT 1S MY UNOERSTANDING THIT THIS IS AN 'NYESTIGATIVE DRUS
F 3. X o,
AND |

HEREBY ABSCLVE TNANNER PAYILION FROM ALL I'ARIILITY

THE TYRE OF DRUG VSET 2MZ |TS SIDE EFFECTS HAVE BREEN
EXPLAINED T0 ME.

DOCUMENT SOURCE
Lawrence Berkeley Laboratory
Archives and Records Offica

AccessionNo. _<¢2y 83 cod6
Filo Code No. _& -3 -2

Carton No. __1—;[_5_1
Foldar Mo, N
Notco

Founc By . flavo. iy 2V

Dates {2%S

3006181
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TREATMENT PERMIT

- .. oY <-==>—exico
%~.m fully aware of the serious nature of my iliness and that at the present time there is progression

the disease process. |, therefore, on the advice of my own physicians, have come here for treat-
nt Itis fully understood that the effectiveness of the treatment on the course of my disease
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b The treatment consists of repeated irradiation of the pituitary with the cycliotron beam, which
%s expected to cause some degree of ablation of the pituitary, either total or partial, and would,
étherefore effect some metabolic changes which will require replacement therapy. These possible
’endocrine changes may further result in loss of fertility. | have also been informed that since the
_%%'bituitary is located in the center of the brain and is surrounded by the brain, brain stem and certain
‘?be the cranial nerves that there might be some injury to these closely adjacent structures as a

f’f*esult of irradiation. It is understood that such possible injury might affect the function of these

2 ,organs and the risk of these hazards is hereby accepted. | hereby consent to treatment on the above

g understandmg and with full knowledge of possible side effects.

o)
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=and the use of such photographs and x-rays for teaching, research or reproduction in scientific
. j pubhcatlons.

~ lalso agree that the period of receiving such treatments, the need for and length of hospitalization,
shall be determined by the physicians in charge and that | will, thereafter, fully cooperate for follow-

T up studies. In the event of my death from any cause whatsoever | hereby authorize and permit a

post mortem examination and it is my express intent that such permission shall have the same

effect and validity as a testamentary disposition. | further grant permission for the post mortem

remaoval and use of such tissue may be deemed necessary or desirable by my physicians for

medical and research purpos
m Date: Z y/z/; é
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CONSENT TO THE USE OF RESIDUAL BLOOD

4

For Purposes Not Directly Related To Medical Care

oo - ..

-

In the investigation, diagnosis and treatment of my disease at
Donner Pavilion, blood is routinely withdrawn for recognized
fclinical and laboratory tests or for control of my illness.

'The amounts withdrawn are calculated for requirements directly
pertaining to my care. Varying amounts remain (residual blood),

S vhich are ordinarily discarded, but whié¢h can be used to advantage
i for medical and scientific research purposes not directly related
A to my care. I hereby consent to the use of such residual blood

iR for the above purposes.

I understand that JC77 A. TIY790T, M.D., }.ITB.L
and/or such assistants as may be selected by him/her will
fanswer any inquiries I may have concerning the foregoing uses.

fI understand that there will be confidentiality maintained as
t to the identification of the residual blood.

T understand that there will be no risk, hazard or discomfort
} to me as a consequence of this consent.

¥ I understand that the use of residual blood may have no direct
j benefit to me but will benefit the understanding of the bio-

medical basis of disease processes and teaching and education
' in the bio-medical sciences.

I understapd that I may withdraw my consent at any time without

g prejudic my medical care.
\
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PRIVACY AT MATERIAL REMOVED

”

CONSENT TO THE USE OF PATIENT DATA DERIVED FROM STANDARD TESTS
For Purposes Not Directly Related to Medical Care

lpatient's Name_—_____oate 5//3//7Z

?, In the investigation, diagnosis and treatment of my disease at

¥ the Donner Pavilion, standard diagnostic tests are performed for
' the evaluation of my illness. The data generated from these
tests will be sent to my private physicians and will also be

kept on file at the Donner Laboratory and Donner Pavilion to be
used to advantage for medical and scientific research not
directly related to my care. I hereby consent to the use of such
data for the above purposes, including publication in scientific
journals.

Ty

7, I understand that JOTT A. LIZFOOT, q.p., F.I.0.0.
. and/or such assistants as may be selected by him/her will answer
any inquiries I may have concerning the foregoing uses. '

. I understand that the information will be used anonymously.

<% I understand that there will be no risk, hazard or discomfort
4§k to me as a consequence of this consent.

f;-. I understand that the use of the data may have no direct benefit
JE to me but will benefit the understanding of the bio-medical

basis of disease processes and teaching and education in the
bpio-medical sciences.

L ]
I understand that I may withdraw my consent at any time without
prejudice tg my medical care.
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INFORMED CONSENT
PRIVACY AcT MATERIAL REMOVED

- we_Bosgozg

Use of the drug synthetic thyrotropin releasing hormone has been explained
to me. I understand that the drug will be injected in the vein and that
serial blood samples will be taken for 2 hours after the injection.

I understand that possible side effects include a transient urge to urinate,
flushing, and very rarely, nausea.

I understand that this is a test to measure pituitary hormone reserve,
and that it is not a treatment in any way.

I understand that any questions that I might have about the treatment pro-
cedure will be answered in full and that I or my phvsician may terminate my
participation in the study at any time. .

fpatient is a minor, signature of guardian

Blarionship to patient
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Use of the drug synthetic gonadotropin releasing hormone has been explained
to me. I understand that the drug will be injected in the vein after appro-
priate baseline samples of blood are drawn, that 5 more blood samples will

be withdrawn after the drug is injected, that the main part of the test

will take 2% hours, and that an additional sample will be drawn 4 hours later.

I understand that there are no known side cffects associated with the use
of this drug, but that there may be transient discomfort associated with
venipuncture.

I understand that this test is a diagnostic test to measure hormones from

my pituitary gland that are associated with reproductive function, and chat .-
it is not a treatment in any way.

I understand that this test will provide information regarding current pi-
tuitary function as well as the effects of pitultary surgery or irradlation
which may be important with respect to fertility and testicular or ovarian
hormone secretion. ‘ -

1 understand that any questions that I might have about this test will be

answered in full and that I or my physician may terminate my participation .
in the test at any time. ‘

PRIVACY AT MATEBIAL REMOVED -

patient is a minor, signature of guardian

_:ationship to patient .
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February 1978 PRNAGYACTMATERIALREMOVEQ M. J. Albrink
CONSENT FORM: BLOOD GROUP STUDY

If you are participating in the LBL 1ipid-cholesterol screening program, the
Donner Laboratory Lipoprotein Group is also interested in the relationship between
1ipoprotein patterns and blood group. Blood group typing will be done, using the
blood drawn for the lipoprotein screening. No extra blood will be needed. Even
though you may know your blood group, for the purpose of this study we would like
to do the test at LBL.

Blood Group 0 persons may have less coronary artery disease than do Group A
persons, possibly because Group 0 persons tend to have lower cholesterol than
Group A persons. Lipoproteins have not previously been correlated with blood
groups.

The Donner Laboratory Lipid Research Group will use the information gained
to determine whether there are differences in one or more lipoproteins amongst the
blood 3¥oups. Since sex, age, weight, height, race, and other genetic factors may
also influence lipoproteins, it would be highly desirable to have the information.
requested below. The information will be confidential, and any resulting publi-
cations will report only statistical results. The identity of individual partici-.
pants will be confidential, and will not be disclosed.

The study will aid the understanding of genetic aspects of hyperlipidemias,
and will therefore advance knowledge regarding the treatment and prevention of
coronary artery disease and atherosclerosis.

Your participation in the B8lood Group study and provision of the information
requested below is entirely valuntary. If you have any guestions concerning this
study, or wish to know what your blood group is, please call Dr. M. J. Albrink at
642-7639.

Age‘, F MV Height:‘Feet-nches. Neight-ounds, Eye color B(-“Q‘
Race: White X Oriental » Black » Other

.
- - -

o

Fe s T I T Su,

Please notify my physician (listed on lipoprotein consent form) of my blood group:
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