Branch No. 1 of Blophysics Institute

Assurance of Compliance with Department of Energy Regulations for Protection of
Human Research Subjects

Branch No. 1 of Biophysics institute (FIB-1), hereinafter known as the "institution”, hereby
gnes rance that it will commply with the Departmert of Energy (DOE) regulations for
the protection of human research subjects (10 CHFR 745) and the Russian Federation Law

on Public Health Protection July, 22, 1993 (Law RF - 83apg specified below

PART 1

Ethical Principles  and  institutional  Policies Governing  Research  Involvwng Human

Subjects

I Applicability

Except for research exermpted o waived under the DOE reguiations 10 CFR 745 and Law
RF-93, Part 1 of this Assurance applies to all research invoiving human subjects and ail
other activities which even in part invoive such research, regardiess of whether the
research is otherwise subject to federal reguiation, if.

A theresearchis sponsored by this institution, or

B. the research is conducted by or under the direction of any employee o agent of this
institution N connection with  institutional responsibilities, or

C. the research is conducted by or under the direction of any employee or  agent of
this institution using any property or facility of this institution, or

D the research invohves the use of this institution's nonpublic informration to idertify or
contact hurman research subjects or prospective subjects.

., Ethical Principles

This institution is guided hy the ethical principles regarding all research inmohing hurman as
subjects as set farth in the repart of the National Commission for the Protection of Human
Subjectsof Biomedicahnd BehavioraResearchentitied, EthicalPrinciplesand Guide
for the Protection of Human Subjects of Research (the "Belmont Report™) and Law  RF-93
and as specified below.

o2l



A This institution  recognizes the principles  of respect  for persons, beneficence
(Including mirimization of harms and macamization of benefits), and justice as stated in the
Belrmont Report and Law RF-93 and will apply these principles in all research covered by

this Assurance

B This institution acknowledges and accepts its responsihilities for prof
and welfare of human research subjects

ting the rights

HE FEoliciss
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A This institutions acknewledges that it and its investigators bear full responsibility for
the perforrmance of ail resee covered by this Assurance, ncluding full responsibility for
comphying  with  Fe and  tocal laws  as they may relate o such

research

g2 This Institution assures that before human subjects are involved in research, proper
consideration will be given (o
(1)the risks to the subjects,
(2ythe anticipated benefits to {he subjects and others
{3)the inmportance of the knowledge that may reas
result,
(4)the informed consent process o be empioyec
(Dithe pi
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expected to

provisions to  protect the privacy of subjects, and
(6) the additional safeguard for wvulnerable populations

¢ This st 3
Irnvoivng subject s Ae to coercion o under nfluence, such as
children, pri S5, pr 1 perscns, of economcally o

aducationally i
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» This institution encourages and promotes constructive corrrrunication armong e
nstitutional off 2 s administre 3, research investigators,

taff, human subjects, ant parti > means of mairtaining o
High evel of awareness regarding the safequarding of the rights and welfare of fthe

subiects

E This institution will exercise appropriate administrative overdew carried out at least
anrwally to assure that its practices and procedures designed for the protection of the
rights and welfare of human subjects are ectively applied

being

PART 2

“

IR, Institution, and  Investigator Compliance with 10 CFR 45 and Law RF - 92



Applicability

ots which are conducted or
partment of E

Part 2 of this Assurance applies to the folowing research proje
sponsored by this institution and supported by the [

Project Title: Epidemiclogical  Studies of  Occupational Chronic . Radiation and
Reproductive Health

DOE Project No: 03-98EHS8031

Principal Investigator: Andrey V. Kurbatov Branch No 1 of Biophysics Institute
Faith G. Davis, University of lllincis at Chicago

o Institutional Responsihilities

A, This instittdion has complied and will catinue to conply with the requiremnents of 10
CFR 745 and Law RF - 83 as specified below.

=) hn:wmwdmm“:w%htWaﬁmwwmﬁﬂmwﬂ?mﬂf¥wmww'MWMﬁﬂwmw‘rMmhmwmnmmm
Review Board (IRE) designated in Part 3 and in the attached roster is responsible for the
Nm%m:mwj(mwﬂmmn%wmmwmwimftW&wa;NL%MMm

C This institution has provded and will continue to provde bothmeeting space for the
IRE and sufficient staff to support the [IRBs revew and record keeping
cuties.

) Ity addition to the review and approval of the [RB, this institttion has revewed and
sponsors the pﬂﬂud@‘MHuMMmmﬂlquW1

. IR B Review

The IRB shall revew, and have the authority tO approve, recquire rmodification in, or
disapprove this research activity or proposed changes in it before human subjects may be
involved

B, Theconvened IRBeviewedand approved the above project

(:3:,. The IRE determined, in accordance with the criteria found at 10 CFR 745 and Law
F-83 that protections for human research subjects are adequate

D. The |

B has the authority to suspend or terrminate approval of the above referenced

research in accordance with 10 CHFR 745 and Law RF-93 for (1) non-conpliance with 10

lﬁnfi 745 and Law RF-93, and this Assurance document or the IRB's requirerments, and
2) for elimination of unexpected serious harm to sublects




s't::’l. The IKE has determined that legaily effective informed consent {copy of document
must be attached unless specified otherwise by OPRR] will be obtained in marner and
mmﬂhud‘whmh meets the requirements of 10 CFR 745 and Law RF - 93

P Certification of IRE approwval, at least annually, shall be submitted to the DOE Office
that issued the award, as a condtions for Jrs'-n,nenvzsnrzl of funds for a non-competing
confinuation andor  additional involvement of hurnan subjects

Continuing reviews by the |RE shall be conducted at intervals appropriate to the
ree of risk, bt less than once per year  The IRB may be called into an interim revew
session by the Chairperson at the request of any IRB member or institutional Official to
consider any matter concerned with the rights and welfare of any subjects

] The [RE shall prepare and maintain adenuate documentation of s actiwties in
accordance with 10 CFR 745 and |law RF - 93

I The ‘Il B shall report promptly to institutional officials and the Office for Frotection
from R ske (OPRR)

(1) any senous o cortinuing nNa

the [,

(2yany suspension or termination of IREB approval,

(3) any  unanticipated  problems . o injuries invebding risks to subjects o
others and

(4) any  changes
approved by the 1RB

figators with the requirements of

in  this  research activly which  are  revewoed  and

J vihere appropriate, the IRB will determine that adequate additional pratections are
ensured for fetuses, pregnant women, prisoners, and children as required under Subparts

and D of R 45

N

K. TWaHﬂBthxrmﬁthythtWenmnM@wmwmmmﬁmgww%mMMaF@mwaumwwmﬁzwm
guidelines,  including those concerning natification of  sero-positavely,  counseaiing,  and
confidentiality of subjects

IV Research Investigator Reporting Responsibilities

A, investigators acknowledge and accept their responsibility for prot
and welfare of human research subjects and for comrplying with all applicabie
this Assurance and 10 CFR 745 and law RF - D3

ecting the rights
oroMsions of

asearclh investigators shall report prormptly to the TRE proposed changes in this
activity and the changes shall not be intiated without 1R revew and approval
where  necessary o eliminate  apparent  immediate bamards o
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- SPACE BELOW FOR DOE -

Yonr

.A!ull parts of this Assurance are.in compliance with the requirerments of Part 745, Title 10
CFR of the Code of Federal Reguiations.

DOE Approving Official ;)
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Nare:; Susan L. Rose, U.S. Department of Energy

Acclrexss: «m 72/Room G-143, 19901 Germantown Road, Germantown, MD 20874-1290
Telephane; (301) 903-4731

FAX 301) 903-852

ASSURANCGE: NUMBERS- EH-699DAV
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Date: (/== /%3

Signature

Eleanor Melamed, U.S. Department of Energy

Name:
EH-64/270CC, 19901 Germantown Road, Germantown, MW!”M&I117“U

Address:
Telephone:  (301) 903-8044
FAX: (301) 903-1413



