Branch No. 1 of Biophysics Institute

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

Branch No 1 of Biophysics institute (FIE-1), hereinafter known as the "institution”, hereby
gives assurance that it will corrply with the Department of Bnergy (DOE) regulations for
the pratection of hurman research subjects (10 CHFR 745) and the Russian Federation Law
on Public Health Protection Juty, 22, 1993 {(Law RF - 93 ) as specified beiow

PART 1

Ethical PFrincipies and institutional  Pdlicies Governing Research [Invoiving Human
Subjects

I. Applicability

Except for research exenmpted o waived under the DOE regulations 10 CFR 745 and Law
RF-93, Part 1 of this Assurance applies to all research invoiving human subjects, and all
other activties which even in part involve such research, regardiess of whether the
research is otherwise subject to federal regulation, if;

A the researchis sponsored by this institution, or

B the research is conducted by or under the direction of any enployee o agent of this
institution in  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 involves the use of this institution's nonpublic information to identify or
contact human research subjects or prospective subiects
II. Ethical Principles

This institution is guided by the ethical principles regarding all research invoiving human as
subjects as set forth in the report of the National Commission for the Protection of Human

for the Pratection of Human Subjects of Research (the "Belmont Report') and Law RFE-83
and as specified below.



A This institution recognizes the principles of respect for persons, beneficence
(including minimization of harms and maximization of benefits), and justice as stated in the
Belmont Repart and Law RF-83 and will apply these principles in all research covered by
this Assurance

B, This institution acknowledges and accepts its responsitilities for profecting the rights
and welfare of human research subjects

HY Policies

A This nstitutions acknowiedges tiat it and its investigatars bear full responsihbiiity for
the performmance of all research covered by this Assurance, inciuding full responsibility for
compiying  with Federal,  state, and  local  laws  as they may relate 1o such
research

B3 This institution assures that before human subjects are involved in research, proper
considerationwill be given {o!

{1ithe risks to the subjects,

(2)the anticipated benefits to the subjects and others

(3)ythe importance of the knowledge that may reascnably be expected (o
resuit,

{4)the informed consent process to be empbloyed,

(S)the provisions to protect the privacy of subjects, and

(6ithe additionai safeguard for vulherable populations.

¢ This institution recognizes the need for apprayriate additional safeqguards nresearch
invoving subjects who are likely to be winerable to coercion or under irfluence, such as
children, prisoners, pregnant women, mentally disabled persons, or economically or
educationally disadvantaged persons.

D This institution encourages and promotes constructive cormrmunication amaong te
institutional officials, research administrators, department heads, research investigators,
clivical care staft, human subjects, and all other relevant parties as means of maintaining a
high level Of awareness regarding the safequarding of the rights and welfare of the
subjects

E This institution will exercise appropriate administrative ovendew carried of at teast
annually to assure that its practices and procedures designed for the protection of the
nghts and welfare of human subjects are being effectively applied

PART 2

IRB, Institution, and Investigator Compliance with 10 CFR 45 and lLaw RF - 43



I Applicabtlity

Part 2 of this Assurance applies to the following research prdects which are conchicted or
sponsored by this institution and supported by the Depaitment of Energy

Project Title: Mdlecutar Epidemidogy of Lung Cancer Workers from the Mayak Nuclear
Eiterprise

DOE Project No: 03-98EHY8028

Principal Investigator: Vitaly | Telhov, Branch No 1 of Biophysics institutg
Steven A Belinsky, Lovelace Riomedical& BEnvironmental Research institution

I Institutional Responsibilities

A This institution has complied and will continue to compiy with the requirermerts of 10
CFR 745 and Law RF -83 as specified below

B. In accardance with the compositional and quorurm requirerments, the lnstititional
Review Board (IRB) designated in Part 3 and in the attached roster is responsibie for the
mitial and  continuing review of these projects.

C This institution has provded and will continue to promde bathimeeting space for the
iRE and sufficient staff to suppot the IRE's remew and record keeping
duties

D In addition to the revew and approval of the IRB, this institution has revewed and
sponsors the projecis referenced above

i IKB Review

A The IRB shall revew, and have the aithority te approve, require modification in, or
disapprove this research actiaty o proposed changes in it before human subjects may be
invohsar]

B3 Theconvened IRBeviewedand approved the above project .

¢ The IRB determined, in accordance with the criteria found at 10 CFR 745 and [Law
RF-93 that protections for human research subjects are adequate

0 The IRB has the authority to suspend or terminate approval of the above referenced
research in accordance with 10 CFR 745 and Law KF-93 for (1) non-compliance with 10
CFR 745 and Ltaw RF-93 and this Assurance document of the IRBE's requirements, and
(2) for elimination of unexpected serious harm to subjects



t. ihe it has determined that iegaily effective informed consent {copy of aocument
must be attached unless specified ctherwise by OPRR] will be obtained in manner and
method which meets the requirements of 10 CFR 745 and Law KRF- 93

F Certification of IRB approval, at least annually, shall be submitted to the DOE Office
that issued the award, as a conditicns for recefsed of funds for a3 non-competing
continuation andbr additional invoivement of human subjects

G Continuing revews by the IRB shall be conducted at intervals appropriate to the
degree of risk, hut less than once per year The |REB may be called it an ntenm revew
session by the Chairpersan at the request of any IRB member o Institutional Officiat to
consider any matter concerned with the rights and welfare of any subjects.

i The 1IRB shall prepare and maintain adequate documentation of its activties in
accordance withh 10 CFR 745 and law RF - 83

i The IRB shall report promptiy to institutional officials and the Office for Protection
from Research Risks (OPRRY)
(1y any sernous o continuing noncorrpliance by investigators with the requirements of

the IRB,
(2yany suspension or termination of IRB approval,
{3y any unantivipated  problems . oF  injuries iovobdng Tisks o subeots oF

others and
() any  changes  in this  research  activty  which  are  redoewed  and
approvaed by the [RB

J Where appropriate, the IRB will determmine that adequate additicoal protections are
ehsured for fotuses, pregnant women, prisoners, and children as requircd under Sub parts
R, . and 3 of 45 CIFR 446

b The IRE will compily Tully with the requirements of ail applicable Federal palicies and
guidelines, including those concerning natification of sero-positively, caunseling, and
confidentiality of subjects

V. Research Investigator Reporting Responsibilities

A Investigators acknowledge and accept their responsthility for protecting the rights
and welfare of hurnan research subjects and for complying with ali appiicable provsions of
this Assurance and 10 CFR 745 and Law RF - 93

B Research investigators shall report promptly to the IRB proposed changes in this
research activity and the changes shail nat be intiated withaut 1RB revew and approval
oxcept  where necessary to  eliminate  apparent  immediate  hazards (o
thesuhjects
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- SPACE BELOW FOR DOE -

All parts of this Assurance are in compliance with the recuirements of Part 745, Title 10
CFR of the Code of Federal Regulations.

DOE Approving Official
Signature /&M@\ D\(MZ@/L& Date: H\zp(“

Name: . Susan L. Rose, U.S. Department of Energy
Address.  §C_72/Room G-143, 19901 Germantown Road, Germantown, MD 20874-1290

Telephone: (301 903.4731
FAX % (301)903-8521

ASSURANCE NUMBERS-__ Lyt <gop11

Signature___<——— l Date._ 7’ / - 7/9 ¥
Name: Eleanor Melamed, U.S. Department of Energy
Address: EH-64/270CC, 19901 Germantown Road, Germantown, MD 20874-1290

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



