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CHAPTER 1: PURPOSE, BACKGROUND, AND SCOPE

Purpose

The purpose of this manual is to document the operating procedures of the Department of Energy
Central Beryllium Institutional Review Board (CBeIRB), hereinafter referred to as the CBeIRB, or
the Board. The function of the CBeIRB is to assure that the risks to human participants involved in
Beryllium (Be)-related studies sponsored or funded by Department of Energy (DOE) facilities are
minimized and reasonable in relation to the anticipated benefit, and to protect the rights and welfare
of study participants in accordance with applicable federal regulations, state laws, DOE directives,
existing ethical principles and professional practice standards, and institutional policies.

Background

The CBelRB was established in 2001 and is funded by the DOE Office of Science (SC), and the
Office of Health, Safety and Security (HSS); see DOE-Wide Central IRB to Review Beryllium Re-
search. The CBeIRB serves as DOE's IRB of record for purposes of satisfying the human subjects
protection requirements of the DOE and US Department of Health and Human Services (DHHS)
for study protocols that involve employees of DOE or its contractors and/or ate explicitly funded
by DOE or other agencies or institutions as Beryllium (Be) research or surveillance. The CBelRB is
specifically responsible for review and approval of Be-related human subjects research in the follow-
ing areas:

e Be-related research involving human subjects (and beryllium) that is funded by
the Department of Energy regardless of the source of the human subjects or the
affiliation of the researchers.

e Be-related research carried out by DOE or DOE contractor employees that in-
volves beryllium and human subjects regardless of funding source or source of
subjects and their status with respect to Be exposure or disease.

e Be-related research involving current or former DOE or DOE contractor em-
ployees regardless of the source of the funding if the subject pool is specifically
defined as DOE or DOE contractor employees or former employees.

e The beryllium screening component of the Former Worker Medical Screening Program,

and any site or off-site research activities related to beryllium exposure, medical testing,
ot pathogenesis of chronic beryllium disease.

Specifically excluded from this policy are activities related to DOE site-specific medical surveillance
of its current workers under the DOE Chronic Beryllium Disease Prevention Program Final Rule,
10 CFR 850. Any Be study or activity involving human subjects not covered by 10 CFR 850 shall be
referred to the CBeIRB to determine its need to be reviewed by the Board.

Within DOE, SC is responsible for making final decisions as to what constitutes DOE-related hu-
man subject research and how human research subject protection must be implemented. When


http://en.wikipedia.org/wiki/Beryllium
http://www.er.doe.gov/
http://hss.energy.gov/
http://www.osti.gov/cgi-bin/scsearch/explhcgi?qry1209767424;sc-08634
http://www.osti.gov/cgi-bin/scsearch/explhcgi?qry1209767424;sc-08634
http://orise.orau.gov/orisehumansubjects/doe_cbeirb/overview.aspx
http://www.hss.energy.gov/healthsafety/fwsp/formerworkermed/
http://www.hss.energy.gov/healthsafety/wshp/rule851/rule.pdf

questions or uncertainties arise regarding the applicability of human subjects protection regulations
to research, the final resolution is made by the DOE Human Subjects Program Manager at 301-
903-7693.

History

Since the Manhattan Project era, the Department of Energy (DOE) and its predecessor agencies
have had the obligation and responsibility, under the Atomic Energy Act of 1954, to protect the
health of its workers. The prevalence of chronic beryllium disease (CBD), as a result of the use of
beryllium (Be) in weapons production and research, has been increasing across the DOE complex.
This has sparked an increased awareness of and concern about this serious occupational illness and
has resulted in DOE-wide beryllium sensitivity testing of current and former workers, the publica-
tion and implementation of DOE’s Chronic Beryllium Disease Prevention Program Final Rule, 10
CFR 850, and an expanded beryllium disease research program.

DOE was directed, in 1993, through Section 3162 of the National Defense Authorization Act for
Fiscal Year 1993 (Public Law 102-484), to develop a program of medical evaluation to identify
occupationally related health impacts in former DOE workers. DOE initiated several medical
evaluation programs prior to 1993 including a beryllium medical surveillance program for former
Rocky Flats and Y-12 workers and a medical surveillance program for former radiation workers at
the Rocky Flats Plant. Subsequent to 1993, DOE initiated the Nationwide Former Beryllium Work-
ers Medical Surveillance program and 15 other site-specific surveillance projects at 12 DOE sites.

Rationale for a Central Beryllium Institutional Review Board (CBeIRB)

DOE is obligated to ensure that research related to beryllium exposure, to beryllium medical testing,
and to understanding the pathogenesis of berylliosis is conducted in accordance with the highest
prevailing ethical standards. Adherence to this obligation is vital because of the potential impact on
quality of life of the beryllium-exposed workforce, namely: employability, insurability, health status,
and privacy.

Heightened sensitivity to the information given and support offered to workers before participation
in beryllium research is essential to allow the worker to make informed choices about such participa-
tion. Because of the potential for significant social and economic hardship to the worker resulting
from diagnosis issues or loss of confidentiality, IRB review and approval of beryllium research pro-
tocols is required before any workers can be asked to participate in the research activities.

The requirement for IRB approval poses a problem at some DOE sites that have workers exposed
to beryllium but have no IRB. Even if the DOE site or DOE-funded grantee has access to an IRB,
that IRB may have insufficient experience with beryllium-related research to adequately evaluate is-
sues concerning protection of human subjects.

The purpose of the CBeIRB is to provide the DOE workforce, DOE, DOE contractors, and any
organization(s) engaged in research on beryllium exposure, testing, or occupational disease funded
by DOE and/or involving the DOE workforce with expertise and consistency in addressing human
subjects protection issues.


http://www.science.doe.gov/ober/humsubj/index.html
http://www.answers.com/topic/manhattan-project
http://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr0980/ml022200075-vol1.pdf
http://www.hss.energy.gov/healthsafety/wshp/be/

Definition and Scope of the CBeIRB

The Office of Science (SC), with support from the Office of Health, Safety, and Security (HSS), con-
sistent with responsibilities in 10 CFR 745, Protection of Human Subjects and Department of En-

ergv DOE 443.1A, Protection of Human Subjects, supports the CBeIRB.

The CBelIRB is administered by Oak Ridge Associated Universities (ORAU) under a Federal-Wide
Assurance (FWA 00005031) with the Office of Human Research Protection (OHRP) of the DHHS,

consistent with responsibilities in 10 CFR 745, Protection of Human Subjects and Department of
Energy Policy DOE 443.1A, Protection of Human Subjects .

Reconciling the need to conduct timely beryllium research at DOE sites with the equally compelling
need for review of the beryllium research protocols by the site IRB and the CBeIRB presents unique
challenges. This need for coordination is especially true when a beryllium research protocol is con-
ducted by a grantee whose institution has its own IRB. For this reason, time requirements have been
established for the review process to allow for site IRB and CBeIRB review.

CHAPTER 2: INTRODUCTION AND OVERVIEW OF IRB FUNCTIONS

Numerous federal statutes set forth the requirements and expectations for IRB performance. The
root of all these requirements is the fundamental desire that all human research subjects be treated
with respect, dignity, and an assurance that risk will be held to the lowest achievable level consistent
with the goals of the research. The principles that undetrlie the protection of human subjects today
are found in three main documents:

e The Nuremberg Code

e The Declaration of Helsinki

e The Belmont Report

Basic Ethical Principles

The CBelRB is guided by the ethical principles set forth in the report of the National Commission
for the Protection of Human Subjects of Biomedical and Behavioral Research, entitled “Ethical
Principles and Guidelines for the Protection of Human Subjects in Research.” These three princi-
ples are:

Autonomy: means “respect for persons.” It requires that potential subjects be given the informa-
tion they need, in language they understand, to decide whether or not to participate in a study, as
well as the time and opportunity necessary to make that decision without any pressure to participate.
Autonomy further requires protection of subject privacy, confidentiality of data, and increased pro-
tection for vulnerable populations.

Beneficence: requires that researchers (and their institutional organizations) create benefits for par-
ticipants and society. This includes minimizing the nature, probability, and magnitude of risk while
maximizing potential benefits.


http://www.science.doe.gov/ober/humsubj/cfrtext.pdf
http://www.directives.doe.gov/pdfs/doe/doetext/neword/443/p4431a.pdf
http://www.directives.doe.gov/pdfs/doe/doetext/neword/443/p4431a.pdf
http://www.science.doe.gov/ober/humsubj/cfrtext.pdf
http://www.directives.doe.gov/pdfs/doe/doetext/neword/443/p4431a.pdf
http://www.directives.doe.gov/pdfs/doe/doetext/neword/443/p4431a.pdf
http://ohsr.od.nih.gov/guidelines/nuremberg.html
http://www.wma.net/e/policy/b3.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm
http://bioethics.georgetown.edu/nrc/archives/ncphsguide.pdf
http://bioethics.georgetown.edu/nrc/archives/ncphsguide.pdf

Justice: requires that the benefits and burdens of research be distributed fairly. Subjects should be
recruited based on their relation to the problem being studied rather than their easy availability, their
compromised position, or their malleability. Investigators should base inclusion/exclusion criteria
on those factors that most effectively and soundly address the research problem. For example, sub-
jects should not be denied access to a study simply because they may not speak English.

Overview of IRB Responsibilities: Criteria for IRB Approval of Research Involving Human
Subjects

Role of IRBs

All domestic and foreign institutions or sites where research involving human subjects is conducted
ot supported by the Department of Health and Human Services (DHHS) are required to perform
this research in keeping with Federal regulations, Title 45, Part 46 of the Code of Federal Regula-
tions, Protection of Human Subjects (45 CFR 406), or other ethical standards that provide equivalent
protections, a determination made by the DHHS Office of Human Research Protections (OHRP).
DHHS 45 CFR 46 requires prospective and continuing review and approval of human subjects re-
search activities by a committee, usually called an Institutional Review Board (IRB). The primary
mandate of IRBs is to protect the rights and welfare of humans who are the subjects of research. In
tulfilling this mandate, the regulations require that the membership of the IRB be diverse in order to
provide expertise in and sensitivity to a broad range of scientific and ethical considerations

IRB Review of Research Activities Involving Human Subjects

Federal regulations allow an IRB to approve research only after it has determined that all of the fol-
lowing requirements are satisfied:

1. Risks to subjects are minimized by using procedures that are consistent with sound research
design, and that do not unnecessarily expose subjects to risk. Whenever appropriate, re-
searchers should employ procedures that are being performed on subjects for diagnostic or
treatment purposes.

2. Risks to subjects are reasonable relative to
a. anticipated benefits, if any, to subjects, and
b. the importance of the knowledge that may reasonably be expected to result.

3. 'The selection of subjects is equitable. In making this assessment the IRB must take into ac-
count the purposes of the research and the setting in which it will be conducted. The IRB
must be particularly attentive to the special problems that may arise when research involves
vulnerable populations, such as children, pregnant women, prisoners, mentally disabled per-
sons, or economically or educationally disadvantaged persons. If any of the subjects is likely
to be susceptible to undue influence or coercion, the IRB may require additional safeguards
in the study to protect such subjects.

4. Informed consent will be sought from each prospective subject, or the subject's legally au-
thorized representative, generally by means of a written consent document. The IRB will



carefully review these documents to assure that they contain the required elements of in-
formed consent (see 45 CFR 46.116) and that they are understandable to a lay person.

5.

0.
dentiality of data.

7.

The research plan makes adequate provisions for ensuring the safety of subjects.

There are adequate provisions to protect the privacy of subjects and to maintain the confi-

These requirements are incorporated in the NIH IRB review standards. For all initial proto-

col reviews, these standards must be addressed and recorded in the minutes.

Protecting the subjects of research is a shared responsibility involving institutional officials, research

investigators, IRBs and research subjects.

IRB PROTOCOL REVIEW STANDARDS
Minimal regulatory requirements for IRB review, discussion and documentation in the
meeting minutes

Regulatory review requirement

Suggested questions for IRB discussion

1. The proposed research design is scien-
tifically sound & will not unnecessarily
expose subjects to risk.

(a) Is the hypothesis clear? Is it clearly stated?

(b) Is the study design appropriate to prove the hypothe-
sis?

(c) Will the research contribute to generalizable knowl-
edge and is it worth exposing subjects to risk?

2. Risks to subjects are reasonable in re-
lation to anticipated benefits, if any, to
subjects, and the importance of knowl-
edge that may reasonably be expected to
result.

(a) What does the IRB consider the level of risk to be? (b)
‘What does the PI consider the level of
risk/discomfort/inconvenience to be?

(c) Is there prospect of direct benefit to subjects

3. Subject selection is equitable.

(a) Who is to be enrolled? Men? Women? Ethnic minori-
ties? Children (rationale for inclusion/exclusion ad-
dressed)? Seriously-ill persons? Healthy volunteers?
(b) Are these subjects appropriate for the protocol?

4. Additional safeguards required for sub-
jects likely to be vulnerable to coetcion or
undue influence.

(a) Are appropriate protections in place for vulnerable
subjects, e.g., pregnant women, fetuses, socially- or eco-
nomically-disadvantaged, decisionally-impaired, prisoners
or workers)?

5. Informed consent is obtained from re-
search subjects or their legally authorized
representative(s).

(a) Does the informed consent document include the
eight required elements?

(b) Is the consent document understandable to subjects?
(c) Who will obtain informed consent (PI, nurse, other?)
& in what setting?

(d) If appropriate, is there a children’s assent?

(e) Is the IRB requested to waive or alter any informed




consent requirement?

(a) Does the research design minimize risks to subjects?
b) Would use of a data & safety monitoring board

or other research oversight process enhance subject
safety?

6. Risks to subjects are minimized.

(a) Will personally-identifiable research data be protected
7. Subject privacy & confidentiality are  |to the extent possible from access or use?

maximized. (b) Are any special privacy & confidentiality issues prop-
erly addressed, e.g., use of genetic information?

Additional considerations

If ionizing radiation is used in this protocol is it medically

1. Ionizing radiation. .
& indicated or for research use only?

Is this domestic/international collaborative research? If
2. Collaborative research. so, are FWAs or other assurances required for the sites
involved? Is there a CRADA?

3. FDA-regulated research Is an IND or IDE involved in this protocol?

Risk/Benefit Assessment
Risk

Regulatory definition of minimal risk: Minimal risk means that the probability and magnitude of
harm or discomfort anticipated in the research are not greater in and of themselves than those ordi-
narily encountered in daily life or during the performance of routine physical or psychological ex-
aminations or tests (45 CFR 46.102(h)(1)).

e The research involves no more than minimal risk to subjects.

e The research involves more than minimal risk to subjects.

e The risk(s) represents a minor increase over minimal risk, or

e The risk(s) represents more than a minor increase over minimal risk.
Benefit

Definition: A research benefit is considered to be something of health-related, psychosocial, or other
value to an individual research subject, or something that will contribute to the acquisition of gener-
alizable knowledge. Money or other compensation for participation in research is not considered to
be a benefit, but rather compensation for research-related inconveniences.



e No prospect of direct benefit to individual subjects, but likely to yield generalizable knowl-
edge about the subject's disorder or condition;

e No prospect of direct benefit to individual subjects, but likely to yield generalizable knowl-
edge to further society's understanding of the disorder or condition under study); or

e The research involves the prospect of direct benefit to individual subjects.

CHAPTER 3: AUTHORITIES AND RESPONSIBILITIES
ORAU

ORAU has established and shall operate and maintain the CBeIRB for DOE/SC and HSS in accot-
dance with 45 CFR 46 DHHS Protection of Human Subjects and 10 CFR 745 DOE Protection of
Human Subjects. ORAU will provide meeting and records keeping space for the Board, and suffi-
cient staff and technical resources to support the Board in carrying out its duties and meeting.
ORAU will maintain a current Federal Wide Assurance (FWA) with DHHS.

Institutional Official (I0)

The President, ORAU, is the Institutional Official responsible for the continuation of the FWA un-
der which the CBeIRB operates. The Institutional Official provides written appointment letters des-
ignating the Institutional Representative, the Chair, and the individual Board members (see below).
The President of ORAU has the responsibility to provide the support and resources necessary to
ensure the effective operation of the CBeIRB, as well as overseeing the overall quality and efficiency
of the Board’s performance.

Designated Institutional Representative (DIR)

The Institutional Official may appoint an individual to serve as the Designated Institutional Repre-
sentative (DIR) to the Board with responsibility to the President for liaison between the CBeIRB
and ORAU. The person who serves as the DIR must be provided with written authorization by the
President of ORAU to assume these responsibilities. The DIR serves as a non-voting participant at
CBelRB meetings. The DIR reviews policy and assures the ORAU President that policy contains
appropriate guidance for ORAU oversight and compliance responsibilities.

CBeIRB Administrator

The CBeIRB Administrator is responsible for managing the day-to-day activities of the CBeIRB and
is the primary point of contact and liaison between the CBeIRB and ORAU. The Administratot’s
responsibilities include:

e Acts as point of contact and subject matter expert concerning the CBeIRB for DOE
other federal agencies, and the Be research community.

b

e Manages the administrative and record-keeping requirements of the CBelRB.


http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.access.gpo.gov/nara/cfr/waisidx_99/10cfr745_99.html
http://www.access.gpo.gov/nara/cfr/waisidx_99/10cfr745_99.html
http://orise.orau.gov/orisehumansubjects/
http://www.orau.org/contacts/president.htm

Ensures that CBeIRB activities are documented, and minutes of meetings are gener-
ated and maintained.

Facilitates education in compliance with federal agency and institutional require-
ments.
Schedules and coordinates initial and continuing reviews.

Reviews all submitted materials for completeness and makes recommendations for
level of review required; distributes materials to Board members.

Informs Pls of review outcomes.
Schedules meetings of the full Board and others as needed.
Participates in the DOE Human Subjects Working Group (HSWG).

Attends professional meetings and appropriate training as required to maintain certi-
fication as an IRB Administratot.
Serves as the CBeIRB Secretary of Record responsible for recording the minutes of

meetings, preparing the official meeting record, and maintaining CBeIRB records
and files.

CBeIRB Chair

The Chairperson (Chair) is responsible to provide professional leadership and for ensuring that the
Board carries out its responsibilities. Some Chair responsibilities include:

Determines the type of review required (Full Board, Expedited, Exempt).

Conducts expedited reviews or appoints voting member(s) of the Board to expedited
review subcommittees.

Performs Chair functions at all meetings.

Determines final disposition of all protocols reviewed by the Board.

Mentors all new and established Board members.

Collaborates with PIs and / or Chairs or members of other IRBs as necessatry.
Does not vote except in the case of a tie in the membership vote.

CBeIRB Members

Members of the CBeIRB are expected to:

Complete initial required training following appointment.

Complete refresher training as required.

Attend scheduled meetings.

Review all materials distributed by the Administrator prior to scheduled meetings.
Participate as primary or secondary reviewers or expedited reviewers when asked to
do so by the Chair, Vice Chair, or Administrator.

Perform other IRB-related activities when requested by the Chair, Vice Chair, or
Administrator.



Principal Investigators

Principal Investigators (PI) on projects subject to review and approval by the CBeIRB have primary
responsibility for protecting the rights and welfare of human research subjects and for complying
with all applicable provisions of federal law, any special requirements of the DOE, and any require-
ments set by the Board. Each PI must be familiar with the ethical principles of human subjects re-
search and the requirements of federal regulations, DOE directives, and applicable state laws. The
PI also has the following responsibilities:

e Justifies the need to involve human subjects in Be-related research.

e Assures that all risks to such subjects associated with the protocol are understood
and clearly communicated.

e Seccures authorized institutional official approval of Be proposals involving Be re-
search prior to CBeIRB review.

e Ensures that each potential subject understands the nature of the research.

e Provides a copy of the CBeIRB-approved informed consent document to each par-
ticipant at the time of consent unless the CBeIRB has specifically waived this re-
quirement.

e Assures that all signed consent documents are retained in accordance with the terms
of DOE’s contract or grant or DOE’s applicable records retention schedules if DOE
is not the funding source.

e Assures that subject privacy and data confidentiality are protected in so far as al-
lowed by law.

e Promptly reports any proposed changes in previously approved research to the insti-
tutional IRB, the local site IRB (if applicable), the CBeIRB, and does not initiate
changes without approval by all engaged IRBs.

e Reports progress of approved research to the CBeIRB as often as, and in the manner
prescribed by, the CBeIRB, but not less than once a year.

e Promptly reports to the local site IRB (and institutional IRB if applicable) any unan-
ticipated injuries or problems involving risks (adverse events) to subjects or others
and immediately forwards a copy of the report to the CBeIRB.

e Notifies the CBeIRB when the project is complete or needs to be inactivated.

e Notifies the Food and Drug Administration (FDA) and the Board whenever it is an-
ticipated that a Be-related investigational new drug (IND) or device exemption will
be required.

e Submits required materials to CBeIRB for review and approval.

e Assures that research is conducted in compliance with the Health Insurance Portabil-
ity and Accountability Act (HIPAA) requirements when appropriate.

e Provides evidence of professional credentials (CV or resume) and required training
in Human Subjects Protection for self and key members of the research team prior
to commencement of research activities.



CHAPTER 4 CBelRB STRUCTURE
Membership

An IRB must have at least five members with varying backgrounds to promote complete and ade-
quate review of human research activities commonly conducted by institutions (10 CFR 46). The
CBelRB members must be sufficiently qualified in expertise, experience, and diversity of back-
ground. This should include attributes such as racial and cultural heritage, sensitivity to community
attitudes to adequately promote respect for its advice and counseling in safeguarding the rights and
welfare of human subjects involved in Be-related research. CBeIRB members must assess the ac-
ceptability of proposed Be-related research in terms of institutional regulations, applicable law, and
standards of professional conduct.

The CBeIRB must include at least one member whose primary concerns are in scientific areas and at
least one member whose primary concerns are nonscientific. The CBeIRB must also include at least
one member who is not affiliated with the institutions and who is not an immediate family member
of a person affiliated with the institutions that currently are conducting or propose to conduct Be-
related research.

The Board must have both male and female members.

The Board must have at least one member who represents the interests of the community at large.

Membership of the CBeIRB is broadly based and include representatives from all stakeholders in the
beryllium research community. To capitalize on the experience of IRBs located at DOE sites (site
IRBs) with a history of beryllium research, one member from each of three site IRBs serves a 3-year
renewable term on the CBeIRB.

Selection and Appointment of Members, Chair, and Vice-Chair

Voting members shall be appointed to serve renewable 3 year terms. Term renewal is at the discre-
tion of the full Board Board members and all non-voting representatives to the Board may nomi-
nate persons for membership to the Board. All members of the Board will be polled to vote on po-
tential new members; the approval of a simple majority is required. Formal appointment (in writing)
to the Board shall be made by the 10. .

The Board shall nominate an active or former member to serve as its Chair for a 3-year term; addi-
tional terms may be served at the discretion of the Board membership. All voting members of the
Board will be polled to vote on the nomination for Chair; the approval of a simple majority of all the
voting members is required. The IO shall make formal appointment of the Chair in writing follow-
ing the outcome of the Board members’ vote.

The Board shall nominate an active or former member to serve as the Vice-Chair for a 3-year term;
additional terms may be served at the discretion of the Board membership. All members of the
Board will be polled to vote on the nomination for Vice- Chair; the approval of a simple majority of
all the voting members is required. The IO shall make formal appointment in writing following the
outcome of the vote. The Vice-Chair has the authority to act for the Chair in his/her absence.


http://orise.orau.gov/orisehumansubjects/doe_cbeirb/members.aspx

The immediate past Chair is invited to attend meetings as a guest for a period of up to one year to
provide expertise as needed to the new Chair.

Resignation/Termination of Members
Members may resign from the CBeIRB at any time, but fulfilling existing terms is encouraged.

Termination by the Institutional Official of a member from the CBeIRB prior to expiration of his or
her term requires documented “just cause” to show that continuation or renewal of a member’s
term would be detrimental to the Board. Just cause for removal may include, but is not limited to,
lack of attendance, misconduct, unresolved conflict of interest, failure to complete required training
(see below) or failure to complete work as assigned or requested by the Chair, Vice-Chair, or Ad-
ministrator.

Member Training

Members are required to successfully complete Human Subjects’ training following appointment to
the Board. The records of this required training will be maintained for individual members by the
CBeIRB Administrator. Maintenance of other relevant training records is the responsibility of indi-
vidual members. Refresher training is required at least every three years.

Time is allocated on the agenda during each meeting to educate members and to address current
issues and pending changes in regulations. The CBelRB Administrator, Chair, or members also
may use this time to disseminate information obtained from national meetings and conferences at-
tended during the year.

CHAPTER 5: REVIEW AND APPROVAL

It is DOE policy that all Be-related research involving human subjects conducted by employees of
DOE or its contractors and/or are explicitly funded by DOE or involves present or former DOE
workers or contractor employees or employees of certain DOE vendors be reviewed and approved
by the CBelRB prior to the commencement of research activities. Within the Department, the Of-
fice of Science (SC) is responsible for making final decisions as to what constitutes DOE-related
human subject research and how human research subject protection must be implemented. When
questions or uncertainties arise regarding the applicability of human subject’s protection regulations
to research, the final resolution will be made by the DOE Human Subjects Protection Program

Manager.

The CBelIRB serves as the IRB of record for purpo