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What this Presentation will Cover

* IRB “Health Records”
— Federalwide Assurances and Registration
— Determining and documenting when IRB review is required
— Required Written Polices and Record Retention Rules
» Examining Review Processes — Similarities and Differences
Between FDA and Common Rule
— Review Types
— Review categories
— Special Review Requirements
— HIPAA reviews
» Taking the Temperature of Your IRB Meeting
Training the IRB Members & Administrators
Establish Quorum & Member Composition Requirements
— Direct the Discussion
— Committee Actions on Protocols
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Persons to Whom this Presentation is Geared

» Compliance personnel who work with small to medium-
sized IRBs.

» Compliance personnel who work with researchers who
use small to medium-sized IRBs to review their research.

» Compliance personnel who work at health care entities
that are becoming more involved in clinical research
activities that require IRB review.

» Compliance personnel who are new to working with IRBs
or who want to establish an IRB.
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Reviewing Your IRB’s Health Records

Required Governmental Paperwork:
— Federalwide Assurance (FWA)
— IRB Registration

— Appropriate paperwork to extend an FWA or for working with
Multiple IRBs

» Determining and Documenting When is IRB Review
Required
— Common Rule Requirements vs. FDA Regulatory Requirements
— Not Human Subjects Research vs. Exempt Research

* Required written policies and procedures g
I
— Is the bare minimum really enough? w’
* Record retention policies E
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IRB Health Records — BASICS
Federalwide Assurance

¢ What is a Federalwide Assurance (FWA)?

— Written document that states that an institution which is “engaged in research”
that is conducted or supported by HHS or a federal department or agency that
has adopted the Common Rule (45 CFR Part 46) will comply with the
requirements of the Common Rule when conducting Human Subjects Research
that is not otherwise Exempt from IRB review.

¢ Filing an FWA:
— See http://www.hhs.gov/ohrp/assurances/assurances_index.html#domestic for
Office of Human Research Protections FWA forms and FAQ.

*« When is a FWA Required?

— An FWA is required when an institution is “engaged" in Human Subjects
Research, i.e., “when its employees or agents (i) intervene or interact with living
individuals for research purposes; or (ii) obtain individually identifiable private
information for research purposes.” [45 CFR 46.102(d),(f)].

— “An institution is automatically considered to be ‘engaged’ in Human Subjects
Research whenever it receives a direct HHS award to support such research
[EVEN if it subcontracts out all the work]. In such cases, the awardee institution
bears ultimate responsibility for protecting human subjects.” [See
http://www.hhs.gov/ohrp/FWAfaqg.html#q2]
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IRB Health Records — BASICS
Voluntarily Expanding an FWA g

* What does it mean to “Check the Box"?

— The institution voluntarily agrees that the Common Rule will apply to all
of its Human Subjects Research and/or that it will also apply the
additional protections set forth in Subparts B,C, and D to all research
that involves pregnant women, human fetuses and neonates; prisoners;
or children.

— From FWA Form: “Optional: This Institution elects to apply the
following to all of its human subjects research regardless of the source
of support, except for research that is covered by a separate assurance:

¢ [] The Common Rule (see section 3 of the Terms of the =~ FWA for
Institutions Within the United States for a list of departments and

agencies that have adopted the Common Rule and the applicable
citations to the Code of Federal Regulations)

¢ [] The Common Rule and subparts B, C, and D of the HHS  regulations
at 45 CFR part 46"

* What happens when you check the box?

— OHRP then has authority over all Human Subjects Research conducted
by the institution whether or not it is federally conducted or supported.
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IRB Health Records — BASICS
IRB Reqgistration

* What is an IRB Registration?

— Each institution that files an FWA must designate one or more
IRBs under the FWA that are responsible for reviewing the
institution’s Human Subjects Research. The designated IRB
must register with OHRP.

— Registration is of an IRB is done by the organization that
operates the IRB and provides OHRP with information regarding
the IRB (e.g., name, location, roster, type and number of
protocols reviewed, etc.).

— Filing of FWA and Registration are generally done electronically

— Registration form and FAQ are at the following OHRP website:
http://www.hhs.gov/ohrp/assurances/
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IRB Health Records -- PRACTICE TIPS
Keeping Track of FWAs and Registration

« REMEMBER FWA AND IRB REGISTRATION MUST BE
RENEWED EVERY 3 YEARS or UPDATED within 90
days of any changes.

— Updates done via that electronic system automatically renew the
FWA for 3 years.

— CALENDAR EXPIRATION DATES; DESIGNATE PERSONNEL
TO MAINTAIN ASSURANCE AND REGISTRATION UPDATES
* OHRP Website lists all approved FWA and currently
registered IRBs:

http://ohrp.cit.nih.gov/search/asearch.asp#ASUR

— Check website to verify current FWA/registrations status of your
institution

— Multi-site research: Are the sites “engaged in research”?

« Check website to verify FWA/registration of sites with which you are
working
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IRB Health Records — PRACTICE TIPS
Appropriate Paperwork for Working with Other Sites

e Situation:; Institution with an FWA (“FWA Site”) wants to work on
research with a site that does not have a FWA.
* Possible Solution : Extend FWA Site’'s FWA. Can be used for:
— A collaborating individual investigator who is doing collaborative
research with the FWA Site, but is not doing the research in FWA
Site’s facilities; is not an employee/agent of the FWA Site; and is not
an employee of another institution with respect to his/her involvement
in the research.
— A collaborating institutional investigator who is doing collaborative
research with the FWA Site, but is not doing the research in the FWA
Site’s facilities; is not an employee/agent of the FWA Site; and is an
employee/agent of another institution that does not hold an FWA and
does not routinely conduct Human Subjects Research.
— An agreement should be prepared to document this extension of the
FWA. See sample at:

http://www.hhs.gov/ohrp/humansubjects/assurance/unaflsup.rtf

» Downside : FWA Site is responsible for ensuring that collaborator
follows the rules.
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IRB Health Records — PRACTICE TIPS
Appropriate Paperwork for Working with Multiple IRB S

» Options for Working with research involving Multiple IRBs:
— Do nothing — each IRB does a full and completely independent review.
« No worries regarding “local context”
* No additional paperwork necessary
¢ Frustrating for investigators
— Work out Authorization Agreements with Other IRBs

¢ [nstitution with FWA and IRB relies on another Institution’s IRB for review of
certain research

« Authorization agreement should be used. See sample at:
http://imww.hhs.gov/ohrp/humansubjects/assurancef/iprotsup.rtf
« REMEMBER: Authorization Agreement doesn't let the “relying” institution off
the hook
— FDA - Cooperative Research Agreements

¢ Guidance at http://www.fda.gov/oc/ohrt/irbs/research.html. Clinical
investigator and research site retain primary responsibility for conduct of
clinical investigation.
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A TALE FROM THE TRENCHES

It's a good idea to check the OHRP Assurance website
once in a while . . .

www.hcca-info.org | 888-580-8373 11

IRB Health Records -- BASICS
Determining & Documenting When IRB Review is Requir  ed

» Common Rule & Other Agencies’ Requirements
» Common Rule -- Basic Dept. of Health & Human Services Policy for
Protection of Human Research Subjects [45 CFR part 46]

— Applies to “Research Involving Human Subjects” that is conducted,
supported or otherwise subject to regulation by a federal agency that
has adopted the Common Rule.

— May include research conducted outside the United States, e.g.,
research outside U.S. that receives federal support.
 FDA IRB Regulatory Requirements — Applies to drugs, devices
biologics and other products regulated by FDA [21 CFR Parts 50 &
56]

— FDA: IRB review is required for “Clinical Investigations” regulated by the
FDA or that support research or marketing applications for products
regulated by the FDA.

— FDA and Common Rule requirements may BOTH apply to a study.
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IRB Health Records -- BASICS
Determining & Documenting When IRB Review is Requir  ed

» Regulatory Definitions are Key to Determining if IR~ B review is
Required --- Common Rule Definitions [45 CFR 46.102 (d) & (f)]:

— “Research means a systematic investigation, including research
development, testing and evaluation designed to develop or contribute
to generalizable knowledge.”

— “Human Subject means a living individual about whom an investigator
(whether professional or student) conducting research obtains
¢ (1) Data through intervention or interaction with the individual, or
¢ (2) Identifiable private information.”

— Intervention includes: physical procedures to gather data and/or
manipulation of the subject’'s environment for research purposes.

— Interaction includes communication or interpersonal contact between
investigator and subject.

— Private Information includes info. about behavior that the subject
reasonably can expect will not be observed/recorded or info. the subject
provides for a specific purpose that subject reasonably believes won't
be made public. Info. must be individually identifiable  to be Private
Information , i.e., subject’s identity is or may be readily ascertained by

investigator or associated with the info. «
=

=Y

000
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IRB Health Records — PRACTICE TIPS
Documenting Decisions on “Not Human Subjects Resear ch”

» Ask the right questions : Research? Human Subjects Research?

* Who Makes the Decision?:  Determination as to whether Research
is “Not Human Subjects Research” does not have to be made by
IRB BUT

— Whoever makes decision should be someone other than the Pl who is
trained on definitions and OHRP “decision trees” --
http://www.hhs.gov/ohrp/humansubjects/quidance/decisioncharts.htm#cl

» IRB Policies : Should specify (a) whether decision will be made
inside IRB or outside IRB; (b) identify persons responsible for
making decision; and (c) specify that appropriate training must be
received by decision makers and training documented.

— Rationale for all decisions must be documented.

» REMEMBER: Determine if the study is subject to HHS Common
Rule AND another federal agency'’s jurisdiction, e.g., FDA or
Veterans Administration. In this case, EACH AGENCY'S
requirements will apply.
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IRB Health Records — BASICS & PRACTICE TIP
Not Human Subjects Research vs. Exempt Research

» Don't confuse “Exempt Research” with “Not Human Subjects
Research”

» Exempt Research is Research Involving Human Subjects that falls
within a specific category of research that the Common Rule
exempts from IRB review.

— Who Makes the Decision?: IRB is not required to make determination
as to whether research is Exempt, BUT: (a) decision-maker must be
identified and trained; and (b) there must be documentation of rationale
for decision and applicable exemption category.

— REMEMBER: No Common Rule Exempt Research categories in FDA-
land.

* PRACTICE TIP -- Ask the right questions: Research? Human
Subjects Research? Exempt? If so, what category? Verify that no
FDA or Common Rule requirement prohibits exemption for this
particular protocol.
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Time for a another WAR STORY

The difficulties of making determinations regarding
studies involving Biological Specimens. . ..
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IRB Health Records — BASICS
Required Written Procedures

e Written procedures required under both Common Rule and FDA
Regulations:
— 45 CFR 46.103(b)(4) & (5); 21 CFR 56.108
» Procedures must, at a minimum, cover:
— Conduct of initial and continuing review and reporting findings/actions to
investigator and institution.
— Which projects require more often than annual review.
— Which projects need “verification from sources other than the
investigator that no material changes have occurred since prior review.”

— Prompt reporting to IRB of changes in research and requirement that
changes may not be initiated without IRB approval except to “eliminate
apparent immediate hazards to subjects.”

— Prompt reporting to governmental agencies of unanticipated problems
involving risks to human subjects or others, or instances of serious or
continuing honcompliance, or suspension or termination
of IRB approval.
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IRB Health Records — PRACTICE TIPS
Additional Required Written Procedures

» As a practical matter, in addition to minimum written procedures, you
will need:

— Procedures that spell out roles and responsibilities of IRB, Institution,
Institutional Official and IRB Chair/Members, and Investigators.

— Procedures for Informed Consent requirements and Waiver of Informed
Consent or Documentation of Informed Consent.

— Procedures for review of FDA drug and device trials.

— Procedures for record-keeping and retention.

— Procedures for investigating non-compliance and
suspension/termination of research.

— Procedures for handling review of research involving special subject
populations.

— Procedures for handling HIPAA review if IRB
is also performing Privacy Board role.

See guidance at:
http://www.hhs.gov/ohrp/humansubjects/quidance/irbgd107.htm

www.hcca-info.org | 888-580-8373 18




IRB Health Records — BASICS & PRACTICE TIPS

Documentation and Record Retention

¢ Documentation Requirements
— FDA - 21 CFR 56.115; Common Rule - 45 CFR 46.115
¢ Types of Documents that Must be Retained under FDA  and Common
Rule
— Research Proposals and scientific reviews

— Sample consent documents -
— Progress reports “ & /

— Subject injury reports —

— All correspondence with investigators — [

— IRB Roster, Minutes and Written Procedures \/

— Statement of significant new findings provided to subjects that relate to subject’s
willingness to continue in study
* Record Retention Period : 3 years, or, if related to research that is
conducted, 3 years after completion of research
« PRACTICE TIPS: Determine up front if electronic documents meet
documentation requirements — REMEMBER for FDA studies, 21 CFR Part
11 requirements must be met if electronic documents are primarily relied
upon.
— COSTS: Include cost of IRB document preservation/storage in research
contracts
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Examining Review Processes

» Review Types
— Initial Review
— Continuing Review
* Review Categories and Similarities/Difference Between FDA &
Common Rule Requirements
« Exempt Research
« Expedited Review
¢ Full Committee Review
» Special Review Requirements
— Informed Consent
— Special Subject Populations
« Pregnant Women/Neonates
* Prisoners
« Children

e Performing HIPAA Duties
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Examining Review Processes — BASICS

Initial and Continuing Review

¢ Initial Review : First review a
protocol receives from the IRB.

« Determine type of review required

— Expedited vs. Full Committee.
« Define review system for Full

Committee Reviews, e.g., primary

reviewer system.

— Select reviewers with appropriate
background or experience and/or

use consultants.

* Make sure reviewers have all
necessary documentation for
review;

— Protocol

— Investigator’s brochure
— Informed consent

— HIPAA Authorization
— Grant document

— IND or IDE information
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Continuing Review : Subsequent
review of protocol at intervals
determined by IRB. Must occur at
least annually. Also requires
review of any modifications.

Review type is usually the same,
but may change (e.g., from Full
Board to Expedited if all
procedures are complete and
protocol remains open only for
data analysis).
Reviewers must have accurate
documentation regarding conduct
of protocol to complete review:

— Investigator's status report

— Data safety monitoring
information; SAE analysis

— Number of persons
enrolled/withdrawn

21

Examining Review Processes — BASICS

Exempt Review — FDA and Common Rule Differences

« FDA-21CFR56.104

¢« Common Rule Exempt categories DO

NOT apply to Clinical Investigations
covered by FDA regulations.
¢ Clinical Investigations that do not
require IRB review:
— Certain pre-1981 investigations

— Emergency Use of a test article if
reported to IRB in 5 days of use. No
subsequent use allowed without IRB
review.

— Certain taste and food quality
evaluations.
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Common Rule —45 CFR 46.101

Common (and tricky) Exempt
categories include:

— Research involving educational tests,
survey procedures, interviews or
observation of public behavior
UNLESS info. is recorded in a manner
that subjects can be identified directly
or through identifiers linked to the
subjects AND disclosure of responses
could reasonably place subject at risk
of criminal/civil liability or be damaging
to subjects’ financial standing,
employability or reputation.

+« NOTE: This exemption generally does
not apply to studies involving Children.

— Research involving collection/study of
existing data documents, records
pathological specimens or diagnostic
specimens if these sources are publicly
available or if info. is recorded by
investigator in manner that subjects
cannot be identified directly or through
identifiers linked to subjects.

22
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Examining Review Processes — BASICS

e FDA - 21 CFR 56.110; Common Rule - 45 CFR 46.110
 List of categories that may be eligible for Expedited Review:
— FDA http://www.fda.gov/oc/ohrt/irbs/expeditedreview.htmi

— Common Rule
http://www.hhs.gov/ohrp/humansubjects/quidance/exprev.htm
» To be Expedited:

— Research type must be “on the list” AND involve no more than Minimal
Risk to subjects; or

— Involve only minor changes to previously approved research during
approval period.

» Review must be done by IRB Chair or member of IRB with
appropriate experience who is designated by Chair.

* Must advise all IRB members of research receiving Expedited
approval.

» No Disapproval via Expedited Review; must go to Full Committee.

» Both Expedited and Full Committee Review require determination
regarding same regulatory elements.
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Expedited Review — FDA and Common Rule Similarities

Examining Review Processes — BASICS
Full Board Review

* Review conducted by Full IRB Committee at lawfully
constituted meeting of IRB.

* Primary reviewer system may be employed, but all
members of IRB should receive materials on and review
all protocols.

» Key to success of Expedited and Full Board Review
Process is ensuring that reviewer/IRB determines and
documents that all required elements for approval of
research (45 CFR 46.111; 21 CFR 56.111) are met.

» If medical devices or drugs are used, review must
encompass specific FDA requirements, e.g., assignment
of risk level of device, necessity 5
of having an IND.
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Examining Review Processes — BASICS

Special Review Requirements — Informed Consent

e FDA: 21 CFR 50.20, .23 - .24 e Common Rule: 45CFR 46.116 - .117
— NO WAIVER OF INFORMED — PERMITS IRB TO ALTER OR WAIVE
CONSENT BY IRB PERMITTED REQUIREMENT THAT INFORMED
+ Provides for emergency use of test CONSENT BE OBTAINED IF:
articles without informed consent in « Minimal risk research
certain emergency, life-threatening + Waiver will not adversely affect

situations.

* Provides for IRB to permit exception to
informed consent requirement in certain
emergency research situations.

rights/welfare of subjects.

« Research could not practicably be
carried out without the waiver or
alteration

- Waiver of DOCUMENTATION OF «  When appropriate subjects provided
INFORMED CONSENT BY IRB with additional pertinent information
permitted if: minimal risk research that after participation.

“does not involve procedures for which — Waiver of DOCUMENTATION OF
written consent is normally required INFORMED CONSENT permitted if
outside of the research context.” 21 «  Minimal risk;

CFR 56.109(c)(1) + No procedures for which written consent

normally required outside of research
context;

« Only record linking subject and research
would be consent document and
principal risk would be potential harm
resulting form breach of confidentiality
AND

+ SUBJECT CHOOSES NOT TO HAVE
AWRITTEN CONSENT FORM
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Examining Review Processes — BASICS & PRACTICE TIPS
Special Review Requirements — Special Populations

* Pregnant Women, Human Fetuses and Neonates —
Common Rule
— 45 CFR Subpart B (46.201 - .207 lists IRB special duties
regarding review of this research)

— IRB must review the research for these elements in addition to
elements for which the IRB usually reviews.

* PRACTICE TIPS:

— Watch out if you checked your box — if box is checked adopting
this subpart’s requirements for ALL research, then protocols may
have to exclude pregnant women or, if possibility exists of
pregnant women'’s participation, then IRB will have to document
review of all elements specified in this subpart.

— Document in meeting minutes assignment of regulatory section
under which review is conducted and discussion
of all required elements .

U
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Examining Review Processes — BASICS
Special Review Requirements — Special Populations

* Prisoners — Common Rule
— 45 CFR Subpart C
— Prisoner means “any individual involuntarily confined or detained in a
penal institution. Includes persons detained in other facilities by virtue of
statutes or commitment procedures which provide alternatives to
criminal prosecution or incarceration in a penal institution and those
detained pending arraignment, trial or sentencing.”
— No Common Rule Exemption Categories  apply to research involving
prisoners.
« Expedited review is permissible, but not recommended.
— IRB Composition Requirement : To review protocols that involve
prisoners as subjects, IRB must include a Prisoner Representative
« Representative must be present at meeting for Full Board review.
* Must be a prisoner or someone with appropriate background and experience

to evaluate research involving prisoners and special issues faced by
prisoners.

» Majority of other IRB members, excluding Prisoner Representative, must
have no affiliation with prisons involved in the research.

« Prisoner representative should be involved in any Expedited Review (OHRP
permits, but does not recommend, Expedited Review of research involving
prisoners ).
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Examining Review Processes — PRACTICE TIPS
Special Review Requirements — Special Populations

« REMEMBER: IRB composition requirements pertain to all types of
review regarding protocols involving prisoners — initial, continuing
and modification review.

» Certification: If the protocol is supported or conducted by HHS,
then institution conducting research must send a letter to HHS
Secretary certifying that IRB reviewed and approved the research
and found it met all Subpart C requirements.

» Be prepared for Situation in which a Subject BECOME S a
Prisoner Enrolled in Protocol that did not Receive the
Regulatory Required Review:

— Investigator must notify IRB

— All research interactions (including obtaining private identifiable
information) must stop unless principal investigator asserts it is in best
interest of the subject to continue participation.

— If investigator wants prisoner to continue participation, then IRB must re-
review the protocol in accordance with the Subpart C requirements.

— If HHS is involved, certification will have to be sent to HHS and a letter
of authorization to proceed received before research with prisoner
subject can continue.
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Examining Review Processes — BASICS
Special Review Requirements — Special Populations

e Children — Common Rule 45 CFR Subpart D (46.401 -
.409); FDA 21 CFR Subpart D (50.50 - .53)

* Risk/Benefit: Regulations require assignment of a
risk/benefit category.

* Permission: Permission must be obtained from parents
or legal guardians.

» Assent: IRB must specifically determine if Assent is
required from children participating in the research.

* Wards: Special requirements apply to children who are
Wards of the State.

gt LS9
!éb_ Sy
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Examining Review Processes — PRACTICE TIPS
Special Review Requirements — Special Populations

» For Full Committee Review of Protocols Involving Ch ildren
make sure that Committee Considers and Votes on:

— The applicable regulatory risk benefit category from Subpart D of the
Common Rule (e.g., 46.404, 405 or 406) or of the FDA regulations.

— Whether signature of one or both parents is necessary on permission
document.

— Whether child’s assent is required or whether the assent requirement
may be waived.
— The same determinations must be made and documented for Expedited
Review.
* Watch out for Wards :

— If subjects are in the custody of a state agency, then the regulatory
requirements for Wards of the State must be followed (45 CFR 46.409;
21 CFR 50.56)

— Regulations require the appointment of an advocate for the Ward.
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AND NOW FOR A WAR(D) STORY ...

Don't forget that Foster Children in the care of Foster
Parents can be considered Wards of the State.
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Examining Review Processes — BASICS & PRACTICE TIPS
HIPAA Reviews

Waiver of HIPAA Authorization : Only a Privacy Board or an IRB
can grant a waiver or alteration of HIPAA Authorization
requirements.

Review Category : Category assigned for HIPAA should
correspond to category assigned for IRB review, e.g. if Full IRB
Committee review is required for a protocol then Full Committee
review is required for HIPAA matters as well.

PRACTICE TIPS:

— Check research to make sure that HIPAA actually applies — Is a
Covered Entity involved? Is PHI involved?

— If waiver or alteration of the Authorization requirement is requested,
ensure that Committee discusses how protocol meets all required
elements for a waiver of the HIPAA Authorization requirements.
Discussion should be documented in minutes of meeting or in
paperwork for Expedited Review.

— The IRB can permit verbal HIPAA Authorization as a condition of
granting a waiver/alteration of the HIPAA Authorization requirement.
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Taking the Temperature of Your IRB Meeting

» Elements of a Successful IRB Meeting:
Train the IRB Members & Administrators
« Initial and Continuing Training
¢ Minute Taking Requirements
¢ Changes in Regulations and Determination Letters
— Establish Member Composition & Quorum Requirements
* General Member Composition Requirements
« ldentifying Members with COls
¢ Tracking the “ins and outs” of the Meeting
« Special Compositional Requirements
Direct the Discussion -
« Ensure all Required Review Elements are Covered —
— Checklists s
¢ Consensus and Opposing opinions
» Local Context
Committee Actions on Protocols
¢ Pending vs. Deferred
« Voting

/\\
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Taking the Temperature of Your IRB Meeting — BASICS & PRACTICE TIPS
Training IRB Members and Administrators

¢ Initial Training
— CITlI training or similar comprehensive training
— Training in specific research types — biomedical; social behavioral
— Intensive training on required review elements that IRB members must consider
and determinations IRB must make in reviewing and approving research.
— Extensive training in requirements for IRB minutes for IRB administrative
personnel who assume this duty.
¢ Continuing Training
— Periodic updates on any changes in regulations or interpretations.
e PRACTICE TIPS:
— Use the beginning of each IRB meeting for targeted training. If possible, train on
a topic that the Committee will see in a protocol up for review at that meeting.
— Assign IRB administrative personnel to review OHRP Determination letters and
present summaries regularly at IRB meetings.
* See letters at: http://www.hhs.gov/ohrp/compliance/letters/
— Develop and use checklists for training and keeping track of required review
elements and determinations during meetings

— Provide members with copies of notebooks containing applicable regulations and
polices for use during reviews and at meetings.
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Taking the Temperature of Your IRB Meeting — BASICS
Establishing Member Composition Requirements

< Members: Members must have varying backgrounds and be sufficiently qualified
through experience, expertise, and diversity of members, including consideration of
race, gender and cultural background, to ensure that Committee has experience and
expertise to evaluate research that comes before it and protect rights and welfare of
human subjects.

* Requirements:

— Must have at least five members

— Must have members who are able to assess research in terms of institutional commitments
and regulations and applicable laws and professional standards.

— If Committee regularly reviews research involving vulnerable populations, then members
must include someone who is knowledgeable about and experienced in working with these
subjects.

— Every non-discriminatory effort should be made to see that Committee is not made up
exclusively of men or women.

— Members must include one person whose primary concerns are in scientific areas

— Members must include one member whose primary concerns are in nonscientific areas.

— Members must include one member who is not affiliated with the institution and who is not
an immediate family member of a person affiliated with the institution.

— One member may fill more than one of the compositional categories listed above.

— Consultants may be invited to provide expertise to Committee members, but may not vote.

— Members who have a conflict of interest regarding a protocol may not participate in
discussion or voting on that protocol.
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Taking the Temperature of Your IRB Meeting — BASICS
Establishing Quorum

* Quorum : In order to have a lawfully convened meeting
of the IRB a Quorum of voting members must be
present. Quorum is met when:

— A majority of all voting members listed on the Committee roster
is present AND at least one member whose primary concerns
are in a non-scientific areas is present.

— A member who has a conflict of interest regarding a protocol
must leave the meeting when the protocol is discussed and
voted upon and cannot be counted toward quorum necessary to
vote on the protocol.
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Taking the Temperature of Your IRB Meeting — PRACTICE TIPS
IRB Composition and Quorum

« Monitor the Meetings : IRB Administrators taking minutes must monitor
members moving in and out of meeting, note in the minutes the times they
leave and return, and ensure that there is always a quorum including the
non-scientific member.

« Telephonic attendance : Members can attend meetings via speakerphone
if they can hear and patrticipate in all discussions and votes at the meeting.

¢ Non-Scientist Member : Non-scientific members must come from
disciplines other than natural, physical or social sciences. See following
website for guidance: http://www.fda.gov/oc/ohrt/irbs/fags.html#IRBMember
— Non-scientist member must be present for quorum, but non-affiliated member
does not have to be present to establish quorum. However, frequent absences
of non-affiliated members may be viewed as having improperly constituted IRB.
« Alternates : IRB may formally appoint alternates for members. Alternates
should have similar qualifications. If regular member is present at meeting,
alternate may attend, but only regular member may vote and is counted for
quorum.
¢ Non-Disclosure Agreements : In order to protect PHI and proprietary
information discussed at meetings, members may be asked to sign
confidentiality and non-disclosure agreements.
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Taking the Temperature of Your IRB Meeting — BASICS & PRACTICE TIPS
Directing the Discussion

« Review Elements : Reviewers should cover all required review elements.
Discussion should include ways in which protocol did or did not meet
elements. Reviewer notes and minutes should include documentation of
consideration of review elements and determinations made by IRB as to
whether protocol satisfied elements.

Checklists are ESSENTIAL:  Checklists for regulatory required review
-y =5 elements/determinations should be used for training members and as
"\ reminders and discussion prompts at the meetings.

Local Context : The regulations require that the IRB ensure that it takes into
consideration the local context of the site(s) at which the research takes
place.

— IRB knowledge of local context may be accomplished by review by an IRB at the
site or consulting with researchers who work at or have knowledge of the site at
which the research will take place. This is a critical element for international
studies.

¢ Consensus and Opposing Opinions : The Chair should direct the
discussion. Members with opposing viewpoints must be provided time to be
heard and minority views should be noted in the minutes.

« Voting : Voting should be done by show of hands with separate votes taken

for those in favor, opposed, or abstained. The minutes should note the

reasons for votes in opposition.

—
1]
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Taking the Temperature of Your IRB Meeting — BASICS
Committee Actions on Protocols

¢ Actions on Protocols : The IRB should train all members on the actions
that the Committee may take with regard to protocols. Actions usually
include:

— Full Approval - granted when the protocol meets all required review elements
for approval and no changes are necessary.

— Deferred — granted if the IRB requires additional information or substantive
clarifications or modifications to the protocol/consent documents in order make
the determinations required to be made by the IRB.

* The investigator must respond to the IRB’s requests for additional information and the
protocol must come back to the Full IRB Committee for re-review.

— Approval with Stipulations or “Pending” Approval — granted only if the IRB
stipulates very specific revisions to the protocol or informed consent documents
that require only “simple concurrence” by the investigator.

« Should not be granted if the IRB requests substantive clarifications or modifications to

the protocol/consent documents that are relevant to the determinations that the IRB is
required to make in reviewing and approving a protocol.

« Protocols approved with stipulations can receive final approval by having investigator
provide the IRB with his concurrence as to the stipulations, which may be reviewed by
the Chair or a designated IRB member.

— Disapproval — can only be granted by the Full IRB Committee. Committee must
let the investigator know of reasons for disapproval and give the investigator an
opportunity to respond in person or in writing.
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Taking the Temperature of Your IRB Meeting — PRACTICE TIPS
Committee Actions on Protocols

« Deferral vs. “Pending” Approval : One of the most common IRB errors
noted in OHRP determination letters is the IRB grant of “Pending” Approval
when the protocol requires substantive changes or clarifications. In such
cases, the protocol should be Deferred so that it comes back to the Full
Committee for review.

- REMEMBER: When “Pending” Approval is granted the approval period runs
from the date that the Committee met and voted “Pending” Approval even though
the research cannot begin until the IRB has given final approval after reviewing
the investigator’s responses to the issues raised.

« Framing the Motion on which the Committee Votes  : The motion being
voted on should include:

— Action on protocol under consideration

— Risk Level assigned to the protocol

— Period for which approval is granted — may not be more than one year.

— Any specific regulatory categories or elements that must be determined for the
protocol, e.g., regulatory category for research involving children.

— Any specific determinations that must be made regarding the protocol, such as
whether to grant a waiver of informed consent, waiver of HIPAA Authorization,
etc.
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A final tale from the Black Lagoon

» Dealing with the deferral blues . . .
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