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Objectives

= Review the IRB Standard Operating Procedure
for Meeting Deliberations and Determinations

= Describe Determination Options and the

Applicability of Each

= Relate Determinations to Criteria of Approval
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Determinations Matter:

» Determinations are the embodiment of actions to protect
human subjects in research and basis of
correspondence with Researchers

e Determinations form the content of IRB minutes

o Determinations are subject to audit by the FDA, OHRP,
and UC Davis

» Determinations form a public record subiject to
Inspection
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Standard Operating Procedure for

1 PURPOSE
1.1 This procedure establishes the process to conduct convenad meetings
12  The process begins when the |RB members gather for a convened mesting
1.3 The process ends when the meeting is adjoumed

2 REVISIONS FROM PREVIOUS VERSION

21 Ad and current updates
22  Informaton aboul continuing review of research
3 PoucyY
31 The IRB reviews research in with the crtana for approval

32 The IRB chair votes as 3 regulsr mamber

33 W quorum is lost duning @ maeting, the IRB cannot take votes until the quorum is restored , aven if
more than half of the members are still present

a4 changes or . requests for more infarmation for IRB congideration, and
other issues |elaﬂeu 1o the cnlam for approval require review and approval by the comvened IRB

35  Minor or pi ptive changes or reg) may be revigwed for approval by the IRB chairora
Designated Reviewsr or a designated IRB sIanmembe!

A8 The kst of protocols approved using the expedited procedure (intl reviews, conbnung reviews,
and reviews of modifications 1o previously agproved research), including worksheets and checkists
descrbad in "WORKSHEET: REVIEW MATERIALS (HRP-301)" and listed below in "Section 6:
MATERIALS " we provided to IRE members in advance of messngs per "SOP- IRB MEETING
PREPARATION (HRP-040) " The materials are used to conduct meetings and meat regulatory
requirements. No other technology is vsed to condud meetings or meet regulatory requirements

4 RESPONSIBILITIES

4.1 The IRS chair carries oul these procedures

42 Prmary reviewers lead IRB members through consideration of the regulatory critena for approval
5 PROCEDURE

5.1 Call the meeting 1o order

52 AskIRBmembers whether anyone has a Conflicing Intergst in any #em on the agenda and note
the responses.

5.3 For each business flem mvolving review of a protocol
83, Table the item whan notfied by IRE staff when mquirements for roview of a specific #am

as defned in “WORKEHEET: Evalustion of Quorum and Expertise (HRP-305)" are nat
met !

532 Ithere are IRE members with a Conflicting Injeres], invite the IRE 1o ask questions of
those members and then ask those members to leave for discussion and voting or if
present by teleconference, be placed on hold or disconnect for discussion and voting

533 Ifthere is a consultant present, ask the consultant 1o present his or her review to the IRE.

534  Ifa consultant provided written information to the IRE, present that information to the IRB

5§35  Askihe scientfic or scholarly reviewar or primary reviewsr to prasent the scientific or
schalarly raview o the IRB

§36  Askihe primary reviewer 1o lead the IRB through a discussion of the criteria in the
“WORKSHEET : Criteria for Approvad and Addional Considerations (HRP-314)° and all
referenced checkbsts (ksted below) to have the convened IRB determine which regulatory
creria are mel {or continug to be met), which are not met (or no longer met), and which
would be met if the investigator modiied the protocol as requested by the IRB,

T abled” i nct an action of the TRE, it is a statis based on the inability of the IRE 1o take an action because of
reasons of quorum
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537  Fornew mformation (Unan

hau l\w primary réev m\'er [ lhe “WORK: wowo ini olmanun ems (HRP-
321)" 10 lead the corvened IRB through  discussion of what actions are needed, f any. 1o
pratect subjects

538  For continuing review of research, the IRB determines:

5381 Whether the protocol needs verification from sources other than the
regearchers thal no matenal changes had occurred since previous IRE review.

5382  Whether the current consent document is still accurate and complete.

5383 Whether any significant new findings that arise from the review process and
that might retate to 10 continua will b
provided to paricipants

539 Restate the IRE's consensus regarding any protocol specific fin d-ngs]wst-{pnq a
determination when required by & checklist {or wnd nat pi

and documented

§310 Make a mation for one of the fallowing actions:

53101 Approve (with a specific contnuing review interyal for initial or continuing
review) Made when all critenia for approval are met Include in mations for
witial and contimung review the perod of approval and the level of nsk

53102 Modifications Required to Secure Approval (with a specific continuing reyiew
mterval for nitial or continuing review): Made when IRB membaers require
speciic modfications such that an IRB staff member, IRB Chair, or 2
Designated Roviewer can determine whether an investigator has made the
required changes without judging whether a change meets the regulatory
crterin for approval When making thes maotion, the assigned primary réviewer
restates the modiications required by the IRE members and the IRB member's
reasons for those changes

53103 Defer Made when the research does nol qualify for Approval or Modfications
Required to Secure Approval and the IRB has recommend ations that might
make the protocol approvable When making this mofion, the assgned prmary
rewiewer descnbes the IRB member's reasons for the decision and descrbes
recommandation to make the research approvable

53104 Dsapprove Made when the research does not qualify for Approvad or
Muodifications Required to Securs Approval and the IRB has no
recommend stions that might make the protocol spprovable When making this
motian, the assigned primary reviewsr describes the IRB member's reasons
for the decision

53105 Suspension or Terrmanation of IRB Approval Made when current approved
research does not qualfy for Appraval or Modifications Required to Secure
Approval When making thiz motion, have the primary reviewer use the
“WORKSHEET: Review of Informaton ftems (HRP-321)" 1o lead the convened
IRB through & discussion of what actions are needed, f any, to protect
subjects The assigned primary reviewar describes the IRE member’s reasons
far the decision

5311 Open the floor for additsonal discussion
5312 Review any modifications required 1o secure approvalto ensure that the IRE stafl has
récorded them

53121 Ensuwe that the required modifications |n(jurla allfinal coMingencies on

“CHECHKLIST: Pre-Review (HRP-401)

§3122 Fora pending financial nterest review indicate that a determmnation that the

financial mterest is not & conflict of interest or has been ebminated can be
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Approval ‘ Ethical criteria are satisfied for the conduct of research. Research can begin
when all other institutional approvals have been obtained.

Approval with Ethical criteria are satisfied for the conduct of research.

Administrative Coer Research can begin when all other institutional approvals have been obtained.
The IRB provides an administrative comment about some aspect of the project or
its conduct outside of criteria for approval.

Approval with The IRB requires modifications in order to approve the research.

Modifications Required Research cannot commence until a final approval is received.

Deferral The IRB cannot approve the research as submitted and describes reasons or
modifications that might make the research approvable; the IRB requests

additional information from the researcher.

Disapproval ‘ The IRB cannot approve the research as submitted and cannot describe
modifications that might make the research approvable.

Exempt |:> Certain categories of Human Research may be exempt from regulation but
require IRB review; the institution, not the researcher, determines exemption.

UC Davis is Not Engaged ~ UC Davis is not engaged such that a particular non-exempt human subjects
[\ research project or activity is not subject to IRB oversight.

Not Human Subijects Activities that do not meet the Institutional definition of “Human Research” are
Research NN ot subject to IRB oversight.



Hold On.

Some studies are not
ready for review in
Full Committee...

Committee Analysts can move a
study to a future committee
meeting agenda if it is not ripe
for review or if it “misses” the
boat.

Don't miss the boat...

Common Reasons Why Initial Review of I_RB N
Protocols May Be Delayed to Later Agendas:

"2 The submission is missing required ancillary
approvals (RUC, CCSRC, SCRO, etc.)

2% The protocol or HRP-503 is missing
information needed for the IRB to make
required determinations {e.g. subject
recruitment, data monitoring for compliance
and safety and protections for participant
privacy and confidentiality)

$% The consent form is missing, only the
sponsor model consent is supplied, or the
supplied consent does not contain
information consistent with the UC Davis
consent template.

& For studies involving devices, the
investigator or sponsor does not provide
sufficient information for an IDE Exemption,
Non-Significant Risk or Significant Risk
Determination and there is no evidence that
an IDE has been obtained.

M
L

< A conflict of interest (COI) has been identified
but no information about the COl is provided.
The IRB must have sufficient information
about the COI to make required
determinations. This information is usually
given to the IRB by providing the Forms
700U and 800.

% Sections of the electronic Initial Review
Application Form are not completed or
marked Not Applicable (N/A) when the
section is applicable.

&% For studies involving an investigational drug
or biologic, the investigator brochure has not
been provided; and for studies involving an
approved drug, the investigational brochure
or package insert is not provided.
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UC DAV'S WORKSHEET: Cntena for Approval and Additional Considerations

GRIVERSITY OF CALIFOUNIA NUWBER DATE |
HRP-714 | 1”0&1 ] | 1ot

———
The purpose of this worksheet |4 1o provide support for IRE members revewing research. This worksheet must be used. § does not need to be
completed o retained (LAR = “subject’s |egally authoriped et
1 General Considerations (Check f "Yes™ or Al must be checked)

Thi convened IRE or has, or has obtan ed the [T , adequate exf P P
For Iniial review the principal investigator is nol Sgalided (IR 1 ot initial review) c I t I f

Mlaterals are complete

r ritena for Approyal o os‘am os"or " A must be checked ies 10 inkial, cortinuing, modific abons

T 1 Risks 10 subjects are minimize yusmqproredures which are congistent with sound research design andwhic not
unnic essarily expose subjects to risk

1 | 7 Fisks to subjects are minimazed by using procedures already being perormed on the subjects for other purposes. [ TA" if nome)

[T ] 3 Risks 1o subjects are reasonable in relation to anticipate d benefits, if any, 1o subjects, and the imponance of the knowledge that -
may reas onably be expected 1o result ,

LJ election of subjects is equitable. (Consider 1he purpose and setting of the research, involvement of vuinérable subjects, selection
crterta, and recruitment, enroliment, and payment proc edures )

LI |5 The research plan makes adequate provision for gThe data collected 10 ensure 1he satety of subjects. | WA 1 < BLl

0re are adequate provisions 1o protect the privacy of sg'g:cts

There are adeq provisions 1o maintain the confidentiality of data
T Addional safeguards have been included in the study to protect the nights and wellare of subjects vulnerable to cosrcion or

undue influence ("WA" if no vulnerable subjects)

LT[0, The informed consent process (s adequate. The iomed consent process meets one of thise sections o checkists
Section & Corsent Process ] Waiver or aheration of consent proc ess (HRP-410) [ Permanently closed to enrollment

e | The doc n of informed consent |s adeq The informed consent documertation m eets one of these sections, work sheets,

o checklists

[ Section 6; Long Form [ Waiver of docurmentation (HRP-411) [ Permanently closed 1o enrollment

[] Short Farm (HRP-317) [] Waiver or alteration of consert process (HRP-410)

Adiion al applic sble creria’ are met if none
EX tional Considerations (Check all that apply )

Does the research involve no more than 10 subjects?

Should revens 1ake place more often than annualy?? f so, spec lod
s werfication needed 1rom sources other than the imvestigator that no materkal changes have occurmed since prior redew?? T T mmal)
Does information need 10 be provided 1o subjects because It may affed {hey wilingne s 10 continue particp ation? ("HIA 1 initral

’ imary Reviewer Criteria for Inmal review (Check # “Yes® or © Al must ba checked, May be by @ primary reviewsar)
O
I
|

The teseacn has1he e ouUrces messa' yio protect sulqects (Time to conduu and compis!e the msearch, auewaefaclﬂes subgect pool,

There are no rxmsmmcm nameen Ihe DHHS
Sas s

ar not initial

The plan for communication am

remaining items wh

onsent Process (Check § "Yes ™ All must be checked)

The Investigator wil ottain the | effective nformed consend of the subjec o LAR

b circum stances of consent provide the prospective sublec or LAR sufficient opportunty 1o consider whether or nol to paicipate

he circumstances of consent the possibilty of coercion or undue influence

Information to be ghwen 1o the subject or LAR wdl be In language understandable (o the subject or LAR

Ihst&rs no ex uipatory language theough which the sutject or LAR is made to welve or appear o mtms.qm‘slegsr:gm of releases
§ 10 relean e the investi {he 8| the |nstitudion of s agents from lablity from

| C‘nﬁeflunluscloselhe in Section /: Elements of Conse Disclosure

1 applicable

! Advertisemente (HRP-315), Payments (HRP-316), Additional Federal Agency Criteria (HRP-318), Pregnant Women (HRP-412 ),
Non-Viskle N eonates (HRP-413), Neonates of Uncertain Visbility (HRP-414), Prisoners (HRP-41 5), Chaldren (HRP-416),
Coyuuvdylmpu:edadlﬂu(HRP 417y, Non-Significant Rigk Device (HRP.418)

? Consider nature and level of risks, degree of mcertainty regarding the risks, subject vulnerability, invest P IRB's
oxperience with investigator or sponsor, projected rate of enrollment, and whether study involves novel prnceduu
¥ Implem ent when the veracity of the infcrmation provided is questioned
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