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TYPE OF REVIEW: NEW  RE-REVIEW

CONFIDENTIAL - FOR INTERNAL USE ONLY
University of California, Irvine - Institutional Review Board - EXEMPT
REVIEWER’S CHECKLIST

Protocol HS # : Lead Researcher:

Title:
I

HUMAN RESEARCH PROTECTIONS - PRE-REVIEW CHECKLIST

Required Signatures Provided YES [] | NO[] Waiting for Original Signatures

Consent Document Provided YES ] | NnOo | NALH

Recruitment Material Included YES [] | NO[ | NA[]

Data Collection Instrument Included | YES [] | NO[] | NA[]

Special Populations Identified YES ] | No[d | NALH

If minors specified, Appendix D is required

Source of Funding Identified YES [] | NO[]

Referred to COIOC YES [] N/A ]

CTPRMC Clearance Received YES ] [ NnoO | NALT

Permission LettersfOSRA Obtained | YES 0 | No[J | NAL]
If research is conducted at non-UCI site, Appendix A is required; If involves
Int'l location, Appendix H is required; If Field Work procedures, Appendix | is
required

PHI Accessed or Disclosed YES [] | NO[]
If a waiver is requested, Appendix T is required

Other Appendices Provided: YES [ | No[O
—_—

ADMINISTRATIVE COMMENTS
REVIEWERS:
Please address the major administrative concerns listed below. The HRP staff will correct or inform the Lead Researcher (LR) of the minor
issues.

**If you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at
XXXX@uci.edu. Thanks - XXXX

Administrative Questions and Notes — questions and notes to the committee.
Major Concerns — ethical concerns, risk/benefit issues, cognitive capacity of subjects, consent issues, privacy and confidentiality issues
Minor Issues — typographical errors, grammar, pagination, and/or required UCI template language missing from consent

ADMINISTRATIVE QUESTIONS AND NOTES

MAJOR CONCERNS

MINOR ISSUES

_________________________________________________________________________________________________________________________________|
UCI IRB
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REVIEWER’S CHECKLIST

REVIEWERS:
A. Please specify whether you have a conflict of interest that would require you to be recused for the review of this protocol. If you do
have a conflict, please contact HRP staff asap to arrange for reassigning this protocol.

[]1DO NOT HAVE A CONFLICT OF INTEREST ON THIS PROTOCOL

[11DO HAVE A CONFLICT OF INTEREST ON THIS PROTOCOL

B. Please review and confirm that the research meets UCI's Ethical Criteria outlined below by checking the corresponding box. Please
document each concern that you would like to be communicated to the LR in the corresponding comments box or in the open space
below.

CRITERIA FOR EXEMPT REGISTRATION
BACKGROUND AND RESEARCH DESIGN RISK/BENEFIT ANALYSIS
. v’ Risks are relatively non-existent
v
7 Suatemen of puposelnypothesis  adeduate v Potential direct benefit to subjects or societal benefitincluded
yP op ppropriateiq v Acceptable risk/benefit relationship
[] YES [1NO L] YES LINO
Comments: Comments:
SUBJECT RECRUITMENT/INFORMED CONSENT SUBJECT PROTECTION
v’ Selection of subjects is appropriate (inclusion/exclusion criteria)
v" Selection of subjects is equitable v Unanticipated Problem reporting is adequately addressed
v Recruitment procedures are proper (undue influence or v Provisions to protect subject privacy is adequate
coercion is minimized, compensation is not coercive, v Provisions to maintain confidentiality are appropriate
recruitment materials are appropriate) v Addt'l Protections for Vulnerable Populations are addressed
v Informed consent process is appropriate
[] YES [1NO L] YES LINO
Comments: Comments:

C. Risk Assessment: [ Virtually no risk [Exempt Registration]  [] No more than Minimal Risk [Expedited review] *

[ Greater than Minimal Risk [Full Committee review]*

* Please provide a brief rationale for your risk assessment if the research requires Expedited or Full Committee review.

D. Categories of Research: If project qualifies for Exempt review, please check the appropriate category(ies).

Exempt Categories
e Research conducted in established or commonly accepted educational settings.
e The research involves normal educational practices, such as (i) research on regular and special education instructional strategies
or (i) research on the effectiveness of or the comparison among instructional techniques, curricula or classroom management

0|1 methods.

* Theresearch is NOT subject to FDA regulations

® The research does NOT involve prisoners as subjects
Ol2!° The research involves the use of one or more of the following:

= Educational tests (cognitive, diagnostic, aptitude, achievement)
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= Survey procedures
= Interview procedures
. Observation of public behavior
If the research involves children as subjects, the procedures are limited to:
Ll Educational tests (cognitive, diagnostic, aptitude, achievement)
= Observation of public behavior where the researchers will NOT participate in the activities being observed
Both of the following are true:
L] Information obtained is NOT recorded in such a manner that subjects can be identified, directly or through identifiers linked
to the subjects
= Any disclosure of the human subjects' responses outside the research could NOT reasonably place the subjects at risk of
criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation.
The research is NOT subject to FDA regulations
The research does NOT involve prisoners as subjects

The research is NOT exempt under Category 2 above

The research involves the use of one or more of the following:

L] Educational tests (cognitive, diagnostic, aptitude, achievement)

= Survey procedures

. Interview procedures

= Observation of public behavior

Either of the following is true:

= The subjects are elected or appointed public officials or candidates for public office

Ll Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be
maintained throughout the research and thereafter.

The research is NOT subject to FDA regulations

The research does NOT involve prisoners as subjects

The research involves the collection or study of existing data, documents, records, pathological specimens or diagnostic specimens
(The reviewed materials currently exist and are NOT prospectively collected).
At least one of the following is true:
= The sources are publicly available and/or
= Information is recorded by the researcher in such a manner that both of the following are true:
v’ Subjects cannot be directly identified
v’ Subjects cannot be identified through identifiers linked to them.
NOTE: The researcher should describe what information will be recorded and how it will be recorded.
The research is NOT subject to FDA regulations
The research does not involve prisoners as subjects

The project is a research or demonstration projects

The project is conducted by or subject to the approval of Department or Agency heads

The project is designed to study, evaluate or otherwise examine: (i) public benefit or service programs, (i) procedures for obtaining
benefits or services under those programs, (iii) possible changes in or alternatives to those programs or procedures, or (iv) possible
changes in methods or levels of payment for benefits or services under those programs.

The program under study delivers a public benefit ( e.g., financial or medical benefits ad provided under the Social Security Act) or
service (e.g., social, supportive, or nutrition services provided under the Older Americans Act)

The project is conducted pursuant to specific federal statutory authority

There is no statutory requirement that an IRB review the project

The project does not involve significant physical invasions or intrusions upon the privacy of subjects

The research is NOT subject to FDA regulations

The research does not involve prisoners as subjects

NOTE: According to OHRP, this exemption is most appropriately invoked with authorization or concurrence by the funding agency.

E. IRB Recommendation: []Exempt Registration Confirmed 1 Requires Expedited Review; Category(ies)

Reviewer’s Signature Date

Revised 6/17/08

[ Revisions/Clarifications Required 1 Requires Full Committee Review
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Initial Expedited Review

STUDY TYPE OF REVIEW: NEW  TABLED

CONFIDENTIAL - FOR INTERNAL USE ONLY
University of California, Irvine - Institutional Review Board - EXPEDITED
REVIEWER’S CHECKLIST

Protocol HS # : Lead Researcher:

Title:
1

HUMAN RESEARCH PROTECTIONS - ADMINISTRATIVE CHECKLIST
Required Signatures Provided YES ] No[ Waiting for Original Signatures

Consent Document(s) Provided YES [J No[J NA[J] __ Consents __ Assents
If requesting waivers Appendix O or P required and copy of study information
sheet/ recruitment script is required if applicable ; if requesting use of short form,
Appendix Q is required; If deception is involved, Appendix G & O are required

Recruitment Material Included YES[] No[O NA[QO
Data Collection Instrument YES[] No[J NA[L]
Provided
Master (Sponsor) Protocol YES[] No[J NA[L]
Provided

Investigator’s Brochure Provided YES[] No[J NA[L]

Copy of DHHS-approved Consent ~ YES [] NO[J NA[]
document and Protocol Provided

IND/IDE Identified YES[] No[J NA[
If yes, Appendix J or K required
Special Populations Identified YES[J] No[ NA
If yes, Appendix B, C, D and/or E is required
Source of Funding Identified YES [ No[]
Human Subjects section of YES [ No[] NA[
Fede.ral Grant Application/Propsal If federally funded, a copy of the "Human Subjects” section of funding proposal is
Provided :
required
Referred to COIOC YES [] N/A ]
CTPRMC Clearance Received YES[] No[J NA[L]
CRFA Review Received YES[] No[J NA[]
ICTS Review Received YES[] No[J NA[L]
Permission Letters/OSRA YES[J] No[J NA
Obtained If research is conducted at non-UCI site, Appendix A is required; If involves Int'l
location, Appendix H is required; If Field Work procedures, Appendix | is required
PHI Accessed, Created or YES [ NO[J
Disclosed If a waiver is requested, Appendix T is required
Other Appendices Provided: YES [ NO[J

C
HRP ADMINISTRATIVE COMMENTS

Administrators - verify that the IRB has the expertise to review the protocol. If appropriate expertise is not available, contact the IRB
Chair and arrange for expert consultation.

REVIEWERS:
Revised 06/17/08 HS # 1of8



Initial Expedited Review

Please address the major administrative concerns listed below. The HRP staff will correct or inform the Lead Researcher (LR) of the minor
issues.

**If you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at
XXXX@uci.edu. Thanks - XXXX

Administrative Questions and Notes — questions and notes directed to the committee.
Major Concerns - ethical concerns, risk/benefit issues, cognitive capacity of subjects, consent issues, privacy and confidentiality issues
Minor Issues - typographical errors, grammar, pagination, and/or required UCI template language missing from consent

ADMINISTRATIVE QUESTIONS AND NOTES

MAJOR CONCERNS

MINOR ISSUES

UC IRVINE INSTITUTIONAL REVIEW BOARD
REVIEWER’S EXPEDITED RESEARCH CHECKLIST

REVIEWERS:

A.  Please review the federal criteria for IRB approval and indicate whether the research meets each criterion by checking the
appropriate box. List any concern that you would like communicated to the researcher in the corresponding comment box or in the
open space below.

CRITERIA FOR IRB REVIEW AND APPROVAL
REVIEWER'S COMMENTS [optional]
The IRB has the expertise needed to review this
1 research. LIYES LINO If no, contact HRP staff to arrange consultation with expert
I, the IRB reviewer, have a conflict of interest on this
2 protocol. L1YES INO | Ifyes (i.e., you have a conflict of interest), contact HRP staff asap
to arrange for re-assignment of this protocol.
3 Statement of purpose/hypothesis is adequate. CJYES [INO
1 Study personnel appear appropriate and qualified. CJYES [INO
The study procedures in the protocol narrative [JYES []NO
S match the Sponsor’s protocol. CIN/A
The study procedures in the protocol narrative [JYES [INO
6 match the consent document(s). CIN/A
The risks described in the protocol narrative
7 adequately cover all of the study risks. LIYES LINO
The risks described in the protocol narrative are [JYES [JNO
8 consistent with the consent document. CINIA
Risk*/Benefit Assessment
Risks to subjects are minimized by using
9 procedures which are consistent with sound [1YES [INO
research design and which do not unnecessarily

Revised 06/17/08 HS # 20f8



Initial Expedited Review

expose subjects to risk.

10

Risks to subjects are minimized, whenever
appropriate, by using procedures already being
performed on the subjects for diagnostic or
treatment purposes.

L1YES [INO
CIN/A

11

Risks to subjects are reasonable in relation to both:
e anticipated benefits, if any, to subjects; and

e the importance of the knowledge that may
reasonably be expected to result.

L1YES [INO

Subject Selection

12

Selection of subjects is equitable in relation to the
purpose of the research and the setting in which the
research will be conducted.

L1YES [INO

13

Selection of subjects is appropriate (i.e.,
inclusion/exclusion criteria) based on the research
and the setting in which the research will be
conducted.

L1YES [INO

14

The recruitment process will minimize the potential
for undue influence or coercion

L1YES [INO

15

Compensation - neither the amount of payment nor
the proposed method and timing of dishursement is
coercive or presents potential for undue influence

L1YES [INO

16

Recruitment materials are appropriate

L1YES [INO
LIN/A

Subject Protections

17

The research plan makes adequate provisions to
protect the privacy of subjects.

L1YES [INO

18

The research plan makes adequate provisions to
maintain the confidentiality of data.

L1YES [INO

19

The research does involve subjects likely to be
vulnerable to coercion or undue influence, such as
children, prisoners, pregnant women, mentally
disabled persons, or economically or educationally
disadvantaged persons.

If YES, the research plan does include additional
safeguards to protect their rights and welfare.

LIYES [IN/A

L1YES [INO
CIN/A

* Risks include possible physical, psychological, economic, social, and legal harms.

B. Risk Assessment:

1 Virtually no risk [Exempt Registration]

If Exempt, please indicate corresponding category(ies):

O No more than Minimal Risk [Expedited review]

O Greater than Minimal Risk [Full Committee review]*

*Please provide a brief rationale for your risk assessment - Exempt status or full Committee review

C. Expedited Review Applicability: Please confirm that the following are true by checking each box.

Revised 06/17/08
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Initial Expedited Review

The expedited review research procedures will not be used where the identification of the subjects and/or their responses would
reasonably place them at risk of criminal or civil liability or be damaging to the subjects financial standing, employability,
insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related
to invasion of privacy and breach of confidentiality are no greater than minimal.

The expedited review research procedures will not be used for classified research (e.g., military classified) involving human
subjects.

D. Categories of Research: If project qualifies as Expedited, please check the appropriate category(ies).

Expedited Categories
e Research involving clinical studies of drugs and medical devices AND one of the following are true:
=  The research is on drugs for which an investigational new drug application (21 CFR Part 312) is not required.
(Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated
N with the use of the product is not eligible for expedited review.)
=  The research is on medical devices and either of the following are true:
0 Aninvestigational device exemption application (21 CFR Part 812) is not required; or
O The medical device is cleared/approved for marketing and the medical device is being used in accordance with its
cleared/approved labeling.
e Research involving the collection of blood samples by finger stick, heel stick, ear stick, or venipuncture AND either of the following are
true:
=  The blood is collected from healthy, non-pregnant adults who weigh at least 110 pounds. The amounts drawn may not exceed
n 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week;
=  The blood is collected from other adults and children, considering the age, weight, and health of the subjects, the collection
procedure, the amount of blood to be collected, and the frequency with which it will be collected. The amount drawn may not
exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per
week.
e Research involving the prospective collection of biological specimens for research purposes by noninvasive means. Examples include:
= Hair and nail clippings in a nondisfiguring manner
= Deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction
=  Permanent teeth if routine patient care indicates a need for extraction
=  Excreta and external secretions (including sweat)
n = Uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a
dilute citric solution to the tongue
=  Placenta removed at delivery or amniotic fluid obtained at the time of rupture of the membrane prior to or during labor
=  Supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine
prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques
= Mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings
= Sputum collected after saline mist nebulization.
e Research involving the collection of data through noninvasive procedures routinely employed in clinical practice
« Research NOT involving general anesthesia or sedation.
e Research NOT involving x-rays or microwaves
e Research where medical devices are employed, they MUST BE cleared/approved for marketing. (Studies intended to evaluate the
safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical
devices for new indications.)
e Examples of acceptable non-invasive procedures include:
0 =  Physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant
amounts of energy into the subject or an invasion of the subject's privacy
= Weighing or testing sensory acuity
=  Magnetic resonance imaging
=  Electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity,
electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography
=  Moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given
the age, weight, and health of the individual.
e Research involving materials (data, documents, records, or specimens) that have been collected or will be collected solely for non-
] research purposes (such as medical treatment or diagnosis).
 NOTE: Some research in this category may qualify for Exempt Registration under Category 4.
e Research involving the collection of data for research purposes from one of the following:
] = Voice recording
= Video recording
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Initial Expedited Review

= Digital recording
=  Image recordings

One of the following is true:
e Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation,
0|7 identity, language, communication, cultural beliefs or practices, and social behavior).
« Research employing survey, interview, oral history, focus group, program evaluation human factors evaluation, or quality assurance
methodologies.
* NOTE: Some research in this category may be Exempt Registration under Categories 2 and 3.

E. Informed Consent Process:

Please review and confirm the circumstances of the consent process. Next, confirm the presence of all applicable elements of informed
consent in the consent document (e.g., consent form, information sheet, or verbal telephone script). List any concerns that you would like
communicated to the researcher in the corresponding comment box or in the open space below.

Circumstances of Consent

REVIEWER COMMENTS
1 Informed consent will be documented by obtaining the C1YES [INO
appropriate signatures on the informed consent form L1N/A
The researcher will obtain the legally effective informed
consent of the:
2 | O Subject CIYES [ONO

[] Subject’s legally authorized representative

The circumstances of consent provide the prospective subject
3 | orthe representative sufficient opportunity to consider whether | []YES [NO
or not to participate

The circumstances of consent minimize the possibility of

. . YES NO
coercion or undue influence . .

The information that will be given to the subject or surrogate
5 | (LAR) will be in a language understandable to the subject or LJYES [INO
the representative

No information will be provided to the subject or surrogate
6 | (LAR) that waives or appears to waive any of the subject’s LJYES [INO
legal rights

No information will be provided to the subject or surrogate
(LAR) that releases or appears to release the researcher, the

! sponsor, the institution, or its agents from liability for LIYES LINO

negligence.

The subject or the subject’s legally authorized representative CJYES [JNO
8| wil sign and date the informed consent form. CIN/A

A copy of the informed consent document will be given to the [CJYES [JNO
9 person signing the form. CIN/A

(Basic and additional elements according to 45 CFR 46.117, 21 CFR 50.25 and UCI policy)
Basic Elements of Informed Consent
THE CONSENT PROCESS WILL... COMMENTS

1 Explain the purpose of the research. CJYES [INO
) Disclose that the study involves research. CJYES [INO
3 Explain the expected duration of the subject's participation. CJYES [INO
4 Describe the procedures to be followed. CJYES [INO
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Initial Expedited Review

JYES [INO
5 | Identify any procedures that are experimental.
CIN/A
Describe any reasonably foreseeable risks or discomforts to
6 the subject. LIYES LINO
Describe any benefits to the subject or to others which may
7 | reasonably be expected from the research. C1YES [INO
Disclose appropriate alternative procedures or courses of LI1YES [INO
8 | treatment, if any that might be advantageous to the subject. CINA
Choose one of the following:
g | O The research involves no more than minimal risk. [JYES [JNO
1 Include UCI's compensation for injury statement.
Disclose the extent, if any, to which confidentiality of records
10 identifying the subject will be maintained LIYES LINO
Choose one of the following:
[] The research is NOT subject to FDA regulations.
11 JYES [INO
O Include the possibility that the FDA may inspect the
records.

Include UCI's statement explaining whom to contact for
12 | answers to pertinent questions about the research and about C1YES [INO
the research subjects' rights

Explain whom to contact in the event of a research-related
13 | injury to the subject. [JYES [CINO

Disclose that participation is voluntary, that refusal to
participate will involve no penalty or loss of benefits to which
14 | the subject is otherwise entitled, and that the subject may JYES [JNO
discontinue participation at any time without penalty or loss of
benefits, to which the subject is otherwise entitled.

Additional Elements of Informed Consent, as appropriate

THE CONSENT PROCESS WILL... COMMENTS

Choose one of the following:
] The approximate number of subjects involved in the study is
15 | hotimportant in making a decision to participate in research. [JYES [JNO

1 Explain the approximate number of subjects involved in the
study (# at UCI / total # for all study sites).

Choose one of the following:
1 The risk profile of all research-related interventions is well

known and the research involves no investigational drugs or
16 | devices. CJYES [INO

1 Disclose that the particular treatment or procedure may
involve risks to the subject which are currently unforeseeable.

Choose one of the following:
1 The research excludes women of child bearing potential
and pregnant women.

1 The risk profile of all research interventions or interactions

17 on embryos and fetuses is well known. LIYes LINO
] Disclose that the particular treatment or procedure may
involve risks to the embryo or fetus, if the subject is or may
become pregnant, which are currently unforeseeable.

18 | Choose one of the following: C1YES [INO
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Initial Expedited Review

[] There are no costs to the subject that may result from
participation in the research.

1 Disclose additional costs to the subject that may result from
participation in the research.

AND
1 Disclose study compensation.

L1YES [INO

19

Choose one of the following:

1 There are no anticipated circumstances under which the
subject’s participation will be terminated by the researcher
without regard to the subject’s consent.

1 Disclose anticipated circumstances under which the
subject's participation may be terminated by the investigator
without regard to the subject's consent.

LJYES [INO

20

Choose one of the following:

1 There are no adverse consequences (physical, social,
economic, legal or psychological) of a subject’s decision to
withdraw from the research.

1 Disclose the following information:
e The consequences of the subject’s decisions to
withdraw from the research.
< The orderly termination of participation by the subject.

LJYES [INO

21

Choose one of the following:

[ Significant new findings during the course of the research
which may relate to the subject's willingness to continue
participation are unlikely.

[ Include a statement that significant new findings developed
during the course of the research, which may relate to the
subject's willingness to continue participation will be provided to
the subject.

LJYES [INO

22

Choose one of the following:
1 The research does not involve specimen collection, or

Choose one of the following:
] Disclose that specimens are property of the UCI; that
subject will not have access to them; and that specimens
will be discarded or destroyed once used for this specific
study.

1 Disclose that specimens are property of UCI; that
subjects will not have access to them; and that specimens
will be retained and used for research where such use may
result in inventions or discoveries that could become the
basis for new products or diagnostic or therapeutic agents.
The subject will not receive any compensation derived from
any commercial or other products that may be developed
from use of the specimens.

LJYES [INO

23

Choose one of the following:
1 The research involves no more than minimal risk and there
is not even the appearance of a financial conflict of interest.

1 Disclose that that no one on the study team has a
significant financial interest in the outcome of this study.

LJYES [INO

Revised 06/17/08 HS #
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Initial Expedited Review

] Disclose that a member of the study team personal
financial interest in either the Sponsor or another interested
entity. The nature of this financial interest and the design of
the study have been reviewed by the UCI Conflict of Interest
Oversight Committee, and that this committee has determined
that the investigator's financial interests would not
compromise the guality or reliability of the study.

Informed Consent Requirements Are:  [_] Met [ ] Not Met
F. IRB Recommendation:

] Approve

(] Minor Changes

[] Tabled back to Subcommittee

[ ] Tabled to Full Committee

G. IRBReviewcycle: [] 12 mos. [ ]6 mos.* [ ] 3mos.* [ ] Other*:

* Please provide a rationale below if recommended review cycle is less than 12 months.

Additional Comments [optionall:

Reviewer’s Signature Date
Note: The information provided on this form may be preliminary and may not necessarily reflect the discussion and final decision and/or

recommendation of the full IRB committee.
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Initial Full Committee Review

STUDY TYPE OF REVIEW: NEW TABLED

CONFIDENTIAL - FOR INTERNAL USE ONLY
University of California, Irvine — Institutional Review Board — Full Committee
REVIEWER’S CHECKLIST
Protocol HS # : Lead Researcher:

Title:

|
HUMAN RESEARCH PROTECTIONS - ADMINISTRATIVE CHECKLIST

Required Signatures Provided YES [1 NO[] Waiting for Original Signatures

Consent Document(s) Provided YES [ NO[J NA[J __ Consents __ Assents
If requesting waivers Appendix O or P required and copy of the study information sheet/
recruitment script is required if one will be used; if requesting use of short form, Appendix Q
is required; If deception is involved, Appendix G & O are required

Recruitment Material Included YES [ No[O NA[O

Data Collection Instrument Included ~ YES ] NO[] NA[]

Master Protocol Provided YES[] No[J NA[L]

Investigator's Brochure Provided YES[] No[J NA[L]

Copy of DHHS-approved Consent YES [ No[J NA[]
Document and Protocol Provided

IND/IDE Identified YES [1 NO[] NA[]

If yes, Appendix J or K required
Special Populations Identified YES[] No[J NA[L]

If yes, Appendix B, C, D and/or E is required
Source of Funding Identified YES [ No[

Human Subjects section of Federal YES [ No[J NAd

Grant Application/Proposal Provided If federally funded, a copy of the "Human Subjects” section of funding proposal is required

Referred to COIOC YES [] N/A[]
CTPRMC Clearance Received YES[] NoOo[J NA[L]
CRFA Review Received YES[] No[J NA[L]
ICTS Review Received YES[] No[J NA[L]

Permission LetterssfOSRA Obtained  YES [] NO[] NA[]

If research is conducted at non-UClI site, Appendix A is required; If involves Int'l location,
Appendix H is required; If Field Work procedures, Appendix | is required

PHI Accessed, Created or Disclosed ~ YES [[] NO[]
If a waiver is requested, Appendix T is required

Other Appendices Provided: YES [ No[]
|

HRP ADMINISTRATIVE COMMENTS

Administrators - verify that the IRB has the expertise to review the protocol. If appropriate expertise is not available, contact the IRB
Chair and arrange for expert consultation.

REVIEWERS:

Please address the major administrative concerns listed below. The HRP staff will correct or inform the Lead Researcher (LR) of the minor
issues.
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Initial Full Committee Review

**|f you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at
XXXX@uci.edu. Thanks - XXXX

Administrative Questions and Notes - questions and notes directed to the committee.
Major Concerns — ethical concerns, risk/benefit issues, cognitive capacity of subjects, consent issues, privacy and confidentiality issues
Minor Issues — typographical errors, grammar, pagination, and/or required UCI template language missing from consent

ADMINISTRATIVE QUESTIONS AND NOTES

MAJOR CONCERNS

MINOR ISSUES

UC IRVINE INSTITUTIONAL REVIEW BOARD
REVIEWER’S FULL COMMITTEE RESEARCH CHECKLIST

REVIEWERS:

A. Please review the federal criteria for IRB approval and indicate whether the research meets each criterion by checking the appropriate
box. List any concern that you would like communicated to the researcher in the corresponding comment box or in the open space
below.

CRITERIA FOR IRB REVIEW AND APPROVAL
COMMENTS or JUSTIFICATION (required)

The IRB has the expertise needed to review this

1 research. [LIYES LINO If no, contact HRP staff to arrange consultation with expert
I, the IRB reviewer, have a conflict of interest on

2 this protocol. CIYES [INO | Ifyes (i.e., you have a conflict of interest), contact HRP staff asap to

arrange for re-assignment of this protocol.

3 The statement of purpose/hypothesis is adequate. CJYES [INO

4 Study personnel appear appropriate and qualified. CJYES [INO
The study procedures in the protocol narrative [JYES [INO

5 match the Sponsor's protocol. C]N/A
The study procedures in the protocol narrative [JYES [INO

6 match the consent document(s). CIN/A

7 The risks described in the protocol narrative CJYES [INO

adequately cover all of the study risks.
The risks described in the protocol narrative are [JYES [INO
8 consistent with the consent document.

CIN/A
Risk*/Benefit Assessment
Risks to subjects will be minimized by using
procedures which are consistent with sound
9 research design and which do not unnecessarily LIYES [INO
expose subjects to risk.
Risks to subjects will be minimized, whenever
10 appropriate, by using procedures already being [JYES [INO
performed on the subjects for diagnostic or CN/A

treatment purposes.

Revised 06/17/08 HS # 20f7



Initial Full Committee Review

11

Risks to subjects are reasonable in relation to both:
= anticipated benefits, if any, to subjects;
and
* the importance of the knowledge that may
reasonably be expected to result.

LIYES [INO

Subject Selection

12

Selection of subjects is equitable in relation to the
purposes of the research and the setting in which
the research will be conducted.

LIYES [INO

13

Selection of subjects is appropriate (i.e.,
inclusion/exclusion criteria) based on the research
and the setting in which the research will be
conducted.

LI1YES [INO

14

The recruitment process will minimize the potential
for undue influence or coercion.

LIYES [INO

15

Compensation - neither the amount of payment nor
the proposed method and timing of disbursement is
coercive or presents potential for undue influence.

LI1YES [INO

16

Recruitment materials are appropriate

L1YES [INO
CIN/A

Subject Protections

17

The research plan makes adequate provision for
monitoring the data collected to ensure the safety of
subjects.

UCI requires investigators conducting clinical
investigations to at a minimum, develop a DSM
plan. See Appendix S or provided plan.

LIYES [INO

18

The research plan makes adequate provisions to
protect the privacy of subjects.

L1YES [INO

19

The research plan makes adequate provisions to
maintain the confidentiality of data.

L1YES [INO

20

The research does involve subjects likely to be
vulnerable to coercion or undue influence, such as
children, prisoners, pregnant women, mentally
disabled persons, or economically or educationally
disadvantaged persons.

If YES, the research plan does include additional
safeguards to protect their rights and welfare.

LIYES [IN/A

LIYES [INO
LIN/A

* Risks include possible physical, psychological, economic, social, and legal harms.

B.

Risk Assessment:

[ Virtually no risk [Exempt Registration]*

If research qualifies as Exempt, provide the category(ies):

1 No more than Minimal Risk [Expedited review] *

If research qualifies as Expedited provide the category(ies):

1 Greater than Minimal Risk [Full Committee review]

*Please provide a brief rationale for your risk assessment - Exempt or Expedited review

C.

Informed Consent Process:
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Initial Full Committee Review

Please review and confirm the circumstances of the consent process. Next, confirm the presence of all applicable elements of informed
consent in the consent document (e.g., consent form, information sheet, or verbal telephone script). List any concerns that you would like
communicated to the researcher in the corresponding comment box or in the open space below.

Circumstances of Consent

REVIEWER COMMENTS
Informed consent will be documented by obtaining the C1YES [INO
1 C o .
appropriate signatures on the informed consent form LIN/A
The researcher will obtain legally effective informed consent of
either the:
2 | O Subject C1YES [INO

[1 Subject’s legally authorized representative

The circumstances of consent provide the prospective subject
3 | orsurrogate (LAR) sufficient opportunity to consider whether (1YES [INO
or not to participate

The circumstances of consent minimize the possibility of

4 coercion or undue influence LIYES LINO
The information that will be given to the subject or surrogate
5 (LAR) will be in a language understandable to the individual. LIYES LINO
No information will be provided to the subject or surrogate
6 | (LAR) that waives or appears to waive any of the subject’s L1YES [INO
legal rights
No information will be provided to the subject or surrogate
(LAR) that releases or appears to release the researcher, the
! sponsot, the institution, or its agents from liability for LIYEs LINO
negligence.
8 The subject or the subject’s surrogate decision maker (LAR) 1YES [INO
will sign and date the informed consent form. L1N/A
9 A copy of the informed consent document will be given to the C1YES [INO
person signing the form. LIN/A
(Basic and additional elements according to 45 CFR 46.117, 21 CFR 50.25 and UCI policy)
Basic Elements of Informed Consent
THE CONSENT DOCUMENT/PROCESS WILL... COMMENTS
1 Explain the purpose of the research. CIYES CINO
) Disclose that the study involves research. CIYES [INO
3 Explain the expected duration of the subject's participation. CJYES [CJNO
4 Describe the procedures to be followed. CIYES CINO
[1YES [NO
5 | Identify any procedures that are experimental.
LIN/A
Describe any reasonably foreseeable risks or discomforts to
6 the subject. L1YES LINO
Describe any benefits to the subject or to others which may
7 | reasonably be expected from the research. L1YES [INO
Disclose appropriate alternative procedures or courses of LIYES [NO
8 | treatment, if any that might be advantageous to the subject. CINA
Choose one of the following:
g | O The research involves no more than minimal risk. [JYES [JNO
1 Include UCI's compensation for injury statement.
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Initial Full Committee Review

Disclose the extent, if any, to which confidentiality of records

10 identifying the subject will be maintained LIYES LINO
Choose one of the following:
] The research is NOT subject to FDA regulations.

11 [1YES [INO
1 Include the possibility that the FDA may inspect the
records.

Include UCI's statement explaining whom to contact for
12 | answers to pertinent questions about the research and about C1YES [INO
the research subjects' rights

Explain whom to contact in the event of a research-related
13 | injury to the subject. [JYES [ONO

Disclose that participation is voluntary, that refusal to
participate will involve no penalty or loss of benefits to which
14 | the subject is otherwise entitled, and that the subject may CJYES [INO
discontinue participation at any time without penalty or loss of
benefits, to which the subject is otherwise entitled.

Additional Elements of Informed Consent, as appropriate

THE CONSENT PROCESS WILL... COMMENTS

Choose one of the following:
[ The approximate number of subjects involved in the study is
15 | hotimportant in making a decision to participate in research. [JYES [JNO

1 Explain the approximate number of subjects involved in the
study (# at UCI / total # for all study sites).

Choose one of the following:
1 The risk profile of all research-related interventions is well

known and the research involves no investigational drugs or
16 | devices. CJYES [INO

1 Disclose that the particular treatment or procedure may
involve risks to the subject which are currently unforeseeable.

Choose one of the following:
] The research excludes women of child bearing potential and

pregnant women.
17 [ The risk profile of gll research interventions or interactions on CJYES [INO
embryos and fetuses is well known.
] Disclose that the particular treatment or procedure may
involve risks to the embryo or fetus, if the subject is or may
become pregnant, which are currently unforeseeable.
Choose one of the following:
[1 There are no costs to the subject that may result from CJYES [JNO
participation in the research.
] Disclose additional costs to the subject that may result from
18 participation in the research.
AND | e
[ Disclose study compensation. LIYES [INO

Choose one of the following:

] There are no anticipated circumstances under which the
19 | subject’s participation will be terminated by the researcher LIYES [INO
without regard to the subject’s consent.
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Initial Full Committee Review

] Disclose anticipated circumstances under which the subject's
participation may be terminated by the investigator without
regard to the subject's consent.

20

Choose one of the following:

1 There are no adverse consequences (physical, social,
economic, legal or psychological) of a subject’s decision to
withdraw from the research.

[ Disclose the following information:
» The consequences of the subject’s decisions to
withdraw from the research.
= The orderly termination of participation by the subject.

LIYES [INO

21

Choose one of the following:

1 Significant new findings during the course of the research
which may relate to the subject's willingness to continue
participation are unlikely.

1 Include a statement that significant new findings developed
during the course of the research, which may relate to the
subject's willingness to continue participation will be provided to
the subject.

LIYES [INO

22

Choose one of the following:
] The research does not involve specimen collection, or

Choose one of the following:
1 Disclose that specimens are property of the UCI; that
subject will not have access to them; and that specimens will
be discarded or destroyed once used for this specific study.

1 Disclose that specimens are property of UCI; that
subjects will not have access to them; and that specimens
will be retained and used for research where such use may
result in inventions or discoveries that could become the
basis for new products or diagnostic or therapeutic agents.
The subject will not receive any compensation derived from
any commercial or other products that may be developed
from use of the specimens.

LIYES [INO

23

Choose one of the following:
1 The research involves no more than minimal risk and there
is not even the appearance of a financial conflict of interest.

] Disclose that that no one on the study team has a
disclosable financial interest in the outcome of this study.

1 Disclose that a member of the study team personal financial
interest in either the Sponsor or another interested entity. The
nature of this financial interest and the design of the study have
been reviewed by the UCI Conflict of Interest Oversight
Committee, and that this committee has determined that the
investigator’s financial interests would not compromise the

quality or reliability of the study.

LIYES [INO

Informed Consent Requirements Are: [ Met [ ] Not Met

D.

IRB Recommendation: ] Approve

(] Minor Changes
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Initial Full Committee Review

[] Tabled to full Committee
[] Disapprove

E. IRBReviewcycle: [ ] 12 mos. [ ]6mos.* [ ] 3mos.* [ ] Other*:

* Please provide a rationale below if recommended review cycle is less than 12 months.

Additional Comments [optional]:

Reviewer’s Signature Date

Note: The information provided on this form may be preliminary and may not necessarily reflect the discussion and final decision and/or
recommendation of the full IRB committee.
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EXPIRATION DATE:

CONFIDENTIAL - FOR INTERNAL USE ONLY
University of California, Irvine - Institutional Review Board - Continuing Review
REVIEWER’S CHECKLIST

Protocol HS # : Lead Researcher:

Title:

HUMAN RESEARCH PROTECTIONS - ADMINISTRATIVE CHECKLIST

Required Signatures Provided YES ] No [] Waiting for Original Signatures
Consent Document(s) Provided YES[J NOo[OJ NA[J __ Consents __ Assents
Master Protocol Provided YES [] NO [ N/A ]

Investigator's Brochure Provided YES [ NO[] N/A[]

Multi-Center Trial Report Provided YES[] No[ N/A ]

DSM Report Provided YES[] No[ N/A ]

DHHS-approved Consent document YES[] No[ N/A ]
and Protocol Provided
Summary of Adverse Events Provided YES[] No[ N/A ]

IND/IDE Identified YES [] NO [] NA ]
Special Populations Identified YES[] No[J NA[]
If yes, Appendix B, C, D and/or E is required
Source of Funding Identified YES ] NO[]
Referred to COIOC YES [] N/A ]
CTPRMC Clearance Received YES[] No[ N/A ]
Permission Letters/OSRA on file YES[] No[ N/A ]

If research is conducted at non-UClI site, Appendix A is required; If involves Int'l
location, Appendix H is required; If Field Work procedures, Appendix | is required

PHI Accessed, Created or Disclosed YES[] No[

Other Appendices Provided: YES[] No[

HRP ADMINISTRATIVE COMMENTS
Administrators - verify that the IRB has the expertise to review the protocol. If appropriate expertise is not available, contact the IRB
Chair and arrange for expert consultation.

IRB REVIEWERS: Please review the progress of the study and perform a risk-benefit assessment to determine whether continuing
approval is warranted (i.e., Does the study still meet the criteria for IRB approval?). Although the Committee has broad latitude to request
changes, the focus of the continuing review should be on subject safety, regulatory and policy issues, and adequacy of the informed
consent process/document.

**If you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at
XXXX@uci.edu. Thanks — XXXX
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PROTOCOL SUMMARY

IRB Approved Sample Size:

Number of Subjects Enrolled Since Last IRB Review

Number of Subjects Enrolled To Date:

Number of Subjects to be Enrolled During Next Approval Period

Study Summary —

To date, [# or No] Adverse Events Reports have been reported for this protocol.

During the current approval period, [# or No] Modification requests were submitted for this protocol.

1. eMOD# XXXX — Approved XX/XX/XX by the Subcommittee/Full Committee- Requested Changes:
2. eMOD# XXXX — Approved XX/XX/XX by the Subcommittee/Full Committee— Requested Changes:
REVIEWERS:

Please address the major administrative concerns listed below. The HRP staff will inform the Lead Researcher (LR) regarding any minor
ISSUES.

Administrative Questions and Notes - questions and notes to the committee not related to major issues.
Major Concerns - ethical concerns, risk/benefit issues, cognitive capacity of subjects, privacy and confidentiality issues.
Minor Issues — typographical errors, grammar, pagination, and/or required UCI template language missing from consent.

ADMINISTRATIVE QUESTIONS AND NOTES

MAJOR CONCERNS

MINOR ISSUES

UCIIRB
REVIEWER’S CHECKLIST
REVIEWERS:
A.  Please review the federal criteria for IRB approval and indicate whether the research still meets each criterion by checking the
appropriate box. List any concern that you would like communicated to the researcher in the corresponding comment box or in the
open space below.

CRITERIA FOR IRB REVIEW AND APPROVAL
COMMENTS or JUSTIFICATION (required)

The IRB has the expertise needed to review this
! research. [Ives [Ino If no, contact IRB staff to arrange consultation with expert
I, the IRB reviewer, have a conflicting interest with
2 this protocol. L1YES LINO | Ifyes, contact HRP staff ASAP to arrange for re-assignment of this

protocol.

3 The statement of purpose/hypothesis is adequate L1YES [INO
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Study personnel appear appropriate and qualified

4 L1YES [INO
5 The study procedures in the protocol narrative LI1YES [INO
match the Sponsor’s protocol. LIN/A
6 The study procedures in the protocol narrative L1YES [INO
match the consent document(s). LINA
The risks described in the protocol narrative
! adequately cover all of the study risks. [Ives [Ino
8 The risks described in the protocol narrative are L1YES [INO
consistent with the consent document. L1 N/A
The protocol needs verification from outside
9 sources that no material changes have occurred L1YES [INO
since the previous IRB review. If yes, from whom?
The researcher has provided sufficient information
10 to warrant continuation of the study. [Ives LIno
Risk*/Benefit Assessment
Risks to subjects are minimized by using
procedures which are consistent with sound
1 research design and which do not unnecessarily LIYES LINO
expose subjects to risk
Risks to subjects are minimized, whenever
1p | @ppropriate, by using procedures already being [JYES [JNO
performed on the subjects for diagnostic or
treatment purposes. L1 NA
Risks to subjects are reasonable in relation to both:
e anticipated benefits, if any, to subjects;
13 and [1YES [NO
* the importance of the knowledge that may
reasonably be expected to result.
Subject Selection
Selection of subjects is equitable in relation to the
14 | purposes of the research and the setting in which JYES [INO
the research will be conducted.
Selection of subjects (i.e., inclusion/exclusion
15 | criteria) is appropriate based on the research and [JYES [INO
the setting in which the research will be conducted.
The recruitment process minimizes the potential for
16 undue influence or coercion [JYES [INO
Compensation - neither the amount of payment nor
17 | the proposed method and timing of disbursementis | []YES []NO
coercive or presents potential for undue influence
. . , [1YES [NO
18 | Recruitment materials are appropriate CIN/A
Subject Protections
The research plan makes adequate provision for
monitoring the data collected to ensure the safety of
subjects.
19 For > minimal risk studies, UCI requires LIYES [INO
investigators conducting clinical investigations to at
a minimum, have a DSM plan.
The research plan makes adequate provisions to
20 protect the privacy of subjects. LIYES [INO
The research plan makes adequate provisions to
21 maintain the confidentiality of data. LIYES [INO
The research does involve subjects likely to be
2 vulnerable to coercion or undue influence, such as LIYES [INA
children, prisoners, pregnant women, mentally |
disabled persons, or economically or educationally
Revised 6/17/08 HS # 3of7




disadvantaged persons.

If YES, the research plan does include additional [ N/A
safeguards to protect their rights and welfare.

LJYES [INO

* Risks include possible physical, psychological, economic, social, and legal harms.

B. Risk Assessment:

If Minimal Risk, indicate corresponding category(ies):

1 No more than Minimal Risk [Expedited review]

[] Greater than Minimal Risk [Full Committee review]

Please provide a rationale for any change in the risk assessment (e.g., from Expedited to full Committee or vice versa).

C.

CONSENT PROCESS CHECK LIST

Informed Consent Process:

Please review and confirm the circumstances of the consent process. Next, confirm the presence of all applicable elements of informed
consent in the consent document (e.g., consent form, information sheet, or verbal telephone script). List any concerns that you would like
communicated to the researcher in the corresponding comment box or in the open space below.

Circumstances of Consent

REVIEWER COMMENTS
Informed consent will be documented by obtaining the LI1YES [INO
1| appropriate signatures on the informed consent form CINA
The researcher obtains the legally effective informed consent of
either the:
2 | O Subject LJYES LINO
[1 Subject’s legally authorized representative
The circumstances of consent provide the prospective subject or
3 | surrogate (LAR) sufficient opportunity to consider whether ornot | [ YES [INO
to participate
4 The cllrcumstances. of consent minimize the possibility of CJYES [INO
coercion or undue influence
The information that will be given to the subject or surrogate
5 | (LAR) will be in a language understandable to the subject or the C1YES [INO
representative
6 The information provided to the subject is still accurate and CJYES [INO
complete.
7 No information will be provided to the subject or surrogate (LAR) CJYES [INO
that waives or appears to waive any of the subject’s legal rights
No information will be provided to the subject or surrogate (LAR)
8 | that releases or appears to release the researcher, the sponsor, L1YES [INO
the institution, or its agents from liability for negligence.
Significant new findings related to the subjects’ willingness to CIYES CINO
9 | continue participation were/should be provided to the subjects in CINA If yes, explain:
accordance with regulations.
10 The subject or the subject’s legally authorized representative C1YES [INO
sign and date the informed consent form. LINA
11 A copy of the informed consent document is given to the person | [JYES [JNO
signing the form. LIN/A
Revised 6/17/08 HS # 40f7
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(Basic and additional elements according to 45 CFR 46.117, 21 CFR 50.25 and UCI policy)

Basic Elements of Informed Consent

THE CONSENT PROCESS... COMMENTS
1 Explain the purpose of the research. CIYES CINO
) Disclose that the study involves research. CIYES [INO
3 Explain the expected duration of the subject's participation. CJYES CINO
4 Describe the procedures to be followed. CJYES CINO
5 | Identify any procedures that are experimental. O YEDS N/IE NO
Describe any reasonably foreseeable risks or discomforts to
6 the subject. LIYES LINO
Describe any benefits to the subject or to others which may
7 | reasonably be expected from the research. JYES [INO
8 Disclose appropriate alternative procedures or courses of C1YES [INO
treatment, if any that might be advantageous to the subject. LIN/A
Choose one of the following:
g | O The research involves no more than minimal risk. [JYES [JNO
1 Include UCI's compensation for injury statement.
Disclose the extent, if any, to which confidentiality of records
10 identifying the subject will be maintained LIYES [INO
Choose one of the following:
[1 The research is NOT subject to FDA regulations.
11 [JYES [INO
1 Include the possibility that the FDA may inspect the
records.
Include UCI's statement explaining whom to contact for
12 | answers to pertinent questions about the research and about LJYES [INO
the research subjects' rights
Explain whom to contact in the event of a research-related
13 injury to the subject. L1YES LINO
Disclose that participation is voluntary, that refusal to
participate will involve no penalty or loss of benefits to which
14 | the subject is otherwise entitled, and that the subject may C1YES [INO
discontinue participation at any time without penalty or loss of
benefits, to which the subject is otherwise entitled.
Additional Elements of Informed Consent, as appropriate
THE CONSENT PROCESS... COMMENTS
Choose one of the following:
[0 The approximate number of subjects involved in the study is
15 | hotimportant in making a decision to participate in research. [JYES [JNO
1 Explain the approximate number of subjects involved in the
study (# at UCI / total # for all study sites).
Choose one of the following:
1 The risk profile of all research-related interventions is well
16 | known and the research involves no investigational drugs or LIYES [INO

devices.
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] Disclose that the particular treatment or procedure may
involve risks to the subject which are currently unforeseeable.

17

Choose one of the following:
] The research excludes women of child bearing potential and
pregnant women.

1 The risk profile of all research interventions or interactions
on embryos and fetuses is well known.

[] Disclose that the particular treatment or procedure may
involve risks to the embryo or fetus, if the subject is or may
become pregnant, which are currently unforeseeable.

LJYES [INO

18

Choose one of the following:
(1 There are no costs to the subject that may result from
participation in the research.

1 Disclose additional costs to the subject that may result from
participation in the research.

AND
[1 Disclose study compensation.

LIYES [INO

19

Choose one of the following:

1 There are no anticipated circumstances under which the
subject’s participation will be terminated by the researcher
without regard to the subject’s consent.

1 Disclose anticipated circumstances under which the
subject's participation may be terminated by the investigator
without regard to the subject's consent.

LJYES [INO

20

Choose one of the following:

] There are no adverse consequences (physical, social,
economic, legal or psychological) of a subject’s decision to
withdraw from the research.

] Disclose the following information:
e The consequences of the subject’s decisions to
withdraw from the research.
= The orderly termination of participation by the subject.

LJYES [INO

21

Choose one of the following:

1 Significant new findings during the course of the research
which may relate to the subject's willingness to continue
participation are unlikely.

1 Include a statement that significant new findings developed
during the course of the research, which may relate to the
subject's willingness to continue participation will be provided to
the subject.

LJYES [INO

22

Choose one of the following:
1 The research does not involve specimen collection, or

Choose one of the following:
] Disclose that specimens are property of the UCI; that
subject will not have access to them; and that specimens
will be discarded or destroyed once used for this specific
study.

1 Disclose that specimens are property of UCI; that
subjects will not have access to them; and that specimens
will be retained and used for research where such use may

LIYES [INO
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result in inventions or discoveries that could become the
basis for new products or diagnostic or therapeutic agents.
The subject will not receive any compensation derived from
any commercial or other products that may be developed
from use of the specimens.

23

Choose one of the following:
1 The research involves no more than minimal risk and there
is not even the appearance of a financial conflict of interest.

] Disclose that that no one on the study team has a
significant financial interest in the outcome of this study.

[ Disclose that a member of the study team personal LIJYES LINO
financial interest in either the Sponsor or another interested
entity. The nature of this financial interest and the design of
the study have been reviewed by the UCI Conflict of Interest
Oversight Committee, and that this committee has determined
that the investigator’s financial interests would not
compromise the quality or reliability of the study.

Informed Consent Requirements Are: ~ [_] Met [_] Not Met

D.

IRB Recommendation: Research may be restricted, modified, suspended, or terminated altogether based on continuing review by
the IRB Committee.

1 Approved as is

1 Minor Changes [e.g., if specific restrictions are imposed] »

[ Tabled to Subcommittee [Minimal Risk protocols only]

[] Tabled to Full Committee [greater than Minimal Risk protocols, if substantive clarifications required or restrictions are imposed] *

] Suspended » (] Terminated *

" Please provide a rationale below if recommendation is to table, restrict, suspend or terminate the research.

E.

IRB Review cycle: 1 12 mos. (16 mos.* []3mos.* ] Other*;

* Please provide a rationale below if recommended review frequency is less than 12 months.

Additional Comments [optionall:

Reviewer’s Signature Date

Note: The information provided on this form may be preliminary and may not necessarily reflect the discussion and final decision and/or
recommendation of the full IRB committee.
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Modification Request
LEVEL OF REVIEW: FC EXPEDITED

CONFIDENTIAL - FOR INTERNAL USE ONLY
University of California, Irvine - Institutional Review Board
REVIEWER’S CHECKLIST - Modification Request

Protocol HS # : Lead Researcher:

Title:

HUMAN RESEARCH PROTECTIONS - ADMINISTRATIVE CHECKLIST

All Necessary Documents Provided YES [] NO []
If the modification involves significant new findings that may affect a
subject’s willingness to participate, a revised consent form/letter of
notification is required.

Special Populations Added YES [] NO [] N/A[]
If yes, Appendix B, C, D and/or E is required

Permission Letters/OSRA Obtained YES [] NO [] N/A[]
If research is conducted at non-UCI site, Appendix A is required; If
involves Int'l location, Appendix H is required; If Field Work procedures,
Appendix | is required

Referred to COIOC YES [] N/A[]

Date of Last IRB Review Date:

HRP ADMINISTRATIVE COMMENTS

Administrators - verify that the IRB has the expertise to review the protocol. If appropriate expertise is not available, contact the IRB
Chair and arrange for expert consultation.

REVIEWERS:

Please review the requested modifications to the protocol and address any concerns that the HRP staff raised. The focus of the current
review should be on the requested revisions unless the submission contains a policy or regulatory problem. The HRP staff will inform the
Lead Researcher (LR) regarding any minor issues.

**If you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at
XXXX@uci.edu. Thanks - XXXX

Administrative Questions and Notes — questions to the committee not related to major issues.
Major Concerns - ethical concerns, risk/benefit issues, cognitive capacity of subjects, privacy and confidentiality issues.
Minor Issues - typographical errors, grammar, pagination, and/or required UCI template language missing from consent.

ADMINISTRATIVE QUESTIONS AND NOTES

Significant New Findings (HRP staff: If the modification request appears to involve significant new findings that may relate to
participants’ willingness to continue in the research; if not already addressed, contact the LR to see how they plan to notify
participants and to obtain the revised consent form/letter/etc.):

INCLUDE THIS QUESTION IF NO NOTIFICATION DOCUMENT WAS PROVIDED
1. Does this modification request involve significant new findings that should be provided to participants? YES NO

If YES:
a. Check below to specify who should be notified of these new findings (i.e., current participants; participants who completed study
because new findings have long term implications).
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Modification Request

Current participants
Participants who completed the study since the new findings have long term implications
Other (Specify)

b. Specify how the LR should notify subjects of this information (i.e., revised consent, letter, etc.)
(SPECIFY)

INCLUDE THIS QUESTION IF A NOTIFICATION DOCUMENT WAS PROVIDED

2. The LR has provided the following as a plan for notification of subjects of significant new findings. Is the LR’s plan adequate?
(Provide summary of the plan - i.e., who the LR plans to notify and how. Also provide a copy of the notification document)
YES
NO (Specify what needs to be changed):

MAJOR CONCERNS

MINOR ISSUES

o
UCIIRB
REVIEWER'’S CHECKLIST

REVIEWERS:

A. Please review the federal criteria for IRB approval as they relate this modification request and indicate whether the research still meets
each criterion by checking the appropriate box. List any concern that you would like communicated to the researcher in the
corresponding comment box or in the open space below.

CRITERIA FOR IRB REVIEW AND APPROVAL OF MODIFICATION
COMMENTS or JUSTIFICATION (required)

I, the IRB reviewer, have a conflict of interest on this

1 | protocol. LIYES [INO | |fyes, contact HRP staff ASAP to arrange for re-assignment of
this protocol.

Risk/Benefit Assessment

The change in the research protocol alters the risk to JYES [INO
subjects, but the risk to benefit ratio is still acceptable. CIN/A

2

Risks to subjects are minimized by using procedures
3 | which are consistent with sound research design and [JYES [INO
which do not unnecessarily expose subjects to risk.

Risks to subjects will be minimized, whenever

4 appropriate, by using procedures already being LI1YES [INO
performed on the subjects for diagnostic or treatment CIN/A
purposes.

Risks to subjects are still reasonable in relation to
both:
5 | = anticipated benefits, if any, to subjects; and; [1YES [INO

e the importance of the knowledge that may
reasonably be expected to result.

Revised 6/17/08 HS # 20f4



Modification Request

Informed Consent Process

The change in the research protocol prompts a

confidentiality of data.

) YES NO
6 | change in the consent document and the consent form O N/IE
has been adequately revised to reflect the change. O
The change in the research protocol involves [JYES [JINO
significant new findings that may affect a subject’s CINA
7 willingness to continue participation.
Note: If yes, IRB I letter should d t that re- t (or oth
If YES, subjects already enrolled in the study should LIvEs LINO m?at(;odSé??]otific;ﬁ)pr:;);lsare?]uﬁzez f(())Lr| sub(j)gtlsjtrsnzﬁea;y :eenrc(;)llr:es(fnPIEecgs% a‘lesro be
be notified of these new findings. LINA sure to review Administrative Questions and Notes above for additional
questions.
Informed consent is sought from each prospective
subject or the subject's legally authorized
8 representative and appropriately documented in LJYES [ONO
accordance with, and to the extent required by 45 CIN/A
CFR 846.116 and §46.117, and 21 CFR 850 and
8§50.27 as applicable.
Additional Criteria for IRB Review and Approval
. — . YES NO
9 | Selection of subjects is equitable. O O N/IE
When appropriate, the research plan makes adequate [JYES [INO
10 | provision for monitoring the data collected to ensure N/A
the safety of subjects. O
When appropriate, there are adequate provisions to YES NO
11 | protect the privacy of subjects and to maintain the . O N/IE

B. Risk Assessment: If approved, would the proposed modifications change the risk of harm to subjects?

1 The changes present no more than Minimal Risk [Expedited review] *

[] The changes present greater than Minimal Risk [Full Committee review] *

*Please provide a brief rationale for your risk assessment — Full Committee or Expedited review

C.

D.

IRB Recommendation:

IRB Review cycle:

] Approve

(] Minor Changes

[ ] Tabled to full Committee

[ ] Tabled to Subcommittee

(] Disapprove

[] Current review cycle

[ ]6mos.*

[ ] 3mos.* [ ] other*:

| * Please provide a rationale below if recommended review cycle is less than 12 months.

Revised 6/17/08

HS #
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Modification Request

Additional Comments [optionall:

Reviewer’s Signature Date

Note: The information provided on this form may be preliminary and may not necessarily reflect the discussion and final decision and/or
recommendation of the full IRB committee.
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UC Irvine - Institutional Review Board
Reviewer’s Supplemental Checklist “D” - Children

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix D. Indicate the appropriate category according to the anticipated risks and benefits of the
study, indicate whether the researcher provided sufficient information to the applicable questions, and determine the parental
permission and assent process.

Section 1: Classify the research according to risk/benefit. Choose from 1 of 4 categories below and answer the
corresponding questions.

[ ] CATEGORY 1 (846.404) - No greater than minimal risk to children is presented [Expedited level research].

Did the researcher adequately explain why the risk involved in the study is no greater than minimal risk?

[ 1YES []INO

If NO, provide comments back to researcher or provide explanation.

[ ] CATEGORY 2 (846.405) - More than minimal risk is presented by an intervention or procedure that DOES hold out the
prospect of a direct benefit for the individual child or by a monitoring procedure that is likely to contribute to the child’s well-being.
The following must be justified:

1. Did the researcher adequately explain why the potential risks and discomforts are justified by the anticipated benefit to the
subjects? []YES []NO

If NO, provide comments back to researcher or provide explanation.

2. Did the researcher sufficiently justify that the relation of the anticipated benefit to the risk is at least as favorable to the child as
that presented by available alternative approaches? [ ] YES [ ]NO

If NO, provide comments back to researcher or provide justification.

[ ] CATEGORY 3 (§46.406) - More than minimal risk to the child is presented by an intervention or procedure that DOES NOT
hold out the prospect of direct benefit for the individual child or by a monitoring procedure which is not likely to contribute to the well-
being of the child. All of the following conditions must be met:

Reviewer’s Supplemental Checklist “D” - Children 1of8
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1. Did the researcher adequately explain how the risk represents only a minor increase over minimal risk?

[ 1YES []INO

If NO, provide comments back to researcher or provide explanation.

2. Did the researcher sufficiently explain why the intervention or procedure presents experiences to subjects that are reasonably
commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations?

[1YEs [INO

If NO, provide comments back to researcher or provide explanation.

3. Did the investigator identify the subjects’ disorder or condition?  [_]YES []NO

If NO, provide comments back to researcher or indicate disorder/condition.

4.  Did the researcher sufficiently explain why the intervention or procedure is likely to yield generalizable knowledge about the
subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or
condition? [ ] YES []NO

If NO, provide comments back to researcher or provide explanation.

[ ] CATEGORY 4 (846.407) - Research not otherwise approvable which presents an opportunity to understand, prevent, or
alleviate a serious problem affecting the health or welfare of children. The IRB does not believe the research meets the
requirements of 846.404, §846.405, or §46.406.

Is the study Federally funded?
[ ] YES, the study must also be submitted to the Secretary of HHS (through OHRP) for approval.
[] NO, the IRB may approve the research only if it finds that the following conditions have been met:

1. Has the researcher provided sufficient explanation as to how the research presents a reasonable opportunity to further the
understanding, prevention, or alleviation of a problem affecting children’s health/welfare?

[1YES [INO

If NO, provide comments back to researcher or provide explanation.

Reviewer’s Supplemental Checklist “D” - Children 20of 8
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2. Support the assumption that the research will be conducted in accordance with sound ethical principles.

Section 2: Determine the parental permission and child assent process.

Parental Permission:
1. Indicate whether parental permission should be obtained.
[ ] VYes, Parents/Legal guardians permission must be obtained (§46.408(b)).
(check one)
[] Permission by one parent is sufficient (optional for §46.404 and §46.405).
[] Permission must be sought from both parents (required for §46.406 and §46.407).

[ ] No, awaiver of permission from Parents or Legal guardians should be granted
If you are granting a waiver, justify your determination by choosing from one of the three options below (A-C) and answering
the corresponding questions: NOTE: Appendix O or P should be provided by the researcher if requesting a waiver of
informed consent or a waiver of written (signed) consent, respectively.

A. [] Itis appropriate to grant a waiver of Parents/Legal guardians permission because all of the following are
true:

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

The waiver or alteration will not adversely affect the rights and welfare of the subjects.

The research could not practicably be carried out without the waiver or alteration.

Whenever appropriate, the parents will be provided with additional pertinent information after participation.
The research involves no drugs or medical devices other than the use of FDA drugs or medical devices
approved for marketing.

The research will not be submitted to or held for inspection by FDA.

SEE APPENDIX O FOR RESEARCHER’S SPECIFIC JUSTIFICATIONS

AN NN NN

<

[ ] YES, ALL ARE TRUE [] NO, ALL ARE NOT TRUE
NOTE: All must be true; otherwise the waiver cannot be granted.

Did the researcher provide adequate explanation/justification for the above requirements in Appendix D?

[JYES [INO

If NO, provide comments back to the researcher:

B. [ Itis appropriate to grant a waiver of Parents/Legal guardians permission because all of the following
are true:

Reviewer’s Supplemental Checklist “D” - Children 30f8
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v

v
v

The research protocol is designed for conditions or for a subject population (for example, neglected or
abused children) for which parental or guardian permission is not a reasonable requirement to protect the
subjects.

An appropriate mechanism for protecting the children who participate as subjects will be substituted in place
of parental/guardian permission.

The research involves no drugs or medical devices other than the use of FDA drugs or medical devices
approved for marketing.

The research will not be submitted to or held for inspection by FDA.

The waiver is not inconsistent with Federal, State or local law.

[ ] YES, ALL ARE TRUE [ ] NO, ALL ARE NOT TRUE
NOTE: All must be true; otherwise the waiver cannot be granted.

Did the researcher provide adequate explanation/justification for the above requirements in Appendix D?

[ 1YES []INO

If NO, provide comments back to the researcher:

C. [ Itis appropriate to grant a waiver of Parents/Legal guardians permission because all of the following

are true:

v

v
v

v

The research or demonstration project is to be conducted by or subject to the approval of state or local
government officials and is designed to study, evaluate, or otherwise examine:

(check one)

(] Public benefit or service programs;

(] Procedures for obtaining benefits or services under those programs;

[] Possible changes in or alternatives to those programs or procedures; or

[] Possible changes in methods or levels of payment for benefits or services under those programs.

The research could not practicably be carried out without the waiver or alteration.

The research involves no drugs or medical devices other than the use of FDA drugs or medical devices
approved for marketing

The research will not be submitted to or held for inspection by FDA

[ ] YES, ALL ARE TRUE [ ] NO, ALL ARE NOT TRUE
NOTE: All must be true; otherwise the waiver cannot be granted.

Did the researcher provide adequate explanation/justification for the above requirements in Appendix D?

[JYES [INO

If NO, provide comments back to the researcher:

Child Assent:

2. Assent should be obtained from: (check one)

Reviewer’s Supplemental Checklist “D” - Children 40f8
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[_] All children
[ ] Some children. Did the investigator explain which children would not be asked for assent? [ JYES [INO
[ ] None of the children

If assent will not be obtained from some or all children, provide a rationale: (check one of four options)

A. [] The capability of these children is so limited that they cannot reasonably be consulted.

B. [] The intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the
health or well-being of the children and is available only in the context of the research.

C. [_] Assent will be waived because all of the following are true:

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

The waiver or alteration will not adversely affect the rights and welfare of the subjects.

The research could not practicably be carried out without the waiver or alteration.

Whenever appropriate, the children will be provided with additional pertinent information after participation.

ANANENEN

D. [] Assent will be waived because all of the following are true:
v" The research or demonstration project is to be conducted by or subject to the approval of state or local
government officials and is designed to study, evaluate, or otherwise examine:
(check one)
[_] Public benefit or service programs;
[ Procedures for obtaining benefits or services under those programs;
[] Possible changes in or alternatives to those programs or procedures; or
[] Possible changes in methods or levels of payment for benefits or services under those programs.

v' The research could not practicably be carried out without the waiver or alteration.

v" The research involves no drugs or medical devices other than the use of FDA drugs or medical devices
approved for marketing.

v" The research will not be submitted to or held for inspection by FDA.

Did the researcher provide adequate explanation/justification for the assent process outlined in Appendix D?

[JYES [INO

If NO, provide comments back to the researcher:

3. Is documentation (i.e., written assent form) of child assent required (846.409(e))?

[] YES, signature of child is always required for assent.

[] The Investigator may consider appropriateness of obtaining a signature on a case-by-case basis taking into consideration the
age, maturity, and psychological state of the child; however an assent process is always required.

[] NO, verbal assent is sufficient.
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4.

If documentation of assent is required, is the language in the assent form appropriate for the age, maturity, and psychological state
of the child?
L1YES [INO

If NO, provide comments back to the researcher;

Section 3: When Parental Permission is not needed

In California, certain people under 18 years of age are legally able to consent for certain treatments or procedures. For those
procedures, these minors do not fit the federal definition of “children” under 45 CFR 46 and 21 CFR 50, nor do the special
protections of Subpart D apply. These individuals who do not fit the federal definition of “children” for certain treatments or
procedures may consent for themselves to participate in research involving those treatments or procedures.

1.

Does this study involve people under 18 years of age are legally able to consent for certain treatments or procedures?
[1YES [INO [If NO, skip this section]

2. s it appropriate for the researcher to enroll people under the age of 18 who per California law are able to consent for
themselves? NOTE: Researchers enrolling research participants in other states or countries must comply with local laws.
L1YES [INO
If NO, provide comments back to the researcher:

Reviewer’s Supplemental Checklist “D” - Children 6 of 8
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Section 4: Children who are Wards of the State

There are no special requirements for the enroliment of wards in research approved under 846.404 or §47.405 (FDA 850.51 or
850.52) [see categories in Section 1 above].

Children who are wards of the state or any other agency, institution, or entity can be included in research approved under §46.406 or
§46.407 (FDA 850.53 or §50.54) only if such research is:

Related to their status as wards; OR
Conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as
subjects are not wards.

The inclusion of children who are wards requires that the following conditions are met:

v

v

v

Appointment of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the child
as guardian or in loco parentis NOTE: One individual may serve as advocate for more than one child

The advocate shall be an individual who has the background and experience to act in, and agrees to act in, the best
interests of the child for the duration of the child's participation in the research

The advocate must not be associated in any way (except in the role as advocate or member of the IRB) with the
research, the investigator(s), or the guardian organization.

2. Does this study involve wards of the state or any other agency, institution, or entity?
L 1YES [INO [If NO, skip this section]

3. Isit appropriate to enroll wards in this study?

[JYES [INO

If NO, provide comments back to the researcher;

4. Does the study fall under 846.406 or 846.407 (FDA §50.53 or 850.54) and will wards be enrolled?
[ 1YES []NO [If NO, skip next question]

5. Did the researcher provide adequate plans for appointing advocates and an adequate description of the advocates’
responsibilities?

[JYES [INO

If NO, provide comments back to the researcher:

Recommendation:

[] Approve - all applicable criteria have been met for inclusion of this population

[] Defer recommendation - all applicable criteria have NOT been met for inclusion of this population

Reviewer’s Supplemental Checklist “D” - Children 7 of 8
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[] Defer pending certification from the Secretary (through OHRP)

] Disapprove the inclusion of this population.

(If Deferred or Disapproved , provide comments to researcher here)

Reviewer’s Signature Date
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UC Irvine - Institutional Review Board
Reviewer's Supplemental Checklist “B” — Pregnant Women, Fetuses and Neonates

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix B and answer the applicable checklist questions based on the anticipated risks and benefits
of the study.

Indicate the category(ies) of the proposed research. Answer the questions that follow each applicable section.

[l

SECTION 1: Research Involving Pregnant Women, or Human Fetuses

A. Has the researcher provided justification why the proposed research is scientifically appropriate; including information about

preclinical studies conducted on pregnant animals and any clinical studies conducted on non-pregnant women that provide
useful data for assessing potential risks? [_] YES [] NO

If No, provide comments back to researcher.

B. Choose the one that best describes the risks and anticipated benefits associated with the research:

[] There is no prospect of benefit, however the risk to the fetus is minimal and the development of important medical
knowledge cannot be gained by other means.

[] The risk to the fetus is greater than minimal and the risk is caused solely by interventions or procedures that hold
out the prospect of direct benefit for the women.

[] The risk to the fetus is greater than minimal and the risk is caused solely by interventions or procedures that hold
out the prospect of direct benefit for the fetus.

Has the researcher provided an adequate justification for the risks and benefits associated with the research study?
[]YES []NO

If No, provide comments back to researcher.

C. Has the researcher provided an adequate explanation that the risks are the least possible for achieving the objectives of the
research? [ ] YES [ ] NO

If No, provide comments back to researcher.

D. Choose the one that best applies to the research:

[] The research holds out the prospect of direct benefit to the pregnant women only. The pregnant woman's consent
is required.

Reviewer’s Supplemental Checklist “B” — Pregnant Women, Fetuses, Neonates
Revision Date: 12/06/05

1of5



Confidential - for Internal Use Only

] The research holds out the prospect of direct benefit to both the pregnant women and the fetus. The pregnant
woman's consent is required.

[] The research involves no prospect of benefit to the woman or the fetus but the risk to the fetus is minimal and the
development of important medical knowledge cannot be gained by other means. The pregnant woman’s consent
is required.

[] The research holds out the prospect of direct benefit solely to the fetus. The pregnant woman and the father's
consent are required. The father or his legally authorized representative’s consent need not be obtained if he is
unable to consent because of unavailability, incompetence, or temporary incapacity or if the pregnancy resulted
from rape or incest.

E. Has the researcher adequately explained that each individual providing informed consent will be fully informed about the
reasonably foreseeable impact of the research on the fetus? NOTE: For pregnant females under the age of 18, assent
from the pregnant child and permission from her parent or legal guardian are required.

[ ]YES [ ] NO

If No, provide comments back to researcher.

F. Confirm that all of the following are true:
v No inducements, monetary or otherwise, will be offered to terminate a pregnancy for the purposes of the research
activity.
v No individuals involved in the research will have any part in any decisions as to the timing, method, and
procedures used to terminate the pregnancy.
v/ No individuals involved in the research will have any part in determining the viability of the fetus at the termination
of the pregnancy.

[ ] YES, ALL ARE TRUE [] NO, ALL ARE NOT TRUE
NOTE: All must be true; otherwise the research is not approvable.

G. Will the research involve pregnant females under the age of 182 [ ] YES [] NO
If Yes, also complete the Supplemental Reviewer's Checklist for Children (Checklist “D”).

SECTION 2: Research Involving Neonates

[ ] | Neonates of uncertain viability AND nonviable neonates

Neonates of uncertain viability may not be involved in research covered by Subpart B unless ALL of the conditions stated in
this section and Section 3 are met.

After delivery, a nonviable neonate may not be involved in research covered by Subpart B unless ALL of the conditions stated
in this section and Section 4 are met.

A. Has the researcher provided justification why the proposed research is scientifically appropriate; including information
about preclinical studies and any clinical studies that provide useful data for assessing potential risks to neonates?

[ ]1YES []NO

If No, provide comments back to researcher.
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B. Has the researcher adequately explained that each individual providing consent will be fully informed regarding the
reasonably foreseeable impact of the research on the neonate?

[ ] YES []NO

If No, provide comments back to researcher.

C. Confirm that the following is true:
v No individuals involved in the research will have any part in determining the viability of the neonate.

[]YES []NO

NOTE: The statement must be true; otherwise the research is not approvable.

SECTION 3: Neonates of Uncertain Viability — Additional Requirements

A. Choose the one that best applies to the research:

[ ] The research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability,
and any risk is the least possible for achieving the objective.

[1 The main purpose of the research is the development of important biomedical knowledge which cannot be gained by
any other means and there will be no added risk to the neonate resulting from the research.

Has the researcher provided an adequate justification for the risks and benefits associated with the research study?

[ ] YES []NO

If No, provide comments back to researcher.

B. Legally effective informed consent of either parent of the neonate or the legally effective informed consent of either
parent’s legally authorized representative is required and will be obtained. The father or his legally authorized
representative’s consent need not be obtained if the pregnancy resulted from rape or incest.

[]YES []NO

SECTION 4: Nonviable Neonates — Additional Requirements

A. Confirm that all of the following are true:

Vital functions of the neonate will not be artificially maintained.

The research will not terminate the heartbeat or respiration of the neonate.
There will be no added risk to the neonate resulting from the research.

The main purpose of the research is the development of important biomedical knowledge that cannot be obtained by
other means.

ANENENEN

[ ] YES, ALL ARE TRUE [] NO, ALL ARE NOT TRUE

NOTE: All must be true; otherwise the research is not approvable.

If the researcher has not provided adequate explanation or justification for the four statements above, provide comments
back to researcher.
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B. The legally effective informed consent of both parents of the neonate is required and will be obtained.
If either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed
consent of one parent of a nonviable neonate will suffice. Exception - the consent of the father need not be obtained if the
pregnancy resulted from rape or incest. The consent of a legally authorized representative for either or both of the parents
will not suffice. [ ] YES [ ] NO

SECTION 5: Research is not approvable based upon the above requirements; however the research presents an
[ ] | opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women,
human fetuses, or neonates.

Is the study Federally funded?
[] YES, the study must also be submitted to the Secretary of HHS (through OHRP) for approval.
[] NO, the IRB may approve the research only if it finds that the following conditions have been met:

1. Has the researcher provided sufficient explanation as to how the research presents a reasonable opportunity to further
the understanding, prevention, or alleviation of a problem affecting children’s health/welfare?

[1YES [INO

If NO, provide comments back to researcher or provide explanation.

2. Support the assumption that the research will be conducted in accordance with sound ethical principles.

NOTE: The IRB must also determine whether informed consent will be obtained in accord with the informed consent
provisions of subpart A and other applicable subparts of this part.

NOTE: Research that involves Viable Neonates

A neonate, after delivery, that has been determined to be viable may be included in research only to the extent permitted by and in
accordance with the requirement of subparts A and D of 45 CFR 46. Please review Appendix “D” and complete the Reviewer's
Supplemental Checklist “D” - Children.

Recommendation: [Choose One]

[] Approve - all applicable criteria have been met for inclusion of this population

[] Defer pending resubmission - all applicable criteria have NOT been met for inclusion of this population
[] Defer pending certification from the Secretary (through OHRP)

] Disapprove the inclusion of this population.
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(If Deferred or Disapproved, provide comments to researcher here)

Reviewer’s Signature Date
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UC Irvine - Institutional Review Board
Reviewer's Supplemental Checklist “C” - Prisoners

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix C and complete the checklist based on the anticipated risks and benefits of the study.

SECTION 1:
All of the following questions must be discussed to grant approval:

Minimal Risk: For research involving prisoners, the definition of minimal risk differs from the definition of minimal risk that UCI
IRB has adopted. The definition for prisoners requires reference to physical or psychological harm, as opposed to harm or
discomfort, to risks normally encountered in the daily lives of the general population, or routine medical, dental, or
psychological examination of a healthy person.

As used in this policy, “minimal risk” is defined as the probability and magnitude of physical or psychological harm that is
normally encountered in the daily lives, or in the routine medical, dental, or psychological examinations of healthy persons.

Is the research supported or conducted by DHHS? [ ] YES [ ] NO

If YES, the UCI IRB must certify in writing to the Secretary (through OHRP) that the IRB has made the findings required under
45 CFR 46.305(a).

Please indicate which one of the five categories listed below best represents the proposed research [45 CFR 46.302(a)(2)].

[ ] Astudy of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the
study presents no more than minimal risk and no more than inconvenience to the participants [846.306(a)(2)(i)].

[ ] Astudy of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study
presents no more than minimal risk and no more than inconvenience to participants [846.306(a)(2)(ii)].

[] Research on conditions particularly affecting prisoners as a class (e.g., vaccine trials and other research on
hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems
such as alcoholism, drug addictions, and sexual assaults) [§46.306(a)(2)(iii)].

[] Research on practices, both innovative and accepted, which have the intent and reasonable probability of
improving the health or well-being of the participant [846.306(a)(2)(iv)]. (If federally supported, must be submitted
to the Secretary of HHS (through OHRP) for approval.

[ ] The study is epidemiologic research to describe the prevalence or incidence of a disease by identifying all cases or to
study potential risk factor associations for a disease, where prisoners are not a particular focus of the research [FR Doc.
03-15580 6-19-03].

Has the researcher sufficiently explained why the research meets the category chosen above?

[ ]YES [ ] NO

If NO, provide comments back to researcher.
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SECTION 2:
3.
In your opinion, are there are any possible advantages accruing to the prisoner through his or her participation in the research?
L 1YES []NO, skip to #4
If YES, has the researcher provided adequate explanation/justification that the possible advantages are NOT of such a
magnitude that it would impair the prisoner’s ability to weigh the risks of the research against the value of such advantages in
the limited choice environment of the prison? [] YES [ ] NO
If NO adequate explanation/justification, provide comments back to researcher.
4, . o _
Are the risks commensurate with risks that would be accepted by non-prisoner volunteers? [ ] YES [ ] NO
If NO, the research is not approvable.
Has the researcher provided an adequate explanation/justification? [_] YES [] NO
If NO to either question, provide comments back to researcher.
Is the selection of subjects in this research fair to all prisoners and immune from arbitrary intervention by prison authorities or
prisoners? [] YES [] NO
If NO, the research is not approvable.
Has the researcher provided an adequate explanation/justification? [_] YES [] NO
If NO to either question, provide comments back to researcher.
Is the information presented during the informed consent process in a language understandable to the prison population?
[]YES []NO
If NO, the research is not approvable.
If NO, provide comments back to researcher.
Has the researcher provided adequate assurances that parole boards will not take into account the prisoner’s participation in
the research in making decisions regarding parole, and that each prisoner is clearly informed in advance that participation in
the research will have no effect on his or her parole? [ ]YES []NO
If NO, the research is not approvable.
Reviewer’s Supplemental Checklist “C” - Prisoners 20of 3
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If NO, provide comments back to researcher.

Is there need for follow-up examination or care of participants after the end of their participation?
[ ] YES [] NO, skip to Recommendation

If YES, has the researcher adequately described what provisions have been made for such examination or care, taking into
account the varying lengths of individual prisoner's sentences, and for informing participants of this fact?

[]YES []NO

If NO, provide comments back to researcher.

Recommendation:
[] Approve - all applicable criteria have been met for inclusion of this population
[] Defer recommendation - all applicable criteria have NOT been met for inclusion of this population

] Disapprove the inclusion of this population.

(If Deferred or Disapproved , provide comments to researcher here)

Reviewer’s Signature Date
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UC Irvine - Institutional Review Board
Reviewer’s Supplemental Checklist “E”
Cognitive Impairment/Medically Incapacitated Participants and Surrogate Consent

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix E and determine whether the researchers adequately address the questions based on the
anticipated risks and benefits of the study. Surrogate consent may be considered ONLY in research studies relating to the cognitive
impairment, lack of capacity, or serious or life-threatening diseases and condition of the research subjects.

The following questions must be discussed to grant approval for the inclusion of this population:

1. Does the research involve a scientific question that justifies the inclusion of cognitively impaired or medical incapacitated adults?

[]YES []NO
Has the researcher provided a sufficient rationale for inclusion of this population? [_] YES [] NO

If NO, provide comments back to researcher.

2. Are there institutionalized participants involved? [ ]YES []NO
Note: If yes, Surrogate Consent cannot be approved.

Could non-institutionalized be substituted? [ ] YES [ ] NO [] N/A

If YES, provide comments back to the researcher:

3. Has the researcher incorporated additional protections into the study (i.e., increased monitoring, low threshold for study
withdrawal, palliative therapy, inpatient care)? [ ] YES [] NO

If NO, should there be additional protections? [ ] YES [] NO

If YES, provide comments back to the researcher:
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4. Has the researcher adequately detailed a plan for the assessment of decision-making capacity (e.g., how the assessment will be
conducted — for example, mental status exam, clinical judgment; who will conduct the assessment)? [ ] YES [ ] NO

If NO, provide comments back to the researcher:

Should an independent examiner (non-research team member) be used to assess decision-making capacity?

[]YES []NO

COMPLETE IF THE RESEARCHER IS REQUESTING TO OBTAIN SURROGATE CONSENT:

5. Has the researcher developed an appropriate plan outlining the sequence of steps used to obtain and document consent of the
legally authorized representative? [ ] YES [ ] NO

If NO, provide comments back to the researcher;

6. Is the participant’s right to refuse participation in research explicit in the consent process/document? [_] YES [] NO

7. Has the researcher explained his/her methods for obtaining assent and for evaluating resistance or dissent to participation, or to
the use of surrogate consent? [ ] YES [] NO

If NO, provide comments back to the researcher;

8. When a subject population is especially vulnerable, the IRB may require use of an impartial third party to observe the consent
process and verify subject comprehension. The advocate is more than a witness, rather an independent monitor charged with
protecting a subject’s rights.

Should a subject advocate be present during the informed consent/assent process? [ | YES [ ] NO

Recommendation — Inclusion of Impaired/Incapacitated Population:
[] Approve - all applicable criteria have been met for inclusion of this population
[] Defer recommendation - all applicable criteria have NOT been met for inclusion of this population

[] Disapprove the inclusion of this population
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(If Deferred or Disapproved , provide comments to researcher here)

Recommendation — Use of Surrogate Consent: [IF APPLICABLE]
[] Approve - all applicable criteria have been met for use of surrogate consent
[ ] Defer recommendation - all applicable criteria have NOT been met for use of surrogate consent

[] Disapprove the use of surrogate consent

(If Deferred or Disapproved , provide comments to researcher here)

Reviewer’s Signature Date
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UC Irvine - Institutional Review Board
Reviewer’s Supplemental Checklist “O” — Waiver or Alteration of Requirement to Obtain Informed Consent

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix O and check either Section A or B confirming that the researcher has meet each criterion or
provide comments to the researcher. An IRB may approve a consent procedure which does not include, or which alters, some or all of
the elements of informed consent, or waive the requirements to obtain informed consent if it finds EITHER:

[] A Waiver of the requirement to obtain informed consent, or approval of a consent procedure which does not
include, or which alters, some or all of the elements of informed consent. (All of the following must be true)

] The research is NOT subject to FDA regulations (See Guidelines for Determining Whether a Proposed Activity is Human
Research According to DHHS or FDA Regulatory Definitions)

[ ] The researcher adequately explained that the research involves no more than minimal risk to the subjects.

(If No, provide comments to researcher)

[] The researcher adequately addressed that the waiver or alteration will not adversely affect the rights and welfare of the
subjects.

(If No, provide comments to researcher)

[] The researcher adequately explained that the research could not practicably be carried out without the waiver or alteration.

(If No, provide comments to researcher)

[] One of the following is true:

[ ] Providing subjects additional information after participation is not appropriate, OR

[ ] Subjects will be provided with additional pertinent information after participation
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(Explain method of disclosure here: e.g., Debriefing letter or script, Study Information sheet)

[] B: waive of the requirement to obtain informed consent, or approval of a consent procedure which does not
include, or which alters, some or all of the elements of informed consent. (All of the following must be true)

[] The research is NOT subject to FDA regulation (See Guidelines for Determining Whether a Proposed Activity is Human
Research According to DHHS or FDA Regulatory Definitions)

[ The research or demonstration project is to be conducted by or subject to the approval of state or local government officials.

[] The research is designed to study, evaluate, or otherwise examine: [CHOOSE ONE]
[IPublic benefit or service programs
[IProcedures for obtaining benefits or services under those programs
[IPossible changes in or alternatives to those programs or procedures
[Possible changes in methods or levels of payment for benefits or services under those programs

[] The researcher adequately explained that the research could not practicably be carried out without the waiver or alteration.

(State reasons here)

Requirements for waiver or alteration of informed consent have been met. Request for waiver / alteration is:
[CHOOSE ONE]

[] Approved - all applicable criteria for the waiver / alteration have been met
[ ] Deferred - all applicable criteria for the waiver / alteration have NOT been met

[] Disapproved

(If Deferred or Disapproved , provide comments to researcher here)

Reviewer’s Signature Date
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UC Irvine - Institutional Review Board
Reviewer’s Supplemental Checklist “P” — Waiver of Documentation (Signed) of Informed Consent

Protocol HS # : Lead Researcher:

Title:

REVIEWERS: Please review Appendix P and complete Section 1A or 1B and Section 2 confirming that the researcher has meet each
criterion or providing comments to the researcher.

SECTION 1: An IRB may waive the requirement for the investigator to obtain a signed consent form for some or all
subjects if it finds EITHER:

[] A Waiver of the requirement to obtain signed informed consent because the only record linking the

subject and the research would be the consent document and the principal risk would be potential harm
resulting from a breach of confidentiality. (All of the following are true)

[] The research is NOT subject to FDA regulation (See Guidelines for Determining Whether a Proposed Activity is
Human Research According to DHHS or FDA Regulatory Definitions)

[ The researcher adequately explained that the only record linking the participant and the research would be the
consent document.

(If No, provide comments to researcher here)

[] The researcher adequately explained that the principal risk would be potential harm resulting from a breach of
confidentiality.

(If No, provide comments to researcher here)

[ ] Each participant will be asked whether he or she wants documentation linking the participant with the research,
and the participant's wishes will govern.

] B: waiver of the requirement to obtain signed informed consent because the research presents no more

than minimal risk of harm to subjects and involves no procedures for which written consent is normally
required outside of the research context. (All of the following are true)

[] The researcher adequately explained that the research involves no more than minimal risk to the participants.
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(If No, provide comments to researcher here)

[ ] The researcher adequately explained that the research involved no procedures for which written consent is
normally required outside of the research context:

(If No, provide comments to researcher here)

SECTION 2: In cases in which the documentation requirement is waived, the IRB may require the investigator to provide
subjects with a written statement (e.g., Study Information sheet or Introduction letter) regarding the research.

Should the LR provide documentation to the subjects (e.g., Study Information sheet, Introduction letter)?

[JYES [INO

Requirements for waiver of documentation of informed consent have been met. Request for waiver is:
[CHOOSE ONE]

[] Approved - all applicable criteria for waiver have been met
[] Deferred - all applicable criteria for waiver have NOT been met

[] Disapproved

(If Deferred or Disapproved , provide comments to researcher here)

Reviewer’s Signature Date
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HUMAN RESEARCH PROTECTIONS - PRE-REVIEW CHECKLIST


		Required Signatures Provided

		YES   FORMCHECKBOX 


		NO  FORMCHECKBOX 


		

		Waiting for Original Signatures



		Consent Document Provided

		YES   FORMCHECKBOX 


		NO  FORMCHECKBOX 


		N/A  FORMCHECKBOX 


		



		Recruitment Material Included

		YES   FORMCHECKBOX 


		NO  FORMCHECKBOX 


		N/A  FORMCHECKBOX 


		



		Data Collection Instrument Included

		YES   FORMCHECKBOX 


		NO  FORMCHECKBOX 


		N/A  FORMCHECKBOX 


		



		Special Populations Identified

		YES   FORMCHECKBOX 


		NO  FORMCHECKBOX 


		N/A  FORMCHECKBOX 
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		YES   FORMCHECKBOX 
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		N/A  FORMCHECKBOX 
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ADMINISTRATIVE COMMENTS


REVIEWERS:  


Please address the major administrative concerns listed below.  The HRP staff will correct or inform the Lead Researcher (LR) of the minor issues.


**If you have any questions or would like assistance with this review, please feel free to contact me at (949) 824-XXXX or at XXXX@uci.edu.  Thanks - XXXX

Administrative Questions and Notes – questions and notes to the committee.

Major Concerns – ethical concerns, risk/benefit issues, cognitive capacity of subjects, consent issues, privacy and confidentiality issues

Minor Issues – typographical errors, grammar, pagination, and/or required UCI template language missing from consent

		ADMINISTRATIVE QUESTIONS AND NOTES





		MAJOR CONCERNS
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UCI IRB 


REVIEWER’S CHECKLIST


REVIEWERS:

A. Please specify whether you have a conflict of interest that would require you to be recused for the review of this protocol.  If you do have a conflict, please contact HRP staff asap to arrange for reassigning this protocol.


 FORMCHECKBOX 
 I DO NOT HAVE A CONFLICT OF INTEREST ON THIS PROTOCOL


 FORMCHECKBOX 
 I DO HAVE A CONFLICT OF INTEREST ON THIS PROTOCOL


B. Please review and confirm that the research meets UCI’s Ethical Criteria outlined below by checking the corresponding box.  Please document each concern that you would like to be communicated to the LR in the corresponding comments box or in the open space below.


		CRITERIA FOR EXEMPT REGISTRATION



		BACKGROUND AND RESEARCH DESIGN

		RISK/BENEFIT ANALYSIS



		· Statement of purpose/hypothesis is adequate 

· Study personnel appear appropriate/qualified





		· Risks are relatively non-existent 


· Potential direct benefit to subjects or societal benefit included


· Acceptable risk/benefit relationship






		 FORMCHECKBOX 
  YES 
 FORMCHECKBOX 
 NO

		 FORMCHECKBOX 
  YES 
 FORMCHECKBOX 
 NO



		Comments: 




		Comments: 






		SUBJECT RECRUITMENT/INFORMED CONSENT

		SUBJECT PROTECTION



		· Selection of subjects is appropriate (inclusion/exclusion criteria) 

· Selection of subjects is equitable


· Recruitment procedures are proper (undue influence or 


    coercion is minimized, compensation is not coercive,    


    recruitment materials are appropriate)


· Informed consent process is appropriate


 

		· Unanticipated Problem reporting is adequately addressed    


· Provisions to protect subject privacy is adequate

· Provisions to maintain confidentiality are appropriate


· Addt’l Protections for Vulnerable Populations are addressed



		 FORMCHECKBOX 
  YES 
 FORMCHECKBOX 
 NO

		 FORMCHECKBOX 
  YES 
 FORMCHECKBOX 
 NO



		Comments: 




		Comments: 








C. Risk Assessment:
 FORMCHECKBOX 
 Virtually no risk [Exempt Registration]
 FORMCHECKBOX 
 No more than Minimal Risk [Expedited review] + 

 FORMCHECKBOX 
 Greater than Minimal Risk [Full Committee review]+

		   + Please provide a brief rationale for your risk assessment if the research requires Expedited or Full Committee review.



		





D. Categories of Research:  If project qualifies for Exempt review, please check the appropriate category(ies).

		Exempt Categories



		 FORMCHECKBOX 


		1

		· Research conducted in established or commonly accepted educational settings.


· The research involves normal educational practices, such as (i) research on regular and special education instructional strategies or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula or classroom management methods. 


· The research is NOT subject to FDA regulations

· The research does NOT involve prisoners as subjects



		 FORMCHECKBOX 


		2

		· The research involves the use of one or more of the following:

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Survey procedures

· Interview procedures

· Observation of public behavior

· If the research involves children as subjects, the procedures are limited to:

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Observation of public behavior where the researchers will NOT participate in the activities being observed

· Both of the following are true:


· Information obtained is NOT recorded in such a manner that subjects can be identified, directly or through identifiers linked to the subjects 

· Any disclosure of the human subjects' responses outside the research could NOT reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation.  

· The research is NOT subject to FDA regulations

· The research does NOT involve prisoners as subjects



		 FORMCHECKBOX 


		3

		· The research is NOT exempt under Category 2 above

· The research involves the use of one or more of the following:

· Educational tests (cognitive, diagnostic, aptitude, achievement)

· Survey procedures

· Interview procedures

· Observation of public behavior

· Either of the following is true:

· The subjects are elected or appointed public officials or candidates for public office

· Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

· The research is NOT subject to FDA regulations

· The research does NOT involve prisoners as subjects



		 FORMCHECKBOX 


		4

		· The research involves the collection or study of existing data, documents, records, pathological specimens or diagnostic specimens (The reviewed materials currently exist and are NOT prospectively collected).

· At least one of the following is true:

· The sources are publicly available and/or

· Information is recorded by the researcher in such a manner that both of the following are true:

· Subjects cannot be directly identified

· Subjects cannot be identified through identifiers linked to them.

NOTE: The researcher should describe what information will be recorded and how it will be recorded.

· The research is NOT subject to FDA regulations

· The research does not involve prisoners as subjects



		 FORMCHECKBOX 


		5

		· The project is a research or demonstration projects 

· The project is conducted by or subject to the approval of Department or Agency heads 

· The project is designed to study, evaluate or otherwise examine: (i) public benefit or service programs, (ii) procedures for obtaining benefits or services under those programs, (iii) possible changes in or alternatives to those programs or procedures, or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

· The program under study delivers a public benefit ( e.g., financial or medical benefits ad provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services provided under the Older Americans Act)

· The project is conducted pursuant to specific federal statutory authority

· There is no statutory requirement that an IRB review the project


· The project does not involve significant physical invasions or intrusions upon the privacy of subjects


· The research is NOT subject to FDA regulations

· The research does not involve prisoners as subjects

NOTE:  According to OHRP, this exemption is most appropriately invoked with authorization or concurrence by the funding agency.





E. IRB Recommendation:
 FORMCHECKBOX 
 Exempt Registration Confirmed

 FORMCHECKBOX 
 Requires Expedited Review; Category(ies) ___​​​​____

 FORMCHECKBOX 
 Revisions/Clarifications Required

 FORMCHECKBOX 
 Requires Full Committee Review

Reviewer’s Signature
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