ATTACHMENTS

GA 100 GENERAL ADMINISTRATION

GA 101 Policies and Procedures Maintenance

GA 101-A SOP Revision Worksheet

GA 101-B SOP Review Meeting Template
GA 101-C SOP Revision Log

GA 101-D Forms Revision Log

GA 101-E SOP Template

GA 101-F Notification of SOP Change

GA 102 Training and Education

GA 102-A Bibliography & Resource List
GA 102-B Training Checklist and Documentation — IRB Members
GA 102-C Training Checklist and Documentation — IRB Staff

GA 103 Management of IRB Personnel

GA 103-A IRB Administrator Functions
GA 103-B IRB Manager Functions
GA 103-C Administrative Assistant Functions

GA 104 Conflict of Interest

GA 104-A IRB Member Recusal Agreement (C)
GA 105 Signatory Authority

GA 105-A Definitions Relating to Signatory Authority

OR 200 IRB ORGANIZATION

OR 201 Composition of IRB

OR 201-A IRB Roster Fields (C)
OR 202 Management of IRB

OR 202-A New Member Information Packet Checklist
OR 202-B New Member Welcome Letter

OR 202-C IRB Appointment Agreement

OR 202-D IRB Member Confidentiality Agreement
OR 202-E Member Documentation Checklist

A-2
A-3

A-5
A-6

A-7
A-8
A-9

A-10
A-12
A-13

A-14

A-16

A-17

A-18
A-19
A-20
A-22
A-23



OR 203 Duties of IRB Members

OR 203-A Member Responsibilities - Regular Member
OR 203-B Member Responsibilities - Chairperson

OR 203-C Member Responsibilities - Alternate Member
OR 203-D Member Responsibilities - Reviewer Duties

FO 300 FUNCTIONS & OPERATIONS

FO 301 Research Submission Requirements

FO 301-A IRB Face Sheet

FO 301-B Study Summary Form (C)

FO 301-C IRB Submission Checklist (Staff)

FO 301-D Acknowledgement/Request for Additional Information
FO 301-E Investigator Delegation of Responsibility

FO 301-F Study Submission: Additional Study Location

FO 302 Research Exempt from IRB Review

FO 302-A Exemption Screening Questions
FO 302-B Claim of Exemption (C)
FO 302-C Claim of Exemption Checklist for Staff

FO 303 IRB Meeting Administration

FO 303-A IRB Agenda/Minutes Template
FO 303-B Report of IRB Activities Since the Last Meeting

FO 304 Administrative Review and Distribution of Materials

FO 304-A Distribution Checklist
FO 305 Documentation and Document Management

FO 305-A Study Folder Content Checklist
FO 305-B Archiving Procedure Checklist

RR 400 REVIEW OF RESEARCH

RR 401 Expedited Review

RR 401-A Determination of Qualification for Expedited Review (C)
RR 401-B Guidance — Expedited Review

RR 401-C Expedited Review - Reviewer Materials Checklist

RR 401-D Expedited Review Determination (C)

A-24
A-25
A-26
A-27

A-28
A-29
A-36
A-37
A-38
A-39

A-40
A-41
A-45

A-47
A-49

A-50

A-51
A-52

A-53
A-55
A-57
A-58



RR 402 Initial Review - Criteria for IRB Approval

RR 402-A
RR 402-B
RR 402-C

Protocol Review Worksheet: Primary Reviewer (C)
Protocol Review Worksheet (Social): Primary Reviewer (C)
Protocol Review Worksheet: Regular Reviewer

RR 403 Continuing Review — Ongoing

RR 403-A
RR 403-B
RR 403-C
RR 403-D
RR 403-E
RR 403-F
RR 403-G

Site Visit Confirmation Letter

Site Visit Worksheet

Site Visit Report

Serious Adverse Event Report

Adverse Event Report Review Form (C)
Significant New Findings Review (C)
Amendment Submission Form

RR 404 Continuing Review — Criteria for Renewal

RR 404-A
RR 404-B

Continuing Review Report/Renewal Request (C)
Continuing Review Worksheet (C)

RR 405 Study Completion

RR 406 Categories of Action

SC 500 SPECIAL CONSIDERATIONS

SC 500 Vulnerable Populations

SC 501-A
SC 501-B

SC 501-C
SC 501-D

SC 501-E

Checklist — Requirements for Research Involving Prisoners
Letter to OHRP for Determination Regarding Prisoner Research

Checklist — Requirements for Research Involving Children

Checklist — Requirements for Research Involving Pregnant Women &
Fetuses

Checklist — Requirements for Research Involving Cognitively Impaired
Adults

SC 500 Categories of Research

SC 502-A
SC 502-B
SC 502-C

SC 502-D
SC 502-E

Risk Determination — Devices (C)
Reporting Emergency Use of a Test Article

Report of Emergency Use of A Test Article to Treat a Life-Threatening
Condition

Checklist-Emergency Research Conducted Under 21 CFR 50.24

Waiver of Informed Consent for Access to Medical Records for Research

A-59
A-63
A-66

A-68
A-69
A-71
A-73
A-74
A-75
A-76

A-77
A-80

NA

NA

A-83
A-85
A-86

A-89

A-92

A-93
A-94
A-96
A-100

A-102



CO 600 IRB COMMUNICATION & NOTIFICATION

CO 600 Investigative Staff

CO 601-A
CO 601-B
CO 601-C
CO 601-D

CO 601-E

CO 601-F
CO 601-G
CO 601-H
CO 601-

CO 601-J
CO 601-K
CO 601-L
CO 601-M
CO 601-N
CO 601-O
CO 601-P

Notice of IRB Approval (C)
Approval Withheld Pending
Notice of Tabled Protocol

IRB Compliance Assurance
Notice of Disapproved Study (C)

Notice of Renewal Approval (C)

Notice of Amendment Approval (C)

Notice of Approval-Recruitment Advertisement
Adverse Event/IND Safety Report Acknowledgement
Renewal Reminder

Status Request

Completion Acknowledgement

Notice of Study Suspension (Lack of Continuing Review Report)(C)
Notice of Study Termination (for Cause) (C)
Exemption Disqualification Notice

Communication Log

CO 602 Other Entities

IC 700 INFORMED CONSENT

IC 701 General Requirements and Documentation

IC 701-A
IC 701-B
IC 701-C

IC 701-D
IC 701-E
IC 701-F

Informed Consent Checklist (C)
Informed Consent Document Template

Informed Consent Document Template: Tissue/Blood Storage and Possible
Future Use

Informed Consent Document Template: Venipuncture
Statement on the Risks of Radiation
Glossary of Medical to Lay Terms

IC 702 Exemptions

IC 702-A

Waiver or Alteration of Informed Consent under 45 CFR 46.116(d) Decision
Chart

IC 703 Assent

IC 703-A
IC 703-B

Requirements Checklist for Consent/Assent of Minors
Informed Consent Document Template: Assent

A-103
A-105
A-106
A-107
A-108
A-109
A-111
A-112
A-113
A-114
A-115
A-116
A-117
A-118
A-119
A-120

NA

A-121
A-123

A-127
A-130
A-132
A-133

A-141

A-142
A-143



Rl 800 RESPONSIBILITIES OF INVESTIGATORS AND SPONSORS

RI 801 IRB-Required Investigator Actions

RI 801-A Investigator Responsibilities — IRB Requirements A-145
RI 801-B Essential Documents A-155

RI 802 Sponsor Responsibilities
RI 802-A Sponsor Responsibilities A-160

QA 900 QUALITY ASSURANCE
QA 901 QA/QC Program NA

QA 902 Audits by Regulatory Agencies
QA 902-A A Self-Evaluation Checklist for IRBs (FDA) A-163

WA 1000 WAIVER OF AUTHORIZATION

WA 1001 Statement of Authority
WA 1001-A  The Privacy Rule (45 CFR 164) A-171

WA 1002 Submission Requirements

WA 1002-A  Request for Waiver of Authorization Submission Form A-231
WA 1002-B  Submission Checklist A-235

WA 1003 Review of Request to Waive Authorization

WA 1003-A  Criteria for Waiver of Authorization Flowchart A-236
WA 1003-B  Reviewer's Checklist for Waiver of Authorization A-237

WA 1004 Documentation and Notification
WA 1004-A  Notice of Waiver or Alteration of Authorization A-239

(C)= Controlled Document-requires additional safeguards prior to revisions.
Safeguards to be determined locally.
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