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What is ‘HRPP’?

Human Research Protection Program

seeks to assure the rights and welfare of human
subjects participating in research and

promote excellence in all aspects of human
subjects research.
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How i1s HRPP different from an IRB?

« In 2000, oversight for Human Subject Research changed
from Office for Protection from Research Risks (ORPP) to
the Office for Human Research Protection (OHRP)

« Greg Koski, Director, believed that protecting human
subjects was more than an IRB review

« Many IRB offices started calling themselves Human
Research Protection Programs (HRPP)

« Real intent was to broaden the protections to include
conflict of interest, contracts, etc.,

« AAHRPP set the standards for an HRPP
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Geisinger’s Human Research Protection Program (HRPP)

Using AAHRPP Model: Three Domains:

|. Institution: Includes all offices which establish a
relationship with the research participant:
+ Grants
» Contracts
+ Office of Research Compliance — Financial
Conflict of Interest
. Research Finance

Il. IRB Committee
Ill. Investigators and Study Teams
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Institutional Review Board
(IRB)




IRB Role §45CFR46

Health & Human Services (HHS) mandates Institutional
Review Board (IRB) oversight of research involving
human subjects

Performs ethical review of all proposed & ongoing
research ensuring the protection of the rights, welfare
and safety of human subjects

GHS Research Privacy Board — HIPAA determinations
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i BENEFICENCE
JUSTICE

RESPECT «or
PERSONS

... eventually referred to as
principles
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TITLE 45 (PUBLIC WELFARE)
CODE OF FED REGULATIONS

PRINCIPLES APPLIC PART 46 PROTECTION OF HUMAN SUBJECTS
Informed consent 46.116 General requirements for informed
Respect for e Information consent
L <
persons  Comprehension
e Voluntariness 46.117 Documentation of informed consent

46.111 (a) (1) Risks are minimized
Risk/benefit assessment 46-111(a) (2) Risks are reasonable in relation to
Beneficence — . Nature and scope of benefits

risks and benefits 46.111(a)(6) safety monitoring
46.111(a)(7) Privacy & confidentiality protections

46.111 (a) (3) Equitable selection of subjects
46.111 (b) additional safeguards for vulnerable

Selection of subjects Subpart B: Pregnant Women, Fetuses, Neonates
Subpart C: Prisoners
Subpart D: Children
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IRB Membership §45CFR46.107

Must have at least five voting members
Varying backgrounds
Review type of research conducted at institution

Must be sufficiently qualified
Experience and expertise
Diversity of the members — gender, profession

Must be able to determine if proposed research is
approvable

Applicable laws & regulations

Institutional requirements

Standards of professional conduct and practice
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IRB Membership §45CFR46.107

Include individuals with knowledge and experience
working with vulnerable populations

Children

Pregnant women

Handicapped or mentally disabled persons

Prisoners*

Consultant (ad hoc)

Invite individuals with competence in special areas to assist in
the review of issues which require expertise beyond or in
addition to that available on the IRB

Non-voting
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IRB Membership §45CFR46.107

Must include:
At least one scientific member, and
At least one non-scientific member

Must include at least one community member:

Not affiliated with the institution or immediate family of a person
who is affiliated with the institution

Conflict of interest

If an IRB member has a conflicting interest in a research project,
s/he cannot review or participate in vote
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Geisinger IRB Review

Preparatory to Research (PTR)
> Email submission to IRB (bkent@geisinger.edu)
- IRB Office review — rolling review

Research Determination (RDW)
> Emall submission to IRB (bkent@geisinger.edu)
> IRB Office review — rolling review
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Geisinger IRB Review

Initial IRB Review

Exempt Review
> IRIS submission
> IRB Member review — rolling review

Expedite Review
> IRIS submission
- IRB Member review — rolling review

Convened Review

> IRIS submission

> IRB Committee review — meets 1st and 3rd Thursday each
month
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Ongoing IRB Review of Research

Reporting Requirements
y Continuing Review
« Amendments/Modifications

y Prompt Report — UPs, Significant Protocol Deviations,
HIPAA Disclosures)

y Final Report

y Emergency Use
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Types of IRB Review

EXEMPT EXPEDITED CONVENED

IRB determination
Minimal risk
Fit Exempt categories

Typically no PHI

Surveys,
focus groups

No annual review

No amendments

1-2 IRB reviewers

Rolling submission

Gelsinger

IRB approval

Minimal risk

Fit Expedite categories
PHI

Retrospective, identifiable
data;

minimal risk procedure;
observational

Annual review

Submitamendments

1-2 IRB reviewers

Rolling submission

IRB approval

More than minimal risk
Not fit categories

PHI

Clinical trial;
interventional;
investigational drug,
device, biologic

Annual review
Submit amendments
Full board review

Meeting deadline
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IRIS
(Electronic IRB System)
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IRIS IRB System https://irb.geisinger.edu (web-based system)

‘||@ https://irb.geisinger.edu/Login.jsp?logout=Yesfis=1. O ~ J& & X || & iR1S: LogIn

lth System -... Suggested Sites + a Get more Add-ons ~

Log In
GEISINGER

Geisinger network
shortcut:
Hirb”

User ID:

Password:

Request new account | System/Browser Requirements

irb@geisinger.edu

Terms of Use | Privacy Statement
Copyright © 2001-2012 iMedRIS Data Corporation. All rights reserved.
Version 9.03 Build 1650 Updated 12M2/2012

Access from Anywhere

Geisinger ;


https://irb.geisinger.edu/

IRIS — Obtaining an Account

-
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IRIS IRB System https://irb.geisinger.edu (web-based system)

v 4 T L= |G ot
m]|@ https://irb.geisinger.edu/Login jsp?logout=Yesfs=1 O ~ @& & X H@ iRIS: Log In x i i\f {§}
= @ Qutlook Web App - Sign ... a iris Leg In Geisinger Health System -... Suggested Sites + a Get more Add-ons ~

I
Log In

GEISINGER L-dap userid and

REDEFINING BOUNDARIES®

password for Geisinger
employees

User ID:

Password:

Request new account | System/Browser Requirements

irb@geisinger.edu

Terms of Use | Privacy Statement

Copyright @ 2001-2012 iedRIS Data Corporation. All rights reserved. F O rm Of e m ai I a'n d
temporary password
for non-employees
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https://irb.geisinger.edu/

IRIS IRB System

GEISINGER

lﬁ Your current Department is GMC - General Surgery

o
E& Your current review board is Institutional Review Board - IRB Your current committee is Institutional Review Board

Worklist Filter:

Incomplete
Tasks

Mo tasks found

My Assistant: Your account information,
resources, IRB Meeting dates
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IRIS IRB System

GEISINGER

REDEFIMING BOUNDARIES

My Account - NS [Back
E Save Changes |
Last Nams [ | R R EE— A
Biosketch, CV, Pubs Suffix: | | Personal Question: | |
BT m By Prefix: | | Personal Answer: | |
Medical Licenses Job Title: Contact Information (* fields required)
Signature Statuss Active * Email Address: |tzamani@geisin ger.edu E:qa:l|ir;\:;dddr655
Sl Iy Degree: | V| * Phone: | |
notes N e — cettohone |
Spedialty: Pager: | |
Fax: | |
Relationship to the @) \ffiliated O Non-Affiliated Personal URL: | |
Affiliation: Mailing Address:
[ | |
Mpum (O Scientist () Non-Scientist
PIstaturs;I::ﬁ Oves ®no Physical Addrass:
Internal Mailing
ress:
Street 1: | |
Street 2: | |
o | |
County/Parish: | |
SiE= | —nene— v
Province: | | v
< >
[—4




IRIS IRB System

o~
GEISINGER

Iﬁ Your current Department is GMC - General Surgery

=]
E& Your current review board is Institutional Review Board - I[RB Your current committee is Institutional Review Board

Worklist Filter:

Incomplete
Tasks

No tasks found

Study Assistant: Working area where new
studies are added and past opened studies
can be accessed
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HRPP Webpage
&
IRB Resources
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@  Ouif- @000

home epic departments  manuals |search ourwes forms education Ilnlcs phonebook

Rasearch > HRPP > Human Research Protection Program

Human Research Protection Program

% Print This Page

Geisinger's Human Research Protection Program (HRPP), integrates the activities and

the Ac,
k.::*"‘w "’%ﬁ functions of Geisinger Institutional Review Board (IRB), Office of Research Compliance
3"" _ - (ORC), Office of Sponsored Projects (OSP), and other review units through oversight,
Full , education and quality assurance activities, including program administration. The HRPP
53 Accreditation 5 seeks to assure the rights and welfare of research participants and promote excellence in all H R P P
!’q. #.5' aspects of human subjects research.

i Brgpac®

Geisingers HRPP has been successful in obtaining accreditation by the Association for the Accreditation of Human

Webpage

Research Protection Programs (AAHRPF) . Geisinger Health System was awarded the status of full accreditation for a
three-year period, effective March 2016. This important achievement reflects Geisinger's commitment to protecting the

rights and welfare of research participants.

Conflict of Interest [ Education / Training

IRB Information

s Study Staff IRB Reguirements

s Conflict of Interest — COI

s« Human Research Education CITI

« |RB Fees

« |RB 2016 & 2017 Submission Deadlines and
Meeting Dates

+ Staff listing

Applying to the IRB via iRIS

Guides to Initiate Your Research

s Click here to access RIS

e (RIS Site Access Reguest Form

s |RB submission checklist

e Geisinger Research Process Flow

e Geisinger's Research Process Presentations
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http://infoweb.geisinger.edu/se_research/hrpp/irb/index.html

Geisinger Research Process Flow

Geisinger Research Process Flow _
https://spresearch/grant/resident/Visio%20Drawings/ im’;::dmp:h;';

Determine your scholarly

i
- - activity
your project?
Flow_FINAL.pdf
Wl el | \dentify PI
Mentor
. _ ‘Animal Research or
St H|:eman Srl:]eds <t 1 P Animal Recombinant
search? DNA
Complete Research
Yes No/1 don't know———3» Determination Form
and submit to IRB
L4 -

‘Will you be ¥ # L 4 Submit Proposal
seeking will y_rou have Complete all necessary training and obtain e — to IACUC
external any r:sctemal? system access: Determination: rch but : Determination: Committee
P collaborators? 1_CITl Training Human Subjects . mes Ei:mm R

2. Conflict of Interest Research o3
- human subjects L 4

will your 3.iRIS Access

proposal will you be IACUC Approval
include billable [l SP9e v

patient care samples
rs? externally? .
events? v Begin Study A A
— h 4

Will you be Begin Study
seeking internal Will you need Things to consider Complete Conflict
funding from the Scientific Peer A whendeveloping f— — — — — — — — — — — — — — — of Interest
Clinic Research Review? h ject Requi ts

Fund? your research proj equiremen
Will you need to Will you be
Y
post W;' study, sending data/
clinicaltrialsgov? || | ECEVing data? Begin Study
Will you be
will you need SRR
D SpeCimens using
lab services? Recombinant
DNAZ A 4
Will you be using Submit proposal to IRE through - IR& Appr | o | [If applicable, all contractual
e iRIS system = - documents are in place
samiples {ex: ! - m-lh

MyCode, paraffin LEnEiE
blacks, or tissus pharmacy?

samples?

Will your study Institutional Review Board
involve Miscellaneous DISCLAIMERS:
radiation? Ce of Research Compliance 1. Most boxes in this flow contain hyperlinks with further information. The boxes colored in Grey do not contain hyperlinks.
2. If you are using a web version of Outlook, some of the email addresses in the information sheets will not load properly. Please copy and
Scientific Review Committes paste the email add intoanew r age when using a web version of Outlook. 2 6




Geisinger Research Process Flow

» Created with several departments

» Walks through steps of starting Research
Project

» Accessible on Geisinger Network
(https://spresearch/grant/resident/Visio%20Drawings/Flow_FINAL.pdf)

» InfoWeb (OurWeb) > Departments > Research >
Research - HRPP/IRB

» Interactive flow including information sheets

» Departments/ reviews needed before IRB review
and contact information

Geisinger .



https://spresearch/grant/resident/Visio%20Drawings/Flow_FINAL.pdf

Geisinger IRB Information

NAME:

IRB REGISTRATION #:
INSTITUTION:

FWA ASSURANCE:

ACCREDITATION:

ADDRESS:

TELEPHONE:

Geisinger

Geisinger Institutional Review Board
00008345

Geisinger Clinic

FWAO00000063

Geisinger Health System is accredited by the
Association for the Accreditation of Human
Protection Programs, Inc. (AAHRPP)

Geisinger Institutional Review Board
100 North Academy Avenue
Danville, PA 17822-3069

570-271-8663 or 844-542-3299
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Contacts

Barb Kent, Administrative Assistant - (570) 271-8663
> (bkent@qgeisinger.edu)

e Chuck Brightbill, MS, IRB Specialist
» (cebright@geisinger.edu)
o Gissel Martinez, BS, IRB Specialist

> (gnmartinez@aqeisinger.edu)

 Rosa Sober, BS, CIP, IRB Manager

> (rmsober@ageisinger.edu)

« Jeanie Wesner CCRC CHRC, IRB Project Manager

> (jwesner@ageisinger.edu)

e Deb Henninger, MHSA RN CCRC, Associate Director
» (dhenninger@ageisinger.edu)

e Dorothy Sellers, BS, Director

> (dcsellers@qgeisinger.edu)

e Les Kirchner, PhD, IRB Chair
e Tom Challman, MD, IRB Chair

Geisinger .
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_QUESTIONS??
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