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IRB Initial Review Application (IRA): Overview

An IRB-specific tool completed as part of the abbreviated WRG-HS initial application form

Streamlines and focuses the collection of all IRB-required ethical and regulatory information in one place
increasing IRB compliance needs

Greatly reduced duplicative collection of information found in the previous WRG-HS application
Resides on the WCM IRB website allow for easier updates with no impact on WRG

3 study-specific versions:

¢ Biomedical IRA: Used in association with the Therapeutic JCTO Protocol template and/or for studies that will use a device/drug or
implement a clinical trial.

 Biorepository IRA: Used for the establishment of a biorepository (storage and maintenance) for potential future use, not testing and
research.

¢ SBER and Records IRA: Used in association with the Observational or Tissue Use/Chart Review JCTO template, the Education Protocol
Template, and/or have a study that will conduct social, behavioral, or educational research.
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The New Abbreviated WRG-HS Initial Application

Review and Approval

1. Please select the IRB responsible for oversight of this research.
B unless the research is part of a Single IRB arrangement or BRANY pius

5", please note prior confirmation Question 2 does not appear when
process and how to start it can & \ycm is the IRB of Record

In Question 1, you are now selecting

Please note that questions 2 is not appearing due to branching logic based on your answer to
question 1.
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The New Abbreviated WRG-HS Initial Application, Cont.

7. Please indicate if your study includes any of the following. Select all that apply.

’ - ] Device Table
[ Drugs / Dietary Supplements / Radiopharmaceuticals
[ Biologics
Vil devices (as defind. SPECIMeENS table is now included as an 14.2 Device Name:  AdaptivCRT algorithm
option 14.3Manufacturer:  GSK
& Specimen T Please complete the WCM IRB Research with Devices.docx ~ 17-Aug-
[ Other DEVICES form 2022 05:10:31 PM
Links to the new g’t‘t';ec‘:]hﬂa"d
O None of the above

supplemental forms included

8.ls this a combination therapy (e.g. an investigatii H i H - - y
approved agent(s), two or more commercially ap inD I'LfgS, BIOIOgICS’ Devices Please complete the specimen form linked WCM IRB Research ¥ 17
(Specimens) tables Ihere and attach. Aug-2022 05:11:11PM
Drug Table 9. Please visit WCM IRB Research Application (IRA) site to select  IRB Review Application -
and fillin the applicable IRA for your study. Once complete, attachBiomedical.docx  17-Aug-2022)
15.15 Name (generic or trade NeurontinVcépentin) here. 05:11:23 PM
rene) Please upload a copy ofth ICH GCP - 7. INVESTIGATOR'S BROCHURE - ICH
: lease upload a copy of the -1. { -
Please complete the DRUGS form WCM IRB Research with Drugs.docx ~ 17-Aug-2022 " 0
linked here and attach 05:05:41 PM Investigator's Brochure. GCP.pdf  17-Aug-2022 05:12:28 PM
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How does this

change streamline

the submission
process?

IRAs will now account for information

¢ Benefits

Weill Cornell Medicine

about:

e General Study Design

e Retrospective and/or Prospective

e Cost, Reimbursement, or Compensation
e Risks and Risk Minimization

¢ Privacy and Confidentiality

* Informed Consent, Minor Assent, and
Parental/Guardian Permission

WRG-HS's initial application will now

ONLY collect:

Personnel (WCM/NYP)

Non-Affiliated (Non-WCM/NYP) Personnel
Review & Approval

Sponsors and Entities

e Attachments

IRA and
Abbreviated
Initial
Walk-Thru

2 Weill Cornell Medicine
Secaurch Kterrity ) Weil Cornel
IR Review Application: Biomedical W Madcine
IXB Application - TESTIRA
e e 0 ke o Record Number. 22-08024591
andior have 3 study which will Use 3 deviceldrug o Implement a cinical rial. If you are Inatng a proso PE Hmiepem Teversm, Wehumis
Dloregosioy.complte e R Reiew Applicaton - Dloregostry: Plece ekl e msinctons 31d = 3
sample text ater headings; I =
rete to yo-nesem Insert NIA.
users of nis form are encouraged to set-up 3 walkinfough consuItalon wit e IRE Contact
Fahmes comet ugmmeuwmeln u with any questions. General Quostions
You may also view the Ther asditonal information to
e et e Saptcaton
You are fiing from tn
Title:
% Profocol Number Submission Number
Meralon Dals- 220802491 220602495102
Funding Source(s): 1. Piease select the type of appiication you are submiting to the IRB for review.
1RB Appication (Ful, Expedited, of Ex

Principal Investigator: = # Lol

Study Sponsor:

INDADE Number: 2T of proposed project

TESTIRA

Participating

SitesiCollaborators:

IRB (WRG number):

Personnel - Review
Background/Purposs/Study Alm:

y y siate the sudyina

In @y be done and what

nsmmneenne Dmmmmlpmrmemmmmmmnuwhmm
scholarty rationale for,

lueamnasedmmemng ammnlammm-gmm nappncanle
Gescribe any relevant preliminary data. Incde references at the end of s Proocol.

List research objectves, specific aims, and state the hypotheses to be tesied.
Descrive the primary and secondary endpoints, Incuding satety endpoints.
Study Population:

Descrive the participant population such as age range, gender, and efhnic background. List the
Inclusion/exciusion criteria (characteristics that peopie must have to be ncuded In or excluded from

o e ot requred. mma-llmmmmmmlmnx
communtty needs to be Invoived In the design and conduct of the siudy.

WM IRS Protoc Tempiste — Blomedical Version 1 522) Paxge 18

v | Name
Henriquez Taveras, Yefrenia
Employse/Student ID: yen7003
Department: Human Research Complance

Title: Clinical Research Program Manager
Phone: +1212745 5454

Prncpal Investgator
/Admin Contact? EyesONo
(NOTE: have one

BL
Lead investigator
stuay.
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Other Su

plemental Forms
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Research with Drugz

he term “arug pr biologeal
s,

ucts,
Package Inser, Invessgator EMOCAUTE 3nd cical protocd! (36 IpPICADE).
FDA o spor

documentation.
In e protoca. o

and researcn
docu

rug product ssolope. add
iderea 200 3pproval
Ply W shipping

opr

Invi,
aels requirements (see 21 CFR 312 160). The P must achere o requirements at

1. Drug nformaton.
Orgname:

Route of aaminisraton:

be

O ves, cassncaton
Ove.
s the arug nvestigatonsi o FDA approvea?
[ investgatona
7oA spproved
2. Descroethe aspe

tan the P or 3 ana
o

4. specty
Descrbe the pian for
termination, suspension, o compton of the nvestgaton
6. Doesmeaughaveano? [Clves  ClNo
7. Are you requesting an IND exempton?
] Yes Answer e folowing questons.
O No. swip the wilowng questions.
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Research with Devices

For x ) package nsert nstnicton
manual, Investigator Erochure and clical profcd (a6 pPICADIE). SUDMIt 2 copy of af FDA of Spansor
102

Geterminatons. In e protosol,incuge the
be minimized. Also,
corresponding documents.

ot 1DE reguatons.

Investgations that are exempted from 21 CFR 812 are descrbed 1 5312210, of the IDE.

‘Significant Risk (SR) device projeci re govemed by iné Investgationa Device Exemptons (IDE) reguiatons:

21 CrRPanisi2 57 progets
me

Srdare govemed CPR£12.20). The maor
sirements

me poject ne project may : oA

requier Congan: ana b

nere,

5 3nd FO) plance, 3dverse events, and
unanticipated proolems.If abbreviated IDE requirements appl. you Wil Maintan records and repartng

121 CFR 812140 3nd 150 *
Investigaton Gevice, untl 3ter FDA has 3ppToVe Iné Gevice fof commefcial GSIDULoN Charge paropants
o

propertes,

‘andior principles of operaton):
Is the devios FDA approved for me proposeduse” [1¥es  [JNo

Dlves. specty £ #: 0o
2. Describe how he devios i stored securely

B
FDA guidanc:

Describe who has access to the device:

Wit pariipants be charged for me device?  [1ves  CINo

terminaton, suspension, or
completon par

Research wih Devioes 083022 Pap 103
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Research with Specimens

e term, “specimen.® 3ppies 1o biood, oher excreta, and tsues.

be conieciea, ciarty which

. uploaa materal

1. What types of specimens will be coliected or s research? Check all hat 3ppy.
181009 2nd blood ractons: pasrma, serum, bufy coat, ed bood cells
] Boay products: teemn, nai,na cippings
I Boay fuids or excreta: sweat, une, feoes
[0 saiva and buccal cell
0] suv-cetutar components such 3s DNA of RNA
] Cets ortssues fom any part ofhe bogy
D omer.specty.
2. Are you drawng bioog”
0] Yes, answer the fotowing questors.
[CINo. goto the next queston.

han taice:
per weex”
Oves  One

or cniaren,
ocour

twice per
week?

Oves  Owo
s e
Oves  Owo
4. How Wil specimens be obianed? Check 3l hat 3py:
DI Bi000, by tnger, ear, orheel stk
CIsi000, by venpuncture:
Oscpey

o
Ol or ra cppings i ron-Gstguring mammer

I Pemanent eeth qung required extracton
] sweat o omer exceta or extemai secretons
Oluncannuiaied sava

] Pracenta removed at deivery

=} during &
"Research wih Speciens 053022 Page 13
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Where do | find the IRAs and the other supplemental forms?

Institutional Review Board

Wome  Womembers  Peeh  puaman Researcn
P Comptance -

Forms, Templates, & Guidance

*This page s being continually updated; please check back often!

Eucational poicies &
Resources » Procedures »

Gossary, Terme, & 1B Stat
Fags - Portal

of your new submission.

Forms & Applications

IRB Review Application (IRA) Forms
For all new initial applications subrmitted to New Submissions must be attached to an IRB Review Appication (IRA). Please
select and fill in the applicable IRB Review Application (IRA) linked below. Once complete, please upload it to WRG as part

Weill Cornell Medicine

e Biomedical IRA: Use this IRB Review Application if you have completed the Therapeutic Studies JCTO Protocol
template and/or have a study which will use a device/drug or implement a clinical trial.

+ Biorepository IRA: This IRB Review Application template is only to be used for the establishment of a biorepository|
(storage and maintenance) for potential future use, not testing and research.

e SBER and Records IRA: Use this IRB Review Application if you have completed the Non-Therapeutic Studies or
Tissue Use/Chart Review JSCO template, the Education Protocol Template and/or have a study which will use

conduct social, behavioral, or educational research.

Supplemental Forms
« [ Drug Form:

« ) Device Form: Used for any study involving medical devices (as defined by the FDA ()

« [7) Specimen Form: Used for any study collecting or using Human biological specimens for research (e.g., organ
tissue, plasma, urine, feces, cells). This may include specimens collected as part of routine care for use as part of
the research. This includes medical waste.

sed for any study involving drugs/dietary supplements
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Abbreviated WRG-HS Initial + IRA mockup: WRG-HS
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Interim Abbreviated Application/IRA:
Initial Application Implementation Efforts
‘;& IRB meets with ITS’ Research Admin team weekly
e,o Collected feedback from the IRB liaison working group (composed of heavy
~e IRB/WRG-HS users)
o
g Conducted User Acceptance Testing (UAT) in collaboration with ITS’ RA
o Provides the WCM research community with web-based resources, in-
;.“% person consultations, and 2x week walkthroughs and training ahead of and
post Go Live.
(& Welll Cornell Medicine
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Q: Do the IRAs replace the protocol document?

A: No. The IRAs are forms specific to IRB review and determination and do not replace your protocol document. Note that your protocol document
is used for other institutional requirements such as PRMC, CTSC, RSC, and/or IBC submissions.

Q: Would I need to use the IRAs if submitting to BRANY via BRANYplus?

A: No. the IRAs and other supplemental forms are to be used for studies where WCM is the reviewing IRB. If using BRANY, or any other external IRB
g IRB, then you’d continue to complete the corresponding protocol document only.

Q: When does the new requirement go into effect?

A: The IRAs will go live on September 15, so any record created on or after this date will need to complete the IRAs as part of their submission.

Q: What if I've already started my intake/ initial prior to September 15th?

A: If created before September 15th, your record would still show the same sections and not the abbreviated version of it. In terms of the IRA
requirement, submissions will be assessed on a case-by-case basis and IRA completion might be requested at the IRB’s discretion.

WO X

Q. What if | am not certain which form to use, or have questions about completing it?

Registration

Wednasday 8/24 14:002m.12:000m tegister barg
- - Tuesday 9/6 12;00pm—1 ;OOpm reg;ster here
Weill Cornell Medicine y jde ESenitn et
11
Helpful Resources
2.0 Requesta
Consultation
or
Email:
WCM IRB Office: irb@med.cornell.edu
HRPO team: hrpo@med.cornell.edu
Weill Cornell Medicine
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https://weillcornell.zoom.us/meeting/register/tJApcO2vrDgsG9c4Wt-JThBqfOUsglw_Uqh1
https://weillcornell.zoom.us/meeting/register/tJMqde6srzojGt2XQa6ed-KpMwmuFxslQ9m6
https://weillcornell.zoom.us/meeting/register/tJcvdO2uqj0sH9PBtBT0_hSfI5iz-vbleqnr
https://weillcornell.zoom.us/meeting/register/tJcqceyvrzsqGtDJBRv9hvJD0cd9yN-xXc6A
https://weillcornell.zoom.us/meeting/register/tJAscOypqjMqGNC_e1oI3qHorHQGGzylWoxt
https://weillcornell.zoom.us/meeting/register/tJUlduCqqD8jH9c8fOkUfwOet0FI0RbB1cVm
mailto:irb@med.cornell.edu
mailto:hrpo@med.cornell.edu
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Questions?

& Weill Cornell Medicine

13

Cornell
Medicine




