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OCR Study Submission Portal - New Study Submission

Are You Ready to Submit?

Study Submission Checklist

Use this checklist before final submission. You may save your portal progress and return later, but final
submission should be complete enough for OCR and partner reviews to begin.

Submit earlier Submit completely Activate more efficiently
Begin the OCR submission Final submission should After submission, respond to
when required study include current documents, OCR follow-up, task list items,
information and documents are accurate contacts, locations, kickoff meeting requests, and
ready. Do not wait for contract, services, billing information, reviewer questions as quickly
budget, or IRB/ICF approval to and required identifiers. as possible.
be final.

CDA (when applicable) Complete Internal Sponsor Document Obtain an IUIRB # in KP Route any funding Gather all necessary ~ Complete the OCR Study
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[] Step 1. Confirm Portal Submission Type

e Meets OnCore entry requirements or requires other OCR review, services, or activation support.
e Submission typeis clear:
o Non-routed OCR industry legal agreement (to OCR Contracts Only — see OCR/ORA
Contract Routing Guidelines)
New study submissionto OCR
Amended Study Documents (for previous submission to OCR)
CTO-managed study
Expanded Access Protocol/Program (EAP)

O O O O

[1Step 2. For New Study Submission

e CDArequest/review is complete, if applicable.
e Internalfeasibility has begun; sponsor or required study materials are collected, if applicable.
e Pl, budget, contract/grants, regulatory, and follow-up contacts are identified.

[1Step 3. Have identifiers and routing information ready

e |UIRB number has been created in Kuali Protocols.

e Allfunding sources are known; routing information requested on the intake form will vary by
funding type.
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Applicable proposal, award, agreement, CTA, subaward, or budget has been routed to OCR/ORA
based on funding type and award status.
For OCR routings, the following documents are required as applicable.

o Completed CDA

o Editable CTATemplate

o Budget
o Protocol
o ICF(s)

KC Grants IPID or Proposal Development Document numbers are readily available.

[1Step 4. Gather required documents

Current version of final protocol is available.

Unlocked draft consent/assent templates are available, if applicable.

Unlocked draft CTA, funding agreement, payment terms, award document, budget template, are
available

IB/package insert, study manuals, FDA/CMS/IND/IDE/device documents are available or
requested when applicable.

[1Step 5. Be prepared for detailed study information requests (See Portal Resource Guide for More
Detail)

Consent/enrollment locations and procedure locations are known.

Ancillary services, CRC needs, IU Health operational needs, order sets, EMR access,
drug/device/IND/IDE/supply/purchasing, and FDA/CMS documentation needs are understood.
Research Billing Analysis Questions can be answered accurately;

Amendment submissions clearly identify what changed and which review areas may be affected.

Quick reminder

Do not submit placeholders just to get in line. Submit when the required information and core

documents are ready for OCR and partner reviews to begin.
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Portal Resource Guide

The portal collects the information OCR and partner teams need to start review, setup, and activation
work. Not every section will apply to every study. Use this guide to know what to have ready before
submitting and which areas may need extra attention.

General Categories of Information Requested
1. Submission Type and Routing Pathway

The portal first asks what kind of request is being submitted, such as a new study submission, amended
study documents, non-routed industry legal agreement, Expanded Access Project/Protocol, or CTO-
managed study.

2. Study Identity and Classification

This includes basic study details such as title, short title, NCT number, study type, intervention type,
primary purpose, investigator-initiated status, rare disease designation, priority indicators, and
responsible research group.

3. Cancer Center, CTO, and Special Review Triggers

The portal asks questions to identify whether Cancer Center, CTO, SRC, Cellular Therapy Lab, Tissue
Procurement, CTO Regulatory, or CTO Financial Services may be involved.

4. Sponsor, Funding, Contract, Budget, and Routing Information

This bucket includes sponsor/CRO information, principal sponsor, funding source, CTA or award routing
status, line-item budget status, draft budget, PDD, and IPID when applicable.

5. Core Study Documents

The portal requests documents needed to begin review, such as the protocol, unlocked draft
consent/assent templates, draft CTA or funding agreement, payment terms, budget template,
investigator brochure/package insert, study manuals, and FDA/CMS documentation when applicable.

6. Locations and Study Activity Details

This includes where participants will be consented/enrolled and where study procedures will occur,
including IU Health, IU, Eskenazi, VA, SCA, virtual/remote, external, or other locations. The portal also
distinguishes consent/enrollment locations from procedure locations.

7. Ancillary and Partner Service Needs

The portal asks about services such as CRC, IDS, ORI, FIT Core, CTSL, IU Health Pathology Research Lab
Services, Specimen Storage Facility, device charge code needs, and other ancillary or operational
support. CRC Services are now requested through the OCR Intake form.

8. Regulatory, Safety, IU Health, and System Readiness

This includes the IU IRB number, external IRB information, external IRB approval letter when available,
Radiation Safety, Institutional Biosafety, IlU Health EMR monitor access, and IU Health order set needs.

9. Drug, Device, IND, IDE, Supply, and FDA/CMS Information
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This bucket includes investigational drugs, devices, supplies, IND/IDE details, FDA exemption or
approval documentation, CMS coverage letters, device use instructions, billing instructions, supply
availability, purchasing language, and whether devices/supplies are sponsor-provided or discounted. A
separate submission to the IU Health RCS Research Device/Supply Charge Code Request process is no
longer necessary.

10. Research Billing and Financial Compliance Screening

The portal asks whether protocol-related items or services occur in an affiliated health system, whether
health system personnel/equipment are used, how charges may be billed, whether labs/specimens are
involved, and whether sponsor-paid services or participant cost information apply. These questions help
determine whether Financial Compliance, Coverage Analysis, OnCore Calendar, or OnCore Financials
support may be needed. It is very important that you read and answer these questions carefully,
reaching out to the health systems with questions as necessary before you complete your
submission.

11. Systems, Study Management Tools, and Contacts

This includes requests for OnCore Financials, OnCore Protocol Calendar, Advarra Participant Payments,
eRegulatory, eConsent, EDC, eSource, and related protocol administrators or coordinators. It also
captures PI, site contact, budget contact, recruitment contact, co-investigators, and additional study
team members.

12. Amendment-Specific Information

For amendments, the portal asks what changed and whether the change affects the Schedule of Events,
budget, OnCore Financials, Coverage Analysis, procedures, ancillary services, IRB information, protocol,
consent/assent templates, manuals, investigator brochures, or other documents.

13. Comments and Attestation

The portal ends with space for additional comments and an attestation that the submitted information is
accurate to the best of the submitter’s knowledge.

Key takeaway

The best way to avoid delays in activation is to follow the required Study Startup Sequence as soon as
you have received all required documents.
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