CLINICAL TRIALS CHECKLIST FOR PIs AND STUDY COORDINATORS


1. Pre-Submission Planning
· Engage OSP early if sponsor is industry/foundation
· Engage ORC early if federally funded multi-center trial.
· Engage ORC regarding a IRB Reliance Agreement if the study utilizes a central IRB approval other than WCG or Advarra.

OSP’s support at this phase: General guidance on defining the project type, sponsor expectations, determining F&A rates, provide CTA template to be shared with sponsor
ORC support at this phase: Discuss need for single IRB (sIRB) and discuss IRB options and planning.


2. Study Start-Up
· Submit to IRB (myResearch IRB submission guidance)
· Prepare IRB application and protocol documents. Ensure you have all required documents from sponsor:
i.e FDA approval letter for the protocol, device IFU, investigator brochure, recruitment materials, device implant card, DSMB information, etc.
· If sIRB is required, initiate reliance request and documentation process and discuss necessary budgeting.
· Include informed consent, recruitment materials, and safety plans.
· Review draft informed consent form(s) provided by the sponsor prior to submitting the IRB application to make redline edits consistent with the ORC template and your service’s practice for standard of care
procedures, if applicable.
1. Provide OSP (email at OSP_Contracts@stonybrook.edu) with informed consent forms for review of subject injury language prior to IRB approval. Continue to work with OSP as needed until subject injury language is approved by OSP.
2. Review all redline changes with the sponsor.
· Ensure any studies involving drugs or devices have an IND, IDE or BME review (as applicable).
· If TriNetX is utilized, a HIPAA Waiver should be included in the myResearch IRB submission.
· Once budget is final or for a Cancer Center study when approved by all committees, submit to OSP via myResearch Grants (see #3) and Agreements
· Request contract review/negotiation (CTA, SRA, MCTA, etc.).
· Provide any sponsor documents (e.g., CTA template, budget shell, payment schedule).
· Complete Ancillary Reviews MyResearch IRB
· Department Chair, Information Security, Pharmacy, Radiation Safety, Biosafety, Pathology, etc.


3. SUBMISSION IN MYRESEARCH
Ready to Submit in myResearch?
A clinical trial study is ready for submission through myResearch for all departments except for Cancer Center once the budget has been fully negotiated and finalized between the Sponsor and Office of Clinical Trials (Silvia Muniz). For Cancer Center, the study will be submitted after it has received all committee approvals (RAFTR and PRMC). The budget for Cancer Center studies will be negotiated during OSP’s review and negotiation of the clinical trial agreement (CTA).

First, a Funding Proposal (FP) must be submitted with all study related information in myResearch Grants. Then, an Agreement must be submitted in myResearch Agreements for OSP review and negotiation (the smart forms include a space to enter the applicable FP ID number). If the Agreement has Payment Terms as an Exhibit, please ensure that these terms
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have been reviewed/negotiated by the OCT and the sponsor before submitting it in myResearch Agreements. Please provide the sponsor with a copy of the Office of Sponsored Programs (OSP) clinical trial agreement template for their review. The sponsor should be made aware that using this agreement will help to expedite the contracting process by shortening the negotiation and execution timelines. The template that will be used should be uploaded to the myResearch Agreement module.

Has the sponsor only provided a Confidential Disclosure Agreement (CDA) or Non-Disclosure Agreement (NDA) for review? The sponsor may provide a CDA/NDA for review before sending the protocol or other study related documents. If a CDA/NDA is received, send the agreement to IPP (sbu_nda@stonybrook.edu) for review and the Office of Clinical Trials or Cancer Center to alert them of the new study.

For further details, please see the Clinical Trial Workflow under OSP’s Clinical Trials contracts website page.

There are several sponsors in which The Research Foundation for The SUNY, on behalf of all campuses or Stony Brook University only, has Master Clinical Trial Agreements. A list of current Master CTAs is available on our website. A clinical trial agreement under one of these sponsors should be provided as addendums/study agreements under the Master CTA. If you have any questions regarding the applicability of a Master CTA, please reach out to your OSP specialist.

MYRESEARCH GRANTS

First time submitting an FP in myResearch?
· Complete the myResearch Grants – Access Request Form.
· Familiarize yourself with the resources available for Proposals: Preparation and Submission.
· Review and confirm your PI Eligibility and complete the Conflict of Interest disclosure.

Administrative Deadline – at least 5 business days before Sponsor due date
To constitute a complete Funding Proposal (FP) in myResearch, all components described below must be finalized, except for Cancer Center Clinical Trials in which the budget can be in negotiation.


REQUIRED ATTACHMENTS:
· Study Protocol
· Final Approved Budget (Budget Letter for Cancer Center*)
· Sponsor Informed Consent Form
· Facilities Statement
If a Clinical Trial Subaward, as applicable:
· RFA/NOFO/Program Solicitation**
· Tuition Waiver Requests should be submitted via email to gradfinance@stonybrook.edu 2 weeks prior to deadline.
· Tuition on Research Grants Policy
· If Off Campus, Facilities and Administrative (F&A or IDC) Rates
· F&A Off-Campus Request Form
· Guidance for On/Of f Campus F&A Rates








· Any forms requested by Sponsor
· Subaward documents (if applicable) ***
· Signed Subrecipient Commitment Form
· Scope of Work
· Budget – detailed and sponsor format
· Budget justification
· Facilities
· (As required) Senior Personnel documents


*	Cancer Center must submit the final Budget by uploading as an Attachment to the FP once fully negotiated.

**	Program solicitations are sponsor specific, if any solicitation, whether direct or a prime source for an incoming subcontract, the solicitation must be included.
***	Your OSP specialist can coordinate subaward document collection on your behalf with 14 business days advance notice.
If a subaward, the interactive budget worksheet is a helpful planning tool. Keep in mind the final budget and budget submitted to sponsor should match the approved budget in myResearch.
QUICK TIPS FOR COMPLETING THE FP QUESTIONS: Also consult the complete Funding Proposal Checklist found on the OSP/OGM Forms page. More detailed guidance is available in the myResearch Grants User Manual.
· Project Title: The short title of the proposal should be the Study Protocol title/clearly refer to the Study Protocol.
· Can’t find your sponsor? Temporarily select TBD and complete the Request to Add a Sponsor Form.
· Subawards: The “Prime Sponsor” is the entity that is the original source of the funds. The “Direct Sponsor” is the immediate source of funds (e.g. a university is subbing their NIH award, university is “Direct Sponsor” and NIH is “Prime Sponsor”).
· Multi-PI Submissions: Only used for NIH and some DoD submissions.
· Submission Dates: If no hard deadline exists, select a date a month out from anticipated submission.
· Credit Distribution: Ensure all faculty with a senior personnel role are listed and the credit split adds up to 100.
· Additional Personnel: If Additional Personnel are to be included in the budget, they must be entered into the Additional Personnel section of the funding proposal smart forms first.
Technical Proposal Deadline – at least 2 business days before due date
The final version of the proposal must be completed and fully approved before submission to the sponsor.

Tips on Compliance Review
If any items are selected as “Yes” under Compliance Review, approvals are not required at grant submission stage. However, compliance approvals are required prior to OSP signing a contract.
Classified Research, Proprietary Research, Controlled Unclassified Information, and use of export controlled items are defined terms that can be found in the blue question mark at the end of the question. This question should only be marked “Yes” if these items as defined are applicable.
MYRESEARCH AGREEMENTS
Submit the Clinical Trial Agreement
Create Agreement in myResearch Agreements (training guide and FAQs). Complete all smart form pages with the required information. As mentioned above, the clinical trial agreement must be uploaded as the Agreement document. If the sponsor has provided a separate Letter of Indemnification, that should be included under “Supporting documents”.
The sponsor contact information provided should be the contact for the negotiation/discussion of the clinical trial agreement.
Silvia Muniz from the OCT for all non-Cancer Center studies and any other personnel who will need access to view the status of the agreement should be added as “Agreement Collaborators”.
OSP Review and Negotiation
Once the Agreement is submitted for review, it will be assigned to the appropriate OSP specialist who will review and negotiate the CTA with the sponsor. Status updates on this negotiation can be found in the myResearch Agreement log under the “Correspondence” and “History” tab.

4. Approvals and Activation
Final Agreement
Once a final agreement is agreed upon between the sponsor and OSP, OSP cannot proceed with signatures until IRB approval (inclusive of internal IRB acknowledgement if using an external IRB). IRB approval with the final approved informed consent form(s) must be forwarded to the OSP specialist assigned to the contract once it is received.
Before IRB approval is received, OSP must also review the informed consent form(s) for subject injury language. OSP ensures the subject injury language is compliant with our institution’s policies and will negotiate the language as necessary.
Upon receipt of a fully executed CTA, OSP will establish the award to set up the Oracle account. An email notification of the award establishment with account numbers will be sent once completed.
During the course of the Study, submit any contract amendments received to OSP for review.


Pro Tips from OSP
· Start early: Submit your budget and contract materials to OSP as early as possible.
· Communicate often: Keep your department admin and OSP in the loop on delays or changes.
· Use templates: Use institutional templates for budgets and informed consent.
· Know your contacts: Keep a quick-reference list of contacts for IRB, OSP, CTMS, billing, and ancillary services.
