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To:

<Project Fiscal Manager>


From:

Jerry Grabner, SPA Clinical Trial Analyst


Date:

<date>

Subject:
Notification of Industry Sponsored Clinical Drug/Device Study (“Clinical Trial”) 

Deficit >$15,000

Project Name:
<Full Project Title>

Sponsor:
<Sponsor Name>

OGA Project #:
<OGA Project Number>

OGA Alias #:
<OGA Alias Number>



The above referenced project has a deficit of <$>.  To assist in managing this project, please provide the reason for this deficit.  To assist you with responding to this email, below are some scenarios that might cause a deficit in a clinical trial.  Please indicate the situation(s) that most closely describe the problem(s) you are facing and complete the additional information associated with your selection(s) by <10 business days from date of memo>.  Thank you for your prompt attention to this matter.

1)
Incorrect or unprocessed payroll or other expenses have caused the account to be in deficit.  Please describe the incorrect or unprocessed items, indicate any associated timeframes, and copy me on all associated paperwork and correspondence.

2) The department has not invoiced the sponsor.  Please provide the amount that is owed by the sponsor, describe the reason for the delay in invoicing the sponsor and indicate any associated timeframes.

3)
The sponsor has not paid invoices that have been submitted; has not paid based on CRF’s submitted; or has not paid per the contract (fixed/scheduled payments).  Please provide the amount that is owed by the sponsor, describe the payment schedule and indicate reasons for the delay.  If you have discussed the situation with your sponsor, please summarize these discussions and indicate any associated timeframes.

4)
Sponsor monitoring visits triggering a payment have been delayed or are too infrequent.  Please provide the amount that is owed by the sponsor, describe the schedule and/or delay and indicate any known reasons for the delay.  If you have discussed the situation with your sponsor, please summarize these discussions and indicate any associated timeframes.

5)
The payment terms in the contract with the sponsor are not frequent enough to avoid large deficits in the clinical trial account.  Please provide the amount that is owed by the sponsor, describe the payment terms, how they result in the deficit, and indicate the projected financial status of the account at the end of the study.  If you have discussed the situation with your sponsor, please summarize these discussions, including any requests for a contract amendment, and indicate any associated timeframes.

6) The contracted budget for the study is not sufficient to cover the costs of the study.  Please provide the projected financial status of the account at the end of the study.  If you have discussed the situation with your sponsor, please summarize these discussions, including any requests for a budget amendment, and indicate any associated timeframes.

Cc:

Project Principal Investigator

Project Clinical Research Coordinator

Cynthia Moore, SPA Systems and Compliance Supervisor

Lynette Arias, SPA Director

Darlene Kitterman, Clinical Research Program Director
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