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RESEARCH CONTRACT PROCESS & PROCEDURE

I. Purpose

The purpose is to establish a method of entering into research/clinical trial contracts with

sponsors/clients.  Aurora’s Signatory Official has authority to approve, disapprove or impose conditions of the research contract. However, the Signatory Official shall not have the authority to approve the conduct of an investigational drug or investigational device study at any Aurora facility when the IRB has disapproved of the study.

II. Procedures

Definitions

Research Project (RP) – A potential study/project received in the feasibility phase. The project description is entered in iResearch Tracking and the computer automatically assigns a RP # for tracking purposes.  

AHC Contract # - An assigned number given by the Clinical Research Assistant to an actual contract received for a Research Project, based on the assigned IRB number whenever possible.

Business Office – A virtual office comprised of Department of Clinical Research, Billing, and Accounting staff assigned to support pre and post award administration of clinical research projects.

Contract Review & Processing:

Step 1: Research Project and/or Contract received in Business Office.

Step 2: Clinical Research Assistant enters appropriate information in database. Contract file is created and given to Research Business Operations Specialist.

Step 3:  Research Business Operations Specialist compares Sponsor contract language to AHC standard/model language and inserts standard/model AHC contract language into sponsor contract template.  Contract Information checklist is used as a guideline. 

Step 4: Contract is submitted to sponsor for language review and approval. The negotiation phase will start between Director, Clinical Trials Research and sponsor if necessary.

Note: Simultaneous to the contract review, negotiation, approval process, the Research Business Operations Specialist is preparing the associated contract budget. Additionally, the Medical Auditor is preparing a billing coverage analysis. The final contract cannot be completed without both of these elements complete as well.

Step 5: Sponsor approved contract is sent to Principal Investigator with Clinical Trial Manager approved budgets for PI and/or private practice signatures.
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Step 6: Upon receiving PI signed contract, Clinical Study/Trial Agreement Review Form is completed and signed by Director, Clinical Trials Research. Information attached with the Review Form is the Medial Audit Coverage Analysis, AHC and sponsor budget template; discount letter (if applicable), and Informed Consent document (IRB approved when available).

Step 7: All contract and budget information is submitted to the Vice President, Care Management & Clinical Research and the Research Compliance Officer to review approve and sign the Review Form before submitting the entire contact “package” (contract, budget - with discount form if applicable - and coverage analysis) to the Signatory Official.

Step 8: All contract and budget documents, signed and reviewed by Director, Clinical Trials Research are given to Clinical Research Assistant to update the iResearch

database with critical task completion dates and then deliver all documents to the Signatory Official.

Step 9: Signatory Official will review; sign and return contract to the Clinical Research

Assistant.

Step 10: Clinical Research Assistant will send a fully executed contract via courier to sponsor to obtain sponsor signature.

Step 11: Copies of contract without sponsor signatures are sent to  Accounting.

Step 12: fully executed contract is sent to Clinical Research Coordinator and Medical Audit for AHC managed studies only.

Step 13: Fully executed contract original is maintained in the secured Department of Clinical Research contract filing system.
