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SOP 08

PRE-STUDY REQUIREMENTS

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the pre-study requirements for conducting clinical studies.    

2.0
RESPONSIBILITIES

2.1 
The Sponsor is responsible for the selection of a qualified, trained 

PI for clinical studies.

2.2 
The Sponsor is responsible for auditing the PI for compliance with applicable regulations, when required.

2.3 
The PI is responsible for meeting GCP, government regulations, and policies concerning clinical research.

2.4 
The PI is responsible for determining if there are any conflicting studies being conducted, i.e. similar entry criteria.  If conflicting studies exist, the PI is responsible for negotiating patient eligibility with the existing study’s PI.

3.0 
PROCEDURES

3.1 
Before starting a study the following activities are completed by the PI and/or study coordinator:

1) Receive final protocol/amendments from the Sponsor, if applicable.

2) Finalize budget with Sponsor and provide copy of the budget to the IRB for review.

3) Distribute protocol/amendments to relevant study team members.

4) Receive/read the investigator’s brochure from the Sponsor.

5) Complete FDA 1572 or investigator agreement.

6) Prepare ICD.

7) Submit documentation to IRB and R&D Committee and receive approval.

8) Receive CRF from Sponsor, if applicable.

9) Design source documents, as required.

10) Send all required documentation to Sponsor.

11) Receive clinical supplies from Sponsor.

12) Inventory clinical supplies.

13) Plan subject recruitment strategy.

14) Prepare protocol activity checklist.

15) Prepare regulatory binder.

16) File regulatory documentation.

17) Set up local laboratory for study, if necessary.

3.2 
The PI and/or study coordinator sends the following documents to the Sponsor before the study starts:

1) Final signed protocol.

2) Final signed amendments.

3) Signed FDA form 1572 or investigator agreement.

4) Current Ciriculum Vitaes (CV) and medical licenses of PI and all sub-investigators.

5) Approved budget.

6) IRB and R&D Committee approval letter(s), approved protocol, informed consent document, and advertisements.

7) Copy of IRB and R&D Committee approved ICD.

8) Copy of laboratory license and CV of director.

3.3 Before each study start date, all involved hospital staff will be trained in the requirements of the study and their role and responsibilities regarding the study.  The accomplishment of this training shall be documented in the training log.  
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