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SOP 15

PRINCIPAL INVESTIGATOR’S RESPONSIBILITIES AND QUALIFICATIONS

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the PI’s responsibilities and qualifications in order to conduct clinical trials.

2.0 
RESPONSIBILITIES
2.1 
The Sponsor is responsible for the selection, assessing the qualifications, and training qualified Investigators before, during, and after a clinical study.

2.2 
The PI is responsible for the administration of this and other SOPs.

3.0 
PI RESPONSIBILITIES
3.1 
The PI’s responsibilities include, but are not limited to the following:

1) Sign FDA 1572 form agreeing to adhere to Federal regulations and guidelines.

2) Obtain IRB and R&D Committee approval for protocol, advertisements, and informed consent before initiation of study. 

3) Read and understand the information provided on the drug/device. 

4) Ensure all personnel involved in the study are properly trained and informed of their study obligations.

5) Conduct the clinical study to regulations, guidelines, and policies.

6) Obtain proper written informed consent from each study subject prior to participation in the study. 

7) Adhere to the protocol.

8) Ensure the well being and safety of the study subjects.

9) Ensure the proper conduct of the study. 

10) Notify the IRB and R&D Committee of study changes, provide at least annual progress reports, and prepare a final study report. 

11) Report serious and unexpected adverse events promptly to the IRB, R&D Committee, and Sponsor. 

12) Maintain adequate and accurate documentation of case histories for each study subject that records all observations and data during the study subject’s participation and research visits. 

13) Maintain accurate and complete records of the receipt, dispensing, and return of all clinical supplies.  All discrepancies must be noted and explained. 

14) Retain all study records for the required time period.  A minimum of 5 years in accordance with VHA records control schedule 10-1 (or 2 years after NDA approval or 2 years after discontinuation of IND).  RECORDS ARE NOT TO BE DESTROYED UNTIL APPROVAL BY THE SPONSOR HAS BEEN RECEIVED.


15) Permit FDA and Sponsor's representatives to inspect records of the study. 

16) Comply with all other obligations listed in Federal Regulations part 312 for Investigators. 

4.0 
PI SELECTION PROCEDURES
4.1 
A PI is an individual, M.D. or equivalent (Ph.D., Pharm. D. etc.) who conducts a clinical study and under whose immediate direction the study/drug/device under investigation is administered.  When the investigation is conducted by a team of individuals, the responsible leader of the team is the PI.   A VA PI will be a VA employee.  VA employees who are contract or WOC employees will be reviewed for eligibility to be PI on a case by case basis based on level of commitment to the VA and risk/benefit of the study.  NO Without Compensation (WOC) Appointments will be granted purely for the purpose of qualifying for PI status.

4.2 
The following criteria are used to evaluate a potential PI and the site facilities as a clinical research site:

1) The PI has qualified and trained study personnel with sufficient time, knowledge, experience, and training to conduct the study. 

2) The PI has access to an adequate and properly equipped facility to conduct the study.

3) The facility has the number of potential study subjects that meet the study criteria. 

4) The PI is qualified to study the disease area described in the protocol, has received training as a clinical research investigator, and understands the investigational nature and requirements of the study. 

5) The PI is not currently listed in FDA's list "Investigators Ineligible to Receive Investigational New Drugs". 

4.3 
The Sponsor must evaluate the PI and the study site facilities.  The following items are reviewed and/or documented:

1) PI’s name, address, and credentials.

2) Study personnel names and credentials.

3) PI's previous experience with clinical studies.

4) Type and size of patient population and practice at the site; i.e., pediatric, adult, allergy, ophthalmology, etc. 

5) The number of clinical studies the PI and site can handle at one time and how many will be ongoing when this trial is active. 

6) The qualifications and quantity of staff available. 

7) Ensure the study facility has adequate and complete facilities and the proper equipment to conduct the study.

8) IRB and R&D Committee frequency of meetings and qualifications. 

9) PI's agreement to obtain IRB and R&D Committee approval and study subject’s informed consent before starting the study. 

10) If available, review of a potential protocol and the ability of the PI to conduct the study. 

11) The expected dates of the study. 

12) Agreement with the PI for adherence to agreed protocol and compliance with the responsibilities of the PI as listed in federal regulations, GCP guidelines, and these SOPs. 

13) Inspection of the pharmacy’s investigational drugs storage area and assesses to research pharmacist qualifications.

14) Drug/device storage facilities and methods of recording drug/device disposition. 

15) PI's agreement to allow the sponsor and FDA to inspect study subject records and CRF.

16) Ability to maintain storage of records for the specified period. 

4.3.1 
After the evaluation, a report documenting the findings of this evaluation is initiated and filed in the Regulatory Binder.

4.4 
If the PI meets the above criteria, he/she may be selected.

5.0 
TRAINING OF INVESTIGATORS
5.1
The Sponsor will instruct the PI of their responsibilities regarding the clinical study. 

5.2 
The PI will attend the Sponsor's Investigators meeting to become informed regarding the study drug/device and study responsibilities, if applicable. 

5.3 
Each Sponsor Investigator will attend a protocol specific meeting with the PI’s site staff to review responsibilities and to become fully informed on the details of the protocol and their responsibilities.  The attendance at this meeting shall be documented.
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