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SOP 05

APPROVAL AND OPERATIONS FOR CLINICAL STUDIES

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for the system to be used for the documentation of approval for clinical studies.

2.0
RESPONSIBILITIES

2.1
PRIVATE
The PI is responsible for obtaining IRB and R&D Committee approval for the protocol, amendments, advertisements, Informed Consent Documents (ICD), and for informing the IRB of any protocol changes, or adverse events.

2.2 
The IRB is responsible for review and approval of the protocol, advertisements, ICD, and for continuing review of the research study.

2.3 
The PI is responsible for ensuring that copies of the IRB and R&D Committee approval of the protocol, amendments, advertisements, and ICD are in Investigator site's study files.

3.0
PROCEDURE

3.1 
Operations of IRB and R&D Committee:

3.1.1 
The IRB notifies the PI in writing of its decision to approve or disapprove the protocol or of modifications required to obtain IRB approval.  If the protocol is disapproved, the IRB provides a statement of the reasons for the decision and gives the PI an opportunity to respond.  For the VA Research Service, the PI must obtain both IRB and R&D Committee approval in writing prior to initiating research at the VA Medical Center.  The PI is responsible for notifying (in writing) the VA Research Service office and the pharmacy of approvals prior to initiation of the protocol.

3.1.2 
The IRB conducts continuing reviews of the protocol at intervals appropriate to the degree of risk, but not less than one (1) review per year.  

3.1.3 
An IRB expedited review may be carried out by the IRB Chairperson or one or more experienced reviewers designated by the IRB chairperson from among the members of the IRB when:

1) The category of research appears on the list and found by reviewers to involve no more than minimal risk.

2) There are minor changes to previously approved research during the period of 1 year or less for which approval is authorized.

3) These reviewers may exercise all the authorities of the IRB except that they may not disapprove the research.

3.2 
The PI must submit the protocol, advertisements, amendments, ICD, and Investigator's Brochure to the IRB for review and approval prior to starting the study.  The IRB will send a letter of approval to the PI or the PI’s designee.  For VA studies, the PI must submit copies of this approval to the VA Research Service.

3.3 
The PI obtains a copy of both IRB and R&D Committee (for VA studies) approval of the protocol, advertisements, amendments, and ICD and places them in the study file.

3.4 
During the study, the PI is responsible for informing the IRB of the following events:

1) Serious and unexpected adverse reactions.

2) Changes to the conduct of the research.

3) Progress reports/Investigational New Drug (IND) reports from the Sponsor especially those involving Adverse Events (AE) or new information on the drug/device.

4) Obtaining renewal for the IRB approval at periods specified by the IRB.

3.6
At the conclusion of the study, the PI prepares a final report for the IRB (for VA Studies, copies of this report need to be submitted to the R&D Committee) and the Sponsor that includes the following:

1) A listing of serious and unexpected adverse events that occurred during the study.

2) Comments on the conduct of the study.

3) A statement that the study is completed and a listing of how many study subjects entered and completed the study.

4) Any conclusions the PI may have regarding the study.

3.7
All personnel involved in research have a responsibility to manage, reduce, or eliminate any conflicts of interest (financial or personnel considerations).
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