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SOP 06

PERFORMANCE OF CLINICAL STUDIES

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for the performance of clinical studies.  These requirements are intended to meet applicable federal regulations, Good Clinical Practices (GCP), and procedures/policies for clinical studies to ensure the safety of subjects participating in clinical trials.

2.0
RESPONSIBILITIES

2.1
The PI is ultimately and solely responsible for meeting Federal government regulations and GCP standards concerning clinical research conducted at this site.

3.0
REQUIREMENTS

3.1 
The PI performs the following activities to ensure the proper conduct of clinical studies:

1) Ensures patient safety during the conduct of the research study.

2) Ensures that both the IRB and the R&D Committee have approved the protocols.

3) Ensures any tasks and responsibilities are delegated to qualified personnel only and properly documented.

4) Assigns trained and dedicated study coordinators to manage the study, where appropriate.

5) Ensures that each study coordinator follows this and other SOPs and other standard methods for all clinical research activities to ensure GCP compliance and data quality.

6) Organizes each study to meet local guidelines including approvals from the chief of affected service lines.

7) Conducts patient recruitment for efficient patient enrollment.  ALL subjects’ recruitment material MUST get IRB approval.

8) Obtains informed consent prior to the initiation of study procedures and/or screening.

9) Ensures inclusion/exclusion criteria are met per the protocol or deviations are reported to the IRB and sponsor.

10) Ensures only the concomitant therapy authorized by the protocol is used.

11) Ensures that all paperwork is completed accurately, timely, and completely.

12) Ensures study events are recorded in the subject’s research/medical record (e.g., study enrollment, consent, study drug involved, SAEs, study completion, etc.).

13) Ensures all Case Report Forms (CRF), source documents, and other study subject information are completed accurately and accessible for review.  Data found on CRFs must also be supported by corresponding source documents.

14) Ensures all study activities follow the approved protocol and are performed correctly.

15) Ensures SAEs and sponsor safety reports are reported to the IRB and Sponsor per timeline requirements.

16) Ensures that the study drug records and storage is done through the VA research pharmacist.  

17) Maintains adequate records of dispensing, returns, and/or destruction of study drug.  The drug/device can be used for protocol purposes only.

18) Ensures regulatory documentation is organized, complete, and available.

19) Maintains all sponsor communications.

20) Provides safe and secure storage of all completed study records.

3.2
All staff members participating in the clinical trial must adhere to the standards outlined in this and other SOPs.  The PI shall follow and comply with the SOPs to meet applicable regulations, GCP guidelines, and procedures/ policies.  

3.3
All study records are stored in the PI’s office or a designated secure storage area. Copies of all source documents and a signed ICD are placed in the research chart.

3.4 
All PIs will examine the patient as required by the protocol and will document and sign the necessary documentation for each visit including source documentation, CRF, and the subject’s research chart.

3.5
The PI will perform all investigator activities required by the protocol.  The completion of some paperwork may be delegated to the study coordinator, as indicated in the Scope of Research Practice (SORP) form and the Delegation of Authority/Site Signature log.  If the nature of the visit dictates, the study coordinator may see the subject at certain visits.

3.6
Drug storage and management will be as follows:
1) All investigational drugs will be delivered to the VA pharmacy, attention VA clinical research pharmacist, for receipt, storage and distribution.

2) The PI or approved designee will write a new prescription order each time the study drug is needed for the subject.  The prescription must have the following information: Subject’s name, dates, quantities prescribed, directions for use, and authorized PI’s signature.

3) For the VA Research Service, the VA research pharmacist and the study coordinator are responsible for drug accountability, dispensing, and returning of unused drug.  Storage of drug supplies will be the responsibility of the VA research pharmacist.

3.7
All activities relating to a clinical study are reviewed and approved by the IRB and R&D Committee (for VA Studies) prior to the initiation of any study activities.  The IRB and R&D Committee also approve the ICD and any advertising to be used for subject recruitment to ensure that the rights and welfare of the subjects are protected.  NO STUDY MAY BE INITIATED WITHOUT APPROVAL OF BOTH THE IRB AND THE R&D COMMITTEE.  ANNUAL REPORTS MUST BE SUBMITTED TO THE IRB AND R&D COMMITTEE TO CONTINUE PROPER APPROVALS.

3.8
The PI shall notify the IRB and/or R&D Committee of the following occurrences:

1) Any protocols and advertisements before they are initiated by submitting the proper request to review forms.

2) Changes in study activities or amendments to protocols. [IRB notification only]
3) Progress reports from the sponsor including serious and unexpected adverse events and changes in investigational drug information. [IRB notification only]

4) Changes in advertising must be submitted and approved. [IRB notification only]

5) Changes in the ICD or changes in the risk benefit ratio that may require a change in the ICD. [IRB notification only]

6) Periodic reports of study progress, at least annually.

7) Completion of the clinical study and submission of a final study report.

8) Compensation for participation in the clinical trial must be thoroughly outlined and approved by the IRB and R&D Committee.  No subject may be compensated without these approvals.

3.9 
All staff will support the Sponsor's requirement for the confidentiality of studies.

4.0
TRAINING

4.1
All R&D members, PIs, co-investigators, study coordinators/research assistants, investigational pharmacist(s), and other applicable staff members must complete triennial training on the protection of human subjects in research and Good Clinical Practice as required by the VA, other Federal agencies and the FWA.   Additionally, all personnel must complete annual training in Privacy and Information Security.  Annual training is defined as every twelve months.  Triennial training is defined as every 36 months.  VA personnel involved in research must also complete Information Security 201 for Research and Personnel on LMS or EES.  Additional training is provided by computer based training and certification programs (such as NCI, CITI, NIH) agencies such as Public Responsibility in Medicine & Research (PRIM&R) VA, ARENA, and ORO sponsored programs.  Each Investigator’s education certificate of completion of training will be confirmed at the time of R&D submission prior to study approval.  For investigators, if annual training requirements lapse, the investigator must fulfill the training requirements within 30 days or the study(ies) will be closed to accrual. 

4.2
Before each study begins, a training session is held by the PI (or study sponsor) to educate and inform the study coordinator(s) of their roles and responsibilities regarding the study.  The performance of this training session shall be documented.  

4.3
The PI will also train all other staff members involved in the study in the proper conduct of their roles and responsibilities for each protocol.

5.0
FLAGGING A VHA HEALTH RECORD 

5.1
The IRB may determine that the patient health record must be flagged to protect the 
subject’s safety by indicating the subject’s participation in the study.

5.2
Mandatory Flagging 

5.1.1 
The patient health record will be flagged if the subject’s participation in the study involves:

(a) Administration of drugs/medications; 

(b) Any invasive research procedure (e.g., muscle biopsy or bronchoscopy); 



(c) Use of an investigational device; 


(d) In other situations, the IRB determines if flagging is necessary. 

5.3
Flagged Health Record Contents. If IRB determines and documents that the patient 
health record must be electronically flagged in Computerized Patient Record 
System 
(CPRS) as participating in a research study then, in accordance with VHA 
Handbook 1907.01), the health record must: 


5.3.1
 Identify the investigator, as well as contact information for a member of 


the research team that would be available at all times. NOTE: The research 


team must have an appropriate member available (on-call) at all times

5.3.2 
Contain information on the research study or identify where this 



information is available. 

5.4
Duration of Flagging. The flag will be maintained for the duration of the patient’s participation in the study.
5.5
Placing and removing flags.  


5.5.1 Study personnel must contact the Research Service to have health records flagged.  The flag should be placed once the patient signs the Informed Consent Document.


5.5.2 Study personnel must contact the Research Service to have health record flags removed.  The flag should be removed once the patient’s participation in the research is complete.
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