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SOP 13

REGULATORY DOCUMENTATION

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements for the collection and storage of complete and accurate regulatory documentation for clinical studies.  This SOP is intended to meet FDA federal regulations, GCP, and VA policies for the documentation required for clinical studies.

2.0
RESPONSIBILITIES

2.1
The PI is responsible for maintaining and storing all required documentation for clinical studies at the site to meet GCP and government compliance.

2.3 
The PI and/or study coordinator is responsible for maintaining records of study administrative activities and data from each study subject.

3.0 
REQUIREMENTS

3.1 
When a study is being planned, a binder (Study File Notebook) is started by the PI so documentation can begin to be collected properly for the study (often Sponsors will provide the study file notebook).

3.2 
Appendix B of this QA Manual contains a checklist for all the required documentation of the study file.  This checklist may entered into the study file and marked as each document is placed in the study file.

3.3 
Copies of ALL DOCUMENTS relating to clinical studies will be kept in this file. Copies or originals will be sent to the Sponsor, as appropriate.

3.4 
As the study progresses, the PI and/or study coordinator files the documents in the appropriate sections of the study file.

3.5 
At the end of the study, the documentation file is audited against Appendix B and discrepancies noted.  Missing documents must be located and entered into the study file.  If the document cannot be found or replaced, a waiver and explanation is placed in the study file as to why the document is not filed.

3.6 
After the study is completed and the audited file is complete, the study file can be archived.  The study file will be stored in a safe place and made available for a Sponsor or FDA audit. 

3.7
FDA Federal Regulations require that the files be kept for two years after a NDA is approved for the drug/device.  If a NDA is not approved, the files must be kept until two years after the complete drug/device clinical study is completed.

4.0 
DOCUMENT REQUIREMENTS
4.1
Originals or copies of the following documents must be retained when completed:

1) Original final signed protocol.

2) Original final signed amendments.

3) Final signed FDA form 1572.

4) CV's from the PI (and Co-PI, when requested).

5) Amended FDA form 1572, as available.

6) Lab certification, and lab normal values each lab uses.  Copies of lab shipment documentation.

7) Copy of IRB approved ICD. 

8) Copy of IRB and R&D Committee approval for original protocol, advertisements, ICD, and amended ICD.

9) Copies of IRB approvals for all amendments.

10) Copies of IRB progress reports and closeout letter, if applicable.

11) Originals of all CRF and any other data forms including lab test data for the study.

12) Original or copy of drug/device log for investigational drug/device, concomitant medications, and equipment.  Copies of drug/device shipment and retrieval documents.

13) Complete information of any AE including any IRB submission information.

14) Copies of any abstracts or manuscripts regarding the study results.

15) Copy of the final IRB report or closeout letter.

4.2 
The Regulatory Documentation File contains all required documentation to meet GCP compliance and FDA regulations.  The PI and/or study coordinator is required to obtain and maintain these documents in a safe place during the study and for the required retention period.  

4.3 FDA regulations and GCP guidelines require the PI to maintain adequate and accurate records of each study subject in a clinical study.  These records include the following documents but are not limited to: 

1) CRF.

2) Medical history records.

3) Physical exam results.

4) Results of laboratory tests.

5) Clinic notes including study subject clinical management information and observations on the study subject's condition, etc. 

4.4 
The PI and/or study coordinator and research pharmacist (VA Studies) must maintain an accurate and complete accounting of all clinical study materials (investigational drug/device records) received, dispensed, and returned to the Sponsor.  These records must be kept with other study records and for the same retention time. 
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