CERTIFICATE OF COMPLIANCE   (Principal Investigator and Squadron Commander must read, sign and date this document at the time of each protocol submission)
MEMORANDUM FOR 59 CRES/MSRP (Protocol Office)


Date: ___________
FROM: Office Symbol __________  Rank ____________  Name __________________________
1. Required Reading

1.1. I have read the following references and understand and accept my responsibilities as outlined therein:

1.2. AFI 40-402, Protection of Human Subjects in Biomedical and Behavioral Research (see internet address: http://sg-www.satx.disa.mil/moasgot/sgotref.cfm)

1.3. FDA Form 1571, Investigational New Drug Application; FDA Form 1572, Statement of Investigator (applicable only for investigational drug or device studies)
2. Project Oversight:     I agree to the following responsibilities:

2.1. All aspects of this research study.  

2.2. Ensure that all associate investigators are kept informed concerning the requirements and current status of the study.

2.3. Collecting, recording and storing the data

2.4. Maintaining records of all research related activities to include a listing of all experiments, dates performed, expenditure of resources, etc 

2.5. No portion of the research work that involves a human/animal subject may be started without prior written approval from the Institutional Review Board (IRB)/ Institutional Animal Care and Use Committee (IACUC).

2.6. Keep track of the number of subjects enrolled and their status.

3. Informed Consent

3.1. Obtain a signed informed consent document (ICD), approved by the Institutional Review Board (IRB) and provided by the Protocol Office, from every human subject.

3.2. Only investigators, approved by the IRB, obtain informed consent from potential subjects.  Only IRB authorized investigators will complete the Informed Consent Document (ICD).

3.3. Rectify all ICD discrepancies which may exist between the actual number and the number on file in MSRP.

3.4. ICD is filed as follows:

3.4.1. Principal Investigator (PI) will maintain the original signed ICD for all subjects enrolled.

3.4.2. A copy of the signed ICD is delivered to 59 CRES/MSRP Protocol Office for filing in the Clinical Investigation master record for every subject enrolled.

3.4.3. A copy of the ICD is filed in the subject’s medical or dental record.

3.4.4. A copy of the ICD is given to every subject enrolled.

4. Administrative Requirements

4.1. Any medical and dental care received by the subject under the study; is documented in the subject’s medical or dental record to alert other health care providers who may treat the subject of particular characteristics or reactions which may result from the investigational treatment.

4.2. Implement changes to the Clinical Investigation protocol only after submitting a request for protocol amendment, and receiving written approval from the 59 CRES Protocol Office.

4.3. Inform 59 CRES/MSRP Protocol Office of any changes in investigator (principal and associate) status.  

4.4. PIs must outprocess through the Protocol Office – the study must be reassigned to a new WHMC PI or Closed (with a Final Report).

4.5. Report to 59 CRES/MSRP Protocol Office any offers of external resources (supplies, drugs, equipment, etc.) involving the Clinical Investigation.

4.6. Submit a WHMC Form 3039 “Processing of Professional Publications/Presentations” prior to all: 1) manuscripts, 2) abstracts, 3) lectures or  4) other presentations or publications in the public domain for approval.  Form 3039 and attached copies of the material are submitted to the 59 CRES/MSRP Protocol Office (AFI 35-205 and MCI 41-34).

4.7. Report to the Clinical Research Squadron  any awards, special recognition or “transfers of technology” (e.g., research hypothesis becoming standard medical care) resulting from the investigation.

4.8. In the event of a change in PI, the outgoing PI will ensure all research related materials, including all original signed ICD, previous reports, funding information and communications with the IRB/IACUC, data, samples, and supplies/equipment will be transferred to the new PI.

5. Reporting Adverse Events

5.1. Report all adverse events to the IRB (via the 59 CRES Protocol Office) within 3 days of becoming aware of the event.  This includes adverse events involving subjects at WHMC (and BAMC for joint protocols) and subjects at other collaborating institutions.  Official notification, using the required Adverse Event Report, may be hand carried or faxed to the Protocol Office.  (An adverse event is an unanticipated or unlikely event which occurs to a subject during the course of or as a result of a Clinical Investigation.  Adverse events can be Serious and/or Unexpected.  A serious adverse event is defined as: fatal or life-threatening, permanently disabling, requires or extends hospitalization, causes congenital abnormality/birth defect, cause cancer, and overdose.  Unexpected adverse events is defined as an event that is not identified in nature, severity, or frequency in the current investigator’s brochure and is not included in the risk description section of the current protocol and informed consent document).  

5.2. Any additional reporting requirements from outside WHMC sponsored studies (e.g., oncology group and drug trials).

5.3. Notify the 59 MDW Risk Manager in the event this adverse event has risk management implications (e.g. wrong medication or dose given).

5.4. For animal studies: report any problems encountered during the course of the study

6. Continuing Review

6.1. Monitor deadlines and submit a fully completed Progress Report to IRB/IACUC prior to expiration of the study approval. 

6.2. Submit a final report, in the proper format, when the study is complete, closed by the sponsor, deemed unworkable, or the PI is scheduled for reassignment/separation/retirement and no new PI will be assigned.

7. Studies Involving FDA Regulated Items (IND/IDE)

7.1. If involved in a clinical investigation with investigational drugs/devices or FDA-approved drugs used in a manner not provided for in the drug labeling, I will not begin the investigation until it is approved by the sponsoring pharmaceutical company or other sponsoring agency, or by the FDA.  I will also comply with the following:

7.2. Ensure the 30 day wait period has been observed.  Study may not start until 30 days after the date of receipt of the Investigational New Drug (IND) notice by the FDA

7.3. To continue to withhold or restrict clinical studies if requested to do so by the FDA prior to expiration of such 30 days.

7.4. To maintain records of receipt (e.g. bills of lading) of the investigational drug from the sponsor to include dates, quantities, name and lot numbers.

7.5. To maintain records (separate from the medical records of subjects and drug use to include subject’s name, age, sex, condition treated, details of drug administration (dates, quantities, dose, frequency of administration and duration)), clinical observations, laboratory tests, useful results and adverse reactions.

7.6. To maintain records of return of the investigational drug to the sponsor to include dates, quantities, name and lot number; or of other disposition of unused drugs.

7.7. To immediately report all unanticipated adverse reactions to sponsor/FDA using report from 1639a and to notify my Squadron Commander, Group Commander, and Chief of the Medical Staff.

7.8. To retain all correspondence from the sponsor or the FDA and to prepare memoranda pertaining to all significant phone conversations with the sponsor or the FDA.

7.9. To report to the IRB all protocol changes directed by the sponsor or by the FDA.

7.10. To submit all reports required by the sponsor or the FDA.

7.11. To notify all appropriate offices (e.g. MSRP, sponsor, the FDA, etc.) should I relinquish the role of investigator.

7.12. To ensure that all new investigators submit FDA Forms 1572 to the sponsor or to the FDA.

7.13. To notify the FDA if the clinical investigation is discontinued and to provide the reasons why.

7.14. To provide written explanations for failure to comply with any of the above items.

7.15. I will ensure that all associate investigators in this study are aware of the requirements.










Signature block of the PI
8.  Squadron Commander Endorsement  I have considered this protocol and am able to approve the Principal Investigator’s participation.  I understand that I will be the point of contact for correction of deficiencies should the principal investigator fail to meet the requirements agreed to in this Certificate of Compliance.










Signature block of the Squadron Commander 

