MCHL-YOUR OFFICE SYMBOL			DATE: (current date)�PRIVATE ��





MEMORANDUM FOR CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION, 


                            			WALTER REED ARMY MEDICAL CENTER





SUBJECT:  Request for Changing Principal Investigator





WORK UNIT #: 





TITLE OF PROTOCOL:








CURRENT PRINCIPAL INVESTIGATOR:  Rank, Name, Corps


                             				 Service and Department








NEW PRINCIPAL INVESTIGATOR:  	Rank, Name, Corps


                             				Service and Department


                             				Phone, Pager, & Fax Numbers


						Current Duty Station








1. Indicate if the New PI has received the following:





Administrative File for Protocol [e.g., Final approved protocol, Approval letter, Minutes, Addendum or APR (if any)]	Yes ___	No ___	


   b. Approved Consent Form:	Yes ____	No ___		N/A ___


   c. Research Subjects’ Records:	Yes ____	No ___








(Signature Required)	                  			    (Signature Required)               


��CURRENT PRINCIPAL INVESTIGATOR                DEPARTMENT/SERVICE CHIEF          


Rank, Name, Corps                          			    Rank, Name, Corps                       


Service/Department                    			    Service/Department                                              


 


__________________________


Reviewed & Approved


(For DCI use after submission)














2.  INVESTIGATOR COMPLIANCE with AR 40-38, Clinical Investigation Program; DCI SOP, and WRAMC Federal-Wide Assurance (FWA):





a.  I have read and will comply with AR 40-38, Clinical Investigation Program and the DCI SOP, 





b.  I have read and will comply with the “Potential Conflicts of Interest in Clinical Research at WRAMC“ in the DCI SOP document dated December 2004 on the DCI web. 





c.  I have read and will comply with WRAMC Federal-Wide Assurance granted by the Office for Human Research Protection, Department of Health and Human Services.





d.  I certify that any outside funds and/or other resources (other than requested from DCI) being provided for this study are listed above in this application under Budget.





3.  RESPONSIBILITIES OF THE PRINCIPAL INVESTIGATOR IN HUMAN 


SUBJECTS RESEARCH: 





The principal investigator is the individual who is primarily responsible for the actual execution of the clinical investigation.  He/she is responsible for the conduct of the study, obtaining subjects' consent, providing necessary reports, and maintaining study documents. The principal investigator:





a.  I will not enroll a subject into a study until the study has been approved by the appropriate authority and, when appropriate, the subject's primary care physician has granted approval for him/her to enter a study.





b. By signing this protocol, I warrant that any use of Protected Health Information for reviews preparatory to research met the following requirements:


i.	The review of Protected Health Information was done solely to prepare a research protocol, or for similar purposes preparatory to research; 


	ii.	No Protected Health Information was taken outside the Military Health System; and 


	iii.	This review of PHI was necessary for research purposes





c.  I am responsible for assuring that the prospective volunteer is not participating as a subject in other research that will significantly increase the research risks.





d.  I am responsible for assuring the quality of each subject's consent in accordance with current federal regulations.  This will include ensuring that any "designee" that obtains consent on my behalf is completely conversant with the protocol and is qualified to perform this responsibility.





e.  I will obtain the appropriate WRAMC clearance for advertisements used to recruit research subjects.





f.  I will not accept any outside personal remuneration for implementation of a study.





g.  I will take all necessary precautions to ensure that the study does not generate hazardous chemical waste.





h. I will obtain the proper WRAMC clearance for all presentations, abstracts, and publications.  The following require WRAMC approval:


	i.  Reports involving WRAMC patients.


	ii.  Reports that cite WRAMC in the title or byline.


	iii.  Reports of WRAMC approved clinical investigation or research.


	iv.  Reports of research performed at WRAMC.


	v.  Reports of research conducted by WRAMC assigned personnel.





i.  I must submit to the Department of Clinical Investigation:





i.  Any source of outside funding.


ii.  An Annual Progress Report (APR) due in the anniversary month of the protocol's initial approval.


iii.   Reports of  adverse effects occurring in subjects as a result of study    


     participation.


iv.  An Addendum, prior to any changes made to the study or a change in the funding status.             


v.  A Final Report within 30 days following termination of a study.


vi.  A listing of presentations, abstracts, and publications arising from the study for inclusion in the DCI Annual Research Progress Report.





j.	I will maintain a Study File that must be kept for three years following completion of the study if no IND/IDE used (32 CFR 219.115(b).  If IND medication or IDE appliances are used, the file must be kept for 2 years after FDA approval and can then be destroyed; or if no application is filed or approved, until 2 years after the study is discontinued and FDA notified (21CFR 312.62(c).  The records should be kept in the Department/Service where the research took place (AR 40-38).  If I am scheduled to PCS or ETS, these records will be given to a new Walter Reed PI or the Department/Service Chief.





This file may be inspected at any time by DCI, the Clinical Investigation Regulatory Office (CIRO), the Food and Drug Administration (FDA), and/or other regulatory agencies responsible for the oversight of research.  This file will include:





	i.  The approved protocol and applicable addenda.


ii.	The approval memorandum and WRAMC Clinical Investigation and Human Use Committee minutes (as appropriate) granting approval to initiate the study.


iii.	Other applicable committee minutes [e.g., Radioactive Drug Research 


Committee (RDRC); the Surgeon General's Human Subjects Research Review Board].


iv.	Each Volunteer Agreement Affidavit (DA 5303-R) signed by the subject and a Witness, if one is required by the Walter Reed Human Use Committee (HUC).


	v.  Annual Progress/Final Reports.


vi.  Reports of adverse effects occurring in subjects as a result of study participation.


	vii. Reports of any significant new findings found during the course of the study.


	viii. All study documents generated from study date.


	ix.  Publications, abstracts, reprints resulting from study data.


	x.  All information pertaining to an investigational drug or device.


	xi. For HIV research studies, approval of the Chief, Infectious Disease Service.





k.  I will be familiar with all applicable regulations governing research, and will adhere to all of the requirements outlined in the WRAMC Federal-Wide Assurance granted by the Office for Human Research Protections, Department of Health and Human Services.





4. NEW PRINCIPAL INVESTIGATOR'S SIGNATURE:  With my signature I as the Principal Investigator acknowledge that I have read the responsibilities and will comply with them.  I understand that if I fail to comply with any of these responsibilities, all projects for which I am an investigator may be suspended.  I also acknowledge the above Application for Clinical Investigation Project; Request for Approval of Clinical Investigation Study Proposal; Environmental Impact Statement; Investigator Compliance Statement; and Responsibilities of the Principal Investigator in Human Subject Research.








�(Signature Required)	                  ��


NEW PRINCIPAL INVESTIGATOR


Rank, Name, Corps                          


Service/Department











CV/Resume: If it has not been submitted to DCI, include one copy attached to email or on disk of no more than 2 pages.  Updates are required thereafter as requested or per modifications to keep current in DCI library.
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