Initial Request Memorandum: Print on appropriate letterhead. Delete this line.


MCHL-Your Office Symbol                  					DATE





MEMORANDUM THRU CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION,


                                WALTER REED ARMY MEDICAL CENTER, WASH, DC 20307-5001





FOR COMMANDER, U.S. ARMY MEDICAL DEPARTMENT CENTER AND SCHOOL,


              CLINICAL INVESTIGATION REGULATORY OFFICE, ATTN: MCCS-GCI,


              1608 STANLEY ROAD, FT. SAM HOUSTON, TX  78234-6125





SUBJECT:  Initial Request for Approval of the Emergency One Time Use of an Investigational New Drug (IND) of Device (IDE)





1.  In accordance with AR 40-7, the following information is provided for the emergency one time use of an investigational drug (device). 





     a.  Date and time of local clearance obtained from the Department of Clinical Investigation:





     b.  Date and time of verbal approval obtained from CIRO, AMEDDC&S:





     c.  Description of the emergency medical situation:





          (1) Patient's name, diagnosis, and SSN:





          (2) Name of drug (device), date of first administration (use), dosage, length of use, and source/manufacturer of the drug (device):





          (3) IND (IDE) number for the use of the investigational new drug (device):





          (4) Nature of the emergency medical situation:





          (5) Name of the responsible WRAMC staff physician:





          (6) Date the Pharmacy was notified of planned use of IND and point of contact:





2.  I understand that in accordance with AR 40-7, I must file a follow-up report to CIRO through DCI:  (a) within 10 days of completion of the IND (IDE) treatment,  (b) after 6 weeks of initiating the drug (device), or (c) as soon as a decision is made not to use the drug (device), whichever is sooner.





3.  Request this report be submitted to the Human Use Committee for review.








						(Signature Required)


						SIGNATURE BLOCK OF THE


						RESPONSIBLE STAFF PHYSICIAN


�
Follow-up Report Memorandum:  Print on appropriate letterhead. Delete this line.


MCHL-Your Office Symbol         							DATE





MEMORANDUM THRU CHIEF, DEPARTMENT OF CLINICAL INVESTIGATION,


                                 WALTER REED ARMY MEDICAL CENTER, WASH, DC 20307-5001





FOR COMMANDER, U.S. ARMY MEDICAL DEPARTMENT CENTER AND SCHOOL,


              CLINICAL INVESTIGATION REGULATORY OFFICE, ATTN: MCCS-GCI,


              1608 STANLEY ROAD, FT. SAM HOUSTON, TX  78234-6125





SUBJECT:  Follow-Up Report of the Emergency One Time Use of an Investigational New Drug (IND) or Device (IDE)





1.  In accordance with AR 40-7, this follow-up report on the emergency one time use of an investigational new drug (IND) or device (IDE) is being submitted:  _____ within 10 days of completion of the IND (IDE) treatment, _____ after 6 weeks of initiating the drug (device), or _____ as soon as a decision was made not to use the drug (device). 





2.  The following information is provided:





     a.  Name of the responsible WRAMC staff physician:





     b.  Date and time of local clearance obtained from the Department of Clinical Investigation:





     c.  Date of initial approval by CIRO:





     d.  Patient's name, diagnosis, and SSN:





     e.  Name of drug (device):





     f.  Date of first administration, dosage, and length of use:





     g.  Source/manufacturer of the drug (device):





     h.  IND (IDE) number under which the use of the investigational new drug (device) was given/used:





     i.  Nature of the emergency medical situation and the outcome of the use of the IND (IDE):





3.  Request this report be submitted to the Human Use Committee for review.











						(Signature Required)


						SIGNATURE BLOCK OF THE


						RESPONSIBLE STAFF PHYSICIAN


�











 





 











