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GUIDELINES FOR PROTOCOL SUBMISSION AND APPROVAL

FOR BAMC ANIMAL RESEARCH/TRAINING PROTOCOLS

1.  Initial Discussions for Protocol Planning:

     a.  Protocol development consultation:  contact the Department of Clinical Investigation (DCI) Administrative Office (extension 6-3511).

     b.  Attending Veterinarian, DCI:  an initial consultation with the AV is absolutely required when planning a protocol  (extension 6-1264).  

(Please note:  Approval for protocols involving cats, dogs, and non-human primates is more difficult to obtain and those protocols are subject to a lengthy second level review and approval process.)

2.  Required Protocol Forms:  IAW with AR 40-33, protocols must be submitted on the DOD Standard Protocol Form.  The required protocol forms, instructions, and references can be obtained from the following locations:

· http://www.bamc.amedd.army.mil/DCI/dciforms.html
· Outlook public folder:  AMEDD / CEN / USAISR / ISR Animal Research Policies, Forms & Info 

· Contact the Animal Research Protocol Coordinator (extension 6-5120 or email betty.nelson@amedd.army.mil ).  
3.  Review of Draft Protocol:

     a.  Draft protocols must be forwarded to the following offices for review, additions and/or comments:

          (1)  DCI Attending Veterinarian for animal care and use issues (signature required).

          (2)  DCI Assistant Chief for funding approval.  

          (3)  DCI Statistician for statistical consultation (signature required).    

          (4)  DCI for scientific review (signature required).

     b.  After the investigator has made the recommended revisions and/or additions, the required signatures must be obtained before forwarding the protocol to the Institutional Animal Care and Use Committee (IACUC) for review.

4.   Submission of Protocol for IACUC Review and Approval:

    a.  An electronic copy  and a hard copy of the protocol must be forwarded to the Animal Research Protocol Coordinator ( betty.nelson@amedd.army.mil ) (USAISR, Regulatory Compliance and Quality, “R” Building 3611, Rm 292-1, Attn:  Betty Nelson or Pneumatic Tube Routing #78) and must include the following supporting documents:

        (1)  Original signature pages:  Cover page to include the Principal Investigator, Scientific Reviewer, Statistician, and Attending Veterinarian; the Investigator Assurances page; and Service Department Impact Statements, if applicable.  

        (2)  Literature searches:  A search of the Biomedical Research Database (BRD) is required, and a search of either the Federal Research in Progress (FEDRIP) or the Computer Retrieval of Information of Scientific Projects (CRISP).  Additional searches of the scientific literature are at the discretion of the Investigator, however they are highly advised.  The literature search must be conducted within six months prior to submission of the protocol.

        (3)  Current, signed Curricula vitae for the Principal Investigator and all Associate Investigators.

    b.  IACUC Review:  The Protocol Coordinator will submit the protocol for review at the next scheduled IACUC meeting.  The Principal Investigator, or an Associate Investigator, is highly encouraged to attend the IACUC meeting to present the protocol and answer questions from Committee members.   

        (1)  After the IACUC meeting, the Protocol Coordinator will forward a protocol status memorandum and a revision checklist, if necessary, to the Principal Investigator.  If revisions are required, the Investigator must make the required changes and forward the revised protocol to the Protocol Coordinator along with the completed revision checklist.  

        (2)  The revisions will be reviewed by the IACUC Chair and if found acceptable, an approval memorandum will be forwarded to the Investigator.  Reminder, the research may not begin until an approval memorandum has been signed by the IACUC Chair and the protocol has been approved by the Institutional Official.

        (3)  Animal research and training protocols are approved for a period of three years from the date of protocol approval.

        (4)  Protocols with a CRADA or a grant/outside funding (over $1000) will be forwarded to the Clinical Investigation Regulatory Office (CIRO) for review and approval before implementation.

5.  Continuing Review:  The IACUC will conduct annual review of all approved protocols.  The Protocol Coordinator will send a notification memorandum and an annual review form to the Investigators at least 30 days before a report is due.  

6.  Three-year Closure:  All research studies are approved for a period of three years from the date of the protocol final approval.  Investigators will be notified when their protocol is nearing the three-year closure date.  If the investigator wishes to continue the research, the protocol must be rewritten and submitted for review and approval.

7.  Addenda:  Addenda to approved protocols must be submitted electronically to the Protocol Coordinator on the addendum form found in the following electronic locations:  Outlook public folder:  AMEDD / CEN / USAISR / ISR Animal Research Policies, Forms & Inf and http://www.bamc.amedd.army.mil/DCI/dciforms.html.  Addenda may be reviewed by a designated Subcommittee of the IACUC or reviewed at the next scheduled IACUC meeting at the discretion of the IACUC Chair.   

8.  Investigator Required Training:  The training listed on the following checklist is required for all investigators conducting animal research:

     a.  Read the IACUC policies listed on the following Investigator Reading Checklist and return the signed and dated checklist to the Animal Protocol Coordinator. 
     b.  Complete IACUC 101 Web-based training.  A certificate of completion will be generated automatically and should be forwarded to the Animal Protocol Coordinator.

BAMC INVESTIGATOR REQUIRED READING CHECKLIST FOR

RESEARCH INVOLVING THE USE OF LABORATORY ANIMALS

In order to conduct animal related research at the Brooke Army Medical Center (BAMC), all Investigators are required to review the material listed below, which has been designated as essential by the Institutional Animal Care and Use Committee, and forward this signed copy to the Regulatory Compliance and Quality Office, Coordinator for Animal Research Compliance (“R” Bldg 3611, Rm 292; fax #916-3877, or by pneumatic tube #78).  

1.  IACUC Policies.

Electronic file location:  Outlook public folders:  Public folders / All Public folders / AMEDD / CEN / USAISR / ISR Animal Research Policies, Forms & Info or 

BAMC Intranet http://www.bamc.amedd.army.mil/DCI/dciforms.html 
IACUC POLICY A-01    GUIDELINES AND REPORTING PROCEDURES 

                                         FOR THE USE OF ANIMAL CADAVERS/TISSUES

                                         FROM EXTERNAL SOURCES

IACUC POLICY A-03    GUIDELINES FOR USE OF NEUROMUSCULAR 

                                         BLOCKING AGENTS (PARALYTICS) IN 

                                         LABORATORY ANIMALS

IACUC POLICY A-04    GUIDELINES FOR ALTERNATIVE TO DEATH AS 

                                         AN END POINT

IACUC POLICY A-05    GUIDELINES FOR MULTIPLE MAJOR SURVIVAL 

                                         SURGERIES USING ANIMAL RESEARCH SUBJECTS                                          

IACUC POLICY A-06    GUIDELINES FOR PROLONGED RESTRAINT OF 

                                         ANIMAL RESEARCH SUBJECTS

IACUC POLICY A-07    PERIODIC REVIEW OF RESEARCH PROTOCOLS 

                                         INVOLVING ANIMAL SUBJECTS

IACUC POLICY A-08    PROCEDURES FOR REVIEW OF ADDENDA 

                                         INVOLVING THE USE OF ANIMAL SUBJECTS

IACUC POLICY A-11    REPORTING PROCEDURES FOR IMPROPER USE 

                                         OF LABORATORY ANIMAL

2.  Required forms and information for animal research:

Electronic file location:  

BAMC Intranet http://www.bamc.amedd.army.mil/DCI/dciforms.html 
     DOD Standardized Animal Protocol Form/Instructions

     Animal Addendum Form

     Protocol Submission Calendar

3.  Complete the IACUC 101 Web-based training.  A certificate of completion will be generated automatically and must be forwarded to the Animal Protocol Coordinator.


https://iacuc.detrick.army.mil/  

I certify that I have reviewed the required animal care and use reading material.

_________________________________                              ________________

           (Principal Investigator)                                                         Date

_____________________________________                       _______________

   Regulatory Compliance and Quality
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