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	Principal Investigator:
	

	Protocol Number: 
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	Date: 
	


1.  SUMMARY – Please provide a brief, narrative description of the proposal or idea that is easily understood by non-scientists.

2.  WORK UNIT INFORMATION – Please provide the following information:

a.  Major Research Category (circle one) supported by this protocol:

Infectious Diseases, Medical Chemical Defense, Medical Biological Defense, Human Systems Technology, Combat Casualty Care, Ionizing Radiation, Other Medical RDT& E (Grants), Clinical Medicine, Clinical Surgery, Other Clinical Investigations, Training/Instruction for Personnel, Other Training, Adjuncts to Animal Use Research, Alternatives to Animal Investigation, Other Alternatives

b.  APC/JON supporting the protocol: 

c.  Work performed under Form DD 1498 ACCN (Work Unit Summary) supported by this protocol:
3.  PROTOCOL STATUS – Please circle the appropriate choice.

	This protocol is active:
	Yes
	No


	This protocol is complete and inactive (i.e., databases will be updated to reflect that work is no longer being performed on the protocol):
	Yes
	No


	This protocol will soon expire and is being rewritten:
	Yes
	No


	Anticipated submission date of a new protocol for IACUC review is:
	


4.  PERSONNEL – List all personnel (including associate investigators and technicians) currently active on the protocol and provide the following information (add lines, if necessary):
	Name
	Phone
	Fax
	E-mail
	Office #

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Please remember that WRAIR Policy Letter 00-05 considers a change in PI a major amendment.  It is the responsibility of the PI leaving the Institute and/or the Division/Directorate Director to notify the IACUC of a change in PI and to submit the appropriate protocol amendment.

5.  TRAINING – List all training courses personnel active on the protocol have taken in this FY (add additional lines if necessary):

	Name
	Training Course Name, Location Trained
	Year

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Please remember that the WRAIR/NMRC IACUC recommends that all personnel handling animals take the DOD species-specific animal-handling course at least every five years; all personnel must take the Animal Care and Use Program Orientation (ACUP) class at least every three years.  New personnel must take the species-specific course and the ACUP orientation prior to beginning animal work on a protocol.  Contact Terri Western in the Division of Veterinary medicine for further information.

6.  OBJECTIVE – Briefly state objective/hypothesis for your protocol (this section is required for the Report to Congress):

7.  TECHNICAL APPROACH – Briefly state the approach currently used in the protocol and detail any changes from the original protocol (this sections is required for the Report to Congress):

8.  PRIOR AND CURRENT PROGRESS – Please provide the following information (this section required for the Report to Congress):

a.  Based on your protocol, indicate the number of animals used per USDA Pain Category so far in FY 01 in the table below.  Please estimate the number of animals to be used per Pain Category from the first column to 30 September 2001:

	USDA CATEGORY
	Number Used to Date 

(list the date here)
	Estimated Number Used for Remaining FY 01

	N - Minimal, Transient, or No Pain and Distress (Column C on USDA Form)
	
	

	D - Pain, Distress Relieved by Appropriate Measures (Column D on USDA Form)
	
	

	P - Unrelieved Pain or Distress (Column E on USDA Form
	
	


For Category D or P, ATTACH USDA FORM 18-23 (can be obtained from WRAIR website). 

b.  Explain higher or lower morbidity and/or mortality than anticipated from original protocol.

c.  Explain progress and results made via animal use during the previous fiscal year.

d.  Provide specific examples of definitive program benefits and accomplishments directed toward meeting defined military requirements and/or dual use applications that were dependent on animal use from your protocol.
9.  3Rs/ALTERNATIVES WORK: For this question, 3Rs/Alternatives are defined as follows:
Reduction – A meaningful reduction in the numbers of animals previously or currently used to obtain experimental results or provides other uses for a particular program (e.g., shared control or experimental animals, different experimental design).

Refinement – The use of procedures or practice that employs a modification resulting in significantly lessening of the pain, discomfort, or distress experienced by the animals on the protocol (e.g., use of biotelemetry instead of chronic catheterization, use of analgesia, use of remote telemetry, or the use of adjusted early endpoints).

Replacement – The introduction of procedures that fully replaces the need for animal use (e.g. use of computer modeling); the substitution of a lower species than previously used (replacement of nonhuman primates with mice); or the substitution of insentient material and in vitro biological systems for animals (e.g., tissue culture).

Does this protocol incorporate any of the 3Rs/Alternatives applications as defined above?



__________Yes          __________No

If No, go to question 10.

If Yes, please answer 9a – 9c.

9a.  Indicate Alternatives involved (circle as many as apply):
Refinement



Reduction 



Replacement
9b.  If Alternatives applications have allowed a change in species, or if a new in vitro model replaced an in vivo model in the protocol, please answer the following:

	The original species: 
	


	The Alternative species or model: 
	

	
	

	
	


9c.  Please briefly describe each Alternative as applied in your protocol: In addition to listing the refinements that will be used, also list the refinement alternatives that were considered but not adopted, and explain why they were not adopted.

10.  PUBLICATIONS, PRESENTATIONS & AWARDS – List the journal, volume and pages of publications (P), titles and status of manuscripts (M), organization, location and date of presentations (Pr) and similar information about abstracts (A) resulting from this study.  List also any significant awards and/or special recognition received as a result of work on this study.

11.  SURGICAL PROCEDURES – If the protocol involves any surgical procedure, you must provide the following information: surgical procedures performed, anesthesia used, analgesia given, post-operative follow-up and care.

12.  Have any new developments occurred in this study or in the literature, which might influence an increase or decrease in the number and the use of animals?



__________Yes          __________No 

13.  In your judgment, is the current level of pain and discomfort about the same or lower than when the study was first approved?
________​__Yes          __________No (Please explain any changes in pain level and how you have accommodated that)

14.  Are current animal use procedures essentially the same as described in the protocol when it was last approved or had an addendum approved?
__________Yes          __________No (Please explain any changes)

15.  Does this protocol require special safety considerations for animal care and research personnel? (e.g. infectious agents, radioactive agents, interaction with the macaques)
__________ No          __________ Yes (Please indicate the safety consideration and training and/or safety briefings provided to personnel)

16.  ANIMAL RECORDS – This is a good time to update your animals' health (A/K/A Veterinary Treatment Record, SF 600), located in the Division of Veterinary Medicine technician office [Bldg 503, 319-9816; Bldg 511, 319-9788].  Animals such as dogs and nonhuman primates are usually used in more than one research project and updated health records, reflecting research-induced conditions, help determine future animal-protocol assignments.  Additionally, research procedures and surgical manipulations should be recorded for all rodent work.  Information should be readily available, and kept either in the PI’s notebook or the animal room.       
17.  LITERATURE SEARCH – The literature search requirements for protocols have changed.  Effective 24 March 2000, a search of the Biomedical Research Database (BRD) is required to prevent unnecessary duplication of previous experiments.  The BRD website address is http://dticam.dtic.mil/dodbr/index.html.  In addition, a search of either the Federal Research in Progress (FEDRIP) or the Computer Retrieval Information of Scientific Projects (CRISP) is required.  Further searches of the scientific literature (MEDLINE, AWIC, GRATEFUL MED, MEDLARS, etc.) are highly recommended. 

18.  WRAIR/NMRC ANIMAL RESEARCH AND TRACKING DATABASE (RAPTOR)  – Correct (if necessary) the data base printout of your protocol and attached to the annual report form.  

a.  In the Animal requirements section there are 2 columns, one, which shows the number of animals, issued year to date (through 1 August 2001) and one, which shows total issued.  These figures show the number of animals issued to a protocol and that is the number we report to the USDA.  Please check that number and note any changes and/or comments next to it.

b.  If the protocol has animals in USDA Pain Category D or E, then the USDA Justification E section must be filled out.

c.  If the answer to the “Safety Issue?” section is yes, then the biohazards/agents section should be completed.

19.  USE of BIOLOGICS – If you are using any biologics in your protocol, please detail them here and provide a copy of appropriate certificates from sources or vendors indicating that the biologics are certified murine-pathogen free.  Due to the Mouse Hepatitis Virus Outbreak during the spring of FY 2001, this has become an important issue.  For the welfare of all the animals, please complete this section if it applies to you.

20.  Occupational Health Review – list the last occupational health review for each PI, AI and technician (to include contractors) who work on this protocol.  This is an annual requirement.   Please be sure to update your records with the WRAIR/NMRC Safety Office, Occupational Health Manager, Ms. Tanya Henson (319-9025) or HM1 Michelle McGhee (319-9007), Bldg 503, Rm 1W01.

	Name
	Occ Health Review Date
	Hosp/Physician
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