NCI-FREDERICK ANIMAL CARE AND USE COMMITTEE

Primary Reviewer’s Summary and Recommendation

	Investigator
	
	ASP/Mod Number
	

	ASP Title
	

	Reviewer Name
	


	MODIFICATIONS [COMPLETE SUBSEQUENT SECTIONS AS THEY APPLY]
	Y
	N
	N/A

	Request Justification
	Does this request relate to the parent study [modification vs. new submission in accordance with guidelines]?
	
	
	

	Procedures
	Overall, are the procedures described adequately in the request?
	
	
	

	Number Justification
	Have the number of animals to undergo the proposed procedures been outlined/justified in accordance with guidelines? 
	
	
	

	Pain/Distress Categorization
	Do the proposed procedures warrant a new Pain/Distress Categorization [i.e., surgical procedures]?
	
	
	

	Safety Considerations
	Are there new chemicals, rDNA, pathogens, etc., that would require pertinent documentation or precautions?
	
	
	

	Other/Notes
	
	
	
	


	REQUIREMENTS/OBJECTIVES/RATIONALE
	Y
	N
	N/A

	Staff
	Have technicians been included and are qualifications/experience outlined to match those described in Section E?
	
	
	

	Animal Requirements
	Are the requirements [strain, age, numbers] listed under Section B consistent with what has been provided under Section E?
	
	
	

	Study Objectives
	Are the objectives adequately described and in lay language?
	
	
	

	Rationale
	Does the investigator outline the rationale for animal use [no in vitro alternatives] and the species/model to be utilized?
	
	
	

	Number Justification
	Are the animal numbers to be utilized for the study detailed accurately in Section D [i.e., math calculation, statistics, etc.] in accordance with guidance?
	
	
	

	Other/Notes
	


	EXPERIMENTAL DESIGN
	Y
	N
	N/A

	General
	Are all procedures that a single animal undergoes adequately described?
	
	
	

	Breeding
	Are the breeding details provided [to include scheme, genotyping, re-tailclipping, and euthanasia timepoints for breeders/unwanted offspring]?
	
	
	

	Injections
	Are volumes, routes, and needle sizes provided for injections?
	
	
	

	Blood Collections
	Are the collection sites, volume, max number a single animal undergoes, and duration between outlined in accordance with guidelines?
	
	
	

	Tumors
	Are the locations, palpation/measurement frequency, and maximum tumor burden described in accordance with guidelines?
	
	
	

	Adverse Effects
	If adverse effects are expected, are the clinical signs, anticipated onset, and humane endpoints outlined?
	
	
	

	Pain and Distress
	Are the animals appropriately categorized and do the numbers match in Sections B, D, and G?  If Category 3, have the appropriate requirements been fulfilled?
	
	
	

	Anesthesia/Analgesia
	Have appropriate anesthetics/analgesics been outlined in both Sections E and H?
	
	
	

	Special Considerations
	Are special diets, special water, housing, body weight measurements, policy exceptions, etc., outlined?
	
	
	

	Environmental Enrichment
	Are acceptable enrichment devices being utilized?  If not, have appropriate justifications been provided?
	
	
	

	Biological Materials
	Are the materials listed consistent with Sections E and K?  Have appropriate MAP/PCR and/or human pathogen test results been provided?  
	
	
	

	Transportation
	Are transportation details provided in accordance with approved policies and procedures?  If lab or Bethesda locations are notated, are the necessary details included?
	
	
	

	Endpoints
	Are humane and experimental endpoints clearly outlined for each experiment in accordance with guidelines?
	
	
	

	Euthanasia
	Is the method of euthanasia in accordance with the guidelines?  If applicable, are terminal blood collections and the necessary justification for cervical dislocation included?  Has the source of CO2 been provided?
	
	
	

	Animal Disposition
	Has the animal disposition form been adequately completed?
	
	
	

	ACUC Guidelines
	Have the appropriate ACUC guidelines been referenced?  If requesting an exception, has this been outlined under Section M?
	
	
	

	Other/Notes
	


	SAFETY
	Y
	N
	N/A

	Institutional Biosafety Committee
	Have the necessary safety documents been submitted to the IBC for review/approval?
	
	
	

	Hazardous Agents
	Have all agents been included and outlined accordingly under Section J?
	
	
	

	Other/Notes
	


	SURGICAL PROCEDURES
	Y
	N
	N/A

	Aseptic Technique, Analgesics, and Post-Operative Care
	Have surgical preparations, analgesics, and post-operative care been detailed in accordance with guidelines?
	
	
	

	Incision Size
	Have the incision sizes been provided?
	
	
	

	Approach
	Have all details regarding the surgical procedure/manipulation been described?
	
	
	

	Surgeon/Experience
	Have the individuals performing surgery been identified with their relative experience?
	
	
	

	Multiple Survival Surgeries
	If multiple survival surgeries are proposed, has a justification been provided for ACUC review?
	
	
	

	Other/Notes
	


ADDITIONAL CONCERNS:

	

	

	

	


	PRIMARY REVIEWER RECOMMENDATIONS:
	
	

	
	Approved with no conditions or stipulations
	
	Deferred [please itemize below]

	
	Approved with stipulations [please itemize below]
	
	Disapproved [please itemize below]


STIPULATIONS FOR APPROVAL:

	

	

	

	

	

	

	

	


DOCUMENTATION REQUIRED FOR APPROVAL:

	
	IBC Documentation
	
	Section J Revision

	
	MAP/PCR Testing
	
	Other:  

	
	Pathogen Testing
	
	


ACUC CERTIFICATION:

	Signature
	Date


ADDITIONAL NOTES:
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