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Review Committee (MISP-RC)
Non-Clinical Protocol Template
All fields are required, an incomplete form will be returned to the submitter.  If a field is not completed, please note the reason.

	Proposed Study Title

	Study Title:
	

	Request Date:
	

	Principal Investigator Contact Information

	Name: 
	

	Title:
	

	Address 1
	

	Address 2
	

	City, ST, Zip
	

	Phone/Fax:
	

	E-mail:
	

	Institution Contact Information

	Name: 
	

	Address 1
	

	Address 2
	

	City, ST, Zip
	

	Phone/Fax:
	

	website
	

	Contracting Information (if applicable)

	Name: 
	

	Phone/Fax:
	

	E-mail:
	

	MSD address (required for ex-US shipment of pure substance)

	Name: 
	

	Address 1
	

	Address 2
	

	Address 3
	

	Phone/Fax:
	




	Study Information

	In Vitro and/or in Vivo
	

	Background, Significance of Selected Topic, Preliminary Data
· Provide background on unanswered question(s) the study is attempting to answer.  Please provide any preliminary data.

	















	Objectives
· List the objectives to correspond directly with the listed hypotheses (Include Objectives based on Assumptions):

	






	Hypothesis 
· List the Hypotheses in order of priority (Include Specific Assumptions, if appropriate):

	





	Study Design/Preclinical Plan
· Briefly describe the design of the studies.  
· For animal studies requesting funding, briefly describe the flow of the ‘in vivo’ procedures
· Be sure to cover animal selection, disease model, dosing, assessment of responses and end points
· Also note: potential health issues, methods and frequency of animal health monitoring, criteria for euthanasia, and method of euthanasia, if appropriate.

	






	Animal Care and Use Procedures and Animal Welfare
· This section should only be completed for animal studies requesting funding.

	Does your institution have an IACUC (Institutional Animal Care and Use Committee) or equivalent?
	

	Has the animal use proposal been reviewed by your institution (IACUC or equivalent)?
	

	Is the animal facility accredited by AAALAC International or equivalent accreditation group?  
	

	Does your institution have any local/regional/national regulatory oversight for the use of animals within your institution, such as OLAW (Office of Laboratory Animal Welfare), USDA, UK Home Office? If yes, please specify which regulatory agencies have oversight at your facility.
	a. 

	Is the animal care program in good standing with all governmental regulations? If not, please explain.
	b. 

	Please state why animal studies are necessary for the project.
	c. 

	Please provide the justification for the species selected for the project.
	d. 

	If the study involves a surgical procedure, or other painful/distressful procedures, provide a description of the proposed procedures. Be sure to include pre-surgical and postsurgical care, anesthetics, analgesics, and tranquilizers used during painful/distressful procedures. Include dose, route of administration, frequency and how the animals will be monitored.  If pain-relieving agents will not be used during painful procedures, a scientific justification must be provided.
	

	If this study uses humanized mice, please indicate the source of hematopoietic stem cells (i.e.  umbilical cord blood, adult marrow, etc). 
	e. 

	For any studies that may involve pain and/or distress to the animals, please explain what measures have been taken to assure scientifically valid alternative test methodologies that include the 3Rs* have been considered.
	

	Treatment
· Please detail the dosing regimen for animal studies, including dose volume (mL/kg), route of administration, dosing frequency, vehicle

	




	Collateral Research 
· Include source of any reagents/animals or combination drugs that may have third party restrictions or collaborators, as applicable

	




	Statistical Analysis and Sample Size Justification
· Include the number of animals, size of dosing groups, etc.
· Include justification for sample size and primary hypothesis testing (as appropriate):

	






	Budget Summary
· Please be sure to complete Preclinical Budget template (excel document)

	Total Amount Requested:
(Include overhead; for preclinical verify institution’s appropriate sponsored research indirect rate)
	
	 

	Additional sources of funding required? (Yes/No)
If Yes, please specify.
	
	




	Timelines and Study Plans

	Study Start Date:
	

	Study End Date:
	

	Total time from study start to study completion:
	

	Publication Plan

	In which publications are you planning to submit? (journals, etc):
	

	Please list your target date for submission of publication.
	

	Are you planning to present your data at a scientific meeting? If so, please list targeted meetings.
	

	Drug Supply Information

	Drug Supplies Required (Yes/No)?  
	

	List Drug Supplies and Amount Required:
	Drug Name:
Amount:

	List Drug Supplies and Amount Required:
	Drug Name:
Amount:

	Additional Sources of Drug Supply (Yes/No).  If Yes, please specify
	

	References

	






*REPLACEMENT- Replacement of proposed animal with non-animal methods or replacement of proposed species with a less sentient species.  Non- animal methods include, but are not limited to, isolated organ preparations, cell or tissue cultures, mathematical models, and computer simulations.
*REFINEMENT- Refinement of a model or technique to lessen or eliminate pain or distress.  Examples include, but are limited to, use of less invasive procedure, elimination of restraint or significantly shorter study duration.
*REDUCTION- Reducing the number of animals proposed. Examples include, but are not limited to, serial collection of samples and increasing sensitivity of end points assays.  
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