

NATIONAL CANCER INSTITUTE




AT FREDERICK



Animal Study Proposal


Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Proposal.aspx and review the ASP HELPFUL HINTS document before completing this form. A text version of the hyperlink reference list is also located at the end of this document.

A.
ADMINISTRATIVE DATA




Principal Investigator  
     

Lab/Branch  


     

E-Mail Address 


     



Co-Principal lnvestigator[s]/Technician[s]:        


Building/Room:         Telephone:           FAX Number:      

Project Title:       

Initial Submission    FORMCHECKBOX 
   Renewal      FORMCHECKBOX 
    of Proposal Number       
List the names of individuals authorized to conduct procedures involving animals under this proposal [please include facility technicians that will be working on your study]:

	Name
	Procedures Performing Under this Study 
	Experience in Performing Proposed Procedures

[# of Years]
	(ACUC use only) Training course attendance
	(ACUC use only) Post Approval Monitoring Required?

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



 FORMCHECKBOX 
  Check here if LASP facility technical staff should be identified by facility management by attachment
Any individual that has not completed the NCI at Frederick ACUC or NIH-OACU sponsored training course must take the online “Animal Care and Use Introductory Training Course” before working on this study [Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Training.aspx to access the ACUC TRAINING website for additional information. A text version of the hyperlink reference list is also located at the end of this document].

B.
ANIMAL REQUIREMENTS


Species           Age/Weight/Size           Sex          Source       

Stock or Strain          Animal Holding/Research Location[s]       

Number of Animals To Be Used:
Year 1:
     
 



Year 2:
       



Year 3:
     


             Total: 
     

Maximum Number of Cages Requested to Support This Study at Any One Time:         

C. PROGRESS TO DATE:  For renewals, give a brief synopsis of study progress to date since the last submission [research aims completed, numbers of animals used].  Please list any publications, abstracts, presentations, etc. resulted from data generated on this animal study proposal.

     
C1.  STUDY OBJECTIVES: Describe in non-technical language [do not use acronyms, abbreviations, etc.] the objective[s] of the study and the potential benefits or outcomes.  This section should be written for members of the general public to understand.  If the proposal is an application for a support service or core facility, please provide a detailed description of the type of service and the scope of service to be provided.  Please indicate for whom the service will be provided [NCI at Frederick, NCI, NIH, extramural, etc.].


     
D. RATIONALE FOR ANIMAL USE.  [1] Explain your rationale for animal use [why in vitro alternatives cannot be utilized 


to achieve your research objectives].  [2] Justify the appropriateness of the species [and if applicable strain].  [3] Justify 

the number of animals to be used [it is required that data be formulated in a manner that is as clear as possible - math 

calculation, 
table, or chart enumerating animal use].  The sum should equal the totals in Sections B and G.  Please 

refer to the hyperlink reference web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the 

NUMBER JUSTIFICATION website when completing this section. A text version of the hyperlink reference list is also 

located at the end of this document.

1.
Rationale for Animal Use:       

2.
Appropriateness of Species/Strain:      

3.
Animal Number Justification:       
E.
DESCRIPTION OF EXPERIMENTAL DESIGN AND ANIMAL PROCEDURES:  Describe the experimental design as it relates to the number of animals indicated in Part B.  Detail all procedures that animals will undergo [a flowchart is recommended to demonstrate the various procedures that animals may undergo for complex studies].  This includes but is not limited to breeding details [scheme, % of offspring expected, genotyping, expected phenotype, adherence to SOP 3.021], inoculations/treatments [sites, substances, dosages [based on body weight as applicable], and schedules], blood withdrawals [volume, frequency, withdrawal sites, maximum collections per animal], surgical procedures [provide details in Part F], radiation [dosage and schedule], methods of restraint, etc.  State what resultant effects, if any, the animals are expected to experience.  Euthanasia criteria [e.g., tumor size, percentage body weight gain or loss, clinical signs, or signs of toxicity] must be specified when proposed procedures may cause adverse clinical signs.  Include experimental endpoints for all studies.  Use of death as an endpoint is discouraged and must be specifically justified.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
     
Please indicate how frequently animals will be monitored for general health issues [i.e., daily]:       
Please indicate the maximum period of time that any single animal will remain under this study:       
Please confirm that any animals that appear healthy at the end of a treatment cycle and are not immediately euthanized at the experimental endpoint are monitored daily.     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
   No   If no, please explain:       
Please confirm that any animal that appears to be moribund, cachetic, or unable to obtain food or water will be euthanized to alleviate any pain or distress:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
   No   If no, please explain:       
Do you expect the animals to experience any adverse effects while housed under this study [i.e., toxicity, tumor development, adverse phenotypes, age-related health issues, etc.]?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No   If yes, please explain:       
If tumor growth is expected, please provide [1] the monitoring procedure [i.e., palpation, measurement]; [2] the monitoring frequency; [3] the maximum tumor size permitted on this study and/or the associated clinical signs utilized to warrant humane euthanasia: 
Please check the ACUC RECOMMENDATIONS/GUIDELINES that will be followed in conjunction with this animal study: 

 FORMCHECKBOX 
 Neoplasia  

 FORMCHECKBOX 
 Endpoints 

 FORMCHECKBOX 
 Analgesia

 FORMCHECKBOX 
 Euthanasia 

 FORMCHECKBOX 
 Blood Collection 

 FORMCHECKBOX 
 Skin Painting


 FORMCHECKBOX 
 Tail Biopsies 

 FORMCHECKBOX 
 Aseptic Technique 
 FORMCHECKBOX 
 Engraftment


 FORMCHECKBOX 
 Mutant Mice 

 FORMCHECKBOX 
 Needle Size/Volume 

 FORMCHECKBOX 
 EAE/Paralysis

 FORMCHECKBOX 
 Anesthetics
 FORMCHECKBOX 
 Other, please list:       
Please check the LABORATORY ANIMAL SCIENCES PROGRAM services that will be utilized in conjunction with this animal study:
 FORMCHECKBOX 
 Chemical Carcinogen Lab [539CC]
 FORMCHECKBOX 
 Transgenic Mouse Model Service
 FORMCHECKBOX 
 Speed Congenics

 FORMCHECKBOX 
 In Vivo Imaging
 FORMCHECKBOX 
 Cryopreservation

 FORMCHECKBOX 
 Tissue Culture

 FORMCHECKBOX 
 Histology

 FORMCHECKBOX 
 Veterinary Pathology

 FORMCHECKBOX 
 Molecular Pathology

How will animals be identified [please select all applicable methods]?  FORMCHECKBOX 
 Cage Card   FORMCHECKBOX 
 Ear Tag   FORMCHECKBOX 
  Ear Notch   FORMCHECKBOX 
 Tattoo 
  FORMCHECKBOX 
 Microchip   FORMCHECKBOX 
  FACILITY Database   FORMCHECKBOX 
 Other: 
F.
SURVIVAL SURGERY: If proposed, complete the information below.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to “Recommendations for Anesthetics” “Aseptic Technique and Post-Operative Care for Rodent Surgery” and “Perioperative Analgesia in Rodents” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.

1. Identify and describe the surgical procedure[s] to be performed.  Include the anesthetic to be used, surgical preparation, aseptic technique, perioperative care, detailed surgical approach, incision size[s], method[s] of closure, and the administration of analgesia.

     
2. Who will perform surgery and what are their qualifications and/or experience?

	Name
	Surgical Procedure[s] Performing 
	Surgical Experience

[# of Years]
	Name
	Surgical Procedure[s] Performing
	Surgical Experience

[# of Years]

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


3. Where will surgery be performed [Building and Room]?       
4. Describe post-operative care required, closure removal [as applicable], and identify the individual[s] responsible for care.


     
5a.
Has major survival surgery been performed on any animal prior to its use on this study?  FORMCHECKBOX 
 Yes*      FORMCHECKBOX 
  No   

 
5b.
Will more than one major survival surgery be performed on an animal while on this study?  FORMCHECKBOX 
 Yes*   FORMCHECKBOX 
   No



*If the answer to questions a. or b. is yes, an explanation and justification must be provided.
     
G.
PAIN, DISTRESS, OR GENERALIZED DISCOMFORT CATEGORY: Check the appropriate category and indicate the 
approximate number of animals in each.  The sum should equal the total from Sections B and D.

NUMBER OF ANIMALS

 FORMCHECKBOX 
   Category 1 - Minimal, Transient, or No Pain or Distress





     
 FORMCHECKBOX 
   Category 2 - Pain or Distress Relieved by Appropriate Measures



     
 FORMCHECKBOX 
   Category 3 - Unrelieved Pain or Generalized Discomfort ***




     
If animals are placed in multiple categories, please delineate the categorization [i.e., animals undergoing re-tailclipping under anesthesia have been placed in Category 2, etc.]:       
CATEGORY 3 CONSIDERATIONS AND DATABASE REFERENCES:  If animals are listed in Category 3, the following information must be provided for ACUC review.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ALTERNATIVES and ACUC GUIDELINES [Guidelines for Classifying Category 3 Procedures on Animals] website for additional information regarding alternatives and database reference statements. A text version of the hyperlink reference list is also located at the end of this document. 
1.
Please provide a scientific justification for why the appropriate use of anesthetics, analgesics, sedatives, tranquilizers, or timely euthanasia is contraindicated in this study:       
2. 
Please provide a statement describing your consideration of alternatives to the procedures warranting a Category 3 assignment and why alternatives to alleviate pain or distress cannot be utilized in your study:       
3. Database Reference Search Details:

	Databases Search

[Minimum of Two]
	Date of Search
	Period Covered
	Key Words Used

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


H. ANESTHESIA, ANALGESIA, TRANQUILIZATION:  For animals indicated in Category 2, Part G, specify the anesthetics, analgesics, sedatives or tranquilizers that are to be used in the table below.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to  “Recommendations for Anesthetics” “Perioperative Analgesia in Rodents” and the “Use of Tribromethanol/Avertin Anesthesia” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
	Agent
	Frequency of Administration
	Dose
	Route
	Volume

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


I. METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALS AT END OF STUDY.  Indicate the proposed method and if a parenteral agent is proposed, the dosage and route of administration.  If euthanizing animals of varying age or species, please delineate the methods of euthanasia accordingly.  If using CO2 as a method of euthanasia, please indicate the source [i.e., in-house line, gas cylinder, etc.].  If using cervical dislocation as a method of euthanasia, please provide a scientific justification for its use, the individual performing the procedure, and his/her relative experience.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to the “Guidelines for the Euthanasia of Rodents” for recommendations. A text version of the hyperlink reference list is also located at the end of this document.
      
J. POTENTIAL HAZARDS:  The Investigator is responsible for completing sections 1, 2, and 3. The use of hazards requires the signature of the EHS Safety Representative in Part P.    Safety Data Sheets are also required to be attached for the use of Toxic Chemicals or Drugs.  
	SECTION 1:  Potential Biological Hazards 


The Animal Study Proposal is not permitted to be released for approval until the necessary Institutional Biosafety Committee [IBC] registration documents have been approved.  
Please access the IBC website at https://ncifrederick.cancer.gov/ehs/ibc/ and complete the applicable sections of the IBC Research Registration form if any of the following materials are proposed for use: 
· Recombinant DNA

· Transgenic Animal Models by Non-Homologous Recombination

· Transfected Cell Lines
· Viruses, Bacteria, Fungi and other pathogenic microorganisms

· Biological Toxins
· Human or Other Primate Tissues or Cell Lines

· Other Potentially Infectious Material (OPIM)
· Select Agents 
Please contact the IBC Office [301-846-1451] in advance to ensure that you are in compliance with safety requirements and to alleviate potential delays in your ASP approval.

Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/GuidelinesFnl.aspx to access the ACUC GUIDELINES website and refer to “Recombinant DNA in Animal Models” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
Biological/OPIM/Toxin- It is the Investigator’s responsibility to list each potential biological hazard and complete the table below.

	Hazard Name
	Hazard Type

 (Infectious, Recomb. DNA, Toxin, Hormone, OPIM)
	IBC Registration Number 

(If Applicable)
	Biosafety Level for Work

 (BSL1, BSL2, ABSL1, ABSL2, Other)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	SECTION 2:  Potential Chemical/Drugs Hazards 




Please list all chemicals, drugs, and anesthetics which may pose a hazard to human life or health in the following table.  EHS will assess the proposed use of Engineering Controls and Personal Protective Equipment and make recommendations if necessary.

Reagents and drugs must be pharmaceutical grade if used when treating or dosing animals.  Please provide vendor information and catalog # when listing reagents or drugs which will be used to treat or dose animals.  If it is necessary to use a non-pharmaceutical grade treatment, please provide justification for this decision.
Chemical/Drug/Anesthetic - It is the Investigator’s responsibility to list each potential chemical/drug hazard and complete the table below.
	Hazard Name
	Total Volume or Mass (Grams, Liters)


	Location of Work (If Known)
	Route of Entry (Ingestion, Dermal, Injection, Inhalation)
	Potential Health Hazards (Toxic, Irritant, Sensitizer, Carcinogen, Mutagen, Reproductive)
	Engineering Controls-Substance

(Chemical Fume Hood, Biosafety Cabinet, Other)
	Engineering Controls-Animals

(Micro-isolator, negative-pressure, Other)
	Personal Protective Equipment (Facility Standard, Other)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	SECTION 3:  Potential Radiological Hazards Associated with this Proposal


Radiological- It is the Investigator’s responsibility to complete the table below.
	Hazard Name
	Hazard Type  (radiation, radio-isotope, imaging equipment)
	Location

	
	
	

	
	
	

	
	
	


ASP #  ____________

	SECTION 4:  Authorized LASP Facility Employees and Training Verifications

This Section will be filled out by the Facility Manager and is only applicable to LASP Facility Employees


I certify that all LASP facility employees on the attached supplement have been informed of all of the hazards associated with this proposal and have been trained in the proper safe conduct, practices, and procedures in the handling of the hazards, animals, and associated materials listed below.  A copy of all ASP Section J documents are maintained in a central location within the animal facility for future review or access by LASP employees.  LASP facility employees are not permitted to work on studies until they have been trained/informed of the hazards associated with the proposals they will be working on and have signed the applicable certification document.  All new LASP facility employees assigned to this study will undergo proper training in advance.  A signed certification documenting the training session for each listed hazard is on file in the animal facility.  

Facility Staff Member Listing: 



PLEASE SEE ATTACHED STAFF LISTING
Facility Manager Signature and Date:         __________________________________________

** ALL NON-LASP STAFF WORKING WITH LIVE ANIMALS UNDER THIS STUDY MUST BE INFORMED OF THE ASSOCIATED HAZARDS AND PROPER HANDLING BY THE PRINCIPAL INVESTIGATOR **
K. BIOLOGICAL MATERIAL/ANIMAL PRODUCTS: [i.e., tumors, rodent and human cell lines, antibodies, nanoparticles, etc.]  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to the guidance “Testing Requirements for Biological Materials,” the guidelines “Regarding Engraftment of Human Cells or Tissues,” and the notice “Biological Material Risk Factors” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
Please include all cell lines, tissues, matrigel, rodent-derived antibodies, natural cytokines, and any other unpurified or natural materials/rodent by-products in the following table (more lines can be added if necessary):

	Material


	Source
	Sterile or Attenuated?
	Transfected?
	MTBM

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A

	     
	     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Pending Results

 FORMCHECKBOX 
  N/A


I certify that the MTBM tested materials to be used have not been passed through rodent species outside of the facilities listed in Section B and/or the material is derived from the original MTBM tested sample. To the best of my knowledge, the material remains uncontaminated with rodent pathogens.






















________________________    



Principal Investigator’s Initials

L. TRANSPORTATION: Transportation of animals must conform to all facility guidelines/policies.  If applicable, please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspxto access the ACUC GUIDELINES website and refer to the “Transportation of Newborns to Bethesda” and the “Guidelines for Transporting Animals”” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
 FORMCHECKBOX 
 Please check here if animals will be transported according to approved policies and procedures.  If special 

considerations are required, please describe:       
 FORMCHECKBOX 
  Please check here if you are transporting live animals to a Frederick lab location.  If so, please indicate the 

building and room location, the purpose of transport [euthanasia and tissue collection], the method of euthanasia [if euthanizing animals of varying age or species, please delineate the methods of euthanasia accordingly], and the 

maximum period of time that live animals will be housed in the location [i.e., less than four hours].  All methods of 

euthanasia performed in the laboratory must be in compliance with ACUC guidelines and by staff proficient with the specified method[s]:       
 FORMCHECKBOX 
  Please check here if live animals will be transported to PHL for euthanasia and necropsy

For transport to the NIH Bethesda campus:  

Please provide the location [Building and Room] where the animals will be transported and housed:          
Please provide the Bethesda NCI-ACUC Approved Animal Study Proposal Number that permits animal housing and/or experimental procedures to be performed in the location indicated above:          
Who is responsible for the care of these animals at this location?          
M. 1.
SPECIAL CONCERNS OR REQUIREMENTS OF THE STUDY.  List any non-standard housing or animal care

requirements [i.e., special caging, special water or feed, body weight measurements, waste disposal, etc.] or 


exceptions to ACUC recommendations and/or guidelines.

     
2.
ENVIRONMENTAL ENRICHMENT AND GROUP HOUSING.  Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to 
the “Environmental Enrichment Notification” and “Guidelines for the Group Housing of Rodents” when completing this section. A text version of the hyperlink reference 
list is also located at the end of this document. The type of enrichment device [i.e., various types of additional bedding materials, 
nestlets, disposable igloos, polycarbonate tunnels/tubes, and food treats] will be determined by the facility management in conjunction with the investigative staff.  
1.  Animals will be routinely housed in pairs or groups with others of their species.  The ACUC Guidelines for the Group Housing of Rodents provides a list of pre-approved exemptions that do not require scientific justification. Will you require an exemption not already included for scientific reasons?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
   No   If yes, please provide scientific justification:       .  

2. Animals will be provided some type of non-food enrichment item (such as nesting material for mice).  Will you require an exemption for scientific reasons?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
   No   If yes, please provide scientific justification:       .
N.  
PRINCIPAL INVESTIGATOR CERTIFICATIONS:


1.
I certify that I have attended an approved [NCI at Frederick or NIH-Bethesda] Animal Care and Use training course [and if applicable, fulfilled the subsequent triennial refresher requirement].
2.
I certify that the research proposal herein is not unnecessarily duplicative of previously reported research.

3. I certify that all individuals working on this proposal who have substantial animal contact are participating in the NIH Animal Exposure Surveillance Program or the NCI at Frederick Occupational Health Surveillance Program.  Call Occupational Medical Services at 301-496-4411 [Bethesda] or OHS at 301-846-1096 [Frederick]. 
4. I certify that the individuals listed in Part A are authorized to conduct procedures involving animals under this proposal, and that they have attended an approved [NCI at Frederick or NIH-Bethesda] Animal Care and Use Training Course and received training in the biology, handling, and care of this species; aseptic surgical methods and techniques [if necessary]; the concept availability and use of research or testing methods that limit the use of animals or minimize distress; the proper use of anesthetics, analgesics, and tranquilizers [if necessary] and procedures for reporting animal welfare concerns.  
5.
I certify that I have informed staff members [all non-LASP staff listed under Section A] working with live animals 
of the potential hazards associated with this study [as outlined in Section J – I, II, and III].  The PI is responsible for providing non-LASP staff with all relative safety notification and training in conjunction with this study.
6.
FOR ALL CATEGORY 2 AND 3 PROPOSALS [See Part G]: I certify that I have reviewed the pertinent scientific literature and the sources and/or databases and have found no valid alternative to any procedures described herein which may cause more than momentary or slight pain, distress, or generalized discomfort to animals, whether it is relieved or not.  Database references for Category 3 proposals must include databases searched, date of the search, period covered and key words used.
7.
I will obtain approval from the ACUC before initiating any changes in this study.  Please refer to the hyperlink reference web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx to access the ACUC GUIDELINES website and refer to the “Guidelines Regarding Significant and Minor Changes to Animal Study Proposals.” A text version of the hyperlink reference list is also located at the end of this document.
8.
I certify that the animals to be used in this Animal Study Proposal were received under appropriate technology transfer agreements and will be used in accordance with such agreements.  The NCI at Frederick Technology Transfer Branch should be contacted [http://ncifrederick.cancer.gov/About/Ttc.aspx] if there are any questions related to these agreements.    

Principal Investigator:  Signature  ________________________________ Date ______________________
O.
NCI AT FREDERICK ACUC ANIMAL DISPOSITION AUTHORIZATION   
   [ASP NUMBER:  ______________]
	Principal Investigator:
     
	Phone:

     

	Title of Study
     
	Experiment # [if applicable]:
     

	Description of Potential Animal Health Issues [i.e., clinical signs that the vet/tech staff may observe in your animal colony as a result of the proposed procedures, genetic background, etc.]:       



Please list below at least two individuals who are designated to authorize the disposition of an animal in the event that it is found sick, with lesions, debilitated, moribund, or dead.  Please provide at least one after-hours contact number in case the veterinary and/or technical staff must discuss an animal health related issue.

	Name
	Phone
	Email
	Pager
	Home/Cell Phone

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Please specify what is to be done with the animal when the staff listed above cannot be reached and after-hours euthanasia is required by the vet/tech staff or when the PHL service is unavailable [i.e., dispose of the animal, take specific tissues, collect blood, cryopreserve sperm, refrigerate]:         

PLEASE NOTE:  If no contact or disposition information is provided, disposition of the animal will be at the discretion of the LAM veterinary staff [http://ncifrederick.cancer.gov/Lasp/Veterinary.aspx].

P. 
CONCURRENCES: 


Laboratory/Branch Chief certification of review and approval on the basis of scientific merit.  Scientific Director's signature required for proposals submitted by a laboratory or branch chief.  An individual is not permitted to sign as his/her own laboratory/branch chief. 


Name  
       Signature                                                                             Date ____________

LEAVE BLANK – FOR USE BY ACUC ONLY


Safety Representative certification of review and approval.  [Required of all studies utilizing hazardous agents.]

Name                                            Signature _____________________________________ Date _________


Facility Manager certification of resources availability in the indicated facility to support the proposed study. 

PLEASE SEE ATTACHED FACILITY RESOURCE SHEET FOR MANAGER CERTIFICATION


Attending Veterinarian certification of review:


Name                                            Signature _____________________________________ Date _________
  
FINAL APPROVAL:  Certification of review and approval by the: 
       FORMCHECKBOX 

NCI AT FREDERICK ACUC

ACUC Chair  _______________ Signature _____________________________________ Date _________

COMMENTS: 


  FORMCHECKBOX 
 Post Approval Monitoring Stipulation:       
  
  FORMCHECKBOX 

IBC Registration       

  FORMCHECKBOX 

Other:       
NCI AT FREDERICK ANIMAL STUDY PROPOSAL FORM – Hyperlink Reference Sheet
The following hyperlinks have been provided for convenient access to various NCI at Frederick guidelines and procedures to assist you with the completion of your NCI at Frederick Animal Study Proposal.  You can simply print a copy of this page as a reference sheet and type any of these URL sites into your web browser of choice to access the various documents or websites. If you require any assistance with the completion of this form, please contact the NCI at Frederick Animal Care and Use Committee Office at 301-846-7544.
· NCI at Frederick Animal Care and Use Committee MEETING DATES and SUBMISSION DEADLINES
http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Default.aspx
· NCI at Frederick Animal Care and Use Committee – HELPFUL HINTS for Completing the ASP Form

http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Media/Documents/ACUC27.pdf
· NCI at Frederick Animal Care and Use Committee TRAINING
http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Training.aspx
· NCI at Frederick Animal Care and Use Committee GUIDELINES
http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/GuidelinesFnl.aspx
· NCI at Frederick Institutional Biosafety Committee [IBC]
http://ncifrederick.cancer.gov/ehs/ibc/
· NCI at Frederick Animal Care and Use Committee – ANIMAL NUMBER Justification
http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/AnimalNumber.aspx
· NCI at Frederick Animal Care and Use Committee - ALTERNATIVES
http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/Alternatives.aspx
· Laboratory Animal Sciences Program [LASP]
http://ncifrederick.cancer.gov/Lasp/
ACUC USE ONLY





(	Training			(	Post-App Monitoring


(	Lab Holding		(	IBC Documentation


(	Sec J Signature		(	MTBM Testing


(	Facility Resources		


(	Exceptions
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Proposal #		______________








Final Approval	______________





IMPORTANT NOTE:  The ACUC has implemented proposal submission deadlines to ensure adequate and timely review of proposals in accordance with PHS Policy and Animal Welfare Regulations.  Please refer to the hyperlink listing at the end of this form to review the � HYPERLINK "http://web.ncifcrf.gov/rtp/lasp/intra/acuc/fred/main.asp" ��ASP SUBMISSION DEADLINES� and upcoming meeting dates.  


THERE WILL BE NO EXCEPTIONS TO THIS REQUIREMENT.
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