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Protocol No. A.S # ____-____-___

APPLICATION FOR

APPROVAL OF THE USE OF LABORATORY ANIMALS

According to federal and institutional regulations, any undertaking in which medical staff, faculty, staff or students use “protected” laboratory animals (dead or alive) must be reviewed by the Institutional Animal Care and Use Committee (IACUC).  This Committee is charged with the Institutional responsibility of assuring the appropriate care and treatment of all laboratory animals.  The IACUC has the authority to review, approve, require modifications in (to secure approval) or withhold approval of protocols for all such activities involving protected laboratory animals. A separate designated review is available for studies that will be using unprotected animals defined as “birds, rats of the genus Rattus and mice of the genus Mus bred for use in research…”(9 CFR Ch. 1 § 1.1.)

A summary of the steps needed to secure full IACUC review and instructions for preparing the “animal use summary” are outlined below, and the Animal Care and Use Application follows.

1) Under normal circumstances this review will take approximately 2-4 weeks, depending upon the nature of the application;

2) The application MUST be typed or printed clearly, and all pages numbered (1 of 15, 2 of 15, etc.);

3) The Project Director must provide signature approval from the appropriate Department Head(s) and Administration (Director/Vice President) on all protocols prior to submission to the IACUC Office.  All protocols received without these signatures will be returned to the Investigator;

4) All items on pages 1-5, and 12 of the application must be completed or marked as being “ not applicable”;

5) Pages 6-11 must only be completed if applicable to the proposed project;

6) Students and residents cannot be listed as Project Directors or Principal Investigators.  A full time faculty or member of the Medical Staff must agree to accept responsibility for the project and serve as PD/PI.
7) The title listed on the application should be different from the titles listed on previously approved IACUC applications;

8) Facility Use Fees are charged for Medical Teaching Laboratory space, animal husbandry, supplies, and equipment.  Please contact the IACUC office at 388-9970 for a Rate Schedule to determine the Facility Use Fees for implementing your protocol.

9) Enclose completed Material Safety Data Sheets where necessary.  Contact Lillian Morris, Director of Safety, at 388-8208 for assistance.

10) Please attach to this Application a narrative description of your plan in terms appropriate to people with no scientific knowledge.

11) Please attach to this Application a step by step description of the planned procedures.

12) The original protocol and 1 copy must be submitted to the IACUC Office by the first working day of every month in order to be placed on that month’s agenda.  If the deadline date falls on a holiday, the next working day is the due date.

All protocols are to be delivered to the IACUC Office, Room 3284, WVU Building, 388-9970.
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Protocol Number: _____________

ANIMAL CARE & USE APPLICATION 

INSTRUCTIONS:

Please Type/Print Clearly.

Answer all items as completely as possible.  Use additional sheets as necessary.  Submit this application to Room 3284, WVU Building, 3110 MacCorkle Ave., SE Charleston, WV 25304.

For requests for modification of previously approved protocols, complete an IACUC Modification Request Form (Form-G04) which may be obtained from the IACUC Office.

1.
Type of Application:

_____ New

_____ Research


(Check One)


_____ Renewal

_____ Training/Education

2. Title of Project: __________________________________________________________________

____________________________________________________________________________________________________________________________________________________________________________

3. 
Date of Funded Project Period:
   From _____/_____/_____
     To _____/_____/_____

4. 
Project Director: ______________________________________      Title: ___________________


Department:  _________________________________________     Phone:___________________


Mailing Address: ________________________________________________________________

5.
Contact Person: _______________________________________     Phone: __________________

6. Co-Investigator(s)

____________________________ 
Department:____________________  Phone: _____________

____________________________ 
Department:____________________  Phone: _____________

____________________________ 
Department:____________________  Phone: _____________

7. Technician(s) Working With Animals:

____________________________ 
Department:____________________  Phone: _____________

____________________________ 
Department:____________________  Phone: _____________

____________________________ 
Department:____________________  Phone: _____________

8.
Laboratory(ies) (other than centralized lab) where animal procedures will be performed.


Not applicable ______
Building _____________________________    Room # ____________

8. Funding Status: (Pending or Active) ____________________________

(Evidence of approved funding support for the proposed project is required.)

Funding Agency: ________________________________________________________________

1.    ANIMAL USE SUMMARY

In language understandable to a layperson, outline the hypotheses/purpose of this project and describe the proposed use of animals or animal tissue(s)/organs(s) as concisely as possible.  It is generally not the responsibility or intent of the IACUC to review protocols for scientific merit.  The primary interest is the responsible, necessary, and humane use of protected live or dead animals in accordance with PHS guidelines. Provide a bibliography of relevant references that support your proposal.  Summarize the current status of research or training based on the literature.  (Limit to one additional page if more space is necessary.)

2.  RATIONALE

Please discuss 1) the rationale for involving animals or animal tissue(s)/organ(s), 2) the appropriateness of the species selected, and 3) the numbers of animals to be used in order to obtain valid results.

PART I

	Animal Species

Common Name
	
	
	

	Tissue/Organ Type

*Go to page 6 if these tissues or by- products were not harvested specifically for your research.
	
	
	

	Total Number of Animals to Be Used For the Duration of The Project 
	
	
	

	Age, and/or Size of Animals to be used


	
	
	

	Number of Days the Animals Will be Housed
	
	
	

	Discomfort, Distress, Pain Level

(See Below)*
	
	
	

	Will Appropriate Pain

Relieving Drugs Be Used?   Yes/No
	
	
	

	Will Survival Surgery

Be Conducted?  Yes/No
	
	
	


* Select the Category (B-E) that best fits the HIGHEST LEVEL of pain or distress animals will experience.

Category B:
Animals being bred, conditioned, or held for use in teaching, testing, experiments, research or surgery but not yet used for such purposes.

Category C:
Animals upon which teaching, research, experiments, or tests are conducted involving no pain, distress, or use of pain-relieving drugs.

Category D:
Animals upon which experiments, teaching, research, surgery, or tests are conducted involving accompanying pain or distress to the animals and for which appropriate anesthetic, analgesic, or tranquilizing drugs are used.   This category includes terminal surgery under anesthesia.

Category E:
Animals upon which teaching, experiments, research, surgery or tests were conducted involving accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesic, or tranquilizing drugs would have adversely affected the procedures, results, or interpretation of the teaching, research, experiments, surgery, or tests.  (An explanation of the procedures producing pain or distress in these animals and the reasons such drugs were not used must be attached to this report, including CFR references or other guidelines if appropriate.)

1. HUSBANDRY REQUIREMENTS:

If anything other than routine care and equipment is required, note below:

____ Solid Bottom Cages



____Wire Bottom Cages

____ Individual Housing



____ Special Diet

____ Treated Water



____ Unique Lighting

____ Filter Tops




____ Metabolism Cages

____ Laminar Flow Rooms


____ Autoclaved Feed, Bedding and Cages

Clarify item(s) checked above if necessary, and/or list other needs and/or requirements: (Please remember to include these items in your budget if the central lab is not able to provide.)

____________________________________________________________________________________________________________________________________________________________________________

2. Federal law requires evidence that Project Directors “consider alternatives to painful procedures and provide a written narrative description of the methods and sources used to determine that alternatives were not available.”    The minimal written narrative must include: the databases searched or other sources consulted, the date of the search and the years covered by the search, and the key words and/or search strategy used.    I have used the following methods and sources to search for such alternatives: (check all choices that are applicable)

____ MEDLINE Database



____Quick Biblio. Series (from AGRICOLA)

____ AGRICOLA Database (Ntl. Ag. Libr.)

____ Lab. Ani. Welfare Biblio. (QL55L27311988)

____ CAB Abstracts Database
____ Alternatives to Animal Use in Research

____ TOXLINE Database
Testing, & Education (book, U.S. Congress Office of 

____ BIOSIS Database
Technology Assessment) 

____ Lab Animal Science Journal
____ Benchmarks: Alternative Methods in 

____ Laboratory Animals Journal
Toxicology (book, ISBN # 0-91131-91-1)

____ Lab. Animal Journal/Magazine
Direct Contact with Colleagues (must document 

____ Animal Welfare Info Center (301) 344-3704
source and substance of information)

____ ATLA (Alternatives to Lab Animal) Journal


____ Other (please specify): 
_________________________________________________________

​​​​​​​​​​​​​​​​​​​​_________________________________________________________

_________________________________________________________​​​​​​​​​​​​​​ ​​​​​​​​

*Materials obtained from the search should be maintained as part of the study records and may be subject to IACUC and USDA audit.

3.   What criteria will be used to assess pain/discomfort?

____ Loss of appetite


____ Licking, biting, scratching, or



____ Loss of weight


         shaking a particular area 

____ Loss of mobility


____ Restlessness

____ Guarding (protecting the 

____ Failure to groom, causing an

         painful area)


         unkept appearance

____ Vocalizing



____ Abnormal resting postures in which

____ Failure to show normal
 
          the animal appears to be sleeping or

         patterns of inquisitiveness
                        is hunched up

____ Other, explain: ______________________________________________________


4.  DRUGS FOR RELIEF OF PAIN OR DISTRESS:
Species

Drug


Dose



Frequency





(mg/kg body weight)






________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

5.  EUTHANASIA:  

Species

Method

Drug

Dose



Route


                       


  

 (mg/kg body weight)

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

6.   SAFETY AND DISPOSAL OF ANIMALS
Will this project be conducted at the Medical Teaching Facility?  _____ YES  _____ NO

If YES, continue to Part II

If NO, please provide the project's procedure for carcass storage and disposal following sacrifice and completion of procedure.  (Contact Lillian Morris, Department of Safety, 348-8208 for the proper carcass storage and disposal procedures at Charleston Area Medical Center.)

PART II

Please fill out the applicable sections as indicated.  For any sections that are not filled out, please type not applicable (n/a) on the top of the page.
SURGERY


Will surgical procedures be performed?





____ Yes    ____ No (If yes, complete page 7 & 8)

HAZARDOUS
Will hazardous agents such as toxic chemicals, carcinogens,
AGENTS
radioisotopes, or infectious agents be administered to animals that are expected to survive following exposure or will animal tissue(s)/organ(s)
contain or be administered any of the above?





____ Yes    ____ No (If yes, complete page 9)

NOXIOUS AGENTS
Will animals or animal tissue(s)/organ(s) be challenged with noxious or potentially noxious agents such as toxic chemicals or biological agents?





____ Yes    ____ No  (If yes, complete page 10)

TUMOR INDUCTION

Will animals be inoculated with tumor cells?
OR PASSAGE




____ Yes    ____ No  (If yes, complete page 11)

NON-SURGICAL
Will blood or bodily fluids be withdrawn from the animals, or will any 

PROCEDURES
other injections (other than for immunization or tumor passage) be administered?





____  Yes   ____  No (If yes, complete page 12)

ANIMAL


Will animal tissues/parts or organs be acquired for this project?

TISSUES/ORGANS
____  Yes   ____  No (If yes, complete page 12)

SURGICAL PROCEDURES

Complete if applicable to your project.  If not, please remove from packet.
1.  Name of Participating Surgeons,


Indicate Training or Experience with

     Technicians, or Students 


Species Used

___________________________________             ___________________________________________

___________________________________             ___________________________________________

___________________________________             ___________________________________________

___________________________________             ___________________________________________

___________________________________             ___________________________________________

___________________________________             ___________________________________________

2.  Species Used

Number Used
S = Survival

Building/Room






N = Non-survival

Where Surgery Performed


__________________
__________
___________

_______________________

__________________
__________
___________

_______________________

3.  Describe pre-operative care (including physical examinations, lab tests, and preconditioning to apparatus):

a) Describe procedure(s)
b) Will more than one (1) survival surgical procedure be done on any animals?  If so, pleas justify.

4.  List pre-operative medications and anesthesia:

  Species

Drug

Dose


Route

Frequency




(Mg/Kg body weight)

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________

5.  Check the criteria used to monitor anesthesia:

    
_____ Respiration Rate
_____ Positive toe pinch

_____ Color of mucous membrane

    
_____ Heart Rate

_____ Corneal reflex

_____ Muscular relaxation

    
_____ EKG

    
_____ Other, explain: _____________________________________________________________

6.   If paralyzing drugs will be used, list below:

    Species 

Drug

Dose


Route

Frequency





(Mg/Kg body weight)

________________     ________________       ________________     ____________    ______________

________________     ________________       ________________     ____________    ______________

Monitoring if paralytics used: ​​​​​​​​​​​​​​​​​​​​​​​​​​​______________________________________________________________

7.   List post-operative analgesics and needs including tranquilizers, etc.: ____________________________________________________________________________________________________________________________________________________________________________

8.   Describe potential post-operative complications: ____________________________________________

9.   Projected Length of recovery: __________________________________________________________

10.  List personnel who will provide post-operative care:


Name



Title



Phone Numbers
___________________________

______________________
___________________

___________________________

______________________
___________________

___________________________

______________________
___________________

11. Describe the post-operative recovery procedures.

HAZARDOUS AGENTS
If hazardous agents such as radioisotopes, toxic chemicals, carcinogens, or viable microbiological agents are to be administered to animals that are expected to survive following exposure or to animal tissue(s)/organ(s), attach documentation of approval from the Safety Office for use of these agents, and complete the following.
A.  Agent: _____________________________________________________________________________

B.  Concentration administered to animal: ____________________________________________________

C.  Degree of health hazard to humans (Circle the most appropriate number):


Low
        Moderate

High

1
2
3
4
5


1 = No special precautions required


5 = Extreme precautions required

D.  Species to be used: ___________________________________________________________________

E.  Route of administration: _______________________________________________________________

F.  Duration of administration: _____________________________________________________________

G.  Length of time that animals and/or their environment must be considered hazardous following

      exposure: 

      ___________________________________________________________________________________

H.  Maximum number of exposed animals to be dosed with hazardous agent at one time: _______________

I.  Location where animals will be dosed with hazardous agent:

    Building: _______________________________________________      Room Number: _____________

J.  Location where animals will be housed following exposure:

     Building: _______________________________________________      Room Number: ____________

K.  Note the decontamination procedures that will be required for equipment, personnel and

     housing areas:

     ___________________________________________________________________________________

     ___________________________________________________________________________________

L.  Means of disposal of contaminated animals, feed, bedding and disposable supplies:

     ___________________________________________________________________________________

     ___________________________________________________________________________________

M.  If an infectious agent is involved, note preventative medicine measures available for personnel

     (vaccines, antibiotics, etc.) and make recommendations regarding their use: _______________________

      ___________________________________________________________________________________

      ___________________________________________________________________________________

CHALLENGE WITH NOXIOUS CHEMICALS OR BIOLOGICAL AGENTS

If animals or tissue(s)/organs(s) are to be administered noxious or potentially noxious agents such as toxic chemical or biological agents that may result in death and/or illness for some animals, complete the following:

NOTE:
The objective is to minimize both discomfort and the total number of animals consistent with good science and accomplishing justifiable experimental objectives.

If more than one agent is to be administered, duplicate this page and complete for each agent.

A.  Agent to be given: ____________________________________________________________________

B.  Species to be used: ___________________________________________________________________

C.  Route of administration: _______________________________________________________________

D.  Dose ranges to be given: _______________________________________________________________

E.  Number of test groups: ________________________________________________________________

F.  Note the anticipated morbidity (_______%) and mortality (_______%) if known.

G.  Indicate the experimental endpoint: ______________________________________________________

Note:  Whenever possible, it should be at a time prior to death if the mode of death is such that pain or suffering is a significant component.  

    If death of the animal is an essential endpoint, explain and justify: _______________________________

    ____________________________________________________________________________________

H.  Pathogenesis of death and/or illness if known: ______________________________________________

      ___________________________________________________________________________________

I.  Is pain or significant discomfort expected to be experienced by the animals?  Yes _____  No ____ 

    If YES explain why and to what degree. ___________________________________________________

    ____________________________________________________________________________________

J.  Have any other laboratories previously established this information? ____________________________

     ___________________________________________________________________________________

K.  If not fully covered on page 2, attach a thorough scientific justification and rationale for

     performing these studies.
TUMOR PASSAGE OR INDUCTION

If tumors will be passed or induced, complete the following section(s) that apply for each species:

A.  TUMOR PASSAGE:

1.  Species: _____________________________________________________________________


2.  Tumor cell type(s): ____________________________________________________________


3.  Reason for maintaining tumor by animal inoculation: _________________________________
_______________________________________________________________________________


4.  Has the tumor previously been passed in rodents?    Yes _____   No _____


If yes, has the tumor line been tested for adventitious rodent viruses?   Yes ____  No ____


If yes, when and what were the results?  ______________________________________________


_______________________________________________________________________________


If no, this will need to be done.


5.  Site(s) of tumor inoculation on the animals: _________________________________________


_______________________________________________________________________________  


6.  Is the tumor of human origin?     Yes _____    No _____

 
If yes, is it a primary passage?      Yes ____     No _____


7.  Approximate the number of days animals will be maintained following inoculation:


_______________________________________________________________________________

8. What will be the endpoint for harvesting or passing the tumor? __________________________

_______________________________________________________________________________

B.  TUMOR INDUCTION:

1.  Species: _____________________________________________________________________


2.  Carcinogen(s) to be used: _______________________________________________________


_______________________________________________________________________________


3.  How is the carcinogen to be administered? __________________________________________


_______________________________________________________________________________


4.  What type of tumor is expected to develop and at what site? ____________________________


_______________________________________________________________________________

5.  What is the anticipated time period for tumor induction? _______________________________


_______________________________________________________________________________


6.  What will be the endpoint for harvesting or passing the tumor? _________________________


______________________________________________________________________________

NON-SURGICAL ANIMAL PROCEDURES

A.  Withdrawal of Blood or Other Body Fluids:


1.  Species  _________  Fluid ________  Quantity ________  Frequency _________


Site & method ___________________________________________________________________


Anesthetic and/or analgesic *____________________ 
 Dose _______________________


2.  Species  _________  Fluid  ________ Quantity  ________ Frequency _________


Site & method ___________________________________________________________________


Anesthetic and/or analgesic * _____________________ 
Dose ________________________


3.  Species  _________  Fluid  ________  Quantity  ________ Frequency ________


Site & method ___________________________________________________________________


Anesthetic and/or analgesic * ______________________ 
Dose ________________________


4.  Species  _________  Fluid  ________  Quantity  ________ Frequency ________


Site & method ___________________________________________________________________


Anesthetic and/or analgesic * ______________________ 
Dose ________________________

B.  Injections other than for immunization or tumor passage.

1.  Species __________________ Substance injected ____________________________________


Injection site ______________  Quantity injected_____________ Frequency _________________


Anesthetic and/or analgesic * __________________________  Dose _______________________


2.  Species __________________  Substance injected  ___________________________________


Injection site ________________ Quantity injected_____________ Frequency _______________


Anesthetic and/or analgesic *  _________________________  Dose _______________________


3.  Species ___________________  Substance injected __________________________________


Injection site ________________  Quantity injected  _______________ Frequency ____________


Anesthetic and/or analgesic * __________________________  Dose _______________________

C.  Other Non-Surgical Procedures - Describe all other potentially painful or distressful procedures not noted elsewhere on this form.  (Examples:  behavioral training, food and/or water deprivation, painful stimuli, burns etc.).  Note species, procedure(s) and anesthetics and/or analgesics and doses to be used, if indicated.

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
· If anesthetics and/or analgesics will not be used, so note.

ANIMAL TISSUES/ORGANS

1.  I would like to use (tissue(s) or product(s))_________________________________________________

obtained from (animal species)_____________________________________________________________.

2.  The vendor for the tissue(s) for product(s) is (name and address):

____________________________________________________________________________________________________________________________________________________________________________

Note: In order to protect the health of the Multi-disciplinary Medical Teaching Lab’s animal colonies as well as its personnel, the source of all animal tissue must be approved by the IACUC chairman and the attending veterinarian.

3.  Purpose for use of tissue/organs:  ________________________________________________________

____________________________________________________________________________________________________________________________________________________________________________

4.  Specific location of activity (room/division): 
___________________________________________







___________________________________________







___________________________________________

5. To the best of my knowledge, these tissue(s) do ____ do not____ contain any infectious agents which may be harmful to the health of the Teaching Lab’s personnel or animal colonies.

(NOTE: If you check “do” you must complete pages 8 and 9)

4.  These tissues or products____ were ____were not specifically harvested for my research project.

(NOTE: If you checked “were”, the full IACUC application must be completed)

ANIMAL TISSUE MUST BE PROPERLY DISPOSED OF.

You must contact the Vivarium for information on proper disposal.

ASSURANCE FOR THE HUMANE CARE AND USE OF ANIMALS

FOR TEACHING AND TRAINING
The information included in this IACUC application is accurate to the best of my knowledge.  All personnel listed recognize their responsibility in complying with institutional policies governing the care and use of animals.

I declare that all procedures involving live or dead animals covered under law (9 CFR Ch. 1, §1.1.) will be performed under my supervision or that of another qualified physician.  Technicians involved have either been trained in proper procedures in animal handling, administration of anesthetics, analgesics, and euthanasia to be used in this project or will receive professional guidance for the duration of this project.  I also assure that this project does not unnecessarily duplicate previous experiments/procedures.

If this project is funded by an extramural source, I certify that this application accurately reflects all procedures involving laboratory animal subjects described in the proposal to the funding agency noted on the "CAMC Funded Projects Approval Form."

Any proposed revisions to or variations from the animal care and use data will be promptly forwarded to the IACUC for approval.

SIGNATURES:
____________________________________ 
__________________

Project Director/Principal Investigator    

Date

____________________________________
_________________

Department Head/Manager


Date

____________________________________
__________________

Vice-President                                                       
Date

As the attending Veterinarian, I have reviewed this application AS # ____-____-____ and I am submitting it to the IACUC for review.

                                                                                            ______________________________________


                                                                                            Signature
       
                               Date
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