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Protocol Review Form 

For the Use of Live Vertebrates in Research, Teaching, or Demonstration

Colby College Institutional Animal Care and Use Committee, Colby College, Waterville, Maine 04901

W. Herbert Wilson., Ph.D., Department of Biology, 207 859-5739.

INSTRUCTIONS FOR USE OF THIS FORM:  This form was created using Microsoft Word.  To use, save this form to your hard-drive as a word document (*.doc). Fill in the required areas in Parts I & II (click on the gray box and write in using the text boxes the field); if using surgical procedures also give information in part III. Fonts and formatting will be partially controlled by the template (this original document).  Most text boxes will expand as needed to accommodate your information.  Save the completed form on your hard-drive.  One hard copy should be printed, signed and sent by campus mail to the IACUC; an electronic dopy should be sent as an email attachment to whwilson@colby.edu.


 FORMCHECKBOX 
  NEW protocol


 FORMCHECKBOX 
  RENEWAL of protocol

 FORMCHECKBOX 
  AMENDMENT of a previously 

       filed protocol proposal

      Original Protocol Number:      
For Amended or Renewed Protocol, 

provide information only for sections marked with * unless new or additional  information is the purpose of filing an   amended protocol proposal.
I. PERSONNEL AND PROJECT INFORMATION

* Name :      


* Project Title:       
Position:         
Department:       
Campus Address:        

Email:          
Campus phone:       
Co-Investigators' names & email addresses:       
If a Student, Advisor's Name & Department:       
Funding

 FORMCHECKBOX 
Private or internal funding agency or source (specify)       
 FORMCHECKBOX 
Federal of State Agency Grant:

Grant Number:         
Submittal Deadline (if applicable):     
*Protocol Type:

 FORMCHECKBOX 
  Faculty Instruction

 FORMCHECKBOX 
 Faculty Research


 FORMCHECKBOX 
  Student Research for course:  Course #:       
 FORMCHECKBOX 
  Student Independent Study 

 FORMCHECKBOX 
  Other (explain):       

*Anticipated Start Date:         End Date:       
*Assurance of Investigator:  I will abide by all Federal, State, and local regulations governing the use of animals in research. I will advise the Animal Care and Use Committee at Colby College, in writing, of any significant changes in the procedures described below. NOTE: Federal regulations require that you report violations of the Animal Welfare Act to the Office of the Animal Care and Use Committee or to a member of that committee.

The proposed research does not unnecessarily duplicate previous work and is justified on scientific grounds, or the animals will be used for teaching/demonstration purposes The chief investigator assures the College that an appropriate search of the literature has been made to verify this justification.

ANY CHANGE TO THE PROTOCOL WHICH YOU DESCRIBE BELOW MUST BE APPROVED BY THE IACUC BEFORE IT IS IMPLEMENTED.

Signature of Principal Investigator









Typed Name of Principal Investigator:      
Date:      
*Adviser's Endorsement: I have reviewed this proposal and discussed it with the investigator in the context of provisions of the Animal Welfare Act, the U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research and Training, and other statutes and regulations relating to animals. I have determined that s/he has been provided with access to a copy of these regulations and information concerning the care of laboratory animals. The investigator assures me that he/she has received appropriate training in the use and care of animals necessary to conduct the proposed research from a member of the IACUC.

Comments:      
Signature of Advisor
______




______________
    

Typed Name of Advisor:      
Date:      
Description of Project

Please provide the information requested below written in terms understandable by a nonscientist. 

1) State the potential value of the study, such as research or teaching goals

     
2) Indicate how the activity will benefit society or advance knowledge

      

3) State reason for using animal species listed below

     
Animal Species and Numbers

For each species of animal to be used for this protocol, list the expected number of individuals.

Species 1:      
Gender:         Age/stage/size:         Number/yr:      

Vendor/Source:      
Location of housing:     
Species 2:      
Gender:         Age/stage/size:         Number/yr:      

Vendor/Source:      
Location of housing:     
Species 3:      
Gender:         Age/stage/size:         Number/yr:      

Vendor/Source:      
Location of housing:     
Type of Housing (check all that apply)

 FORMCHECKBOX 
  cage (wire mesh)
 FORMCHECKBOX 
  bin (polypropylene-opaque) 
 FORMCHECKBOX 
  group housing

 FORMCHECKBOX 
  pen 


 FORMCHECKBOX 
  tank (glass) 

 FORMCHECKBOX 
  individual housing
 FORMCHECKBOX 
  other (explain):       
Justify the numbers of animals to be used:  Is the above number the minimum required to obtain statistically valid results? Explain your reasoning and include documentation (e.g., what numbers are recommended in statistics handbooks or in related published reports).
     
Check all that apply:

 FORMCHECKBOX 
  endangered or threatened

 FORMCHECKBOX 
  Wild species

 FORMCHECKBOX 
  Wild caught

 FORMCHECKBOX 
  Wild/captive bred

 FORMCHECKBOX 
  venomous species

 FORMCHECKBOX 
  purpose bred

If you are using wild or exotic species, have you or your adviser obtained appropriate State and Federal permits to keep them? 

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
N/A

If so, list permit numbers and source of licenses:      
Will completion of the proposed study require alteration of routine animal care procedures?

(Check all that apply. Complete project description is below.)

 FORMCHECKBOX 
  Increases number of animals per cage or other type of housing

 FORMCHECKBOX 
  Decreased frequency of bedding change

 FORMCHECKBOX 
  Exposure of nonstandard temperature

 FORMCHECKBOX 
  Bedding other than white pine shavings 

 FORMCHECKBOX 
  Food restriction of animals usually fed ad libitum
 FORMCHECKBOX 
  Prolonged (over 18 hours) food deprivation

 FORMCHECKBOX 
  Prolonged (over 18 hours) water deprivation

 FORMCHECKBOX 
  Feeding synthetic or deficient diets, or diet supplements

 FORMCHECKBOX 
  Addition of supplements to animals’ water

 FORMCHECKBOX 
  Isolation of animals usually housed in groups

 FORMCHECKBOX 
  Other (attach protocol as an Appendix)

II  Methodological Procedures and Requirements
Procedures:  Describe sequentially all procedures (surgical and non-surgical) to be carried out on live animals. Where appropriate, the end point of procedures must be clearly defined. Include references where appropriate.

     
Method used for identification of animals:      
Alternatives to the use of live animals: Justify the use of living animals rather than alternatives such as mathematical models, cell/tissue/organ culture, or computer simulations. 

     
Levels of Pain - Discomfort - Distress
Category

 FORMCHECKBOX 
 A
The research involves no pain, discomfort or distress greater than that produced by routine injections or venipuncture. Includes simple invasive procedures (e.g., injection, blood sampling), terminal anesthetic surgery, collection of tissues preceded by standard euthanasia. Involves behavioral testing with minor stress.

 FORMCHECKBOX 
 B
The research involves only short-term pain, discomfort or distress. Includes anesthetic survival surgery without significant postop pain and/or functional deficit (e.g., gonadectomy, exploratory abdominal surgery), implantation of chronic catheters, short-term physical restraint (less than 60 min) of awake animals. Involves  induction of short-term behavioral stress.

 FORMCHECKBOX 
  C
The research involves chronic maintenance of animals with a disease/functional deficit and/or procedures inducing moderate to significant, but tolerable pain, discomfort or distress. Includes major anesthetic survival surgery with significant postop pain and/or functional deficit (e.g., orthopedic surgery on femur, amputation, invasion of large muscle mass); tumor inducement, radiation sickness, toxicity testing, physical restraint (more than 60 min) of awake animals, induction of moderate to significant behavioral stress.

 FORMCHECKBOX 
  D
The research involves pain, discomfort or distress (greater than that attending routine injection) which cannot/will not be alleviated/minimized through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.

NOTE:  The USDA has determined that any use of analgesics, anesthetics, or tranquilizers inflicts more than momentary or slight pain or distress on an animal. 

If the procedures described in the protocol inflict more than momentary or slight pain or distress, how will the pain or distress be recognized?

     
What measures will be taken to alleviate or minimize such pain or distress; or what is the justification for not taking such measures?

     
Will completion of the proposed study require any specialty procedures?

(Check all that apply. Attach specific protocol as an appendix)
 FORMCHECKBOX 
  Anesthesia/Analgesia for alleviation of pain

 FORMCHECKBOX 
  Chemical Restraint, use of paralytic agents

 FORMCHECKBOX 
  Euthanasia for tissue collection, as a study      endpoint, or for animal disposal

 FORMCHECKBOX 
  Euthanasia for alleviation of pain or distress

 FORMCHECKBOX 
  Blood collection

 FORMCHECKBOX 
  Antibody Production

 FORMCHECKBOX 
  Catheterization/Instrumentation

 FORMCHECKBOX 
  Survival Surgery

 FORMCHECKBOX 
  Terminal Surgery

 FORMCHECKBOX 
  More than one surgery on one animal 

 FORMCHECKBOX 
  Rigid Physical Restraint

 FORMCHECKBOX 
  Stressful Environment conditions

 FORMCHECKBOX 
  Capture and Restraint of wildlife

 FORMCHECKBOX 
  Physiological Measurements involving surgery

 FORMCHECKBOX 
  Induction of Disease in Animals

 FORMCHECKBOX 
  Use of Biohazardous Materials (e.g. carcinogens, etc.)

 FORMCHECKBOX 
  Exposure to Physical Hazard (Radiation or radioactive materials)

 FORMCHECKBOX 
  Use of scheduled drugs and or terotagens

 FORMCHECKBOX 
  Risk of zoonoses

 FORMCHECKBOX 
  Use of Specialty Injections

 FORMCHECKBOX 
  Multiple Injections

 FORMCHECKBOX 
  Do you anticipate a potential abnormal mortality rate as a result of specialty procedures (e.g. multiple injections) Attach documentation and reference information as an appendix to this proposal.

Administered Substances.  

(list all substances administered to the animal during tests or treatment, and the reasons for administering them. Provide information on dose, volume, and route.)

Drug name:  

     
     
     
     

Route of Administration:  

     
     
     
     

Dose (volume and mg/kg): 

     
     
     
     

Administered by (include name and qualifications):  

     
     
     
     
Animal Disposition (disposal of animals after completion of activity)

(check all that apply. Attach long explanations or protocols as an Appendix.)

 FORMCHECKBOX 
  Euthanasia 

 FORMCHECKBOX 
  CO2 or Isoflourine

 FORMCHECKBOX 
  Cervical dislocation

 FORMCHECKBOX 
  Decapitation

 FORMCHECKBOX 
  Pith/double pith

 FORMCHECKBOX 
  Kept for natural lifespan

 FORMCHECKBOX 
  Transfer to another research project

 FORMCHECKBOX 
  Return to production or breeding unit/colony

 FORMCHECKBOX 
  Other (explain): check this box if disposition option is not offered in this section.  Type explanation of disposition, and contact information if relevant. (e.g., "food source for ____)

If the animals will be euthanized at the end of the experiment who will euthanize them?      
How will the animal carcasses be disposed?       
NOTE: The method of euthanasia must conform to the AVMA guidelines

III. SURGERY

Location of Laboratory or Surgical Procedure Space.  Provide information on facility, room number, and approximate duration that animals spend in a special laboratory, surgical area, or procedure room.

Procedures facility/room:      
Duration of surgery:      
Procedures performed:       
Expected use of space (number of days per year):       

Surgical Procedures

Identify and describe the surgical procedure(s) to be performed. Include preoperative procedures (e.g., fasting, analgesic loading), and monitoring and supportive care during surgery. Include the aseptic methods to be utilized.

     
Surgical site preparation:

     
Wound closure (layers, suture material, suture pattern, etc.):

     
Post-operative care:

If survival surgery, describe postoperative care required, frequency of observation, and identify the responsible individual(s). Include detection and management of postoperative complications during work hours, weekends, and holiday.

     
When will sutures or clips be removed?       
Describe plan and dosages for post-operative analgesia:       
If non-survival surgery, describe how humane euthanasia is carried out and how death is determined (protocol may be attached as an Appendix.). 

     
NON-SURGICAL INVASIVE MANIPULATIONS

Will non-surgical invasive manipulation, such as blood collection, intubation, catheterization, be performed?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe them

     
INVESTIGATOR: EXPERIENCE/TRAINING

Describe your qualification/experience to do this project and of any assistant(s) you may employ.  Are you qualified to perform the surgeries, control pain, do euthanasia, and other aspects of this project?

     
If  you are a student and this is a student project (e.g., an Independent Study), who will train you in techniques required for the project?

     
What are the qualifications of this trainer? 

     
In what techniques will you receive instruction?

     
Protocol Receipt and Determination

(cc: Principal Investigator)

 FORMCHECKBOX 
  with Full IACUC Review 

 FORMCHECKBOX 
  Defer*

Date:  


  By:  











Signature of the IACUC Chair

*Action deferred until investigator provides information regarding 
     
IACUC Committee Action

 FORMCHECKBOX 
  Approve

 FORMCHECKBOX 
  Disapprove^

 FORMCHECKBOX 
  Defer*

Date:  


  Signed:  











Signature of IACUC Chair

^ Reason for Disapproval:       
*Action deferred until investigator provides information regarding:       
Principal investigators may respond to disapproved proposals in writing addressed to the Chair of the Colby IACUC, or by requesting to appear before the Colby Institutional Animal Care and Use Committee.
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For IACUC use only


Protocol Number:  					


Date Received:  					


Expiration Date:  					


USDA Category:  					


Exemptions from Standards:  (  yes       ( no


Species & Numbers:  					








