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UNIVERSITY OF MAINE

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC)
PROTOCOL AMENDMENT FORM

GENERAL INSTRUCTIONS:  
1) SELECT THE RELEVANT ITEMS FROM THE LIST BELOW & FILL IN.

2) EMAIL to Gayle Jones, Gayle_Jones@umit.maine.edu.  

This AMENDMENT form is due TWO weeks prior to a scheduled IACUC meeting.  The meeting dates are posted at:   http://www.umaine.edu/research/research-compliance/institutional-animal-care-and-use-committee-iacuc/meeting-schedule-and-protocol-due-dates/.  Protocols received late will be held until the next month’s meeting.  Please call Gayle Jones at 1-1498 if you have questions.    

3) If the amendments are approved by the IACUC, you will receive a notice by email and a request to embed the amendments into your original protocol and email the amended protocol to Gayle Jones. 
=============================================================================
PROTOCOL TITLE:



NUMBER:
 


APPROVAL PERIOD:


1. Principal Investigator, office phone & email address.
PLEASE COMPLETE ALL LINES PERTAINING TO THE AMENDMENT
2. Briefly describe the amendment, in general terms, and why it is needed.  Explain any new or changed objectives.   [NOTE: If you have NEW or CHANGED  objectives OR are adding individuals and/or species, you must complete question 3]
3. Describe how this use of animals contributes to the advancement of knowledge, which may eventually benefit humankind and/or animals.  
4. Identify the NEW animals to be used (genus and species) and number (for the entire project) [NOTE: if you fill in this section, you MUST complete  questions 3,  5 & 6].

5.  
State the rationale for use of this/these species.  Address the issue of replacement by explaining why educational or research objectives cannot be met by the use of phylogenetically lower organisms, cell or tissue cultures, or non-animal systems.  (Please note:  the IACUC does not consider "hands-on experience" to be in and of itself an adequate educational objective, unless the course serves students whose anticipated educational and professional futures will require the skills imparted through such hands-on experience.  If that is true in this instance, please describe the student population that typically enrolls in the course.)

6.
Justify the number of animals:

a.
Explain how the number of animals required fits your experimental design or teaching or production/breeding objectives.

b.
Give the rationale for the number in terms of the statistical methods to be used.  Address the issue of reduction by explaining why the proposed number is sufficient, but not excessive.  (A simple statement that the number proposed is required for statistical significance is not an adequate response.)  See How to do a Power Analysis.  For research in which the number of animals is limited not by statistical power, but by the number of animals that can be captured, maintained, or sampled, a power analysis will provide an indication of the statistical power of the proposed tests based on the variance measured by the researcher, or others, in previous studies.  For studies not amenable to a Power Analysis (e.g., no data on variability available, only descriptive data available), provide a justification for why a power analysis is not appropriate for your project. 

7.
PROCEDURES


The Committee does not wish to receive copies of research proposals or laboratory manuals.  The Principal Investigator or Instructor is asked to address succinctly the following questions, as applicable.  Special care should be taken to justify any procedures generally discouraged by the University's code of ethics and policy. 

a.
Major categories of procedures.  Please check the appropriate box for each category.  


Any “yes” responses must be described in sections b. (nonsurgical procedures) and/or c. (surgical procedures) that follow.  Please attach the category headings (from 1-16 below) to the description of procedures in sections 7b and c.

Yes
No


 FORMCHECKBOX 

 FORMCHECKBOX 

1.
collection or capture


 FORMCHECKBOX 

 FORMCHECKBOX 

2.
kill and harvest tissue


 FORMCHECKBOX 

 FORMCHECKBOX 

3.
immunization for antibody production:  describe antigen, adjuvant used, route of immunization, method of obtaining blood


 FORMCHECKBOX 

 FORMCHECKBOX 

4.
physiologic measurements


 FORMCHECKBOX 

 FORMCHECKBOX 

5.
dietary manipulations


 FORMCHECKBOX 

 FORMCHECKBOX 

6.
pharmacology/toxicology:  material used, route of administration, etc.


 FORMCHECKBOX 

 FORMCHECKBOX 

7.
behavior studies


 FORMCHECKBOX 

 FORMCHECKBOX 

8.
environmental stress, e.g., temperature, restraint, forced exercise


 FORMCHECKBOX 

 FORMCHECKBOX 

9.
irradiation:  type, facility to be used


 FORMCHECKBOX 

 FORMCHECKBOX 

10.
hazardous materials, e.g., carcinogens, radioactive materials


 FORMCHECKBOX 

 FORMCHECKBOX 

11.
biohazardous or infectious agents (use of Class 2 or higher agents requires the approval of the University's Biosafety Committee) 


 FORMCHECKBOX 

 FORMCHECKBOX 

12.
experimental trauma


 FORMCHECKBOX 

 FORMCHECKBOX 

13.
nonsurvival surgical procedure


 FORMCHECKBOX 

 FORMCHECKBOX 

14.
survival surgical procedure (animal is allowed to recover for any length of time)


 FORMCHECKBOX 

 FORMCHECKBOX 

15.
multiple major operative procedures from which animal is allowed to recover  


 FORMCHECKBOX 

 FORMCHECKBOX 

16.
other, specify: 

b.
Nonsurgical Procedures:

Describe all nonsurgical manipulations or procedures, if any, involving the animal, e.g., drug administration, blood collection, diet change, collection, capture.  Specify the drug(s), dose, route of administration, or other methods used.  Specify duration of procedures.  If an adjuvant will be used, state the number of injection sites per dosage and the number of doses.

Will the animals be killed?  If so, what method of euthanasia will be used?  (Include dosages if applicable.)  See the 2007 Report of the AVMA Panel on Euthanasia for assistance (http://www.avma.org/issues/animal_welfare/euthanasia.pdf).  If not, what final disposition of the animals is planned?

If euthanasia becomes necessary, due to unplanned injury or illness to the animal(s), how will it be accomplished (include dosages if applicable)?  See the 2007 Report of the AVMA Panel on Euthanasia for assistance (http://www.avma.org/issues/animal_welfare/euthanasia.pdf). NOTE:  question must be answered.

c.
Surgical Procedures:

Describe briefly any surgical procedures.  Describe the anaesthetic method, including all drugs, dosages, routes of administration, and supplementation schedules.  Describe the postsurgical monitoring and care procedures, including what response(s) you will look for to indicate recovery, and the method of euthanasia (if it becomes necessary due to unplanned injury or illness).  

Is animal allowed to recover for any length of time?  Yes/No.    If yes, how long will animal survive surgery? 

If there is potential for discomfort or pain as a result of the procedures, describe their nature and duration.  Explain what will be done to relieve them, including drugs and dosages, nursing care, mechanical devices, etc.

d.
Search for Alternatives:  If the proposed procedures cause more than momentary or slight pain or distress to the animal(s), federal regulations require that you search for alternatives.  The PI must provide a written narrative description (see NOTE below) of the sources used to determine that less painful alternatives are not available.  To fulfill this requirement, bibliographical searches may be performed through the Animal Welfare Information Center (AWIC) of the National Agriculture Library (http://awic.nal.usda.gov/nal_display/index.php?info_center=3&tax_level=1&tax_subject=184).


Will the proposed procedures cause more than momentary or slight pain or distress to the animal(s)?

 FORMCHECKBOX 

No.  (Examples of procedures for which this response is appropriate include observation of behavior under conditions of little or no distress, dietary manipulations, and injections or blood sampling by qualified personnel.)

 FORMCHECKBOX 

Yes.  (Examples of procedures for which this response is appropriate include survival surgery, nonsurvival surgery, electrofishing, and procedures producing pain or distress unrelieved by analgesics such as toxicity studies, microbial virulence testing, radiation sickness, and research on stress, shock, or pain.)  The required narrative is attached.  


NOTE:  When preparing the narrative, the instructions in the USDA policy MUST be followed.  For a description of this policy, see: http://www.aphis.usda.gov/animal_welfare/downloads/policy/policy12.pdf.


NOTE:  When proposed procedures will cause more than momentary or slight pain or distress to animal(s), a consultation with the attending veterinarian must occur in the planning stages of those procedures prior to submitting this protocol for review.  Please email Dr. James Weber, james.weber@umit.maine.edu, with a description of the proposed procedures and your approach to minimizing pain/distress.  
8.
Animal Sources and Housing   

a.
Please indicate source of animals.  Note:  The IACUC will approve animal purchases from a licensed pet store provided the researcher/instructor informs the pet store (in writing) that the purchased animals will be used for research/teaching.  

b.
If the animals are caught in the wild:


Where and how will the animals be trapped?  


How often will the traps be checked?  


What other steps will be taken to protect the animals from exposure or other danger?  


Indicate if Federal/State permits are required and whether they have been obtained.  


If the animals will be brought to the campus, what precautions will be taken to prevent zoonotic diseases?  


Please include your plans for removal of traps or barriers (e.g., pitfall traps).  

c.  
Where will the animals be housed?  Describe the housing (See the Guide for the Care and Use of Lab Animals (http://www.nap.edu/readingroom/books/labrats/) pages 22-36) for information on Physical Environment, including space requirements.  If your housing will not meet the Guide requirements, include a request for an exception to the Guide.  If your animals are not listed in the Guide, housing should meet the recommendations of the appropriate guidelines for the proposed species.  Include dimensions of cage, tank, etc.   

d.
Identify the room or facility in which the procedures will be conducted.

 9.
List all person(s) (including PI) who will handle animals (e.g., carry out the procedure(s), animal care, etc.) or provide training of personnel.  For each person named below, describe his/her experience in performing proposed procedures; if none, explain how training will be obtained.  


Name/Title/Experience

10.
If animals will be housed, please list the name, phone number, and email of the person who should be contacted to accompany the IACUC during facility inspections:

11.
Have all personnel named above been certified by the IACUC for Responsible Care and Use of Animals?  

 FORMCHECKBOX 
  Yes      FORMCHECKBOX 
 No     A web-based tutorial for this certification is available at:  http://umaine.edu/research/research-compliance/institutional-animal-care-and-use-committee-iacuc/web-based-training/  (Note:  protocols will not be processed until all personnel have been certified.)








