[image: image2.png]1930




Institutional Animal Care and Use Committee (IACUC)
Application for

General Procedure
_____________________________
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_____________________________

Date

_____________________________
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policy regarding the acquisition and Application of vertebrate animals involved in research by WHOI
The National Institute of Health (NIH) and the Office of Laboratory Animal Welfare (OLAW) make each academic institution responsible for the ethical and humane treatment of animals used in research, education, and testing by requiring the formation of an Institutional Animal Care and Use Committee to uphold the policies and scientific standards set forth by federal regulations.  Any project with involvement of vertebrate animals (mammal, bird, amphibian, reptile, fish, embryos; dead or alive) must have an application (“protocol” or “procedure”) approved by the WHOI IACUC before the research can commence.  If a person leaves WHOI to continue the same research covered by a WHOI IACUC-approved protocol, a new protocol must be written and approved by the new institution.

The Use of Vertebrate Animals includes, but is not limited to:
· Studies with vertebrate animals or tissues (dead or alive), including laboratory and shipboard projects

· Acquisition of vertebrate animals by WHOI investigators or proxies

· Vertebrate animals supplied to WHOI investigators from other sources (e.g. museum specimens)

· Any projects conducted at WHOI by others (e.g. Summer Student Fellows, volunteers)

The Application Process:
The Institutional Animal Care and Use Committee reviews applications throughout the year.  The specific IACUC requirements of the funding agencies are the investigator’s responsibility; some funding agencies require the approval of an IACUC protocol at the time of proposal submission.  The mandatory WHOI IACUC applications are available at www.whoi.edu/sites/IACUC or upon request to kmcmullen@whoi.edu.  Investigators at WHOI have the option of submitting a Project Protocol Application or General Procedure Application, depending on the scope of the work for which the application is completed.  At any time during a project an investigator may revise an approved protocol and resubmit it.  Similarly, if an investigator has started a project and realizes an IACUC protocol should be written, IACUC needs to be notified promptly, followed by submission of an application.  The WHOI IACUC Administrator receives copies of all proposals indicating involvement of vertebrates from Grants & Contracts Services.

Types of Applications:
Project Protocol

· A protocol application submitted for review that is specific to a particular project or proposal.  A Project Protocol may stand alone for one-time use or act in conjunction with a General Procedure (see below).

General Procedure

· A protocol application submitted for review that adheres to a particular method or group of methods, which may be applied to multiple projects.  A General Procedure is used to cover standard techniques commonly used by a laboratory group and is typically applied to future proposals.  For projects/proposals that require additional details beyond what is covered in a pre-approved General Procedure, an investigator will submit a Project Protocol Application where s/he can reference a unique number of the pre-approved General Procedure that the investigator wishes to employ.  Investigators will often times have several General Procedures on file for referencing purposes on various projects.
Submission (Email a PDF):
Email a completed PDF of the Application to Kate McMullen (kmcmullen@whoi.edu) with a copy to Judy McDowell (jmcdowell@whoi.edu).  The application is printed, reviewed for completeness, and passed on to a Committee member for review and approval.
The Approval Process:

· All approved protocols are filed and maintained by the WHOI IACUC Administrator, Kate McMullen.  Approved General Procedures are assigned a unique number.  

· The approval letter, with or without suggested modifications to the protocol, is signed by the designated Committee member.  The original is sent to the lead investigator and copies are sent to co-investigators.
· If modifications to the protocol are suggested in the approval letter, the changes must be made at/by the time the proposal is awarded and the entire protocol must be re-submitted within six months of original approval.  
WHOI IACUC Animal Use Request Form
Application for a general procedure
SECTION I

2.  Name of Principal Investigator:

Lab Group:

3.  Title of General Procedure:


Briefly state procedures to be carried out and the animal species to be used.


Example:  Tissue Harvest in Odontocetes (for specific organs or tissues)
4.  Multiple Uses:


Will animals used under this protocol be used under other protocols?  Yes ___  No ___

If YES, state the Protocol Title and Number, and describe the association.

5.  Brief Summary:

In layman’s terms, summarize proposed use of animals, including the purpose and nature of the use or experiment, time sequence of related procedures, and final disposition of animals.  For resubmissions, state what has been accomplished under this protocol so far.  

SECTION II

6a.  Animals Used in this Protocol

Species:
Sex:
Age or Weight Range:
Number of Individuals Used:
6b.  Provide a Rationale for Involving Animals, and for the Appropriateness of the Species:
7. Source (in-house, bred in-house, purchased by supplier, caught in wild, etc.):
SECTION III

8a.  Objectives of Procedure:

8b.  Type of Procedure:

Examples:  injection, surgery, implant, tagging, euthanasia.
8c.  For Surgical Procedures Only:

Location of Surgery:

Monitoring and Supportive Care (pre- and post-surgery):
9.  Anesthesia/Analgesia/Tranquilizers:

Aside from euthanasia itself, will any animals require anesthesia or be subjected to any procedures which have the potential to produce more than slight momentary pain or distress?  Explain.
10.  Description of Pain/Distress:   

a) Discuss in detail any aspect of the procedure that has the potential to cause pain or distress.        b) Discuss procedures designed to limit pain or discomfort which is unavoidable and scientifically valid for the research being conducted.  Note: The USDA takes the view that if anesthesia is required then there is the potential for pain or distress.  Anesthesia represents a step taken to reduce possible pain or distress.
11.  Experimental Administration / Non-Surgical Procedures:

Include info for feeding and drug administration (i.e. agent, dose, route, frequency, duration).
SECTION IV
12a.  Alternatives: 
Document the considered alternatives for use of vertebrate animals or procedures which may cause pain/discomfort/distress, as follows:

Date of Most Recent Search           Sources

Years Searched
Keywords Used
1…

12b.  Search Results (narrative, 1-page maximum):

· Describe nature and magnitude of pain or distress which could occur.
· Describe plan for reducing pain/distress (i.e. use of sedatives, anesthetics, analgesics).
· Describe parameters and frequency by which the animals will be monitored.

· Describe in laymen’s terms the degree of pain/distress the animals are likely to experience by 
       relating it to commonly understood medical, dental, or veterinary procedures.
13.  Euthanasia and Final Disposition of Animals: 
· Describe the method of euthanasia.  If this requires administration of a drug, specify the drug dosage and route of administration. 
· The method of euthanasia must be in accordance with the AVMA Panel on Euthanasia; any deviation must have written justification by the investigator based on scientific reasons.   
· If animals are not euthanized, what will happen to them?  
· Note: Once this application receives IACUC approval, any changes in final disposition of animals must be reviewed and approved by the IACUC.
14.  Experience and Training of the Research Team:  

List all members of the research team (including the PI) who will perform the procedures. For each individual indicate experience and training with the species used and procedures being conducted.

All members of the Research Team should complete the online training modules described below. By signing in Section V, the PI verifies that all members have completed the training or will complete it prior to commencing the research described in this application.
The American Association for Laboratory Animal Science (AALAS) offers free modules online that provide important training for those at WHOI who work with vertebrate animals: 

“Working with the IACUC: non-VA version Lessons”.  WHOI researchers working with vertebrate animals should complete lessons 1-7, 20, 23-25 and any others that may be relevant to the specific project.  You do have to register, but you can proceed without a cost
.
       https://www.aalaslearninglibrary.org/Pages/Courses/Lessons.aspx?intCourseID=38&intTrackID=0

SECTION V

Please read the following assurances carefully. 
Your application cannot be approved without your signature and a date:
	
I, the undersigned, accept responsibility for assuring that these procedures will be performed in accordance with the requirements for the humane care and use of animals set forth in the Animal Welfare Act, the NIH Guide for the Care and Use of Laboratory Animals, OLAW, applicable federal and state laws, and regulations and policies of the Woods Hole Oceanographic Institution.


I agree that any substantial changes in these procedures must be reviewed and approved by the Institutional Animal Care and Use Committee (IACUC) prior to being instituted.  I further agree to notify the IACUC promptly of any problems relating to animal care or use that arise during the conduct of this study.


Notes: 

· Federal regulations prohibit the IACUC from approving any procedure for more than three years. Consequently, a complete new application must be submitted every three years.

· Any approved procedures pending modifications from the IACUC must have an investigator response to the Committee within six months of original review date or it will be subject to complete resubmission and re-review by the committee.  
· All pending modifications (indicated in the approval letter) must be completed at/by the time the project is awarded.
_____________________________________                          _____________________

Signature of Principal Investigator                       

    
    Date
Rev. August  2011
Woods Hole Oceanographic Institution


Woods Hole Road


Woods Hole, MA  02543


508-289-3073 (IACUC)


www.whoi.edu/sites/IACUC





For IACUC Administrator Use Only





1.  Number of General Procedure: __________________  





Date Submitted: _________________        Date Approved: ____________________





The Animal Welfare Act and USDA require that you indicate information sources consulted:





To ensure there are no alternatives that would lessen the amount of possible pain or distress


To develop the rationale and methods for this study


To ensure that these studies do not duplicate previous studies 


To ensure that there are no alternatives that would reduce the use of animals





Sources May Include:  The Animal Welfare Information Center, The Current Research Information Service, Medline, Index Medicus, Current Contents, or specific journals.





For more information:  www.bumc.bu.edu/Dept/Content.aspx?DepartmentID=29&PageID=4484





Attach this page to the end of your IACUC Application.
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