	APPLICATION FOR PERMISSION TO HAVE 

CUSTOM ANTIBODIES MANUFACTURED

Yale University

Institutional Animal Care and Use Committee


	IACUC OFFICE USE ONLY

Protocol Number:___________________

Approval Period:

________________
_______________

    From


     To

________________________________

Approval Signature IACUC Chair or Designee


This application covers all requests for manufacturing custom antibodies either at contract laboratories off site or here at Yale University.  Please refer to the Contract Laboratory Approved List (see the IACUC website).  If the contract laboratory is noted on the approved list only this application is required.  If the contract laboratory is not on the approved list, a Contract Laboratory Animal Use Agreement signed by the Contract Laboratory, must be attached to this application.  This application will not be approved without a signed Contract laboratory Animal Use Agreement on file.

All sections of the application must be completed within the form field provided.  If a specific section of this application does not apply to your project, please indicate that it is not applicable (NA).  If attachments are necessary to provide a response to a specific section, the attachment must be clearly referenced under the appropriate section and the section number noted on the attachment.

This form must be typed.  Handwritten forms will not be accepted, which may cause unnecessary delays in protocol approval.  Please submit the original plus 4 copies of the Application Form to the IACUC Office, 300 George Street, 6th Floor.

CHECK ONE:   FORMCHECKBOX 
 New Application

   FORMCHECKBOX 
 3 Year Renewal: Please provide the previously assigned IACUC protocol number:      
1. TITLE OF PROJECT:

     
2. NAME OF CONTRACT LABORATORY:  
     
3. PRINCIPAL INVESTIGATOR (PI) INFORMATION: (If not Yale Faculty, include a Yale Faculty sponsor, see Question 4)  Please indicate how you prefer to be contacted:
Fax  FORMCHECKBOX 

  E-mail  FORMCHECKBOX 

PI Name:      

Department:      
Work Address:      
Work Phone:      
FAX #:      
Emergency phone (after hours) #:      
Pager #:      
E-mail Address:      
4. CONTACT PERSON FOR PAPERWORK ISSUES (if other than PI):     N/A  FORMCHECKBOX 

Please indicate how person prefers to be contacted:
Fax  FORMCHECKBOX 


E-mail  FORMCHECKBOX 

Name:      

Department:      

Work Address:      
Work Phone:      
FAX #:      

E-Mail Address:      
5. YALE FACULTY SPONSOR: (required if PI is not Yale faculty):    N/A  FORMCHECKBOX 

Please indicate how person prefers to be contacted:
Fax  FORMCHECKBOX 


E-mail  FORMCHECKBOX 

Name:      

Department:      

Work Address:      
Work Phone:      
FAX #:      


E-Mail Address:      
6. FUNDING that includes the purchase of Custom Antibodies (Check all that apply):

 FORMCHECKBOX 
 Intramural Funding: (e.g. Departmental funds, Personal funds, Various donors/gifts, etc.) Protocols funded by the Department or any non-peer reviewed source require Department Chair signature see Section 6 in the application.

 FORMCHECKBOX 
 Extramural Funding:  Please provide the following information if extramural funding will be, is being, or has been applied for:

	AGENCY/SPONSOR 
	PI OF AWARD


	AWARDED?
	AWARD NUMBER

IF AWARDED
	TITLE

(If different than above)

	     
	     
	 FORMCHECKBOX 
 Y
 FORMCHECKBOX 
 N
	     
	     

	     
	     
	 FORMCHECKBOX 
 Y
 FORMCHECKBOX 
 N
	     
	     

	     
	     
	 FORMCHECKBOX 
 Y
 FORMCHECKBOX 
 N
	     
	     

	     
	     
	 FORMCHECKBOX 
 Y
 FORMCHECKBOX 
 N
	     
	     


SECTION 1  RELEVANCE OF RESEARCH

Provide a brief synopsis of the research or teaching project and its overall objectives and intended benefits to humans, animals and/or the advancement of scientific knowledge. This section should be understandable to a general reader at an 8th grade level.

     
SECTION 2  ANIMALS REQUESTED

Using the table below list all live vertebrate animals that will be used to develop custom antibodies. 
	SCIENTIFIC & COMMON NAME

	     

	     

	     

	     

	     

	     


SECTION 3  PRODUCTION OF MONOCLONAL ANTIBODIES USING THE ASCITES METHOD

Will the production of Monoclonal antibodies using the ascites method be used?  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
  If Yes please review the IACUC Policy for Production of Monoclonal Antibodies Using the Mouse Ascites Method and address the following:

1. Indicate all attempts made to produce the antibody using an in-vitro system(s) by you or other researchers;

     
2. Indicate the reason it is believed that the tested in-vitro system(s) was the best to try;

     
3. Provide a description of why the in-vitro method(s) tried was unacceptable;

     
4. Provide scientific justification for the production of monoclonal antibodies using the ascites method;

     
 FORMCHECKBOX 
  I confirm that if approved by the IACUC, production of monoclonal antibodies using the mouse ascites method will be conducted according to the IACUC Guidelines for the Production of Monoclonal Antibodies Using the Mouse Ascites Method.

SECTION 4  JUSTIFICATION FOR THE USE OF ANIMALS

a) Provide the rationale for the use of live vertebrate animals in the production of these custom antibodies:

     
b) Explain why each species was specifically chosen (cost of the animal should not be the sole factor for the choice):

     
c) Explain why custom antibodies are necessary.  Were commercial antibodies not sufficient?:

     
SECTION 5:  HAZARDOUS AGENTS (i.e. Radioactive Substances, Hazardous Biological Agents or Toxins (including tissue of human origin), Regulated Toxic Chemicals or Carcinogens)
Will hazardous agents be provided to the Contract Laboratory for use in vivo as part of the animal protocol?     FORMCHECKBOX 
 YES
   FORMCHECKBOX 
 NO  If Yes, please attach a “Request to Use Hazardous Agents” form.

Reminder: the use of hazardous agents in animals may only be initiated after approval from YARC and the Office of Environmental Health & Safety (OEHS).

SECTION 6  DEPARTMENTAL APPROVAL

Required only if the custom antibodies will be purchased using departmental or non peer-reviewed funding.  The Department Chair must read the protocol and sign below indicating department approval before IACUC approval may be granted.  Note:  If the Department Chair is also an investigator on the protocol, this approval must be obtained from the next highest level of administrative authority not involved in the project.

“I have read the Application to Use Animals, and find the investigator (or faculty sponsor) is competent to perform (or supervise) this study.  My signature below denotes departmental approval of this study as submitted.”
     
________________________
__________________________
____________________

Typed Name




Signature



Date Signed

Department Chair



Department Chair






INVESTIGATOR ASSURANCE

I certify that the information provided within this application is accurate to the best of my knowledge.  I also understand that should I use the project described in this application as a basis for a proposal for funding (either intramural or extramural), it is my responsibility to ensure that the description of animal use in such funding proposal is identical in principle to that contained in this application.  

The only animal use involved in this project is the production of antibodies by the approved immunization service.

     
________________________
__________________________
____________________

Typed Name




Signature



Date Signed

Principal Investigator



Principal Investigator
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