FREDERICK NATIONAL LAB
Animal Study Proposal Addendum

ADDITION of AGENTS and CELL LINES

	Principal Investigator:
            
	Proposal #:       


	E-mail address:
     
	Phone:
     

	Research/Holding Location:       


Note:  All proposed animal study work is required to undergo a safety assessment prior to initiation.  Any agents used on study must be appended to the Animal Study Proposal [ASP] to ensure they have received the proper review and assessment by the Frederick National Lab Animal Care and Use Committee and the Safety Office.  Please note that the use of any agents listed on this form may require Institutional Biosafety Committee [IBC] approval prior to use.

*Please note that this form is for the addition of agents only.  Any additional changes to the parent ASP [increase in animal numbers, change in study design, dose route, dose volume, etc.] will need to be sent to the ACUC separately as a modification.

	Agent
	Concentration [amount per unit volume, e.g. mg/kg]
	Volume
	Route and Frequency of Administration
	Potential Adverse Effects

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Please use another sheet for additional agents.
The use of the additional Agents listed above comply with ACUC 48.00, “Guidelines for the Use of Non-Pharmaceutical Grade Compounds”    FORMCHECKBOX 
N/A 
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No:  If no, please provide justification:      
Attached:

 FORMCHECKBOX 
MSDS/Tox Review Sheet

 FORMCHECKBOX 
Vendor Spec Sheet

 FORMCHECKBOX 
MTBM results

 FORMCHECKBOX 
Results pending

PRINCIPAL INVESTIGATOR CERTIFICATIONS:

I certify that the approve information is accurate.  All procedures involving the additional agents listed above are outlined in the parent Anima Study Proposal.  I certify that I have informed staff [all non-LASP staff listed in the parent protocol] working with live animals of the potential hazard associated with these additional agents.

	PI Signature:                   
	Date:       


This form can be emailed to the ACUC office [stahlam@mail.nih.gov] and/or a signed copy can be faxed to 301-846-6682.  If you have any questions, please call the ACUC office at 301-846-7544.

SAFETY [to be completed by the EHS reviewer]:

	Agent
	Additional Safety Concerns
	IBC Approval Required?

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


ADDITIONAL COMMENTS:

	     


EHS Reviewer Signature:
	     
	Date:       


IBC Reviewer Signature [if applicable]

	     
	Date:       


All applicable facility personnel have been trained/informed of all hazards associated with the new agents listed above and have been instructed in the proper safe conduct, practices, and procedures in their handling.  Facility staff members are not permitted to work on this study until they have the facility manager had signed this section acknowledging that the facility staff has received safety information on these new agents.

Animal Facility Manager Signature:  
	     
	Date:       
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