NATIONAL CANCER INSTITUTE AT FREDERICK
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.

POTENTIAL HAZARDS:  The Investigator is responsible for completing sections 1, 2, and 3. The use of hazards requires the signature of the EHS Safety Representative in Part P.    Safety Data Sheets are also required to be attached for the use of Toxic Chemicals or Drugs.  
	SECTION 1:  Potential Biological Hazards 


The Animal Study Proposal is not permitted to be released for approval until the necessary Institutional Biosafety Committee [IBC] registration documents have been approved.  
Please access the IBC website at https://ncifrederick.cancer.gov/ehs/ibc/ and complete the applicable sections of the IBC Research Registration form if any of the following materials are proposed for use: 

· Recombinant DNA

· Transgenic Animal Models by Non-Homologous Recombination

· Transfected Cell Lines
· Viruses, Bacteria, Fungi and other pathogenic microorganisms

· Biological Toxins
· Human or Other Primate Tissues or Cell Lines

· Other Potentially Infectious Material (OPIM)

· Select Agents 
Please contact the IBC Office [301-846-1451] in advance to ensure that you are in compliance with safety requirements and to alleviate potential delays in your ASP approval.

Please refer to the web page at http://ncifrederick.cancer.gov/Lasp/Acuc/Frederick/GuidelinesFnl.aspx to access the ACUC GUIDELINES website and refer to “Recombinant DNA in Animal Models” when completing this section. A text version of the hyperlink reference list is also located at the end of this document.
Biological/OPIM/Toxin- It is the Investigator’s responsibility to list each potential biological hazard and complete the table below.

	Hazard Name
	Hazard Type

 (Infectious, Recomb. DNA, Toxin, Hormone, OPIM)
	IBC Registration Number 

(If Applicable)
	Biosafety Level for Work

 (BSL1, BSL2, ABSL1, ABSL2, Other)

	  
	     
	
	

	
	
	
	


	SECTION 2:  Potential Chemical/Drugs Hazards 




Please list all chemicals, drugs, and anesthetics which may pose a hazard to human life or health in the following table.  EHS will assess the proposed use of Engineering Controls and Personal Protective Equipment and make recommendations if necessary.

Reagents and drugs must be pharmaceutical grade if used when treating or dosing animals.  Please provide vendor information and catalog # when listing reagents or drugs which will be used to treat or dose animals.  If it is necessary to use a non-pharmaceutical grade treatment, please provide justification for this decision.
Chemical/Drug/Anesthetic - It is the Investigator’s responsibility to list each potential chemical/drug hazard and complete the table below.
	Hazard Name
	Total Volume or Mass (Grams, Liters)


	Location of Work (If Known)
	Route of Entry (Ingestion, Dermal, Injection, Inhalation)
	Potential Health Hazards (Toxic, Irritant, Sensitizer, Carcinogen, Mutagen, Reproductive)
	Engineering Controls-Substance

(Chemical Fume Hood, Biosafety Cabinet, Other)
	Engineering Controls-Animals

(Micro-isolator, negative-pressure, Other)
	Personal Protective Equipment (Facility Standard, Other)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	SECTION 3:  Potential Radiological Hazards Associated with this Proposal


Radiological- It is the Investigator’s responsibility to complete the table below.

	Hazard Name
	Hazard Type  (radiation, radio-isotope, imaging equipment)
	Location

	
	
	

	
	
	

	
	
	


	SECTION 4:  Authorized LASP Facility Employees and Training Verifications

This Section will be filled out by the Facility Manager and is only applicable to LASP Facility Employees


I certify that all LASP facility employees on the attached supplement have been informed of all of the hazards associated with this proposal and have been trained in the proper safe conduct, practices, and procedures in the handling of the hazards, animals, and associated materials listed below.  A copy of all ASP documents are maintained in a central location within the animal facility for future review or access by LASP employees.  LASP facility employees are not permitted to work on studies until they have been trained/informed of the hazards associated with the proposals they will be working on and have signed the applicable certification document.  All new LASP facility employees assigned to this study will undergo proper training in advance.  A signed certification documenting the training session for each listed hazard is on file in the animal facility.  

Facility Staff Member Listing: 



PLEASE SEE ATTACHED STAFF LISTING

Facility Manager Signature and Date:         __________________________________________

** ALL NON-LASP STAFF WORKING WITH LIVE ANIMALS UNDER THIS STUDY MUST BE INFORMED OF THE ASSOCIATED HAZARDS AND PROPER HANDLING BY THE PRINCIPAL INVESTIGATOR **

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:       
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