
Chemical Carcinogen/Regulated Chemical 
Protocol No.____________
The purpose of this document is to provide the Animal Resource Center and the Environmental Health and Safety departments enough information to:

a.) Evaluate what is needed to provide workers with a safe working environment

b.) Ensure that procedures comply with EPA disposal regulations and
c.) That proper cleaning and disposal of cages and cage materials will be implemented.
A flow chart (Appendix A) is supplied to help guide you along the thought process that the evaluators use in making these decisions.  Direct consultation is available by contacting Marc Rubin, Director, Environmental Health and Safety, 368-2907 or Dr. Nanette Kleinman, Associate Director, Animal Resource Center, 368-2023.


Principal Investigator ____________________________ Department: __________________________

Building /  Room: _________________________ Phone: _______________  Fax: _________________

Date of Prepared:  _________________________
Forward the completed form with all signatures to Marc Rubin, Director, Environmental Health and Safety, 2220 Circle Drive First Floor, LC 7227

or Fax: 368-2236  Contact Phone: 368-2907
*Use additional sheets if necessary.  An MSDS MUST be included along with any known prior animal studies involving the chemical in question.
=======================================================
IACUC Animal Protocol Title: ________________________________________________________

1. Carcinogen/Regulated Chemical to Be Used

Name: _____________________________

CAS No.:_____________________

Synonyms: _________________________

Chemical State: (circle one)   gas    liquid    solid
Period/Frequency of Use: ____________

Quantity to be used: __________________
Other Biohazards that may be used in the same animals: ____Radioisotopes  _____Infectious Agents

2. Personnel – Names and dates of Safety training of ALL personnel involved in this project. (All personnel listed below must also sign under Item 8.)

	Name
	Lab Safety date of training
	Bloodborne Pathogens

Date of training

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


3. Experimental Procedures/Safety Procedures:  Completely describe the procedures that will involve the use of this material.  Focus on areas where the material might cause exposure to investigative ARC personnel and/or animals. Location of animal inoculation. Type of hood used. Location of animal housing. Special precautions for animal housing. (Include separate pages if needed.)
4. Control Procedures for Animal Experimentation

a. Describe what exposure control measures will be used to minimize exposure to personnel.

1) Engineering Controls (fume hoods….)

	2). Description of laboratory procedures: including methods & routes of animal inoculation 

	3). Transport of infected animals:



	4). Location of animal inoculation. Type of BSC used.   



	5). Location of animal housing.



	6). Special precautions for animal housing.

	7). Biohazard Posting:

	8). 10.  Personal Protective Equipment:

	9). 11.  Potential for Spread of Infection:
10).  Biohazard cage card information:



1) Husbandry by PI __or ARC ___


2) Carcass Disposal: autoclave __ or Standard __


3) Bedding Disposal: autoclave __ or Standard __



4) Cage Sanitation: autoclave__ Clidox Spray __ Other _____________

b. Attach any studies that are available to support the protocol with regards to metabolism,  

      animal handling, and excretion. Possible references:
INCHEM    http://www.inchem.org/
AGRICOLA http://web.ebscohost.com/ehost/search?vid=1&hid=4&sid=378f8a22-  a2c8-4917-a229-6d470b288525%40SRCSM2
MEDLINE   http://olc3.ohiolink.edu/bin/gate.exe?f=search&state=jbr6a4.1.1


TOXNET http://toxnet.nlm.nih.gov/
CHEMWATCH MSDS http://www.case.edu/finadmin/does/oes.html
Select MSDS from the menu and enter your email user name and password
 5. Decontamination Proposal

a. Decontamination Procedures (surfaces, materials, instruments, equipment, etc)
b. Disposal Procedures (waste and unused stock):
6. Emergency Procedures

a. Personnel exposure:  inhalation, ingestion, inoculation
Refer to the Animal Resource Center for procedures.
b. Environmental contamination (spill):

Refer to the Environmental Health and Safety’s Emergency Response Manual or Laboratory Safety Manual for guidance.  
7. Monitoring Procedures  
a. Medical and/or personnel monitoring procedures in the event of personnel exposure.  Are there any regulatory requirements for medical monitoring or baseline physicals?
b. If someone is accidentally exposed, what are the recommended actions to take.
c. Are special antidotes required for treatment?

d. Are these materials available?  
e. How is exposure monitoring conducted? What devices are required
8.
Personal Awareness

As the Principal Investigator for this protocol it is your responsibility to assure that all individuals participating in these studies have read and comprehend both the “NIH guideline for the Use of Chemical Carcinogens” as well as “Handling Chemical Carcinogens: A Safety Guide for the Laboratory Research”. Your signature on this document acknowledges your responsibility to ensure that each person involved in these studies is taught correct procedures for the safe handling of the materials under investigation. In order to ensure compliance with the OSHA Laboratory Performance Standard, all personnel must  be current in all applicable training.  If the proposed material is an OSHA regulated chemical or select carcinogen, you will be required to submit the additional written OSHA programs.  The list of these materials is attached (Appendix B).  If the material is a Select Agent as defined by APHIS/CDC, you will be required to complete the required registrations with the Environmental Health and Safety office.  
(Note: both the PI and all persons named in Item 2 must sign this form).

Principal Investigator 





Date

Other Personnel:

_______________________________________________________________________

Name







Date

_______________________________________________________________________

Name







Date

_______________________________________________________________________

Name







Date
9. For Official Use Only

Following completion of the review by the Chemical Carcinogen Safety Committee of Case Western Reserve University, APPROVAL of this proposal is denoted by the two signatures below.

For the Carcinogen Safety Committee



Date

Marc D Rubin, Director, EHS
Animal Resource Center





Date

Dr. Nanette Kleinman, Associate Director
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Appendix  A:  4/11/2007
Regulated Chemicals, Select Agents & Select Carcinogens

which require additional documentation
	SELECT   AGENTS

	Abrin
	Botulinium neurotoxins

	Conotoxin
	Staphylococcal enterotoxins

	Diacetoxyscirpenol (DAS)
	Shigatoxin

	Shiga-like ribosome inactivating proteins
	Clostridium perfringens epsilon toxin

	Ricin
	T-2 toxin

	Saxitoxin
	

	Tetrodotoxin
	

	
	

	REGULATED   CHEMICALS

	Vinyl Chloride
	Inorganic Arsenic

	Lead
	Cadmium

	Benzene
	1,2-Dibromo-3-Chloropropane

	Acrylonitrile
	Ethylene Oxide

	Formaldehyde
	Methyelendianiline

	1,3-Butadiene
	Methylene Chloride

	
	

	SELECT  CARCINOGENS

	4-Nitrobiphenyl
	Alph-Napthylamine

	Methyl Chloromethyl either
	3,3’-Dichlorobenzidine

	Bis-Chlorormethyl ether
	Beta-Naphthylamine

	Benzidine
	4-Aminodiphenyl

	Ethyleneimine
	Beta-Propiolactone

	2-Acetylaminofluorene
	4-Dimethylaminoaza0-benzene

	N-Nitrosoimethylamine
	


Appendix B:  4/11/2007
Yes





No





Yes





No





Are the feces toxic or regulated?





Are the metabolites volatile?





Is the material excreted in the breath?








Is the material excreted in the feces volatile?








No special requirements





What percent of excretion is in the breath/feces and for how long is it excreted in the breath/feces?





Disposal Requirements





Feces/Bedding





Animal Carcass





Cage washing/changing





Carcinogen/ Regulated Chemical Safety and Disposal Flowchart For Animals





Rodent





Non Rodent





Cage type/Ventilation 


(Fume hood or BSC2B Hood)





Housing in Negative Airflow room





Animal Handling Garb /Room Entry Procedures/Signs





Species and Animal Size





Does the material affect the micro-isolator cage material adversely?








Is the material volatile?
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