Version 8/25/11



















Protocol Number#:      Addendum Version #:     
    



  
As assigned by IACUC-if this is a new submission leave blank
CMRC Animal Study Protocol
FORM 100
Section I.
Please submit one electronic copy to IACUC@childrensmemorial.org and one original signed form to the Institutional Animal Care and Use Committee, Box # 205. Forms must be typewritten. Provide references as appropriate.  All new and de novo submissions require signatures from the PI and Program Leader.  Updated Form 100 with an addendum submission requires the PI signature only.





	Principal Investigator
	     

	Title
	

	Department
	

	Address/Box#
	

	Telephone office
	     
	Lab
	     
	PI 24 hr contact # 
	     

	E-mail Address
	     

	Form completed by
	     
	Date Form Completed:      

	Secondary Contact Person (Emergency back-up contact)
	     

	Telephone
	
	E-mail Address
	

	Project Title
	

	Funding
	 FORMCHECKBOX 
 External or   FORMCHECKBOX 
 Internal (Source/Agency, Grant Number and Fund number required for both internal and external.)

	
	Source/Agency
	
	Grant Number 
	Fund Number 

	
	Start Date
	
	End Date
	


 FORMCHECKBOX 

New Protocol (Please attach a copy of grant (Experimental Design, Aims and Significance Sections)
 FORMCHECKBOX 

De Novo Review (Please attach a copy of grant (Experimental Design, Aims and Significance Sections)

 FORMCHECKBOX 

Addendum Review (Please attach a copy of the Form 200 and if applicable, the grant (Experimental Design, Aims and Significance Sections)
 FORMCHECKBOX 

Competitive Continuation (Please attach copy of grant (Experimental Design, Aims and Significance Sections)
The undersigned individuals accept responsibility for compliance with all regulations and laws pertaining to animal care and use. As Principal Investigator, I acknowledge that I am responsible for ensuring that all persons engaged in this research have been appropriately trained for those procedures they will be performing, have read, understand, and will act in accordance with this protocol, in full compliance with federal regulations and in a manner consistent with institutional policies. To the best of my knowledge the statements made in this form are complete and accurate. 
(For electronic submissions, please insert/type name of individual(s). Original signatures must appear on the hard copy submitted to the IACUC office.)
Principal Investigator
__
Program Leader/

Division Head
__
Veterinary Consult
__
(Prior to submission)
(Veterinary consult is required for all protocols involving USDA covered species.  Veterinary consult is encouraged for protocols having non-USDA covered species i.e. rats, mice, amphibians and fish.

A. PERSONNEL
Please provide below the name, title (e.g. post-doc, research technician) and qualifications for the PI and each person working with animals. List training documentation on file with the research facility and any hands-on training completed, and the number of years of experience working with the species and procedures listed in Section A. If assistance is needed with obtaining training and occupational health enrollment dates please contact the IACUC office. If the person needs to be trained on special procedures, please indicate who will do the training, their qualifications and experience. If more sections are necessary, please copy and paste additional tables below. NOTE: Training is required for all procedures that this person will be performing. The occupational health enrollment date is the date the person has signed the CMRC Occupational Health & Safety Program. 
	1.
	Principal Investigator:  
	
	Occupational health enrollment date:
	

	
	List all procedures to be performed by this person (Specific procedures required):  

	
	List CMRC Animal Core Training Date: 
	List CMRC Animal Hands On Training Date:  


	
	Years of experience with listed procedures and species:       

	
	If the individual has no experience list who will train and how competency will be assessed:       

	

	2.
	Name:
	
	Title      
	Occupational health enrollment date:      

	
	Email address:  

	
	List all procedures to be performed by this person:       

	
	List CMRC Animal Core Training Date:      
	List CMRC Animal Hands On Training Date:       


	
	Years of experience with listed procedures and species:       

	
	If the individual has no experience list who will train and how competency will be assessed:       

	

	3.
	Name:
	     
	Title      
	Occupational health enrollment date:      

	
	Email address:  

	
	List all procedures to be performed by this person:       

	
	List CMRC Animal Core Training Date:      
	List CMRC Animal Hands On Training Date:       


	
	Years of experience with listed procedures and species:       

	
	If the individual has no experience list who will train and how competency will be assessed:       

	

	4.
	Name:
	     
	Title      
	Occupational health enrollment date:      

	
	Email address:  

	
	List all procedures to be performed by this person:       

	
	List CMRC Animal Core Training Date:      
	List CMRC Animal Hands On Training Date:       


	
	Years of experience with listed procedures and species:       

	
	If the individual has no experience list who will train and how competency will be assessed:       

	

	5.
	Name:
	     
	Title      
	Occupational health enrollment date:      

	
	Email address:  

	
	List all procedures to be performed by this person:       

	
	List CMRC Animal Core Training Date:      
	List CMRC Animal Hands On Training Date:       


	
	Years of experience with listed procedures and species:       

	
	If the individual has no experience list who will train and how competency will be assessed:       

	


B. PAIN / DISTRESS CATEGORY CHECKLIST
1. Species 
Identify the species to be used. For each species, enter the total number of animals to be used in each pain category (see Checklists in Sect. B.2 below). Animals should only be placed in the highest pain category they encounter.  The number of animals used should be described for a total of a 3 yr time period. Provide only the total numbers for each pain category.  USE A SEPARATE ROW FOR EACH ADDITIONAL SPECIES. 

IT IS NOT NECESSARY TO LIST DIFFERENT STRAINS OF THE SAME SPEICES SEPARATELY OR SPECIFY NUMBERS FOR INDIVIDUAL STRAINS.

**IF YOU HAVE MORE THAN FOUR SPECIES USE APPENDIX B.
	Table A.1
	USDA Pain/Distress Category
	

	Species
	B
	C
	D
	E
	Total

	1.       
	     
	     
	     
	     
	     

	2.       
	     
	     
	     
	     
	     

	3.       
	     
	     
	     
	     
	     

	4.       
	     
	     
	     
	     
	     


2. Procedures and Pain Categories 
Check all the procedures performed on the animals, for each species number as indicated in table A.1 above.
Pain Category B.
Teaching, research experiments or tests that involve no pain:

1
2
3
4


(
(
(
(



 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Breeding Colony (no genotyping)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Housing Only

Pain Category C.
Teaching, research experiments or tests that involve minimum pain or distress:

1
2
3
4

(    (   (    (



 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Alert Animals (behavioral observation or brief restraint)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Identification (tattoo, ear tag, ear notching, etc.)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Change in Environmental Parameters (light cycle, temperature etc.)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Chemical Agents


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Euthanasia Followed by Tissue/Organ Harvest


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Food or Water Restriction


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Forced Exercise


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Gavage


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Microbiological Agents


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Non-Surgical Collection of Body Fluids (blood, urine, etc.)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Observation Only (no physical contact with animals)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Simple Injections (i.e., IP, IV, etc.)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Exposure to ionizing radiation


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Use as Parasitic Hosts

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Tail Biopsy for Genotyping (less than or equal to 24 days old)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
   Fin Clipping for Zebrafish


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
   Noxious Stimuli that Causes No More Than Brief Pain From Which There is an Escape

Pain Category D.
Teaching, research experiments, or tests that involve pain or distress, and for which appropriate anesthetic, analgesics or tranquilizing drugs will be used:


1
2
3
4

(    (    (   (



 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Anesthetize and Release (i.e., for blood sampling, imaging)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Antibody Production: Polyclonal (non-ascites, no footpad)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Antibody Production: Ascites


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Burns


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Controlled Toxic Substance, Toxic Drug or Alcohol


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
   Electric Stimulus Sufficient to Cause Pain or Distress


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Footpad Injections (antibody production or microorganism injections)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Induction of Illness (including the administration of toxic substances)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Lavage


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Minor Survival Surgery


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Major Survival Surgery




 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Minor Multiple Survival Surgery



 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Major Multiple Survival Surgery


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Non-Survival Surgery


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Physical Trauma


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Tail Clip (mice over 24 days of age)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Tumor Induction or Implantation


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Unusual Restraint

Pain Category E. 
Teaching, research experiments, surgery, or tests that involve pain or distress, and for which appropriate anesthetic, analgesics, or tranquilizing drugs are not used because they would adversely affect the results, or interpretation of data:


1
2
3
4


(    (    (   (



 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Death As An Endpoint (i.e. LD 50 studies; animals must die a natural death)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Lethal Dosage Studies


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Pain Study Or Other Noxious Stimuli From Which There Is No Escape


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Functional Deficit with Unalleviated Pain and Distress (e.g. paralysis)


 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Transgenic/Mutants that have or are likely to have functional deficits. The functional 

deficit(s) may impact survival, normal feeding and drinking and potentially cause pain and 

distress.

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Other – Please Specify 

3. Strains
Identify the background strain(s) (e.g. C3H, BALB/c, DBA, F344, COP, BN) or stocks (e.g SD, Long Evans) of the species to be used in the study.  Add additional rows to chart if needed.
   Table A.2
	Species
	Strain

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


C. EXPERIMENTAL SUMMARY
1. Lay Summary
Briefly describe your work using language that can be EASILY understood by non-scientists. Provide, in 3-5 sentences; a. the purpose (goal) of this research, b. the intended use of animals in this research, and c. how this animal research is linked to the advancement of a larger body of knowledge (i.e. what will be learned).

2. Aims and Significance 
Briefly describe the scientific aims and significance of your experiments as it relates to the usage of animals in this protocol. For funded proposals, the grant abstract or specific aims are acceptable. 


3. Research Protocols and Procedures 
a. Describe the experimental design (a flow chart in addition to the text is encouraged; a flow chart alone is not sufficient). Include all procedures to be performed on animals and the number of animals required for each procedure. It is important to show what procedures each animal must undergo. 
NOTE: Do not include details of in-vitro procedures or replicate information that is required in greater detail in later sections of this protocol (e.g. Section O- Surgical Procedures)  
b. All procedures checked in Section B above must be outlined in this section.

c. Experimental and Humane Endpoints for all animals must be clearly defined.

NOTE: Clarity in this section will greatly facilitate the review of your protocol and will likely reduce the need for revisions. 


4. Progress Report 
Required only if this is a de novo Review. Briefly summarize the results related to your animal usage to date, and how the present application continues this work. Typically no more than a half page is needed.
     
D. SPECIAL REVIEW ITEMS
1. Will you study the effects of trauma or physical injury?
 This is a permanent physical injury beyond which is produced from standard operative procedures.



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. Will your study involve the effects of burns? 



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

3. Will you be studying pain? 





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

4. Will you be using electrical stimulus? 




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

5. Will your study involve tumor growth or transplantation?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
6. Will you be studying death as an endpoint (i.e. LD 50 studies)? This does not include studies that involve euthanasia.





















 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “Yes” to D.1.-6.above, please address the following items specifying species and/or strain:

a. Description of the procedure in detail including the personnel who will be performing the procedure.

     
b. Proposed procedures to avoid or alleviate the pain. State the anesthetic or analgesic agents and dosages to be used for each species. Provide justification if you do not intend to use anesthetic or analgesic.
     
c. Who will monitor the animals after the procedure and how often?
     
d. What potential impairment can be expected from the procedure? What can be done, if anything, to alleviate the impairment?

     
e. What is the duration of survival after the procedure? Endpoints for this procedure should be clearly defined.

        
7. Will you be performing decapitation and/or cervical dislocation without anesthesia on rodents?
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

    This excludes rodent neonates up to 10 days of age.    

    Please list personnel performing these procedures and any equipment utilized.

     
8. For non-genetically modified animals (e.g. modified by surgery, drug treatments, etc.) will your study involve animals with functional deficits?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “Yes” please address the following items:
a. Description of the expected deficit.

     
b. Proposed procedures to avoid or alleviate the deficit. 

     
c. Who will monitor the animals while experiencing the deficit and how often?

     
d. What is the duration of survival? Endpoints should be clearly defined.
     
9. Will your study involve experiments on alert animals or involve behavioral control, prolonged restraint, forced exercise or analysis of behavior?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If “Yes,” provide details of the experiment, including means to achieve behavioral control, such as use of food and/or fluid restriction, and measures to ensure the welfare of the animal. Provide the duration of these procedures.

     
10. Will your study have effects on diet and/or other environmental changes?
a. Food restriction





 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
b. Water restriction 





 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

c. Special diets or drinking water



 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

d. Temperature changes 




 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

e. Changes in the light cycle 




 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

f. Special caging (e.g. metabolic caging) 



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	g. Other (please specify)
	     
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No


If “Yes” to any of the above, please address the following. Please note, before initiating these procedures you must coordinate with the RSF Director.

(i) Detailed description of the experiment.




(ii) Effect on the animal’s health (be specific).


 (iii) Duration of the experiment.


 (iv) Observation schedule.


 (v) Monitoring criteria.


E. EUTHANASIA
1. Method of Euthanasia

Please describe method of euthanasia (include justification, if necessary). Please note that cervical dislocation or decapitation without anesthesia must be scientifically justified and personnel proficiency in these procedures verified. Any deviation from the AVMA Guidelines must be justified below. If you are using CO2, anesthetic gas inhalation, or barbiturate overdose as a means of euthanasia, you MUST use a second physical means to ensure death (e.g., bilateral thoracotomy, cervical dislocation, decapitation, exsanguination, or harvest of an essential organ.) *Please note that paralytics should never be used to perform euthanasia (e.g. pancuronium).
Table A.3
	Species
	Primary Method
	List drugs if used:

Drug name   Dosage   Route
	Method to Assure Death
	Justification (if necessary)

	
	
	
	
	
	
	

	
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


F. HOUSING AND HUSBANDRY
1. Animal Housing Rooms
Please indicate where your animals will be housed. For all research using rodents, please indicate the level of biosecurity you require:


Barrier facilities are free from a defined panel of infectious agents, are maintained so as to prevent infection, and undergo regular serologic surveillance to assure specific-pathogen-free (SPF) status. These areas house animals only from approved vendors or those animals that have undergone quarantine. Animals removed from the barrier may not be returned.


Conventional facilities may harbor one or more pathogens and do not have the same stringent requirements of barrier housing. Therefore, rodents are more likely to be at higher risk of becoming infected.  

Containment facilities are used to house animals that have been exposed to hazardous chemicals or infectious agents, including administration of viral vectors, lentivirus, etc. Contact the RSF Director for more information. 

Satellite Facilities Investigators using USDA-covered species who wish to keep the animals outside of the vivarium for 12 hours or more must have express permission from the IACUC to initiate a satellite location. Any non-covered animal species may be kept out of the central vivarium for up to 24 hours with official notification to the IACUC after which the animals must be returned to the central vivarium or the investigator must get IACUC approval for a satellite facility.
 Table A.4

	Species
	Room #    (if known)
	Barrier
	Conventional
	Containment
	Satellite Facility

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



2. Other Laboratory/Procedure Rooms 
Please indicate where live animals will be used if brought outside of the animal facility (i.e. laboratory location, imaging areas, surgical procedures, observation etc.)

	Table A.5
	
	
	
	Time in this Area

	Species
	USDA

Covered?
	Room #
	Planned Procedures in this Area
	< 12 hrs
	> 12 hrs

< 24 hrs
	> 24 hrs

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



PLEASE NOTE:  1) Investigators using USDA-covered species who wish to keep the animals outside of the vivarium for 12 hours or more must have express permission from the IACUC to initiate a satellite location; 2) Any non-covered animal species may be kept out of the central vivarium for up to 24 hours with official notification to the IACUC after which the animals must be returned to the central vivarium or the investigator must have IACUC approval for a satellite facility   3) Once rodents are removed from the barrier facility they must not be returned. 4) The RSF Director must approve the CMRC animal transfer form prior to moving animals to a different room within the facility. 
If questions 3-4 below are not applicable please insert NA.
3. Satellite Facility
If you require the use of a Satellite facility, please justify. 
     
4. Breeding of Rodents  
a. What is the number of breeders and number of young expected per cage?
     
b. Describe the breeding system including number of females per male and continuous versus interrupted mating.

     
c. At what age will animals be weaned? If mice or rats are weaned later than 21 days please provide justification.
     
d. Describe methods for identification of individual animals (e.g. ear tag, tattoo ink, ear punch).
     
G.  Occupational Health and Safety Aspects of the Animal Study Protocol
Please complete all sections.  If an item does not apply to your research work, please add “NA.”  Do not leave any sections blank.  If you have any questions or concerns regarding these topics, please contact the OHSP Coordinator or the RSF Director. 

1. Personnel Safety
You are required to provide to all those listed on this protocol with information and training on hazards 
and/or potential hazards related to this protocol. Additional information can be found on the website at:  
http://www.childrensmrc.org/researchadministration/dpss/CS/GaP/
2. Research Involving Recombinant DNA (RDNA) Molecules
If applicable, you are required to have submitted a Registration to the IBC.  Your Animal Study Protocol 
cannot be approved unless you have a valid RDNA Registration on file with the IBC.  The Office of 
Research Integrity and Compliance will verify your registration status for the IACUC during protocol 
reviewYou may be covered on the registration of another PI.  If this is the case, please indicate the PI of record on the registration:      
Use of Hazardous Agents/Hazardous Procedures
3. Chemical Agents  
Please list all hazardous chemical agents that will be administered to the animals in your protocol.  Note 
that Inhalational Anesthetic Agents (a subset of hazardous chemicals) are to be listed in the next item.

If not applicable, enter NA.

             Table A.6
	Chemical Agents

	     

	     

	     

	     


4. Inhalational Anesthetic Agents  
Please list all inhalational anesthetic agents that will be used to anesthetize or sacrifice animals in this 
protocol.  Identify the method of scavenging for the waste anesthetic to prevent exposure to the person(s) 
administering the gas.

             Table A.7   

	Inhalational Anesthetic Agents
	Scavenging Technology
	Date when scavenging method was last tested/inspected if outside of the vivarium

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


5. Infectious/Biological Agents  
Please list all the infectious/biological hazardous agents that will be administered to the animal in your 
protocol.  Viral vectors should be included here. Identify the necessary Biosafety Level.


Table A.8

	Infectious/Biological Agents
	Necessary Biosafety Level

	     
	     

	     
	     

	     
	     

	     
	     


6. Human Materials 
Does the proposed research involve the use of human specimens? If so, please indicate the CMH IRB 
Protocol number. To determine if your research requires IRB oversight, please see the IACUC website for 
the Policy on Research Involving Human Specimens.
http://www.childrensmrc.org/researchadministration/ORIC/IACUC2/  
7. Use of Radioactivity.  
Please indicate if the gamma irradiator or radioisotopes are to be used in this protocol.    

Irradiator

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
The Radiation Safety Officer (RSO) will verify that you are authorized to use the irradiator during the protocol review process.

Radioisotopes

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Which radioisotopes and dose of each?      
For the RSO to allow the use of radioisotopes in animals, submit an application to the CMRC Safety Office. The RSO will then contact you if there are concerns about the procedures listed.

Hazard Controls
8. Controls for Use of Chemical or Infectious/Biological Agents
(Controls for radiological hazards are addressed separately in the application to the Radiation Safety Committee. Contact the CMRC RSO for more information). If not applicable, enter NA.
a. How will you ensure that carcinogens, reproductive toxins, and substances of high acute toxicity are used in a “designated” area?      
b. For either chemical or infectious/biological hazards, how will you communicate the potential for exposure to CMRC employees and any other personnel in contact with the animals? (e.g., signage, training?)      
c. What protection is required for workers subject to possible contamination or exposure to the animals (specify for both research and animal facility personnel)?  This may include engineering controls, personal protective equipment, and/or special work practices.       
d. What is the likelihood of chemical or infectious/biological hazard contamination of the cage or the bedding?       
e. On what basis have you made this evaluation?  Please use current literature references and research citations to assess whether the agents are fully metabolized by the animal’s system.  Can shedding be expected and for how long?      
f. Does the bedding need to be collected as contaminated, i.e., as hazardous chemical or medical waste?  Please inform RSO on your campus that such waste will be generated by your experiments and arrange for appropriate collection and disposal.       
H. ADMINISTRATION OF SUBSTANCES
You must specify the following for each substance administered to the animals (include all substances listed in section G and all anesthetics and analgesics given to the animals). Please copy and paste additional tables at the end if necessary.  Please note that pharmaceutical grade materials are recommended. See IACUC Policy for Non-pharmaceutical Grade Agents.  If you will not be using pharmaceutical grade, specify and explain (e.g., not available, higher chemical purity needed, etc.)

Table A.9

	AGENT and Dose:
	

	Route of administration (e.g. IV, Inhaled)
	

	Site(s) of injection (if applicable)
	

	Number of injections (if applicable)
	

	Desired effect of the agent or substance
	

	Length of survival time after administration
	

	Is this a pharmaceutical grade substance?     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “No,” please explain.

	Will the animal experience pain, distress or other adverse effects as a result of the treatment?

     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “Yes,” describe the adverse effects and procedures that you will use to alleviate the associated pain, distress or illness, and how animals will be monitored.

	


	AGENT and Dose:
	

	Route of administration (e.g. IV, Inhaled)
	

	Site(s) of injection (if applicable)
	

	Number of injections (if applicable)
	

	Desired effect of the agent or substance
	

	Length of survival time after administration
	

	Is this a pharmaceutical grade substance?     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “No,” please explain.

	Will the animal experience pain, distress or other adverse effects as a result of the treatment?

     FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “Yes,” describe the adverse effects and procedures that you will use to alleviate the associated pain, distress or illness, and how animals will be monitored.

	


Federal Assurances
Some of these sections may overlap with information supplied previously. However, you are required by law to provide the assurances requested in the following sections.

I. ANIMAL JUSTIFICATIONS.

1. Why are animals needed for this study? Explain why other living systems (tissue/cell culture, invertebrate, or a lower phylogenetic animal [mouse vs. primate]) or non-living (computer simulators) cannot be used.


2. Justify your choice of each species.


3. Justify the number of animals to be used per experimental unit and per generation and breeding. You must convince the committee that the number of animals is appropriate for the work being proposed. The goal is to use as few animals as possible and still obtain scientifically valid data. Number justification should be based primarily on sound experimental design and recommend the use of statistical principles if possible. The PI should include the number of animals per group, the number of groups, treatments to be performed, and the total number proposed for the years of the study. The numbers must match those in sections B.1. and C.3. This information can be provided as a narrative or in a tabular form. Use a separate sheet as appropriate. Additional info at www.childrensmrc.org/researchadministration/ORIC/IACUC2/   


1. J. ALTERNATIVESWill any of the proposed procedures cause more than slight or momentary pain or distress to the animals?
IMPORTANT:  If these procedures include anything other than observation, breeding, venipuncture, simple injection, or euthanasia followed by tissue/organ harvest, then you must answer "Yes" in accordance with federal regulations. This includes any procedure in Pain Categories D or E from the checklist in section B.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “Yes,” the regulations require that you make a good faith effort to find alternatives to each painful procedure that might cause less pain or distress. Please document these efforts below.

2. Literature search(es) 

For each potentially painful procedure used in this experiment, please indicate the name of the procedure, the database(s) searched, the key words used, and the date that the search was conducted. Please note that the word “alternative,” the procedure, and the species must all be used in the search string, as required by law. 

	Procedure
	Date of Search
	Years Covered by Search
	Database(s) Searched
	Keywords Used

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	     
	
	
	
	

	
	
	
	
	


3. Meetings or conferences 
Provide names and dates of meetings attended.


4. Periodicals 
Provide names of periodical or journals read on a regular basis.


5. Consultation with colleagues 
Provide names and credentials of colleagues (i.e., M.D., Ph.D., D.V.M.), dates of consultations and nature ofdiscussions.


5. Alternatives exist but cannot be used. 


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If “Yes,” please explain in a narrative why alternates cannot be used. 

    
     
K. DUPLICATION OF RESULTS

The CMRC IACUC is required by Federal Law to obtain the following assurance from you:

These activities do not unnecessarily duplicate previous experiments, whether
my own or those of another investigator





     _____












PI Initial Here
Indicate below how you determined that these activities do not unnecessarily duplicate previous experiments. Please answer items 1 through 4.

1. Meetings or conferences 
Provide names and dates of meetings attended.


2. Periodicals 
Provide names of periodical or journals read on a regular basis.


3. Consultation with colleagues 
Provide names and credentials of colleagues (i.e., M.D., Ph.D., D.V.M.), dates of consultations and nature of discussions.


4. Literature searches 

Table A.10

	Date of Search
	Years Covered by Search
	Database(s) Searched
	Keywords Used

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Section II.
L. Rodent and Human Cell Lines/Serum Products
Are you using cell lines or serum derived products that are injected into or exposed to your laboratory animals?          FORMCHECKBOX 
  Yes
   
 FORMCHECKBOX 
  No
If No please proceed to section M.

List all substances potentially contaminated with rodent or human infectious agents in the table below. Note that animal or human tumor or tissue cell lines and other serum products must be tested for biological contaminants and documentation provided that these cell lines/products are free of pathogens.  Please see IACUC web site for more information. www.childrensmrc.org/researchadministration/ORIC/IIACUC2/   
Table B.1

	Name cell line or product
	Rodent Cell Line or product
	Human Cell Line or product
	Commercial Diagnostic Lab Used
	Date of Most Recent Testing

	1.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	2.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	3.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	4.      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     


M. IMMUNIZATION

1. Will the animals be immunized?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

(If “No,” proceed to Section N)

2. Will the animals be immunized to produce antibodies? 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “Yes”, have you considered commercial sources? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Are you using adjuvants? 




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “Yes,” specify the following:

Table B.2

	Type of adjuvant
	     

	Dose of adjuvant
	     

	Initial injection:
	     

	Subsequent injections:
	     

	Route and  Location of injections
	     

	Number of injection sites and volume per injection site
	     

	Number of immunizations
	     


3. If using complete Freunds Adjuvant (CFA), please justify. Note specifically whether other adjuvants such as TiterMax, Ribi, or alum have been considered as an alternative to CFA.

     
4. Are you performing footpad injections? 


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If "Yes," justify below the use of footpad injections instead of other methods of immunization. Guidelines recommend injecting only one footpad per animal. If your experiments require multiple footpad injections, you must justify the use of more than one footpad, and you must provide assurance that the animals will be housed on soft bedding and have easy access to food and water (special arrangements need to be made in advance with the RSF Director.)

     
N. GENETICALLY MODIFIED ANIMALS

Do your animals have a known genetic mutation?


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Will your studies involve knockin/knockout or transgenic animals?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If “No” to both of the above, proceed to section O. If “Yes” to either of the above, please fill in the table and answer the questions below for each strain. Add additional rows, as necessary, for additional strains.

Table B.3

	Species
	Strain
	Gene
	Newly Created (uncharacterized)
	Source (include animal Approval and Protocol number if appropriate)

	a.
     
	     
	     
	 FORMCHECKBOX 

	     

	b.
     
	     
	     
	 FORMCHECKBOX 

	     

	c.
     
	     
	     
	 FORMCHECKBOX 

	     

	d.
     
	     
	     
	 FORMCHECKBOX 

	     

	e.
     
	     
	     
	 FORMCHECKBOX 

	     

	f.
     
	     
	     
	 FORMCHECKBOX 

	     


1.
Please discuss known or predicted/potential (for new lines) health problems associated with the genetic change (e.g. poor breeding, early death, high spontaneous neoplasia rates, paralysis, tremors). If the phenotype can not be predicted, describe the plan for monitoring the animals for any phenotype that causes pain or distress.

     
2.
Please identify the name of all personnel who will monitor the animals for pain and distress in Section A., and note the intervals here at which the animals will be monitored.

     
3.
If the animals will experience any pain or distress in association with the phenotype, please describe your proposed procedure(s) to avoid or alleviate the pain or distress.

     
4. What is the duration of survival after expression of the phenotype?

     
O. SURGERY

Will surgery be performed? 
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

(If “No,” stop here - you have completed the Form 100 ASP)

	If “Yes,” list all personnel that will perform surgeries:
	


1. Non-survival surgeries (animals that will not recover from anesthesia)

a. Describe anesthetic regimen, including dose, route of administration, monitoring and additional dosing of anesthetics if necessary

b. Describe procedures in detail, including expected duration


c. Specify primary and secondary methods of euthanasia


2. Survival surgeries (animals that will recover from surgery/anesthesia). 
Table B.4

	Surgical Procedure
	Major
	Minor
	Location of Surgery
	Location of Housing After Surgery

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	Major surgery: Penetrates and exposes a body cavity or produces substantial impairment of physical or physiologic functions (i.e. laparotomy, amputation of limb).

Minor surgery: Does not expose body cavity and causes little or no physical impairment (e.g. cut-downs, needle aspirations).


Please provide the following for each surgical procedure:

a. Reason for survival surgery (why is it necessary for the animals to recover from surgery?)

b. Anesthetic regimen, including dose, route of administration, monitoring and additional dosing of anesthetics if necessary.


c. List of vital signs monitored and frequency of recording (Note: At minimum recording should be done every 15 minutes).


d. Description of pre-surgical procedures (e.g. surgical site prep).


e. Detailed description of surgical procedures.


f. Duration of the procedure. Provide justification for procedures lasting more than 6 hrs (intubation to extubation).


g. Do you anticipate any repair surgeries? If so, describe briefly.

h. Will a paralytic agent be used? If so, what monitoring will be provided while the animal is paralyzed? Please be specific.

i. Plan for post-operative care and monitoring of the animals, including the time points or intervals for monitoring and the names of personnel who will be responsible for the monitoring.


j. Describe any impairment that can be expected from the surgery (i.e. lasting functional deficits), any post-operative complications that may develop, and your plans to handle them.


k. What is the expected duration of survival after surgery?


l. Pain management protocol. What criteria will be used to assess post-operative pain, who will monitor and treat the animals, and what analgesic (including dose, route and interval) will be applied? Please be advised that you must administer analgesia with the induction of anesthesia, if possible, and then during the 48 hours after major procedures and a one time dose to several doses during the 24 hours after minor procedures, or explain why this cannot be done.


3. Multiple Major Survival Surgical Procedures 
Will the animals undergo more than one major survival surgical procedure?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “Yes”, you must provide scientific justification. In addition, if the interval between surgeries is less than 30 days this must be noted and justified.

     
4. Multiple Minor (or Combination of Minor and Major) Survival Surgical Procedures 
Will the animals undergo more than one minor (or minor plus major) survival surgical procedure?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If “Yes,” briefly list procedures and number of surgeries.

     






This proposal has been reviewed and approved by the CMRC Institutional Animal Care and Use Committee

 IACUC Chair __________________________________________
Date ____________

(Or designee)

