Amendment for Animal Component of Research Protocol

VA Portland Health Care System (VAPORHCS)
Date:       
Principal Investigator (please sign after name):       
VA Responsible Investigator (please sign after name):       
Approved VAPORHCS ACORP #:       
MIRB ID #:      
Provide a brief description for the IACUC staff of what changes are being requested with this amendment. (For example: add personnel; change an existing procedure; add N mice.)
     
Answer the following questions and provide detailed information where applicable.
1. Is the purpose of the amendment to add personnel?  Yes  FORMCHECKBOX 
  No   FORMCHECKBOX 
  If personnel are to be added please provide their name(s), level of training (including CITI course completion dates), and experience. Reminder: All employees must have: 1) a VA paid or Without Compensation (WOC) appointment letter, 2) completed applicable animal and CITI training, and 3) a VA badge prior to obtaining VMU access.
1.1    
If the personnel being added holds one of the following roles, please have them submit the Conflict of Interest in Research form: PI, Co-PI, and each co-investigator or sub-investigator who will be involved in VAPORHCS Research, (i.e., at the VA, using VA resources and/or on VA time).
NOTE: this Conflict of Interest form must be submitted as it pertains to each study to which the person is being added.
 FORMCHECKBOX 
 Not applicable - none of the personnel being added holds any of the roles described.
2. Is the purpose of the amendment to request replacement of animals of the same species/strain/genotype or substitution of animals of a different species/strain/genotype?   Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, briefly describe why the replacement/substitute animals are requested, and include the number of replacement/substitute animals requested.  

2.1 
Please identify to which USDA pain category these animals should be assigned.   FORMCHECKBOX 
B      FORMCHECKBOX 
C      FORMCHECKBOX 
D       FORMCHECKBOX 
E*

2.2
*If Category E, identify the procedure and justify scientifically why the pain or distress cannot be relieved.

3. Is the purpose of the amendment to add additional animals of the same or different species/strain/genotype?   Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, briefly describe why and state how many additional animals are requested.  

3.1
Please identify to which USDA pain category these additional animals should be assigned.   FORMCHECKBOX 
B
 FORMCHECKBOX 
C
 FORMCHECKBOX 
D
 FORMCHECKBOX 
E*

3.2 
*If Category E, identify the procedure and justify scientifically why the pain or distress cannot be relieved.
4. Is the purpose of the amendment to add a new test substance(s)?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, please briefly describe the reason for adding the new compound.  Also, provide the dose, route, volume and frequency, and any expected pain and distress likely to be experienced by the animals for each new test substance.  
4.1    If yes to 4., is the new test substance(s) Hazardous/Toxic?  Yes  FORMCHECKBOX 
* No  FORMCHECKBOX 

If yes, include a completed ACORP Appendix 3 (Biosafety) along with this amendment. 

*See VAPORHCS Subcommittee on Research Safety (SRS) website to obtain SRS approval: 
http://www.portland.va.gov/Research/Committees/index.asp   

5. Is the purpose of the amendment to add a new procedure(s) or change an existing procedure? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, please describe. Provide a rationale and comment on whether this will change the pain category assigned to this protocol.  If the procedure(s) has the potential to cause pain and/or distress, please describe the nature of the pain and/or distress, the criteria that will be used to assess pain and/or distress, and what will be done to alleviate the potential pain and/or distress.  
5.1 
Does the new procedure(s) or procedural change described above change the USDA pain category of the study?  Yes  FORMCHECKBOX 
*   No  FORMCHECKBOX 
 

*If “yes”, please identify to which USDA pain category the study should be assigned.   FORMCHECKBOX 
B 
 FORMCHECKBOX 
C
 FORMCHECKBOX 
D
 FORMCHECKBOX 
E*
5.2 
*If Category E, identify the procedure and justify scientifically why the pain or distress cannot be relieved.

5.3 
Is the new procedure(s) or procedural change a departure from “must” and “should” standards in the Guide?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
    If yes, include a completed ACORP Appendix 9 along with this amendment.  
See ACORP Appendix 9 instructions 

6. Is the purpose of the amendment to request a room change for an existing procedure?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  If yes, please make sure that your answer clarifies whether the procedure will be terminal or survival (i.e., whether animals will be moving back and forth from the VMU to the laboratory) and the method for transport of the animals.
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