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Designated Member Review Process

Policy:  Principal Investigators may request that the VA IACUC review an animal protocol between scheduled meetings using the Designated Review Process.  This process is used for protocols with non-survival surgery, animal behavior observation, and other procedures with minimal opportunity for pain and suffering.  It may also be used in cases in which an designated member review review of the PI's protocol is necessary for a grant submission deadline or pilot study.  Under all circumstances, the Chair of the IACUC and all the members of the IACUC are given an opportunity to read the protocol and may request full committee review be used instead of the Designated Review Process if they have concerns about the protocol. 
Responsibilities:

1. Role of the Investigator

The Investigator should provide a written request to be reviewed via the Designated Review Process.  This written request should be sent to the IACUC Coordinator which is then sent to the IACUC Chair.

2. Role of the IACUC Chair

The IACUC Chair determines if the PI's reasoning for DMR is acceptable.  If the Chair does not agree that the Designated Review Process is appropriate, the Designated Review Process will NOT take place and the protocol will go to the next IACUC meeting for full committee review.  However, if the Chair concurs with the PI then the Committee members will be surveyed to determine if they agree that the Designated Review Process appropriate.  (See:  3. Role of the IACUC, below.) 

If the Committee agrees with the use of Designated Review, the Chair will select two Committee members to serve as designated reviewers along with the VMC. (See:  4. Role of Veterinary Medical Consultant and Designated Reviewers, below.)
3. Role of IACUC 

If the Chair has determined that using the Designated Review Process is warranted, all Committee members will be sent the ACORP, the change of protocol form (if applicable), and the written request from the PI  for designated review.  Committee responses are requested within 3 business days.  If no response is given, a lack of response will be interpreted as no objection to begin designated review.  Each member who declines to call for full committee review is agreeing to accept the decision of the designated reviewers.  
If no member requests full committee review (i.e. every member has agreed to accept what the designated reviewers decide), the DMR process will proceed.  However, if even one Committee member believes the protocol should go to the full committee, the PI's request to have his/her animal protocol reviewed via the Designated Review Process is DENIED and the PI must submit the protocol for review at the next scheduled IACUC meeting. 
4. Role of Veterinary Medical Consultant and Designated Reviewers

VA policy requires that at least two designated reviewers be appointed by the IACUC chair for each ACORP being reviewed by the designated review process.  OLAW requires that the decision of the reviewers must be unanimous.  Approval by one primary reviewer alone is not enough. Designated reviewers cannot withhold approval of a protocol.  Their decision must be one of the following:

(1) approval

(2) requirement of modifications (to secure approval)

(3) referral to the full committee.

The review process, once initiated, is subject to the same review standards as would occur if the protocol were being reviewed by the full Committee. 

Once a decision is made by the designated reviewers, it is not subject to ratification or approval by the full committee (the designated reviewers are acting as representatives of the full committee).  However, the decision of the designated reviewers should be included in the next committee minutes to record the action that was taken.
5. Examples of Designated Member Review vs Full Committee Review

Examples

	Designated Member Review
	Full Committee Review

	Non-survival surgery
	Survival surgery

	Tissue collection
	Radiation sickness

	Antibody production
	Tumor inducement

	Osmotic mini pump
	Toxicology

	Skin biopsy
	Prolonged restraint

	Animal behavior observation
	Infectious disease

	
	Dog, cat, NHP studies


As invasiveness and potential for pain increases, the need for FCR increases.
Reference:  VHA Handbook 1200.07

PHS Policy IV.C.2

USDA AWA Standards (Sec. 2.32, paragraph (c)(2))
IACUC Handbook (Laboratory Animal Science) (Sec. 9:19 – 9:24)

Questions:  Any questions on this policy should be directed to the A.O. (280-7222).

Effective date: The content of this policy was approved at the IACUC meeting on July 11, 2005.  The revised policy was approved at the IACUC meeting on 9/12/2005, 9/08/2008, 9/14/2009, 11/22/2010, 7/11/2011, & 1/09/13.
Source: VA Research Office, IACUC Coordinator's Network Folder, IACUC Files, IACUC Policies Revised 

