University of Rochester
D16:00188 (#A329:D1)

Animal Welfare Assurance for Domestic Institutions

I, Mark B. Taubman, MD as named Institutional Official for animal care and use at University of
Rochester, provide assurance that this Institution will comply with the Public Health Service (PHS) Policy
on Humane Care and Use of Laboratory Animals (Policy).

l. Applicability of Assurance

This Assurance applies whenever this Institution conducts
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B. The qualifications, authority, and percent of time contributed by the veterinarian(s) who will
participate in the program are as follows:

1) Name: Jeffery D. Wyatt

Qualifications

e Degrees: DVM, MPH, ACLAM Diplomat

e Training or experience in laboratory animal medicine or in the use of the species at the
institution: Dr. Wyatt is a specialty board certified by the American College of Laboratory
Animal Medicine (ACLAM-1986), licensed to practice veterinary medicine in New York
State and if fully accredited by the NYS Division of Animal Industry. Dr. Wyatt earned his
DVM from the Ohio State University in 1982, completed a residency in laboratory animal
medicine at the University of Rochester in 1986, and earned his MPH from the University
of Rochester, School of Medicine in 1995. Dr. Wyatt has over 41 years of experience in
laboratory and comparative animal medicine.

Authority: Dr. Dr. Jeffrey D. Wyatt has direct program authority and responsibility for the
Institution’s Animal Care and Use Program including access to all animals. He is the
Attending Veterinarian for the University of Rochester’'s Animal Care and Use Program.
Time contributed to program: Full time employee

2) Name:

Qualifications
e Degrees: DVM, CPIA
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e Degrees: DVM, MS, DACLAM
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C. The IACUC at this Institution is properly appointed according to PHS Policy IV.A.3.a. and is
qualified through the experience and expertise of its members to oversee the Institution's animal
care and use program and facilities. The IACUC consists of at least 5 members, and its
membership meets the composition requirements of PHS Policy IV.A.3.b. Attached is a list of the
chairperson and members of the IACUC and their names, degrees, profession, titles or
specialties, and institutional affiliations.

(see Part VIIL).

D. The IACUC wiill:

Domestic Assurance v2/23/2017 4



Domestic Assurance v2/23/2017



Domestic Assurance v2/23/2017



Domestic Assurance v2/23/2017



present may further vote to return the protocol to DMR. However, if any one committee
member votes to keep the protocol in FCR, it will do so until approved, or the full quorum
unanimously votes to return it to DMR.

The information that the protocol has been assigned to designated member review will be
available in the meeting minutes. Any member wishing to review the modified protocol, may
at any time request to see the revised protocol and will be added to the list of reviewers in
the online review group, but they will not be considered designated reviewers. At any time,
those members reviewing the protocol can call for it, or the modifications to it, to be
reviewed at a meeting of the full committee.

All members of the committee have signed an agreement stating that protocols undergoing
Full Committee Review can be subsequently assigned to designated review by a
unanimous vote of the quorum present. New committee members will be informed of this
policy and asked to indicate their acceptance in writing.

If no member of the committee requests full committee review during the five-day period of
Committee Pre-review, the protocol is assigned to the designated member review process
(DMR).

Designated reviewers are assigned by the UCAR office staff, with advice from the UCAR
Chair. Designated reviewers submit any questions or clarifications required from the
investigator using the on-line review system. Reviewer comments and questions are
summarized by the UCAR Chair or the UCAR office staff. The protocol is then returned to the
Pl with all the summarized comments and questions. The Pl edits the protocol to address all
issues that have arisen during the review, and resubmits the protocol. The resubmitted
protocol is assigned for review to the original designated reviewers (and to any other
committee member who wishes to see it). Designated reviewers can approve the protocol,
request additional information, or request that the protocol be reviewed at a full committee
meeting. Other members, including the veterinarians, can review the protocol and provide
comments and questions. However, they are not considered designated reviewers, and may
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The Committee notifies the investigator in writing of any decision to withhold approval. The
Investigator would have the opportunity to address the Committee to provide clarification of
the study. Additionally, the Investigator could modify the protocol to secure approval from
the Committee.

Conduct continuing review of each previously approved, ongoing activity covered by PHS
Policy at appropriate intervals as determined by the IACUC, including a complete review at
least once every 3 years according to PHS Policy 1V.C.1.-5. The IACUC procedures for
conducting continuing reviews are as follows:

Post Approval Monitoring (PAM)

Post approval monitoring is ongoing and addressed by the Research and Training Coordinator
and an assistant (RTCs) who meets with investigators and their staff to review current
approved protocols and view hands-on procedures. While not necessarily required by policy,
the UCAR Chair, a veterinarian, or any other committee member may be present at the visit.
Additionally, the RTCs visit the vivaria and/or research laboratories to monitor research
activities including: food/water provisions by investigators/or their associates; post-operative
care; and hazard posting. These examples are not exhaustive. If there are deficiencies
determined during a PAM visit, they are brought to the attention of the Pl and their staff, the
Chair and, if necessary, a veterinarian for corrective action. All findings are discussed at the
next monthly UCAR meeting.

36 Month Reviews (all species)
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The OH&S Program is a risk based, confidential personnel health screening and monitoring
program. The following people are enrolled in the occupational health program:

« Research staff

* Animal care staff

* Veterinary staff

« Facilities/Maintenance Staff

e Courier staff

« UCAR members

= Students participating in teaching labs

e Campus Public Safety

All new employees (including research, animal care, veterinary, facilities staff, and paid-
students) or volunteers (including non-paid students) entering animal rooms and/or in contact
with laboratory animals, or their soiled cages receive a pre-placement one-on-one health
assessment and health history as well as an orientation to animal allergens. In addition,
information about zoonoses and animal allergens is presented at the Animal Resource
Orientation and at Animal Resource “all staff” meetings for the employees working in the vivaria.

IACUC members who are not already regular users of animals are informed of risks of allergy
prior to entering the vivarium or exposure to animals. They are also escorted by IACUC staff
(Chair, Training and Compliance Coordinator, or vivarium veterinary staff) when in the vivarium.
If these members are to enter rooms where nonhuman primates are housed/present, the IACUC
member would first need to be enrolled in a health surveillance program which would include
verification of an annual PPT/TB test and tetanus update.

Ongoing risk-based employee (including Facilities Department staff, UCAR members, UR Courier
services, and laboratory staff) health surveillance is accomplished at a frequency based upon
risk; annually for people working with higher risk species (e.g. primates with higher zoonotic
potential), or triennially if working with lower risk species (e.g. lab reared SPF rodents with
allergen potential). Allergen awareness is promoted throughout the year during UCAR research
lab visits which include employee sign off of allergy awareness fact sheets and, UHS brochures
and web site updates. The occupational health nurse elevates employee awareness about
allergies especially taking into consideration their health history during occupational health visits
(including annual PPD/TB tests and tetanus updates) of all Animal Resource staff. Student
participants in teaching labs using rats or frogs receive an orientation by the veterinary staff
regarding allergen awareness including distribution of the UHS “Animal Allergy” brochure and
information on seeking medical guidance.

Animal Use Protocols identify all substances, including chemicals, biologicals, and radiation
hazards, that will be used on animals. Each protocol is reviewed by the appropriate safety groups
(see above) to determine whether the use of hazards has been proposed. If a substance is
determined to present a hazardous, the appropriate safety group(s) notifies the PI, the Animal
Resource, and UCAR in writing of the risk of the agent and what precautionary measures need to
be followed for its safe use and notification of others who may come in contact with the exposed
animals. A copy of this letter is attached to the Animal Use Protocol for reference.

As part of the requirements for use of any of these hazardous substances in the Animal

Resource, the PI must submit a “Notification of Intent to Use Hazards” form to the Animal

Resource before using the substance. This form is maintained by the Animal Resource, a notice

of the hazard (nature of risk, e.g., Chemical Risk, Biosafety Level, etc.) agent is posted on the
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C. All records shall be accessible for inspection and copying by authorized OLAW or other PHS
representatives at reasonable times and in a reasonable manner.

VI. Reporting  Requirements

A. The Institutional reporting period is the federal fiscal year (October 1- September 30). The
IACUC, through the Institutional Official, will submit an annual report to OLAW after September
30, but on or before December 1 of each year. The annual
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