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Rackizdge One, Svite 360 Rockledges One, Suite 360
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Rethesdn, Mnryland 20892-7982 Botheada, Maryland 20817
[lome Poge: heep anitugov/geants/alnw/olaw, hitm Telephone: (301) 496-7163 -

Brogitoile: (301) 402-2803

December 18, 2009 A Re: Animal Welfare Assurance
. A3368-01 [OLAW Case 1R]

Dr. William 8, Mellon

Interim Associate Dean for Research Policy
University of Wlsconsm-Madlson '
327 Bascom Hall

500 Lincoln Drive

Madison, W] 53706-1380

Dear Dr.. Mellon,

On behalf of the Office of Laboratory Animal Welfare (OLAW) we wish to thank you and your staff for
the hospitality shown to us during the site visit of the University of Wisconsin-Madison conducted by our
Office and the US Department of Agriculture on Devember 1-2, 2009, We appreciate the time spent and
information provided by you, Rick Lane, Dr. Eri¢ Bandgren, Dr. Janst Welter, INEEUESSINE.

Dr. Buddy Capuanc, NS Holly McEntee, R, i« Fitd-it/F ix-

it (FiFi) stafY, NG, thc [nstitutional Animal Care and Use

Committee (IACUC) members, and all other animal program staff, As discussed in our exit briefing we
found-all the animals examined to be'in good condition and comprehensive environmental enrichment
~gtrategies for th__ﬁﬁ‘d'fh“_ including extensive social housing forthe ~ ~
nohhuman primates. The animal study proposal forms appeared to be sufficiently detailed to solicit

adequate information for the IACUC reviews which, based on minutes review, are very thorough.

" Aswe also indicated, several issues were identified which need to be addressed and modified or corrected.
In order for OLAW to monitor the plans and schedules for cotrection the University of Wisconsin-
Madison ig hereby placed en an enhanced reporting schedule. The specific items needing attention are as

follows:

1) Bach of the five IACUCS is to independently prompﬂy report, through the Institutional Official,
to OLAW any serious or continuing noncompliance with the PHS Policy on Humane Care and
Use of Laboratory Animals, any serious deviation from the provisions of the Guide for the Care
and Use of Laboratory Animals (Guide), or any suspension of an activity by the JACUC as
required by the PHS Policy at TV.F.3, The IACUCs are to carefully review NOT-OD-05-034
Guidance on Prompt Reporting to OLAW under the PHS Policy on Humane Care and Use of
Laboratory Animals (enclosed) and are encouraged to contact the OLAW Division of Compliance

Overgight regarding questions on prompt reporting.

2)  The institution must operate in accordance with NOT-OD-07-044 NTH Policy on Allowable
Costs for Grant Activities Involving Animals when Terms and Conditions are not Upheld
{enclosed) and not allow charges to be made to grant awards for the conduct of animal activitics
during periods of titne that the terms and conditions of the NIH Grants Policy Statement are not
upheld. This includes the implementation of significant changes to protocols without prior

JACUC approval.



B1/84/2018 16:41 608-262-5134 UW GRAD SCHL DEANS - _ PAGE B83/18

Page 2 — Dr. Mellon
December 18, 2009

3y S:gmﬁcant ohanges must teceive pmor IACUC approval éither by full commntee review or
degignated member review. Significant changes car eatnot be approved by the veterinatianand/or__ .

IACUC chair unless all IACUC members have been given the opportunity to call for full
committee review and no one requested such a review, OLAW has published examples of
significant changes which include changeq in anesthesia, analgesia, or euthanagia method, The
TACUCs are to conduct continuing teview of each previously approved, ongoing activity coversd
by the Policy at appropriate intervals as determined by the TACUC. _

4)  Therole ofthe All Campus IACUC needs to be reevaluated. This committes is not to overrule
the decisions made by any other IACUC or modify the semiannual teview findings of any other
IACUC. The All Campus JACUC must not usutp the authority of any other IACUC or the
Institutional Official. Having a central committee such as the All Campus IACUC serve in an
advisory role for development of institutional policies and harmomzatmn of animal care and use

practices is aceeptable.

5)  Mesasures must be taken to addfeqs atritmal roorns which do not have a centralized monitoring
capacity for temperature ranges o ensure that procedures are in place to address fluctuations which
could negatively impact the animals. See OLAW Frequently Asked Question at

http://grants nih. gov/prants/olaw/fhgs. him#f6. If thete are animal rooms that cannot achieve air

changes as recommended in the Guide, such as in the IR . t!1o1e:should

be a consideration given for discontinuing thcn- use as ammdl holding rooms.

6)  Vehicles used to transport animals must huve appropnate clitate control.

7)  OLAW strongly encourages the continuation of pair or group housing of primates wherever
possible. OLAW supports the plan of placing animals not eligible for inclusion on active studies
due to age or other condition as partniers for single housed pﬂmates on Simian Immunode.-ﬂmency

P, _, — ‘VlmS‘SﬁldIES -

8 The concept of the FiFi staff providing assistance to investigators to achieve protocol
compliance {s & good approach. Instances of noncompliance identified by FiFi staff must be-
reported to the approptiate LACUC which is to assess whether the item also needs to'be reported to

OLAW and whether corrective actlom proposed are appropriate.

9 Oversight of the numbers of animats used on protocols must be enhanced especially in locations
where investigators using rodents are under minimal restrictions re.gardmg the nmurnbers of animals

ordered or bred.

10) ’I‘he conoept of reviewing the same protocols by more than one IACUC shouid be assessed to
ensure that this practice does not lead to conflicting authorities,

1T) The chickens housed in the IR =c to be maintained in accordance with the
provisions outlined in the Guide, page 42-44, and this must be overseen by the IACUC and

vetetinatian. Having the bedding changed annually and the watering equipment sanitized once per
year is not consistent with the provisions of the Guide,

12) OLAW recommends that overarching policies for the animal care and use program be developed
for transportation, environmental enrichment, post-approval monitoring of ongoing animal
activities, an inventoty control system for pharmaceuticals, animal tracking, animal ordering,
inciuding common forms and cage cards, rather than having these policies emanate from the

individual college or building.
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___A_s_nm _QLA__aMggmgﬂlgﬂmmwmmgmnsm_mgmmﬂhm@_d_@pgmng____..._..__, e
schedule to monitor progress regarding the implementation of corrective actions or modifications as :

described. Pleass provide an assessment of al] items outlined by April 1, 2010 to the OLAW Division of
Compliance Qversight (DCO), attention Dr, Axel Wolff. Provide a copy of the next complete semiannual
program review and facility inspection report to DCO, ensuring that it is prepared in accordance with
IV.B.1-3 of the PHS Policy. Upon review of these documents by this Office, additional guidance on
further reporting will be provided. The Annual Report is to be submitted independent of these documents
to the Division of Assurances. Fegl free to contact us should you have any questions.

Sincercly, Sincerely,

Ol () st ot

Azel Wolff, M.S., D.V.M. Eileen M. Morgan
Director _ Director

Division of Compliance Oversight - Division of Assurances

ce: Elizabeth Goldentyer, D.V.M., Eastern Regional Director, USDA-APHIS-AC
Daniel Uhirich, JACUC Chair School of Medicine and Public Health
Nancy Schultz-Darken, Ph.D., IACUC Chair Graduate School '
Norlin Benevengs, Fh.D., IACUC Chair CALS
Hannah Carey, Ph.D., IACUC Chair School of Veterinary Medicine
Robert Straiffer, Ph.D., IACUC Chair College of Letters & Science

Enclosures
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NIH Policy on Allowable Costs for Grant Activities Involvi '
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- ~The-Dffice-of- Management.and Budget Co?

Notice Number: NOT-0D-07-044

Kay Dates
Qelease Date: January 28, 2007

Issued by
National Institutas of Health {NIM), (http:/Awww.nih.gov)

to clarify that no costs for activities with live vertabrate animale may be charged to NIH if there is not a valid

The'purpose of thiz Notice iz
) approval. Thie hotice is applicable to grants and

Animal Welfare Assutance and Institutional Animal Cars and Use Commitiee (ACUC
cooperative agreemants involving activities with live vertabrate animals.

Background

Terme and conditions applicable to all grant awards that involve live, vertshrate animals - including research, ragearch training,
‘experimentation, bivlagica! testing, custom antibody preparation, or related purposes - require & valid Animal Welfare Assurange (Domestic,
‘Forelgn, or inter-instittional Assurance, as applicable) approved by the NIH Office of Laboratary Animal Welare (OLAW), and valid IACUC
approval. 1AGUC approval must be dated within the last thres years in order to be valid. [ACUCs are net authorized tokadministratiﬁely axten

approval beyand three years. Foreign grantess recelving diract support ate niot required to provide IACUC approval, but must have & valid

Foreigh Assurance on file with OLAW (see hitp:/fgrants.nih govigrants/olaw/assurance/500index bt for list of foreign institutions with

“approved Assurancas). .

Policy

st Principles and the NIH Grants Policy Staternent (NHGPS) do not parmit charges to grant awards

for the canduet of animal activitiss during periods of time that the terms and conditions of the NIHGPS are not upheld. Spechic sifuations

undar which charges are not allowable are:

1. The conduct of animal activities in the absence of a valid Asgurance on file with DLAW.
3. The conduct of animal activities in the absence of valid IACUC approval of the aclivity. Absetice of IAGUC approval includes failure to

obtain {ACUC approval, expiration, o suspension of IACUC approval. Suspension is deseribed In the PHE Polisy on Humane Care
and Use of |.aboratory Animals (PHS Policy) at settion V.C.6, (mtmﬁgLQma.mn,.g,ng@'§n1§lplwll:e.te_rencg,s_/pngp,ql_. httn)

ns to the Institute/Center (IC) supporiing the award. NIH expects grantees to continue to maintal

Institutions are required to report such siuatio
bove. Funding components may allow expenditure of NIH grant funds for maintenance anc

" and zare for animals during the periods described 2
care of animals on a case-by-case basis,

Additionally, these situations constitute sarious noncompliance with section IV.F.3. of the PHS Policy and as such must be pramptly reportad t
OLAW in aceord with the PHS Policy, See NOT OD-05-034, Guiiance on Prompt Reporting to OLAW
(_htteiUQL&HIS.-MhﬂQ!!Q@ﬂ%MM@t@:ﬂQﬁMQI:.QD.-.QE-DM.mm_i) .

gresmants in which the grantee collabaratas with one or mare other organizations,

the grantee, as the direct and primary recipiant of NIH grant funds, is accountable for the perfarmance of the project, the approptiate
expenditure of grants funds by al patfies, and all other obligations of the grantee ay specified in the NIHEPS, The animat welfare
requirements that apply to grantees slzo apply to consortium participants and subprojects. The prime grantee i respanaitle for inctuding
these requirements In is agreaments with collabarating organizations, and for ensuring that ail sites engaged in research Imvolving the use of
live vertebrate animals have an sppropriate Animal Welfare Assurance and that the activity has & valid IACUC approval, (see
hilp:_//‘q_m_n_t,s;g_ih,_gggkm_msl_ol_awlassuranGEIBOUIndex.htm, for & list of domestic institutions with Assuranoes). If the prime grantes does not

Grantess are reminded that under consortivm (subaward) a

hitn:/arants.nih.gov/grants/guide/notice-files/N OT-OD-07-044 html 12/14/200
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save an Anlmal Welfare Assuranae and the animat work wilt be sonducted at an institution with an Assurance, the grantee must obtain an

‘nter-institutional Assurance from OLAW, When the grantee-s-a domestic institution and there is a -foreigri performance site using animals, the

;ranteg must ensure that the parformance: site has an appropriate Forsign Assurance atd must provide verification of IACUC approval by the
'““da‘r‘ﬁasﬂu'granteé's*lACUCrcanftlfying-to-N!H-that-the-acﬁvityvas-conducted-at—the-fqreign-perfermanc.e-site:is-anmeptabla.to-the.gmntee._(See__

NIH GPS, Part II, Terms and Conditions of NIH Grant Awards, Consortium Agraements,

hitp:/farants.nih.gov/grants/policy/nihgps 2003/NIHGPE_Part12,htm# Toc54600251).

Inquiries

Questions concemning this Notice should be dirested to:

\

u

Office of Poliey for Extramural Research Administration
National Institutes of Heakh

Telsphone: 301-435-0938

Email: grantspulicy@od nib.gov

Guestions about Assurances or JACUC approval of animal activities should be directed to:

Office of Laboratory Antmat Welfare
Division of Assurances

National Inslitutes of Health
Telephons: 301-406-7163

Emalt: glawdoa@mail.nih.dov
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Notice Number; NOT-OD-05-034

Key Dates
Release Daie: February, 24, 2005

issued by :
Office of Laboratory Animal Welfare (OLAW), Office of Extramural Research (http:Jgrants.nih.govigrants/olaw/olaw. htm)

This Notice provides guidance to Public Health Service (PHS) awardes institutions and Institutional Animal Care and Use Commitiees
(IACUC=} on the prompt reporfing requirements of the PHS Pdlicy on Humane Care and Use of Laboratory Animals (Palicy)
(}Lﬁgg[g‘naggap_ih_,gpy_!g_r_amslgI_,a_wlrefer:en_oegighs,pgl.ﬂt_m), This guidance Is intended to assist IACUCE and Institutional Officials in
determiniing what, when, and how situations should be reported under IV F.2 of the Palicy, and to promote graater yniformity in
reporting. Thie Notice supersedes the January 12, 1684 Dear Colleague letter from the former Division of Animal Welfare, Office for
Pretestion from Research Rigks (now the Office of Laboratory Animal Welfare, or OLAW). :

Backgrountd

PHS. Polley, IV.F.3, requires that:

"The IACUC, through the Institutional Official, shall promptiy provide OLAW with & full explanation of the sircumstances and actions
taken with respect to: S : ;

a) any serious or continuing nonsormpliance with this Policy;
&) any serious deviation from the provigions of the Guide [forthe Care and Use of Labgratory Animals] | ot

¢) any suspension of an activity by the IACUC." .

IACUC suspensions of activities are cited at IV.C.8 and 7 of the Policy, and require & convened meetir'i'g'"EF’éT:;‘JcT:‘U‘rﬁ'ﬁf'th“e"lACUC“an’c

the vote of & majority of the querum present. The Inetitutional Official must review the reasons for suspension in consultation with the
IACUG, take appropriate corrective action and report that action with full expianation to OLAW, : :

All institutions with Animal Welfare Assurances are raquired to comply with the provigions of IV.F.3. The institutional Officiat signing the
Assurance, in concert with the JACUC, is ragponsible for this reporting,

\/.F.3 sarves dual purposes, Foremost, it ensuras that institutions deliberately address and comae

PHS-supported research, and compliance with the Policy. In sddition, it enables OLAW to monltor
avajuate allegations of noncompliance, and assess the

Reporting promptly to OLAW utider |

gltuations that affect animal welfare,
the institution's animal care and use program oversight under the Policy,

effactiveness of PHS policies and procedures,

The underlying foundation of the PHS Palicy is ane of institutional self-evaluation, sel-monitoring and self-reporting. Public Law 29-15i
(nﬁgjgggmgmgggvlgrants/clawfreferaw_:e_a_‘! 885, tikm) resuires that institutions be provided a reasanable ppportunity to take
cotrective action before a grant or contract |s suepended or terminated, and it is OLAW's role to assess whether the corrective actions
reported by institutions under IV.E.3 are adequate, OLAWY will assist the reporting ingtitution in developing definitive corrective plane
and schedlles if heossgary. Compliance actions affecting an award are rare because institutions are usually able to address incidents

successfully and take appropriate zctions to pravent recurrence.

Guidance on Prompt Reporting

A comprehensive ligt of dsfinitive examples of reportable situations is impractical, Thersfore, the examples below do not covear all
instances but demonstrate the threstold at which OLAW expects to receive a report. Institutions should use rational Judgrnent in
determining what situations mest the provisions of IV.F.3 and fall within the scope of the examples below, and consult with OLAW if in
doubt, OLAW weltames inguiries and disaussion and will provide guidance with regard to specific situations, Situations that meet the
provisions of Iv,F.3 and are identified by external entities such as the United States Department of Agriculture or the Asgociation for

b lermmite ik pov/grants/guide/notice-files/N OT-OD-05-034.hitm] 12/14/20(
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Assessment and Accreditation of Laboratory Animal Care International, or by individuals outside the IACUC or outside the institution,

Examples of ‘_reportabl_e"situati_ons:.

« conditions that jeopardize the health or well-being of animals, including natural disasters, accidents, and mechanical failures,
resulfing in actual harm or death to animals;

# conduct of animal-related activities without appmpﬁate IACUC raview and approval,

¢ failure to adhere to IACUC-approved protocols;
» mplementation of any significant change to IACUC-approved protocels without prior IACUC approval as réquired by IV.B.7,;

s conduct of animak-related activities beyond the expiration date established by the IACUC (note that a compiete review under.
IV.C is reguired at least once every three years); ' ’

» conduct of official IAGUC business requiring a quorum (full Committee review of an aciivity in accord with IV.C.2 or suspension
in mecord with IV,C.8) in the abssnce of 2 quorury; :

» conduct of oficial IAGUG business during & period of time that the Committee is improperly constituted;
s fallure to correct deficiencies identiﬂécl during the semiannual evalustion in a fimely manner,

« chronic failure to provide space for animalg in accordance with recommendations of the Guide unless the IACUC has approved
& protocol-specific devistion from the Guide based on written scientific justification; '

« participation in animal-refated activities by individuals who have not been determined by the IACUC to be appropriately gualifisd
and rained as required by V.C.1:6 : '

s failure to monitor animals post-procedurally as necessary to ensure well-being (e.g., during recovery from anesthesia or during
recuperation from Invasive or debilitating procediires); .

s failure to maintain appropriate animal-retated records (£.4., [dentification, medical, husbandry);

» fafiure to ensure death of animals after suthanasia procedures (e.g., falled euthanasia with CO 2);

"- fallure of animal care and use personnel to carry out veterinary orders (e.g., treatments); or

¢ JACUC suspension or other institutional intervention that results in the temparary or permanent Interruption of an activity due io
nohcomplianee with the Policy, Animal Welfare Act, the Gulde , or the institution’s Animal Weifare Assurance,

DLAW recoghizes that there may be levels of morbidity and mortality in virtually any animai-related activity, including those associated
with the care and uge of animalg in research, testing, and teaching that are not the result of violations of elther the Policy or the Guide .
OLAW offers the following examples of sifnations which may nof meet the threshold for reporting, based on consideration of the

circumstances by the IACUC.
Examples of situations not normally regtiired to be reparted:

» desth of animais that have reachad the end of their natural life epans;

» death or failures of neonates te thrive when husbandry and veterinary medical oversight of dams and litters was appropriate;

http://grants nih.gov/grants/guide/notice-files/NOT-OD-05 -034 himl 12/14/2006
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» animal death or liness from spontaneous disease when sppropriate quaraniine, preventive medical, survelliance, diagnostic,
end therapeutic procedures were. in place and followed; . . . L

-~ -w-—gmimal-death-or-injuries-related-to-manipulations. that fall-within-parameters-describad Jn-tﬁe-IAc,U&apptwed-pmto:ml;.or_-_..____,__,.

» infrequent Incidents of drowning or near-drowning of rodents in cages whe it is determined that the cause was water valves
_jar;‘m:je? w;th bedding (fraquent problems of this nature, however, mwst be reported promptly alang with corrective plang and
scheduias), ' '

Time Frame for Reporting

Institutions shouid notify OLAW of matters falling under IV.F.3 promptly, Le., without delay. Sinte IV.F.3 requires & full explanation of
circumetances and actions taken and the time required to fully investigate and devise corrective actions may be lengthy, OLAW
recommends that an authorized institutional repregantative provide a preliminary report to OLAW ag goon as possible and follow-up
with & thorough report once action has been taken. Preliminary reparts may be in the form of a fax, email, or phone call. Reports zhoutd
be submitted as situations occur, and not collected and submitted in groups or with the annual report to OLAW,

i

Information to Be Reported

include as many of the following items of information as possible in the iniial contact with GLAW. A follow-up report may address
. anythihg not known at the fime of the initial report and should summarize the institution's corrective action. if a long term plan is
necessary, describe the plan and include & reasonable schedule, This information will allow OLAW to zssess the circumstances and

actions taken to carract and prevent recurrance of the situation.

~ Information to be included:

& Animal Welfaré Assurénce number (bttg":llgrantﬂ!b_.,gw.lgrentslo_la_w{a_s_s_t_&a_n_@_/_, 00index. htm;

¢ relavant grant or ‘contr"az.:t number(s) if fhe situation is related to an activity _direcﬁy supported by PHS,

B ] ‘a“fﬁll‘dsscrrpﬁan-of'any'potenﬁa!"ar-a'ctuaI-affectcn—PHSvsupportedAaetlvities-if-the-situatian—isA-nat directiy-suppotied.by the PHS
but is in a functional, pragrammatic, or physical area that could affect PHS-supported activittes (e.g., inatequate program of
veterinary care, training of technical/husbandry staff, or occupational health; inadequate sanitation due to malfunctioning cage
washer: room temperature extremes due to HVAC fallures); . '

= full extplanation of thé gituation, including what happened, when and where, the species of animal(s) Involved, and the category
of individugals involved {e.g., principal or co-principal investigator, technician, animal caretaker, student, veterinarian, ete.);

« description of actions taken by the institution to address the situation; and

» description of ghort- or.long-term cortective plans and implementation schedule(s),

Preliminary and final reports should be made to:

Diractor, Division of Compliance Oversight
Office of Laboratory Anitmal Walfare
National Institutes of Health

Rockledge 1, Suite 360, MSC 7982

8705 Rockledge Drive

Bethesda, MD 20892-7982

Phone: 301-594-2081

FAX: 301-402-2803

E-mall: clawdgo@mail.nih.goy

Inquiries

O i e A Sl e Bl INTAYT_OTIN&A A4 Tt 12/14/200%
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Dlrectar. Offlr:e‘;f_l.;ho;;t;w Anﬁ‘n&l Welféi'e o
Office of Extramural Ressarch, .
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Offica of the Director, Natuonal InsHiotas of Haalth

RKL 1, Suite 3680

6705 Rockledge Dr.
Bethesda , MD 20802-7982
(For express or hand-delivered mail use zip code 20817)

Telephone (301) 498-7163
olaw@od, riih.gov
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