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Annual Report to OLAW 

I nst itut ion : Univers ity of South Florida 

Assurance Numbe r : D16-00589(A4100 -001) 

Reporting Period: 01/01/19 - 12/31/ 19 

This inst itu ti on's Ins t itut ional Anima l Care and Use Committee (IAC UC), t hrough the I nst itutiona l 
Off icial, provi des t his annual report to the Off ice of Laboratory Anima l Welfa re (OLAW) . 

I. Program Changes [Select A or B] 

[ ] A. There have been no changes in th is institut ion's program fo r anima l care and use as 
descr ibed in the Assurance . [Skip to Item II. ] 

[X ] B. Change(s) in th is inst itutio n's prog ram fo r animal care and use as described in the Assura nce 
have occurred du ring this report ing period . (FAQ 6) 

Select all that apply : 

[ ] This institut ion's AAALAC accreditation status has changed (PHS Policy IV.A.2. ) . 

[ ] AAALAC Accredited - Catego ry 1 

[ ] Non-Accred ited - Category 2 

[ X ] This institut ion's program for anima l care and use has changed (PHS Policy IV.A.1.a-i. ) . 
[Attach a full description of the changes.] 

[ ] The individua l designated by this institution as the I nst itu ti onal Off icial has changed . 
[Provide name, title(s), address, e-mail, phone, and fax numbers in Item V.] 

[X] The members hip of this institu ti on's IACUC has change d. [Provide current roster of 
members in Item VI.] 

II. Semiannual Evaluations 
This IACUC has conducted semiannua l evaluations of the inst itution's program and inspections of 
the institution 's faci lit ies (i ncluding sate lli te faci lities) on the dates below. Reports of the 
evaluat ions and inspectio ns have been submitted to t he I nst itut ional Officia l. The reports include 
any IACUC-approved departures from the Guide with a reason for each departure, any deficiencies 
(significant or m inor) that were identified, and a plan and sched ule for correction of each 
deficiency . [Do not provide semiannual reports unless they include a minority view.] 

A. Program Evaluations 

[Two dates (month/day/year) must be provided to satisfy the PHS Policy requirement that 
evaluations be done at 6 month intervals. If the IACUC conducted more than 2 evaluations of 
the program during the reporting period, please attach a list showing the dates.] 

I Date 1:4/30/2019 I Date 2:10/29/2019 
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B. Facility Inspections 

[Two dates (month/day/year) must be provided to satisfy the PHS Policy requirement that 
facility inspections be done at 6 month intervals . If the IACUC conducted more than 2 
inspections of each site during the reporting period, please attach a list showing the dates.] 

I Date 1:4/1/2019 th rough 4/30/2019 I Date 2: 10/ 1/20 19 throug h 10/29/ 2019 

III. Minority Views [Select A or B] 

IV. 

v. 

[X] A. There were no minority views during this reporting cycle. 

[ ] B. Any minor ity v iews subm itted by members of the IACUC regard ing reports fi led under PHS 
Policy IV.F. for this reporti ng cycle are attac hed, 

Signatures 

IACUC Chairperson Institutional Official 

Name: Jay B. Dean, Ph.D. Name: Paul R. Sanberg, Ph.D., D.Sc. 

I OocuSQ(b)(i .,.--OocuSlgned by: 

1 , (b)( ~ 
Sionature: I Sionature: 

4 / r:J!8~srr03C4w.-
139480'192207Att , 

Date: Date: 4/6/2020 

Change in Institutional Official 

Name: 

Tit le: I Degree/Crede nt ial: 

Name of I nsti tutio n : 

Address : [street, city, state, zip code] 

E-mail: 

Phone : I Fax: 
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VI . Change in IACUC Membership [Current roster] 

In stit ution: University of South Florida 

IACUC Conta ct Info rmat ion 

Address : [street, city, state, zip code] 

3702 Spectrum Blvd . I (b) (4~ 

Tampa, FL, 33612 -9444 

E- mail : iacuc@usf.edu 

Phone:! (b)( ~ I Fax:1 (b)( , 

IACUC Chairperson 

Name: Jay B. Dean 

Tit le: Chairperson of IACUC, Professor in Dept. I D /C d f I . Ph D 
of Pharmacoloav and Phvsioloav egree re en ,as. • • 

PHS Policy Membership Requirements***: Scientist 

IACUC Roster [Provide below or attach] 

Name of Member/ Degree/ 
Position Tit le/ 

PHS Policy Membership 
Code* Credentia l 

Occupationa l Requireme nts*** 
Background** 

Jay Dean Ph.D. Professo r Scientist; Chairperson 

(b)(6) Nonscientist; Unaffi l iated 

Scient ist; Moffitt Affil iate; 
Vice-Chairoe rson 
Scientist; Veterans 
Hosp ita l Affi liate 
Scient ist 

Scient ist 

Scient ist 

Veteri nar ian 

Scient ist; Moffitt Affil iate 

Veterinarian 

Scient ist; pool alternate; 
Veterans Hospita l Affi l iate 
Scien ti st; pool alternate; 
Vete rans Hospita l Affi liate 
Nonscientist; Nonaffi l iated -
alterna te 
Scient ist; pool alternate; 
Moffitt Affi l iate 
Scientist; Moffitt Affi l iate; 

Scientist; pool alternate; 
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(bH L 
Scientist; pool alternate; 

Scientist; pool alternate; 

Scientist; pool alternate; 
Moffitt Affiliate 

Scientist, pool alterna te 

Scientist, pool alternate 

Scientist; pool alternate 

Robert Engelman I D.V.M., Ph.D. I Director Veterinarian; pool 
alternate 

(b)(6 Veterinarian; pool 
alternate 
Scienti st; pool alternate; 

Veterans Hosoital Affiliate 

Scientist; poo l alt ernate; 

I I 

* Names of members, ot her than the chairperson and veterinarian, may be represented by a 
numb er or symbo l in this report to OLAW. Sufficient information to determine that all appointees 
are approp riate ly qualified must be provided and the identity of each member must be readily 
ascerta inable by the institution and avai lable to authorized OLAW or other PHS representatives 
upon request. 
** List specific position tit les for all members, includ ing nonaffi l iated (e.g. , banker, teacher, 
volunteer fireman; not "commun ity member" or "reti red") , 

*** PHS Policy Membership Requirements: 

Veterinarian veterinarian with training or experie nce in laboratory animal science and 
medicine or in the use of the species at the instit ut ion, who has di rect or 
delegated program authority and responsibi lity for activities involving animals 
at the institution. 

Scientist practicing scientist experienced in research involving anima ls. 

Nonscientist member whose primary concerns are in a nonscientific area (for examp le, 
ethicist, lawyer, member of the clergy), 

Nonaffiliated individua l who is not affi liated with the inst itution in any way othe r than as a 
member of the IACUC, and is not a member of the immediate fami ly of a 
person who is affiliated with the institution . This member is expected to 
represent genera l community interests in the proper care and use of anima ls 
and should not be a laboratory anima l user. A consulting veterinar ian may not 
be considered nonaffiliated. 

[Note: all members must be appointed by the CEO (or individual with specific written delegation 
to appoint members) and must be voting members. Non-voting members and alternate members 
must be so identified.] 
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ATTACHMENT OLAW ANNUAL REPORT, 2019 

University of South Florida 
Assurance #D16-00589(A4100-001) 
Accredited Unit #000434 
Reporting Period: 01/01/19 - 12/31/19 

The University of South Florida IACUC and the IO report that the Institution's program for animal care 
and use has changed with respect to the indicated sections of the PHS Policy on the Humane Care and 
Use of Animals as follows: 

1. The membership of the institut ions IACUC has changed and the current roster is included in the 
OLAW annual report form in Item VI (relevant to PHS Policy IV.A.Le. and IV.A.3.b). 

2. The institution's program has changed with respect to its written IACUC principles, forms, and 
procedures. Changes were implemented or acknowledged by a quorum of members at convened 
meetings. Revisions to the following IACUC Principles were approved by a quorum of the IACUC at 
February 22, March 22, May 17, June 28, November 15 2019, and March 27, 2020 meetings, as 
itemized below: 

FEBRUARY 22, 2019, IACUC MEETING 
111.5. All live vertebrate animal use, including field studies, conducted by University faculty, students, 
or staff, or supported by University funds, must first be described in a draft IACUC application using 
the ARC system and be pre-reviewed by University veterinarians prior to its subm ission to the IACUC 
for full committee review (FCR) or designated member review {DMR), as app ropriate. All vertebrate 
animal use must be proposed to, and approved by the IACUC as an IACUC protocol prior to the 
initiation of that activity, regardless of where it will be performed. Activities involving wild animals in 
natural settings (field studies) that will not alter or influence the activity of the study animals or other 
species in the study area (i.e., unobtrusive observational studies), will not impact the animal's 
environment, and will not impact the health or safety of involved personnel need not be proposed to 
the IACUC. An IACUC protocol application or aspect of an appl ication that describes procedures not 
previously encountered or that have the potential to cause pain or distress that cannot be reliably 
predicted or controlled, may be proposed as a limited pilot study, designed to assess both the 
procedure 's effects on the animals and the skills of the research team conducted under IACUC 
oversight. In such cases, the IACUC will require the protocol to be limited to and conducted as a pilot 
study, which stipulates the number of animals to be used, and the recordkeeping, oversight, and 
IACUC reporting intervals and content requirements to be used regarding outcomes. It is the Principal 
Investigators responsibility for submitting an outcome report of the pilot study to the IACUC in the 
timeframe requested by the IACUC. The outcome report will be used to by the IACUC as follows: to 
evaluate whether a subsequent larger study is justified; whether to release pilot study status and 
permit protocol mod ifications allowing a subsequent larger study; and used to define clinical endpoints. 

MARCH 22, 2019, IACUC MEETING 
111.13. Protocol types "wildlife", "murine colony only", "antiserum product ion only", and "tissue use 
only" are subject to DMR as follows. Within 3 days of receipt of the new applicat ion, any member of 
the full IACUC can ask fo r clarifications or revisions of the IACUC application involving "wildlife", 
"murine colony only", "antiserum production only", or " tissue use only", or can call for a review of the 
application at the next regular IACUC meeting. If FCR is called, the clar ified or revised IACUC 
application is reviewed by the full IACUC. If there are no clarifications, revisions or full IACUC review 
requests within three days of receipt of the application, the application is reviewed by a designated 
IACUC member. The designated member reviewer assumes the responsibility for the full committee in 
grant ing unanimous approval, requiring modification, or returning the protocol for FCR. Members for 
DMR are appointed by the IACUC Chair. Annually or whenever the IACUC membership changes the 
IACUC Chair provides the Research Integrity and Compliance administrative staff with a 
spreadsheet/grid with DMR assignments. The IACUC Chair rev iews research protocol categories/a reas 
of expertise (e.g., mu rine colony only, tissue use only, procedural changes, etc.), determines which 
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IACUC member(s) can be tasked for a specific DMR role, depending on the nature of the application or 
proposed modification, and matches the IACUC member for DMR to the ir area of expertise. At any time 
dur ing this process, any IACUC member may request to view/rev iew the modified application, or may 
request FCR of the application. When considered complete and appropriate, the designated member 
reviewer approves the application, and this approval is communicated to the full IACUC membership at 
its next regular monthly meeting. Any IACUC application that is added as an agenda item to the next 
regular IACUC meeting, or not approved by the designated member reviewer, is then reviewed by the 
full IACUC at the next regular monthly meeting. Written IACUC approval is required prior to 
implementing any animal use. 

111.14. The protocol type "research or teach ing" is added as an agenda item to the next regular IACUC 
meeting. Each new research, or teaching, or other protocol type added as an agenda item to the 
IACUC meet ing is presented by a primary reviewing IACUC member using entries made directly on the 
IACUC application. After verbally presenting the ir findings regarding the application to a quorum of the 
IACUC members, the primary reviewing IACUC member proposes a motion to either approve the 
application, require modifications to secure approval of the application, or disapprove the application. 
IACUC members listed as participating personnel on the IACUC application must leave the room during 
the presentation and discussion of the protocol and are not permitted to participate or vote. No IACUC 
member participates in the IACUC review or approval of a research project in which the member has a 
conflict ing interest (e.g., is personally involved in the project) except to provide information requested 
by the IACUC. IACUC members who have a conflict ing interest in a proposed protocol do not contribute 
to the constitution of a quorum. After d iscussion and a motion is made, the motion is seconded, and 
the full IACUC committee votes. If the approved motion is "Requires Modification to Secure Approval," 
it is understood that all members of the IACUC, in attendance or not, forgo a full review of the to-be 
revised application in favor of the designated pr imary reviewing IACUC member's review. All IACUC 
members have agreed in advance in writing that the quorum of members present at a convened 
meeting may decide by unanimous vote to use this designated member review subsequent to full 
committee review when modification is needed to secure approval. This understanding is part of each 
IACUC member's initial orientation to regulatory processes, processes that are agreed upon in advance 
in writing using a form entitled "Orientation and Certificat ion of New IACUC Members", This form 
documents the use of designated member review subsequent to full comm ittee review of a protocol 
application, which all IACUC members agree to by unanimous vote. New ACORP applications and 
ACORP applications found to "Requ ire Modification to Secure Approval" are reviewed by a minimum of 
two designated review ing members affiliated with the VA. Once members have chosen this 
designated-member review, then the primary reviewer(s) assumes the responsibility for the full 
committee in granting unanimous approval, requiring modification, or returning the protocol for full 
review. At any time during this process, any member may request to view/review the modified 
application, or may request full committee review of the application. 

MAY 17, 2019 & MARCH 27, 2020 IACUC MEETINGS 
111.17. Changes that are handled administratively as an amendment include a change in the certified 
research personnel other than PI, title, funding source other than federal sources, or strain of the same 
species if justified in writing. Amendments proposed to an IACUC protocol are submitted by direct 
modification of the approved protocol. Requests to add new research personnel are reviewed first by 
Research Integrity & Compliance to validate that all documents required of IACUC certification have 
been completed and submitted via the ARC system. 

111.19. When using DMR procedures, the designated reviewer(s) cannot withhold approval of a 
protocol. The outcomes of DMR are approval, requires mod ification(s) to secure approval, or refer to 
full committee for review. Changes that are considered sign ificant requiring FCR or DMR include those 
that change (a) from non-survival to survival surgery, (b) resulting in greater pain, distress, or degree 
of invas iveness, (c) new housing or use location outside of Comparative Medicine managed facilities, 
(d) species, (e) study objectives, (f) Principal Investigator, or (g) impact ing personnel safety. When 
the change request is for a new species, Research Integrity & Compliance first validates that that the 
PI and staff ARC profiles identify the new species of interest, and if the request is for unvaccinated or 
uncharacterized carnivores, pregnant sheep, goats, cattle, or nonhuman primates, that a new updated 
Health and Risk Assessment for Employee Safety in the Care and Use of Animals form has been 
completed and uploaded to ARC by the PI and staff. Changes cons idered significant requiring FCR or 
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DMR are rev iewed by the fu ll IACUC membership . Within 3 days of receipt, any member of the fu ll 
IACUC can ask for clar ifications or rev isions of the Protocol Change, or can call for FCR at the next 
regu lar IACUC meeting . If there are no clarifications/ revisions or FCR requests within three days of 
receipt of the protoco l change, it is rev iewed by a designated IACUC member . If clar ifications/revisions 
are requested, the PI will be given the opportu nity to respond and incorpora te these changes into the 
approved protoco l. When revisions are incorpo rated, the revised Protocol Change is reviewed by a 
designated IACUC member assigned by the IACUC chair. When considered comp lete and appropr iate, 
the designated member reviewer approves the change, and t his approva l is commun icated to the full 
IACUC membership at its next regular mont hly meet ing. Any Protoco l Change that is added as an 
agenda item to the next regular IACUC meet ing, or not approved by the designated member rev iewer, 
is then reviewed by the fu ll IACUC at the next regular month ly meeting . Written IACUC approva l is 
required pr ior to implementing any changes . 

VII .3. I ndiv idua ls determi ned to be at risk as determined by comp let ion of the Health and Risk 
Assessment for Employee Safety in the Care and Use of Animals fo rm are encouraged to comp lete a 
Health History Assessment form and consult with a health provider . When special cons iderations are 
declared, includ ing the proposed use of infect ious agents requiring biosafety level II I conta inment, or 
the use of unvaccinated or uncharacter ized carn ivores, pregnant sheep, goats, catt le, or nonhuman 
primates, which require additiona l services, Research I ntegr ity & Compliance ensures that at - r isk 
personne l make arrangements for health services, and receives written confi rmation that health 
services have been init iated, documentat ion of which is uploaded to the researcher's profi le in the ARC 
system . 

VIII.4 . All research personne l must comp lete the AALAS Learni ng Library course entit led "Laws, 
Regulations, Policies, and the Guide - USF Orientat ion Lessons" and provide t he certificate of 
comp letion, wh ich documen ts that they have received training in anima l care and use legislation, 
IACUC fu nction, ethics of animal use and the concepts of the Three Rs, methods for report ing concerns 
about animal use, occupat ional health and safety issues perta ining to animal use, anima l handling, 
asept ic surgica l technique, anesthesia and analgesia, and euthanasia . 

VIII .6. All new perso nnel using live vertebrate animals must comp lete a Health and Risk Assessment 
for Employee Safety in the Care and Use of Anima ls form . Annually, all research personne l must rev iew 
thei r Health and Risk Assessment for Employee Safety in the Care and Use of Animals form, and when 
declaring any changes, must upload to ARC the updated, comp leted form . 

VIII , 10. Principal I nvestigators and all perso nnel propos ing to use imm une deficient mice must upload 
to their ARC profi le a certificate of comp let ion for the AALAS LL course entit led " Handling and Use of 
Immune Defic ient Mice". All personne l intending to direct ly handle and use immune deficient mice 
must also upload a cert ificate of comp let ion of CM in perso n tra ining in such procedures, pr ior to 
protoco l approva l. Personne l proposing phys ical methods of euthanas ia witho ut the benefit of 
anest hesia (e .g., decapitation, cervica l dislocation) must upload to thei r ARC profile a certificate of 
tra ining and proficiency is such procedures, prio r to IACUC protoco l approva l. Personnel proposing 
physica l methods of euthanasia without the benefit of anesthesia (e .g., decapitation, cerv ical 
dislocation) must upload to their ARC profile a certificate of training and proficiency is such procedures, 
prior to IACUC protoco l approva l. Comparative Medicine offers forma l hands-on wet-laboratory tra ining. 
Curricu la may vary depending on need as requested by research faculty or staff, or as requ ired by the 
IACUC, and may include basic anima l needs, prope r anima l handling, routes and methods of substance 
adm inistrat ion, proper pre-procedura l and post-procedura l care, asept ic surg ical tec hnique, methods of 
anest hesia and analgesia, use of equipmen t , and methods of euthanas ia. Attendance and curricu la are 
documented . 

XII .19 Physical restraint is defined as the use of manua l or mechanica l mea ns to l imit some or all of an 
anima l's movement for the purpose of examination, samp le collection, drug adminis t ration, t herapy, or 
expe rimenta l manipu lat ion. In some cases, person nel safety may also necessitate the phys ical restra int 
of an anima l. Prolonged restraint is defined as physica l restra int of a conscious anima l lasting >30 
minutes . Prolonged restraint, including chairing of non-human primates, should be avo ided unless it is 
justified in writing, essentia l for achieving research objec t ives, and approved by the IACUC. Chairing of 
non-hu man primates is considered pro longed restraint regard less of durat ion. When proposing 
prolonged restraint, the IACUC application must include ( 1) a scientific justification for the use of 
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prolonged restraint, (2) a description of the restraint device, (3) a description of acclimation 
procedures to conditio n the anima l to prolonged restraint, (4) the maximum amount of time the anima l 
may be restrai ned, (5) a description of how the anima l will be observed and monitored du ring 
rest raint, (6) when the durat ion of prolonged rest raint is ~6 hours, a descrip t ion of when food and 
water wi ll be given, how body weight will be monitored, and how hyd rat ion status w ill be mon itored. 
Physical restrai nt that is <30 minutes, and does not cause distress or discomfort to the anima l is not 
considered prolonged, and as such, a detai led description is not requ ired in the IACUC application . 

XVI . Mult iple Surv ival Surgical Procedures 

XVI.1. Major surgery penetrates and exposes a body cavity (e .g., laparotomy, tho racotomy, 
craniotomy), produces impairment of physica l or physio logic function (e .g., joint replacement, limb 
amputation) or involves extensive tiss ue dissection or transection . 

XVI.2 . Multip le surv ival surgica l procedures on a sing le anima l are discou raged but may be permitted if 
scientifica lly justified by the applicant and approved by the IACUC. 

XVI .3. Mult iple surv ival surgica l procedures may be justified if they are related components of a 
research project, if they conserve scarce animal resources, or if they are needed for clinica l reasons . 
Cost savings is not an adequate reason for performing multip le major surv ival surg ical procedures . 

XVI.4 . If multip le surv ival surg ical proced ures are approved by the IACUC, part icular attention must be 
provided by the research staff to anima l health and well- being through freq uent and contin uing 
evaluations, and the IACUC must evaluate outcomes of multi ple surgica l procedures . 

JUNE 28 , 2019 , IACUC MEETING 
111.21. IACUC applications descr ibing mentors hip of precollege students are rev iewed by t he IACUC if 
the PI attaches all applicable school, county, and/or state forms, includ ing parenta l perm ission, the 
precollege student is certi fied for animal use wit hin the PI's laboratory, and the PI assures that they or 
the ir designated staff who are named on the application will cont inually direct ly superv ise the 
precollege student while an anima l care staff member is availab le in the faci l ity during t he conduct of 
the proposed research invo lving animals. As USF Policy 6-038 prohibits minors from working or 
voluntee ring in an anima l housing or use area, requests to certify precollege students as qualified fo r 
unescorted access to an anima l fac ility are not granted . 

IV.5. The applicant Principal or Secondary I nvestigato r must have a faculty appo intment with t he 
Univers ity or an appropriate appointment with the James A. Haley Vetera n's Admin istrat ion Medica l 
Center, H. Lee Moffitt Cancer Center and Research Inst itute, or New College of Flor ida. Extramura l 
researc h interests invo lving animals may be led by an extramura l IACUC cert ified scientist, assuming 
the extram ural entity has a written understanding on fi le with a program member institutio n, all costs 
of infrastructura l services are fu lly reimbursed, and in the event resources become limited, facu lty and 
intramura l scientist interests are show n prior ity . 

NOVEMBER 15, 2019 & MARCH 27, 2020 IACUC MEETINGS 
111.12. New IACUC applicat ions are rev iewed either by fu ll IACUC comm ittee review (FCR) or using a 
designated member rev iew {DMR) process . Each IACUC application is designated a protoco l type by 
the applicant PI as either "researc h or teaching ", "w ildlife", "murine colony only", "ant iserum 
product ion only" , or "t issue use only" , The protoco l type " research or teach ing" describing Research 
Pain Category B and C procedures and ACORP applicat ions are added as an agenda item to the next 
regu lar IACUC meet ing for FCR. Protocol types "resea rch or teac hing" describing Research Pain 
Category A proced ures, "wi ldlife", "murine colony only", "ant iserum prod uction only", and "tissue use 
only" are subject to DMR. 

111.13. When using DMR procedures, the designated reviewer(s) cannot withho ld approva l of a 
protoco l. The outcomes of DMR are approva l, requi res mod ification(s) to secure approva l, or refer to 
fu ll committee for review . Protocols subject to DMR, are reviewed as follows . Within 3 days of receipt 
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of the new application, any member of the full IACUC can ask for clarifications or revisions of the 
IACUC application, or "tissue use only", or can call for a review of the application at the next regular 
IACUC meet ing. If FCR is called, the clarified or revised IACUC application is reviewed by the full 
IACUC. If there are no clarifications, revisions or full IACUC rev iew requests within three days of 
receipt of the application, the application is reviewed by a designated IACUC member. The designated 
member reviewer assumes the respons ibility for the full committee in granting unanimous approval, 
requir ing modification, or returning the protocol for FCR. Members for DMR are appointed by the 
IACUC Chair. Annually or whenever the IACUC membership changes the IACUC Chair provides the 
Research Integrity and Compliance admin istrative staff with a spreadsheet/grid with DMR assignments. 
The IACUC Chair reviews research protocol categories/areas of expertise (e.g., murine colony only, 
tissue use only, procedural changes, etc.), determines which IACUC member(s) can be tasked for a 
specific DMR role, depending on the nature of the application or proposed modification, and matches 
the IACUC member for DMR to their area of expertise. At any t ime during this process, any IACUC 
member may request to view/review the modified application, or may request FCR of the application. 
When considered complete and appropriate, the designated member reviewer approves the 
application, and this approval is communicated to the full IACUC membership at its next regular 
monthly meeting. Any IACUC application that is added as an agenda item to the next regular IACUC 
meeting, or not approved by the designated member reviewe r, is then reviewed by the full IACUC at 
the next regular monthly meeting. Written IACUC approval is required prior to implement ing any 
animal use. 

Ill, 14, The protocol type "research or teach ing" describing Research Pain Category B and/or C 
procedures, and ACORP applications are added as an agenda item to the next regular IACUC meeting. 
Each protocol added as an agenda item to the IACUC meeting is presented by a primary reviewing 
IACUC member using entries made directly on the IACUC application. After verbally presenting their 
findings regarding the application to a quorum of the IACUC members, the primary rev iewing IACUC 
member proposes a motion to either approve the application, require modifications to secure approval 
of the application, or disapprove the application. IACUC members listed as participat ing personnel on 
the IACUC application must leave the room dur ing the presentation and discussion of the protocol and 
are not permitted to participate or vote. No IACUC member participates in the IACUC review or 
approval of a research project in which the member has a conflicting interest (e.g., is personally 
involved in the project) except to provide information requested by the IACUC. IACUC members who 
have a conflicting interest in a proposed protocol do not contribute to the constitution of a quorum. 
After discuss ion and a mot ion is made, the motion is seconded, and the full IACUC committee votes. If 
the approved motion is "Requires Modification to Secure Approval," it is understood that all members 
of the IACUC, in attendance or not , forgo a full review of the to-be revised application in favor of the 
designated primary reviewing IACUC member's review. All IACUC members have agreed in advance in 
writing that the quorum of members present at a convened meeting may decide by unanimous vote to 
use this designated member review subsequent to full committee review when modification is needed 
to secure approval. Th is understanding is part of each IACUC member's initial orientation to regulatory 
processes, processes that are agreed upon in advance in writing using a form entitled "Orientation and 
Certificat ion of New IACUC Members", This form documents the use of designated member review 
subsequent to full committee review of a protocol application, which all IACUC members agree to by 
unanimous vote. New ACORP applications and ACORP applications found to "Require Modification to 
Secure Approval" are reviewed by a minimum of two designated reviewing members affiliated with the 
VA. Once members have chosen this designated-member review, then the primary reviewer(s) 
assumes the responsib ility for the full committee in granting unan imous approval, requiring 
modification, or returning the protocol for full review. At any time during this process, any member 
may request to view/review the modified appl ication, or may request full committee review of the 
application. 

111.29. If test substance(s) that are potent ially hazardous are to be administered to animals, prior 
author ization of use of the test substance(s) by the appropriate Safety Committee is required before 
approval by the IACUC. Approval of the IACUC application involving hazardous materials not previously 
proposed by the PI and approved by the IACUC, can be contingent on a pre-performance meeting 
involving the PI and relevant staff that represents the applicant's laboratory, Comparative Medicine, 
the IACUC, and the appropriate Safety Committee(s). This pre-performance meeting may be helpful to 
ensure that all involved personnel are aware of the precautions, containme nt practices, facilities, 
protect ive devices , disposal and decontamination procedures, and other necessary safety procedures 
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that must be followed to protect personnel, and prevent accidental animal exposure to the hazardous 
mater ial. The IACUC may also require a pre-performance meeting whenever an appl icant PI proposes 
infrequently used species or techniques, or proposes surgical or teaching procedures involving 
anesthetized non-rodent mammals. This pre-performance meeting may take place before or after 
IACUC approval of the protocol at the discretion of the IACUC, but must occur before initiation of the 
IACUC approved activ ity, and ensures that appropriate personnel, equipment, supplies, recordkeeping, 
and practices of animal care and use have been identified and will be employed. 

111,30. The IACUC, assisted by the staff of Research Integrity & Compliance and Comparative Medicine, 
conduct observational post approval monitoring (PAM) and periodic audits of active animal use 
protocols, and inspect laboratories outside of the animal facilities where animals are used (e.g., 
observational PAM of FKML). These audits, and inspections, and observat ional PAM serve as an 
additional review of the effectiveness of the animal care and use program, and are initiated during 
each semi-annual inspection of facilities and program by the IACUC, or whenever necessary. These 
audits, inspections, and observational PAM ensure that sufficient animal care and clinical oversight is 
provided and recorded, that animal pain, distress, or discomfort are anticipated, avo ided, or alleviated, 
that work areas are uncluttered and adequately decontaminated, that current supplies and procedures 
are used, that appropr iately sanitized/ster ilized instruments are used, and that the risks of all hazards 
are m inimized. In determining which protocols to audit and laboratories to inspect, the IACUC is 
especially interested in ensuring the good practices of protocols involving satellite animal housing, Pain 
Category C procedures, survival surgery, the administration or use of hazardous materials, or the use 
of controlled substances. In addition, in accordance with the VA Handbook, dur ing each sem i-annual 
Program Review, the IACUC must ensure that IACUC records representing at least 5 percent of the 
total active VA projects, or a minimum of five protocols, are randomly reviewed to determine if 
appropr iate documentation of initial review, approval letter(s), annual and triennial approvals, 
modifications, and investigator correspondence are present, and present their semi-annual summaries 
to the IACUC, 

VII, 1. Medically tra ined occupational health professionals are involved with the IACUC in the planning 
and monitoring of, and assess participation in the Occupational Health and Safety Program. Health 
Administrations and Environmental Health & Safety offices offer to all personnel who w ill be working 
with animals, informat ion regarding health monitoring, potential zoonosis, and health assessments, 
immunizations, and safety procedures relating to thei r animal contact and/or exposures. Field studies 
are also reviewed by these offices to ensure that the proposed field study does not compromise the 
health and safety of persons in the field. 

XII, 10. When proposing Research Pain Category C activities involving animals where painful or 
stressful outcomes are anticipated or possible, the PI must define in writing the clinical criteria which 
will be used to ensure timely intervention and treatment, or removal of the animals from the study , 
either in advance of, or immediately after recognit ion of t he discomfort, or the specific clinical end 
point at which euthanasia of the animals will be accomplished. The earliest possible clinical endpoint 
that will contribute to the resolution of the hypothesis must be separately ident ified and utilized for 
each vertebrate species requested in the application. If avoidance or alleviation of animal pain or 
discomfort adversely affects the protocol, the PI must provide a detailed justification of why treatments 
cannot be initiated. When identifying the earliest clin ical endpoint in applications to the IACUC, the PI 
should conside r proposing both early notification criteria (e.g., tumor diameter) which when met 
causes staff to alert the PI to consider whether study objectives have been met, and also later 
exclusion criteria (e.g., larger tumor diameter, and/or complications referable to the tumor) which 
when met requires the euthanasia of the animal. When identifying the earl iest clinical endpoint, the PI 
should refer to section C.2.c. of the ARENA/OLAW Guidebook entitled "Humane Endpoints" viewable 
at http; t tarants1,nib,goy/grants/olaw/GujdeBook,odf . 

XII, 12. The written justification for the use of animals involved in Research Pain Category C procedures 
must separately identify and utilize for each vertebrate species requested in the application the earliest 
possible clin ical end point that will contribute to the resolut ion of the hypothesis. If death is determined 
to be the earliest possible endpo int that will contribute to the specific aims of the research, then a 
written just ification of why an earlier cl inical endpoint is inadequate for resolving the proposed 
hypothesis must be included in the IACUC application. When determining the earliest possible clinical 
endpoint for a proposed research activity, the applicant PI should refer to the guidelines reviewed in 
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"Huma ne Endpoints for Anima ls Used in Biomedica l Research and Testing", vo l. 41( 2), 2000, pub lished 
by the Inst itute for Laboratory Animal Research, Nationa l Research Council and viewab le 
at http; //grants,oib,goy/grants/olaw/GujdeBook,pdf . 

March 27, 2020, IACUC MEETING 

VII .2. New research and ani mal care personne l must subm it a comp leted Health and Risk Assessment 
for Employee Safety in the Care and Use of Animals form to the ARC system . A med ical eva luat ion and 
health history are required by occupationa l health pro fessiona ls for those individua ls w ith relevant 
anima l contact, the collectio n of whic h comp lies with all fede ral, state and local HIPAA regulat ions fo r 
privacy . Every six years, all IACUC-certified personne l must provi de a rev ised Health and Risk 
Assessment for Employee Safety in the Care and Use of Animals form . Perso nnel whose duties requ ire 
access to an anima l fac ility but whose dut ies do not include wor kin g with animals must sub mi t a 
comp leted Personnel Entering Animal Facilities Health and Risk Assessment to the IACUC. 

VII .3. Individua ls dete rmined to be at risk as determi ned by comp let ion of the Health and Risk 
Assessment for Employee Safety in the Care and Use of Animals form are encou raged to comp lete a 
Health History Assessment form and consu lt with a health care provider . A medica l eva luation and 
health history are required by occupationa l health professiona ls for those indivi du als w ith relevan t 
anima l contact, the collection of which comp lies w ith all federa l, state and local HI PAA regu lations for 
privacy . When spec ial considerations are decla red, includ ing the proposed use of infectious agents 
requ ir ing biosafety level I II conta inme nt, or t he use of unvacc inated or uncharacterized carn ivores, 
pregnant sheep, goats, catt le, or nonhuman primates, wh ich require add itio nal health serv ices, 
Research In tegrity & Comp liance ensures that at - risk personne l make arrangements for healt h 
services, and receives w ritte n confirmation that health serv ices have been init iated, documentation of 
which is uploaded to the resea rcher's profi le in the ARC system . 
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