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DISCLOSURE NOTICE 

This report may conta in infor mat ion which is subjec t to the prov isions of the Privacy Act of 1974 (5 U.S.C. 552a), the Privacy Rule of the Health 

Insurance Portabil ity and Accountability Act (HIPAA - 45 C.F.R. Parts 160 and 164), Tit le 38 U.S.C. Section 5701 which proh ibits the unauthorized 
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38 U.S.C. Section 5705 which pro hibits the unauthor ized disclosure of VA medical quality assurance (QA) review records, and Tit le 38 U.S.C. 
Section 7332 which proh ibits the unauthorized disclosure of VA claimant records relat ing to drug abuse, alcoholism or alcohol abuse, infection 
with the human immunodeficiency vi rus (HIV) or sickle cell anemia. Any informat ion conta ined in this report that is subject to t he statutes cited 
above may only be disclosed as authorized by those stat utes. Any unauthorized disclosure of confide ntia l information is subject to the crim inal 
penalty prov isions of those statutes as described below: 

• Privacy Act (5 U.S.C. 552a) • Fine of up to $5,000; 

• HIPAA Privacy Rule (45 C.F.R. Parts 160 and 164) - Fine of up to $50,000 and/or impr isonment of up to 1 year; 
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• 38 U.S.C. 7332 - Fine of up to $5,000 in the case of a first offense and up to $20,000 in the case of any subsequent offense . 
In addit ion to the statutory penalties listed above, VA employees who know ingly and will fully violate these statutes may also be subject to 
adm inistrat ive, disciplinary, or adverse act ions. The Privacy Act/Freedom of Infor mat ion Act Officer fo r the organ izational component or local 
facility wish ing to disclose th is report should be con.suited to ensure that any disclosure made is author ized in accordance with the 
aforementioned statutes. Questions concerning disclosure of informat ion in this report should be referred to: 

VHA FOIA Officer (10A7) 

810 Ver mont Avenu e, NW , Wa sh ington , DC 20420 

Tel ephone : (877) 461 -5038 

vhafo ia2@va.gov 
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ORO FOCUSED REVIEW REPORT 

Minneapolis VA Health Care System 
Minneapolis, Minnesota 

On-Site Review Dates: July 17-18, 2019 
Date of Report: October 2, 2019 

EXECUTIVE SUMMARY 

The Office of Research Oversight (ORO), Veterans Health Administration (VHA), conducted an 
on-site Focused Review of the Animal Care and Use Program at the Minneapolis VA Health Care 

System (MVAHCS) on July 17 and 18, 2019. This review primarily evaluated research invo lving 
nonhuman pr imates (NHPs) and related Institut ional Animal Care and Use Committee (IACUC) 
operations. ORO ident ified several issues that will need to be remediated to come into 

comp liance with applicable laws, regulat ions, and/or po licies pertaining to the review, conduct 
and/or oversight of research. Of particular concern, ORO identified serious noncomp liance that 
posed a risk to the well -being of the NHPs used in research at the facility. Specifically, ORO 

identified that NHPs were subjected to restricted water intake for longer than specified in the 
approved study protocol and monitoring of these animals for signs of dehydration was not 
performed as specified in the protocol. During the course of its review, ORO also made an 

incidental finding pertaining to activities involving commercial product testing involving the use 
of rabbits housed at the facility . Specifical ly, ORO identified that the facility's IACUC served as 
the IACUC of record for a private company and that the facility's IACUC and Research & 
Development Committee had approved as a VA research activity the qua lity control testing of 
the company's commercia l products in rabbits . However, VA IACUCs are prohibited from 
serving as the IACUC of record for a non-VA entity, and the approved quality control testing of 
commercia l products in rabbits had no apparent relevance to VA's mission. Al l identified 

noncomp liance must be addressed in a Remedial Action Plan that will be monitored by ORO 
until satisfied. 

I. INTRODUCTION and REVIEW FOCUS 

The Office of Research Oversight (ORO), Veterans Health Administration (VHA), reports to the 
Under Secretary for Health and oversees Department of Veterans Affairs (VA) research program 
comp liance with respect to human subject protect ions, labo ratory animal welfare, research 
safety and laboratory security, research information security, and research misconduct. ORO is 
also responsible for conducting education programs for facility Research Compliance Officers 
(RCOs). 
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ORO conducts Focused Reviews to assist faci lit ies in complying with VA and other Federal 
requirements for research, especially in areas that may be of special concern at indiv idual 
faci lities or across the VHA research system as a who le. ORO's decision to conduct a Focused 
Review, and the scope of said review, are guided by: the size and/or complexity of a facility's 
research portfolio; specific issues of concern identified by ORO in an earl ier Combined Program 
Review (CPR) or th rough other mechanisms (e.g., Facility Director's Certification, reports of 
noncomp liance, etc.); known VHA-wide research compliance issues that might also be of 
relevance at a given facility; and/or other factors. 

ORO conducted an on-site, focused compliance review of the Animal Care and Use Program 
(ACUP) at Minneapolis VA Health Care System (MVAHCS) on July 17 and 18, 2019. In addit ion, 
teleconferences were held remotely with selected personnel on July 1-2 and 9-11, 2019. ORO's 
review at MVAHCS focused pr imarily on research involving nonhuman primates (NHPs) and 
relate d Institutional Anima l Care and Use Committee (IACUC) operations ; however, in response 
to info rmation gathered during the course of the review, activ it ies involving the use of rabbits 
were evaluated as well. 

II. METHOD OF REVIEW 

ORO's review of MVAHCS included individual and grou p interviews of facility leadership, 
research admin istrative staff, research oversight committee members and staff, investigators, 
and/or other personnel associated with the faci lity's research compliance program (Appendix 
A). ORO's review evaluated facility research policies, procedures, protocols , 1 memoranda of 
understanding (MOUs), and related documen tation . ORO also conducted a physical inspection 
of the NHP laboratory spaces and select portions of the Veterinary Medica l Unit (VMU). 

Ill. FACILITY RESEARCH PROGRAM OVERVIEW 

MVAHCS is a complex ity level l a acute care research hospita l and tertiary referral center 
academically affiliated w ith the It operates a research program 
involving human subjects, laboratory animals, and hazardous agents, with a research proje ct 
(direct cost) budget of approx imately $25.1 million in FY18, 2 of which approximately $10.2 
million was provided by the VHA Office of Research and Development (ORD). The Center for 
Veterans Research and Education provides a flexib le funding mechanism for non -VA sponsored 
research at MVAHCS. 

At the t ime of ORO's review, there was one active NHP research protocol conducted by a single 
principal investigator (Pl) st udying schizophrenia and one holding protoco l covering care and 
use of NHPs when not assigned to a particular study. 

1 The corresponding t itles for protocols referenced by numer ical identifi ers in the Findings and Observati ons in this 
re po rt are prov ided in Ap pend ix B. 
2 Data from the facility 's filed Research and Oevelopment Informat io n Syste m (ROIS) report. 
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MVAHCS mainta ins its own Research and Development Committee (R&DC), IACUC, and 
Subcommittee on Research Safet y (SRS). 

MVAHCS has executed an MOU with llllllfor collaborat ive animal research. On behalf of a 
company, the MVAHCS IACUC provided oversight of the company's quality 
cont rol testing of its commercial products using rabbits, an activity that was conducted in 
MVAHCS' animal research faci lity. Further , MVAHCS maintained a cont ract with 

- to provide services for rabbi t housing, husbandry, and vet erinary care. (See Finding #8 of 
this report.) 

MVAHCS has a current Public Health Service (PHS) Animal Welfare Assurance D16-00308 
(A3493-0 l ) expiring May 31, 2022, on file with the National Institutes of Health - Office of 
Laboratory Animal Welfare (NIH-OLAW); holds full accredita t ion wi th the Association for the 
Assessment and Accreditation of Laboratory Animal Care, Internat ional (AAALAC; Unit No. VA-
083); and is registere d with the U.S. Department of Agricultu re - Animal and Plant Health 
Inspection Service (USDA-APHIS; Registration No. 41-V-0001). 

ORO noted the follow ing strength in the MVAHCS NHP research overs ight program : The 
veterinary and technical staff members and the NHP laborato ry manager were dedicated to 
ensuring the MVAHCS ACUP provided the NHPs with highly complex environmental 
enhancement to promote psychological well -being, meeting high standards for the NHPs 
housed in the VM U. In part icular, the commitment to ensuring a diverse enrichment program 
was evident not only from the complex enrichment enclosure (i.e., the "zoo") and thoughtful 
rotation of manipulanda and food objects but also from the appearance, behavior, and health 
of the animals observed onsite. 

IV. FINDINGS, REFERENCES, and REQUIRED ACTIONS 

The following items describe findings of noncompliance identified in ORO's review . Within 30 
days after receipt of this repo rt, MVAHCS must complete the applicable sections of the 
attached Remedial Action Plan and submit it to ORO as instructed. The plan must include 
specific remedial actions and timely completion dates for each Finding, as indicated at VHA 
Handbook 1058.01 §5.c. 

1. Severa l instan ces of study protocol noncomplian ce occurred , and in some instance s, 
t he unapprove d deviation s fr om the prot ocol posed a potential risk to the well 

bei ng of NHPs used in research. 

Finding: 

Based on interviews and document review, ORO identified that actual research 
practices regarding water intake regulatio n and anesthe t ic/intraoperative procedures 
deviated from t hose described in approved protocols. It was further ascertained that 
facility personnel with oversight responsibi lities were unaware of these significant 
protocol deviations. 

Page 3 of 19 
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Protocol No. 150402D (now closed) provided for periodic restriction of ad libitum 
water intake by the NHPs. During such periods, the protoco l specified that animals 

receive a daily water ration of a minimum volume of 20 to 30 milliliters {ml) per 
kilogram (kg) body weight. In addition, each individual animal subjected to water 

intake regulation for research activities was to receive ad libitum water for 1 day 

every 7 days. 3 To assess for signs of dehydration, requ ired monitoring procedures 
described in the protocol included measurement of urine specific gravity (USG) one to 

two times every 2 weeks and body weights at least once week ly. 

Interviews with the veterinarian and Laboratory Manager and review of animal 

medical and research records revealed: 

• NHP #10048 had no opportunities for ad libitum access to water between July 1, 

and September 3, 2017 . No documentation was noted indicating that the animal 
met protoco l criteria for an exception to ad libitum access. During this time, there 

were also at least 19 days where the minimum amount of daily fluid required by 
the protocol was not prov ided. 

• For this same anima l, USG was measured on December 21, 2016, and not 
measured again unti l March 8, 2017, despite being subject to periodic water 

restriction during this time period. A similar lapse in protocol procedure (i.e ., 

failure to measure USG) was noted between August 8, 2017, unti l return to full ad 
libitum water access on September 4, 2017. Thus, monitoring of USG to assess for 
signs of dehydration, and corresponding animal well-being, was not conducted as 

required during periods of restricted water intake . 

• On August 2, 2017, after a period with no ad libitum access to water and multiple 

days where the minimum water vo lume was not provided, the measured USG for 
NHP #10048 was higher (a potential indication of dehydration) than the target 

range specified in the Animal Component of Research Protocol (ACORP). 

Although the protocol indicated that during periods of fluid regulation the 
veterinarian was to be kept informed of any deviation of the measurements from 
the normal values, no corresponding entry was found in study or veterinary 

medical records indicating that the veterinarian was consulted . Additionally, 
records did not indicate that the anima l was provided additional water or water 

access in response to the indication of dehydration, and USG was not 
documented as being measured again until six days later. 

Protoco l No. 170601 described procedures to ensure that animals received a daily 

water ration at a minimum volume of 20 ml per kilogram body weight . Required 

monitoring procedures described in the protocol included measuring USG periodically 
and body weights at least once weekly . 

3 The protocol prov ided for an except ion to th is requirement in the event of excessive dr inking during the ad 
libitum period . 
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VAi 

Interviews with the Pl and Laboratory Manager and review of animal medical and 
research records revealed: 

• NHP #06006 did not receive the minimum daily fluid intake on multiple occasions 

as documented on the animal training record. 

• Between January 30 and March 7, 2016, actual fluid volume provided to the 
animal was 30 ml less than the required minimum on all 23 days with water 

restriction. 

• Between April 4 and May 11, 2016, actual fluid volume provided to the animal 

was consistently 40 ml less than the required minimum and, in one instance, 
it was 66 ml less, during the 32 days when water was restricted. 

• The body weight of NHP #06006 was not documented on a weekly basis during 

training or testing periods as required in the approved protocol, including time 
spans between April 16 and May 8, 2016; August 26 and October 2, 2016; 

December 31, 2016, and January 19, 2017, and July 18 and August 4, 2017. 

A review of study, veterinary medical, and IACUC records for these time periods and 
interviews with key personnel revealed that these protocol deviations were not 

recognized via the facility's continuing review activities or informal post-approval 

monitoring practices . Protocol deviations such as these have the potential to affect 

the well-being of these individual NHPs as ongoing unidentified noncompliance could 

increasingly impact hydration and health status over time . 

In addition, in several instances, actual anesthetic and intraoperative practices 
deviated from that described either in the approved ACORP or in MVAHCS Standard 

Operating Procedures (SOPs). Specifically : 

• Protocol No. 170601 described administration of ketamine, or in some 

instances a combination of ketamine and xylazine, for select imaging 
procedures . Per the protocol, approximately halfway through the imaging 

procedure, depth of anesthesia was to be evaluated and augmented as 
necessary with approximately half the original dose of ketamine alone. 
Review of research records documenting anesthesia for these procedures 

revealed that additional doses (varying from¼ to½ of the original dose) of 

both ketamine and xylazine were routinely provided two to three times 
following the initial dose . 

• Also described in section C.2.c. of Protocol No. 170601 was the administration 

of ketamine alone for placement of additional hardware (i.e ., a "halo") 

following surgery #1. Medical records for NHP #037 documented use of a 

combination of ketamine and xylazine for this procedure on March 16, 2019 . 

• lntraoperative Monitoring Records maintained for Protocol No . 170601 
inconsistently documented the time of administration and the dose of 

preanesthetic and anesthetic drugs given to the animal, wh ich was not 

Veter•ns Health Adm,nistr•1ion 
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consistent with local policy . VMU Postoperative Care Records listed names of 

drugs without corresponding doses . Also, in at least one surgical procedure 

where records were maintained in multiple locations, discrepancies existed 

between the lntraoperative Monitoring Record and other research records; 
specifically, the records for implantation of chamber and head holding 

hardware onto NHP #06006 in January 2018 were inconsistent regarding time 
of administration of the intraoperative antibiotic cefazolin. 

Reference(s) : 
NIH-OLAW Frequently Asked Question #8.9. 4, 5 "The PHS Policy, Guide, and the 

USDA Animal Welfare Regulations presume that all ongoing animal activities have 

received the required prospective review and approval. An activity that has been 
undertaken without prior approval should be halted and subsequently reported ... 

because it constitutes serious noncompliance ." 

9 Code of Federal Regulations {CFR} §2.31{d){1}. "In order to approve proposed 
activities or proposed significant changes 6 in ongoing activities, the IACUC shall 

conduct a review of those components of the activities related to the care and use of 
animals and determine that the proposed activities are in accordance with the 

[Animal Welfare Act and Regulations] unless acceptable justification for a departure is 

presented in writing .... " 

The Guide for the Care and Use of laboratory Animals, Eighth Edition {The Guide), p. 
25. 7 "The [IACUC] is responsible for oversight and evaluation of the entire [Animal 
Care & Use] Program and its components ... [includ ing] review and approval of 
proposed animal use (protocol review) and of proposed significant changes to animal 

use .... " 

Public Health Service Policy on Humane Care and Use of laboratory Animals {PHS 
Policy) §IV.8.7. "As an agent of the institution, the IACUC shall ... review and 
approve, require modifications in (to secure approval), or withhold approval of 
proposed significant changes regarding the use of animals in ongoing activities .... " 

• Accessible at https ://o law .nih.gov/guidance/faqs . 
5 Per VHA Handbook 1200.07§4.b{4} , " (A]II VA faci lities conducting animal research must comply with ... the PHS 

Policy ... [which includes by reference comp liance with the] Guide for the Care and Use of Laborato ry Animals .... " 
6 See NIH-OLAW website on "Significant Changes to Animal Activ it ies," accessible at : 
https :ljolaw .nih.gov/gu idance/s ignificant -changes.htm . " In br ief, significant changes include changes that have, or 
have the potential to have, a negative impact on animal welfare .... In addition, some activ ities that may not have a 
direct impact on animal we lfare are also considered to be significant .... " 

' VHA Handbook 1200.07 §4.b(4). " ... [A)II VA facili ties conduct ing animal research must comply w ith ... the PHS 
Policy. The PHS Policy includes the ... Guide for t he Care and Use of Laboratory An imals (prepared by the Nationa l 
Research Council ; henceforth called the Guide) .... " 
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VHA Handbook 1200.07 Appendix E §2.a(2}{j). "The IACCU [sic] is responsible for ... 

[e]nsuring there are procedures are [sic) in place for review and approval of 
significant changes to all protocols prior to initiation of changes ." 

The Guide, p. 31. "The animals [undergoing food or fluid regulation] should be 

closely monitored to ensure that food and fluid intake meets their nutritional 
needs. ... Body weights should be recorded at least weekly and more often for 

animals requiring greater restrictions .... Written records should be maintained for 

each animal to document daily food and fluid consumption, hydration status, and any 
behavioral and clinical changes used as criteria for temporary or permanent removal 

of an animal from a protocol. ... " 

The Guide, p. 122. "Agents that provide anesthesia and analgesia must ... [have] their 
use recorded." 

MVAHCS-VMU-OPR-201f Preoperative, lntraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.15. "Administer preanesthetic agents as 

indicated in the IACUC-approved protocol and document the drug, the dose and time 

given on the animal 's VMU Postoperative Care Record , as well as on the 
lntraoperat ive Monitoring Record ." 

MVAHCS-VMU-OPR -201f Preoperative, lntraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.16. "Administer the anesthetic agent as 

indicated in the protocol and document the drug, the dose and the time of 
administration on the animal's VMU Postoperative Care Record, as well as on the 

lntraoperat ive Monitoring Record." 

MVAHCS-VMU-OPR-201f Preoperative, lntraoperative Monitoring, and 
Postoperative Care of Non-Rodents, §6.20.1.3. " [Complete the VMU Postoperative 
Care Record and Medical Records forms .... ] [s]pecify[ing] the name and dose of all 

drugs administered before or during surgery ." 

VHA Directive 1200.02 §14.a(9). "VA Investigators ... [s]pecific responsibilities 

include ... [a]ssuming full responsibility for all aspects in conducting the research ." 

Required Action 1: 
The IACUC and Principal Invest igator for the remaining, active NHP research protocol 

must ensure that research is conducted in accordance with the approved protocol 

and that any proposed mod ifications to animal research protocols are approved prior 
to implementation . 

2. The preparation and maintenance of a nonpharmaceutical grade compound 
administered to NHPs was neither adequately described in the approved protocol 
nor performed in a compliant manner. 

VAi 
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Finding: 

Protocol No. 170601 descr ibed use of nonpharmaceut ical grade phencyclidine (PCP) 

to be administered to NHPs via intramuscular injection for research purposes. 
Preparation as described in the approved protocol included dilution in sterile saline 

and filtrat ion pr ior to injection ; howeve r, no information regarding stab ility (to ensure 

the compound would work as expected for the protocol) and ste r ility (to protect the 
welfare of the animal s) of solutions maintained for extensive periods of time was 

included. Interviews with key personnel indicated that vials currently stored in the 

laboratory containing the PCP solut ion were mixed under aseptic conditions in July 

2018 and were reta ined for future use as needed ; however, vials were not labeled 
with an expiration date despite the fact that personnel were uncertain how long the 

contents could be safely utilized . The protocol also did not address other 

cons iderations pertaining to the diluting of the PCP in the saline solut ion, such as 
changes in pH, pyrogenicity , and osmolality , which could impact the welfare of the 

animals when the solution was administered . 

Reference(s): 
The Guide, p. 31. ''The use of pharmaceutical -grade chemicals and other substances 

ensures that toxic or unwanted side effects are not introduced into studies conducted 
with exper imental animals .... The use of non-pharmaceutical-grade chemicals or 
substances should be described and just ified in the animal use protocol and be 

approved by the IACUC. ... In such instances, consideration should be given to the 

grade , purity , sterility , pH, pyrogenicity , osmolality, stability, site and route of 

administrat ion , formulat ion , compatibility , and pharmacokinetics of the chemical or 
substance to be administered , as well as animal welfare and scientific issues relating 

to its use .... " 

NIH-OLAW Frequently Asked Question #F.4. 8 "The IACUC is responsible for 

evaluating the potential adverse consequences of non-pharmaceutical-grade 
substances when used for research . In making its evaluation, the IACUC may consider 
factors including , for example : grade, purity , sterility, acid-base balance , 

pyrogenicity , osmolal ity, stability, site and route of administration, compatib ility of 

components, side effects and adverse reactions, storage, and pharmacok inetics ." 

Instructions for Completion of the A CORP Appendix 3, Biosafety (Version 4). 9 

"OLAW requires that only pharmaceutical grade compounds be adm inistered to 
animals unless the use of non-pharmaceutical grade compounds is justified by 

scientific necessity and the lack of availability of an acceptable veterinary or human 

pharmaceutical grade compound (OLAW FAQs, F.4) .... Mark with a * each material , 
diluent, or vehicle to be administered to the animals on this protocol that is not 

8 Accessible at https ://olaw .nih.gov/guidance/fags . 
9 Accessible at https ://www.resea rch.va .gov/progra ms/an imal research/documents .cf m#docs -c. 
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pharmaceutical grade. For each of these, provide the justification for using a non

pharmaceutical grade compound, and describe how it will be ensured that the grade, 

purity , sterility, pH, pyrogenicity , osmolality , stability , formulation, and 

pharmacokinetics of the material will be suitable for use in the animals .... " 

See also, AAALAC FAQ C.9, Non-Pharmaceutical-Grade Compounds. 10 "The method 
of preparation, labeling (i.e., preparation and use-by dates), administration and 

storage of formulations should be appropriately considered with the aim of 

maintaining their stability and quality (i.e ., to prevent inadvertent co-administration 
of infectious agents or contaminants) ." 

Required Action 2: 
The IACUC must ensure that the use of non pharmaceutical grade compounds is 

adequately described in protocols, including in the protocol identified in this Finding. 

3. In one instance, a significant change to an NHP ACORP was approved by a 
noncompliant method. 

Finding: 
As documented in the September 2017 IACUC meeting minutes, the IACUC approved 

by an administrative process the addition of an injection of a nontoxic dye during a 
terminal procedure prior to euthanasia of the NHPs on Protocol No. 150402D. This 

addition of a new substance to the procedure for use in animals constituted a 

significant change to the protocol, and the IACUC had not estab lished a pol icy that 
would have allowed this change to have been approved adm inistratively. 11 

Consequently, this significant change should have been approved via full committee 

review (FCR) or designated member review (DMR) . 

Reference(s): 
9 CFR §2.31(d)(1). " In order to approve proposed act ivities or proposed significant 
changes in ongoing activities, the IACUC shall conduct a review of those components 

of the activities related to the care and use of animals and determine that the 

proposed activities are in accordance with the [Animal Welfare Act and Regulations] 
unless acceptable justification for a departure is presented in writing .... " 

PHS Policy §JV.C.1. "I n order to approve ... proposed significant changes in ongoing 

research projects, the IACUC shall conduct a review of those components related to 

the care and use of animals and determine that the proposed research projects are in 
accordance with this (PHS) Policy ." 

10 Accessible at https://aaalac .org/accred itat ion/fag landing .cfm#B9. 
11 See NIH-OLAW website on "Significant Changes to Animal Activities, " access ible at : 
https:ljolaw .nih.gov/guidance/sign ificant-changes.htm . 
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Required Action 3: 
The IACUC must ensure that significant changes are approved by either DMR or FCR 

unless the IACUC develops and approves an SOP detailing the use of Veterinary 
Verification and Consultation (WC) for certain types of significant changes as 

described in OLAW guidance . 

4. The IACUC did not consistently ensure that different protocol sections contained 
clear, congruent information. 

Finding: 
Review of IACUC approved protocols revealed that some protocols contained unclear , 
incongruent information . Specific examples from Protocol No . 150402D , involv ing 

NHPs, included: 

• Section C.2.c. and Appendix 3 indicated that ketamine would be given at a dose of 
5-10 mg/kg for dural scraping and minor procedures (which would include dural 

scrap ing), respectively. Section J indicated that ketamine would be given at a 
dose of 2-10 mg/kg for the same procedure. 12 

• Appendix 6, regarding special husbandry and procedures , indicated that ketamine 
would be given at a dose of 1.5 mg/kg for electromyographic (EMG) recordings . 

However, Appendix 3 indicated that ketamine would be used at a dose of 5-10 

mg/kg for minor procedures, wh ich would include EMG recordings . 

• Appendix 3 indicated that buprenorphine would be given at a dose of 0.005 -0.02 

mg/kg IM or IV twice per day up to 3 days post -operatively . Appendix 5 Section 

7.c. indicated that buprenorphine would be given at a dose of 0.01-0 .05 mg/kg at 
the same frequency . 

Reference(s): 
The Guide, pp. 25-26 . "The following top ics should be considered in the preparat ion 

of the protocol by the researcher and its review by the IACUC: ... a clear and concise 

sequential description of the procedures involving the use of animals ... ; [and] 
appropriate sedation, analgesia , and anesthesia .... " 

VHA Handbook 1200.07, App. D, §1.z(l)(e). "The information provided in [an] ACORP 
must be complete and accurate." 

Required Action 4: 
The IACUC must ensure procedures described in approved protocols are clear and 

consistent between different sections. 

5. The IACUC failed to conduct timely annual reviews of at least three protocols, 
resulting in lapsed approvals. 

12 Ketam ine is typica lly do sed at 10 mg/ kg for macaques , and a dose of 2 mg/kg (or lower) create s pot en tia l risk of 
t he an imal wa king up dur ing exper imenta l proced ures. 
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Finding: 
Review of IACUC approved protocols and interviews with key personnel revealed at 
least three lapses in annual approval of protocols involving USDA regulated species . 
Specifically: 

• Protocol No. 140702 (renumbered as Protocol No. 170601), involving NHPs, was 
initially approved on August 8, 2014. The first annual/continuing review was 
completed on June 24, 2015; however, the second annual/continuing review was 
not completed until July 21, 2016, resulting in a lapse of approximately one 
month . 

• Protocol No. 150402D (now closed), involving NHPs, was initially approved on 
May 12, 2015. The first annual/continuing review was completed on March 28, 
2016; however, the second annual/continuing review was not completed unt il 
April 27, 2016, resulting in a lapse of approximately one month. 

• Further, Protocol No. 150601, involving rabbits used for testing procedures, 
received annual/continuing review on May 18, 2017, via FCR. The protocol then 
did not receive subsequent review and approval until June 13, 2018, resulting in 
lapse of approximately one month. 

Reference(s): 
9 CFR §2.31{d}{5). "The IACUC shall conduct continuing reviews of activities ... at 
appropriate intervals as determined by the IACUC, but not less than annually" 
(emphasis added) . 13 

VHA Handbook 1200.07 §B.g(1). "First and Second Annual Review of Protocols. The 
IACUC must review the conduct of all animal protocols annually ." 

Required Action 5: 
The IACUC must ensure required annual protocol reviews are conducted in a timely 
manner. 

6. Overheat tests in the VMU were not conducted in a manner compliant with VHA 
policy. 

Finding: 
Interviews with key personnel revealed that environmental overheat tests in the 
VMU were conducted on a regular basis; however, the VMU staff overheating the 

13 Per the VHA Office of Research & Development guidance document Regulatory Requirements Regarding IACUC 
Annual Continu ing Protocol Reviews {accessible at https ://www .research .va.gov/programs/an imal research/) : 
"Recent guidance from USDA APHIS has clarified that continuing reviews are considered comp liant if they are 
comp leted within the anniversary month of the most recent previous approval or comp letion of a continuing 
review ... [F)ailure to comp lete the annual cont inuing review in t ime is considered non-compliance w ith 9 CFR 
§2.3l(d)(5) of the USDA Animal Welfare Act Regulations (AWAR)." 
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sensor contacted facilities management staff upon receipt of automated notification 
of temperature deviations rather than waiting for facilities management personnel to 

respond. Thus, this action compromised the intended ability of the test to 

adequately assess for facilities management personnel to detect and respond to the 

alert (a capability that would be of particular imp ortance in the event that an actual 
overheat incident were to occur during a time when VMU staff were not in the VMU) . 

Reference(s) : 
VHA Handbook 1200.07 §7.a{2){c). "To test the ability of facilities management 
personnel to properly detect and respond to elevations in animal room temperatures, 
at least once every fiscal year research personnel must purposely overheat a 

temperature sensor (e.g., with a hair dryer, with input from facilities management 
personnel) in at least one animal room in each animal research facility without 

notifying engineering or facilities management personnel in advance. The response 

must be carefully noted, and reported to the IACUC by VMU staff at the next 
convened IACUC meeting . _1. The IACUC must decide if the response to the excessive 

temperature was timely and adequate. If the response is not deemed timely or 

adequate, corrective action must be taken immediately by the medical facility to 

ensure a proper emergency response . .f.· Unannounced repeat tests must be 
conducted monthly until the IACUC approves the adequacy of the response. The 

IACUC minutes must reflect all reviews of testing" (emphasis added) . 

Required Action 6: 
VMU overheat tests must be conducted as described in VHA policy . 

7. Some sanitation practices for USDA regulated species were not compliant. 

VAi 

Finding: 
Sanitized rabbit enclosures contained organic material from previous use. Enclosures 

used to house rabbits were not effectively cleaned before being sanitized in 
preparation for the intro duction of new rabbits . Inspection of the rabbit housing 
room revealed that leftover hay pieces were evident in multiple sanitized cages on 

two different housing racks . Interviews with key personnel revealed that these racks 
were considered ready for use upon receipt of new animals. Failure to remove all 
organic material can compromise the ability to achieve effective sanitization. 

Reference(s): 
9 CFR §§3.56(a)(1)&(b)(2). "Cleaning of primary enclosures . Primary enclosures shall 

be kept reasonab ly free of ... debris by periodic cleaning .... Prior to the introduction 

of rabbits into empty primary enclosures previously occupied, such enclosures shall 

be sanitized .... " 

Required Action 7: 
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Rabbit housing enclosures must be thoroughly cleaned pr ior to sanitizat ion 
procedures. 

8. The MVAHCS IACUC served as the IACUC of record for a private company , and, 
together with the MVAHCS R&DC, approved as VA research the quality control 

test ing of the company' s commercial products on rabbits housed in the MVAHCS 
VMU. Correspondingly, MVAHCS resources intended to support VA research were 
directed toward commercial product testing on behalf of a company , an activity 

that was not consistent with VA's mission. 

Finding: 

Document review and interviews with key personnel incidentally revealed that the 
MVAHCS Research Service had established a contract with a private company, _ 

_ , to provide services in support of quality control test ing of the company's 
commercial products in rabbits. Services listed on the contract included, but were 
not lim ited to, MVAHCS provision of housing, husbandry, veterinary care, and 
postoperative monitoring of the rabbits. It was further ascertained that the MVAHCS 
IACUC and R&DC reviewed and approved as a VA research activity 14 the testing in 
rabbits of new ly produced lots of the company's commercial surgical products using 
the U.S. Food and Drug Administration's (FDA) Current Good Manufacturing Pract ices 
(CGMP). 15 As such, the MVAHCS IACUC served as the IACUC of record for a non-VA 
institution, in violation of VHA pol icy. Moreover, it was not evident from interviews 
with VA facil ity personne l and a review of the approved ACORP, w hich described the 
product testing in the rabbits, that the research activity was consistent with or 
supported VA's mission, includ ing VHA' s research mission. 16, 17 

It was furthe r noted that none of the personne l listed in the approved ACORP by 
these committees were VA Investigators, as none had VA appointments as full, part
time employees, or w ithout compensation (WOC) emp loyees, and none of the 

14 Per VHA Handbook 1200 .07 §3.d, "Anima l research ... refers to any use of laboratory animals in research, 
testing, or t rain ing." 
» CGMP refe rs to the Current Good Manufactu ring Practice regulat ions enforced by the FDA and to assure proper 
design, monitoring, and control of manufactu ring processes and facili ties. Adherence to the CGMP regulations 
assures the identity, strength, quality, and pur ity of drug products by requiring that manufacture rs of medications 
adequately control manufact uring operations. For more informat ion see 
https ://www. f da .gov/ d rugs/ph a rma ceuti ca 1-g u a I ity-reso u rces/fa cts-about-cu rren t-good- man ufact u ri ng-pract ices

~ 
1
• Per VHA Directive 1200 §2.b. "The mission of the R&D program is to discover knowledge and create innovations 

that advance healt h care for Veterans and the Nation." 
17 Per the VHA Office of Research & Development website (https :ljwww.research .va.gov/ab out /default.cfm ): "The 
mission of VA Research is fourfo ld: to improve Vete rans' health and well-beinli? via basic, trans lationa l, clinical, 
health services, and rehabili tat ive research; to app ly scientific know ledge to develop effective individua lized care 
solutions for Veterans; to attract, t rain, and retain the highest-caliber investigators, and nurture their development 
as leaders in their fie lds; and to assure a cul tur e of professionalism, collaborat ion, accountab ility , and the highest 
regard for research volunteers' safety and privacy." 
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indiv iduals were appointed or detailed to VA under th e Intergovernmental Personnel 
Act (IPA). 

Reference(s) : 
VHA Handbook 1200.07 §8. "The VA IACUC may not serve as the IACUC of record for 
any non -VA institution." 

VHA Directive 1200.01 §S.h(4} . "The R&D Committee is responsible for ... [e]nsuring 
that all research in which the facil ity is engaged is consistent w ith the VA mission and 
complies with all applicable st atutory and regulatory requirements." 

VHA Directive 1200.01 §9.b(3) . "The R&D Committee may disapprove a study even if 
approved by all subcommittees. The disapprova l may be based on such issues as 
inadeq uate qua lifications of the investigator(s) [and] insufficient relevance to the VA's 
mission .... " 

VHA Directive 1200.02 §11. e(4}. "Othe r responsibil it ies of the VA medical facility 
Director include ... [e)nsuring that Investigators meet the requirements of paragraph 
14 in [Direct ive 1200.02, which requires per paragraph 14.a(S) that 'a ll research 
proposals, from any source, support VHA's mission']." 

VHA Directive 1200 §4.c(11). "The VA medical facility Director is responsible for ... 
[e]nsur ing that VA investigators and research team membe rs have been officially 
appointed as paid employees, wit hout compensation employees (WOC) employees, 
or either appointed or deta iled through the author ity of the Intergovernmen tal 
Personnel Act (IPA}." 

Required Action 8: 
The MVAHCS IACUC must cease serving as the IACUC of record for this non-VA ent ity. 
Additiona lly, the R&DC and VA facility Director must reassess whether the quality 
cont ro l testi ng of comm ercial products in rabbits supports VA's mission. 

9. Physical Security of-which contained the VMU, did not meet 
appropriate security standards as determined by the Police Service, and an action 
plan to remediate the security issues had not been developed. 

Finding: 
A review of t he 2019 annual physical secur ity survey comple ted by t he Police Service 
revealed several long-standing find ings, including defic iencies related to VMU 
windows, doors , and room access; lack of a motion detection system; lack of 
per imeter bar riers; and exterior access poi nts not being in compliance with VA 
Handbook 0730/4, Security and Law Enforcement. SRS meeting minutes for the 
March 2019 meeting documente d discussion of this survey and acknowl edged the 
repeat nature of the findings. The SRS minutes indicated tha t facility remodeling was 
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expected in fiscal year 2021 or 2022; however, no action plan was developed to 

re mediate the security risks or to mitigate the risks in the intervening period. 

Reference(s): 
VHA Directive 1200.08 §5.n(7). "The SRS is responsible for managing implementation 

of the [Research Safety and Security Program], which includes: ... Reviewing the 

results of all research laboratory and safety -related inspections (e.g., Environment of 

Care, Annual Workplace Evaluations, Security Vu lnerabili ty Assessments, inspect ions 

by regulatory bodies, etc.) and ensuring the impleme ntation and completion of 

corrective actions, as appropriate." 

VHA Directive 1200 .08 §8. "Access to VA research laboratories must be controlled at 

all times. Physical security of all VA research areas must meet appropriate standards 

determined by the facility police service (see VA Directive 0730, and VA Handbook 

0730/4) , applicable regulatory agencies (e.g., [Centers for Disease Control and 

Prevention (CDC)], APHIS, [Nuclear Regulatory Commission (NRC))), and cognizant VA 

oversight offices (e.g., radiation or nuclear medicine offices)." 

VHA Handbook 1200 .07 §7.i. "Measures must be implemented to exclude the entry 

of unauthorized personnel into the animal research facility." 

VHA Handbook 0730/4, Appendix B, §8.c. "Results of each [physica l security] survey 

will be routed through the VA facility director to the service chief with responsibility 

for the protected space . An action plan for mitigation of security risks will be sent by 

the responsible service chief to the VA chief of police." 

Required Action 9: 
The Research Service must ensure that the physical security of all VA research areas 

meets appropriate standards as determined by the facility's Police Service and when 

deficiencies are identified, that an action plan for mitigation of security risks is 

developed. 

10. In one instance, IACUC meeting minutes did not identify members who were 
recused from voting on actions for which they had a conflict of interest, making it 
unclear if conflicts of interest were recognized and appropriately managed. 

VAi 

Finding: 
In one instance, noted in the April 2019 IACUC meet ing minutes, the name of the 

IACUC member recused from the vote on Protocol No. 170301 was not listed. In 

addition, current formatting of the minutes combined numbers of members who 

were recused or abstained into a single category making it unclear whether these 

members still counted towards meeting quorum. 

Reference(s): 
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9 CFR §2.31{d}{2). "IACUC review of activities involving animals .... No member may 

participate in the IACUC review or approval of an activity in which that member has a 

conflicting interest (e.g., is personally involved in the activity), except to provide 
information requested by the IACUC, nor may a member who has a conflicting 

inte rest contribute to the constitution of a quorum .... " 

PHS Policy §IV.C.2. " No member may participate in the IACUC review or approval of 

a research project in which the member has a confl icti ng interest (e.g., is personally 

involved in the project) except to provide information requested by the IACUC; nor 
may a member who has a conflicting interest contribute to the constitution of a 

quorum." 

VHA Handbook 1200.07 §8.e{l}. "Avoiding Conflicts of Interest in IACUC Reviews .... 
Both the USDA AWA (see 9 CFR §2.31(d)(2)) and PHS Policy (IV.C.2) st ipulate that no 

IACUC member may participate in the IACUC review, or in the approval of a research 
project in which the member is personally invo lved in the project , except to provide 

information requested by the IACUC. ... The IACUC is responsible for ensuring that the 
protocol review process is not compromised by conflicts of interest arising from 

members participating in animal research reviewed by the IACUC." 

VHA Handbook 1200 .07 §8.h{l}{i). "The [IACUC meeting] minutes must note which 

members recused themselves for whi ch project(s) to prevent conflicts of interest." 

Required Action 10: 
The IACUC must ensure that potential conflicts of interest are recognized and 
appropriately managed, including not ing in the meeting minutes which members 

recuse themselves from votes on activities for which they have a conflict of interest . 

11. Additional animal care and use concerns were identified during facility inspections. 

Finding: 
The nature and location of regulatory and policy deficiencies identified during facility 

inspections are provided in Appendix C. 

Reference(s): 
Relevant regulatory citations are provided in Appendix C. 

Required Action 11: 
The IACUC or other appropriate subcommittee must ensure deficiencies identified 

during facility inspections , as listed in Appendix C, are appropriately remed iated. 

V. ADDITIONAL OBSERVATIONS 

VAi 
U.S. o.puttMftt of ve1: ... an1 Alfa.In 

Veterans Metfth Adm,nisu.ilon 
Off/<,: of Rts,o<dt O..,>i<,/lr Page 16 of 19 

Obtained via FOIA by White Coat Waste Project



   Quick Notes Page 20    

Minneapolis VA Health Care System October 2, 2019 

ORO provides the following observations to assist the facility in further enhancing its research 
oversight program. The facility should evaluate the potential value of each relative to the 

particular needs of its own program. 

1. Observation: 
The Research Service should consider developing an SOP for cleaning and disinfecting 

human radiology equipment in patient care areas following NHP scans in order to 
prevent cross contamination between humans and NHPs. Interviews with key 

personnel revealed that current practices include both use of a barrier between the 

NHP and the scanning bed and use of disinfecting wipes available in each imaging suite 

following scans. This SOP should align with or be more stringent than any SOPs in 
place for disinfection between consecutive human patients. 

Reference(s): 
The Guide, pp. 146-147. "In vivo imaging offers noninvasive methods for evaluating 

structure and function at the level of the whole animal, tissue, or cell, and allows for 
the sequential study of temporal events .... Consideration should be given to the 

location of the imaging resource. Whether located in the animal facility or in a 

separate location, cross contamination between groups of animals, different animal 

species, or between animals and humans (if the device is used for both animal and 
human subjects) is possible because these devices may be difficult to sanitize .... " 

INSTRUCTIONS FOR COMPLETION OF THE ACORP APPENDIX 7 -- USE OF PATIENT 

CARE EQUIPMENT AND/OR AREAS FOR ANIMAL STUDIES {ACORP APP. 7 
INSTRUCTIONS} VERSION 4. 18 " Describe the specific protocol to be followed to 
prevent contamination of the human patient care room surfaces by animal feces , 

urine, saliva, blood, or other body fluids, and for any cleaning/sanitizing necessary 
before subsequent use of the room for human patients . The procedures used should 
be at least as thorough as the procedures established by the clinical facility for cleaning 
and sanitizing the room between human patients" (emphasis added). 

2. Observation: 
The IACUC should consider the potential value of implementing a more formalized 
post -approval monitoring (PAM) program . Wh ile a variety of mechanisms may be 
used, the current, informal approach to PAM at MVAHCS may be inadequate as study 

noncompliance findings described in this report may have been identified by facility 

personnel had a more robust program (potentially including unannounced laboratory 

visits or periodic reviews of medical, surgical, and experimental records) been in place. 

Reference(s): 

18 Accessible at https://www .research .va.gov/programs/an imal research/documents .cfm#docs-c . 
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The Guide, pp. 33-34. "PAM helps ensure the well-being of the animals and may also 

provide opportunities to refine research procedures. Methods include continuing 

protocol review ; laboratory inspections (conducted either during regular fac ilities 

inspections or separately); veter inary or IACUC observation of selected procedures; 
observation of animals by animal care, veterinary, and IACUC staff and members; and 

external regulatory inspections and assessments ." 

3. Observation: 
The IACUC should consider implementing a more formalized process to track individual 

animals that have undergone a survival major operative procedure. In document 

review , ORO noted at least one transfer of an NHP between two protocols, both of 
which described major operative procedures. Interviews with key personnel revealed 

that, while no repeat major operative procedures had occurred, this determination 

took place informally by checking medical and research records as well as by personal 
knowledge of the individual animal. A more formalized process would ensure 
continued compliance and be less reliant on the memories of personnel. 

Reference(s): 
9 CFR §2.31{d){l){x). "No animal will be used in more than one major operative 

procedure from which it is allowed to recover, unless : (A) Justified for scientific 
reasons by the principal investigator, in writing; (B) Required as routine veterinary 
procedure or to protect the health or well -being of the animal as determ ined by the 

attending veterinarian; or (C) In other special circumstances as determined by the 

[USDA APHIS] Admin istrator on an individual basis." 

The Guide, p. 30. " Conservation of scarce animal resources may justify the conduct of 

multiple major surgeries on a single animal, but the appl ication of such a practice on a 
single animal used in separate protocols is discouraged and should be reviewed 
crit ically by the IACUC. When applicable, the [Institutional Off icial (10)] must submit a 

request to the USDA/APHIS and receive approval in order to allow a regulated animal 
to undergo multiple major survival surgical procedures in separate unrelated research 
protocols .... " 

4. Observation: 

VAi 

Investigators , together with the VMOs and IACUC, should reconsider current practices 

regarding clinical assessment of sedated NHPs during imaging procedures, which 

involved scanning time lengths of approximately 30 to 60 minutes . Monitoring of 

NHPs sedated by means of injectable anesthetics for imaging procedures on Protocol 

No. 170601 included periodic checks of respiratory rate and reflex response between 
scans as confirmed via interviews w ith key personnel; however , no additional real -time 

monitoring of vital parameters was performed while NHPs were undergoing scans (to 
alert personnel to the NHPs regaining of consciousness or signs of distress). The 

development of a more rigorous monitoring program for sedated animals during 
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imaging procedures would increase animal welfare and ensure careful handling of 
animals. 

Reference(s): 
9 CFR §2.38(/) (1) . "Handling of all animals shall be done as expedit iously and carefully 
as possible in a manner that does not cause trauma, overheating , excessive cooling, 
behavio ral stress, physical harm, or unnecessary discomfor t." 

VI. CONCLUSIONS 
ORO ident ified issues that will need to be remediated to come into compliance with appl icable 
laws, regulat ions, and/or policies pertai ning to the review , conduct and/or oversight of 
research. Of particular concern, ORO identified serious noncompliance that posed a risk to the 
we ll-being of the NHPs used in research at the facili t y. Specifically, ORO identifie d that NHPs 
were subjected to restr icted water intake for longer than specified in the approved study 
protocol, and mon itoring of these animals for signs of dehyd ration was not performed as 
specified in the protoco l. During the course of its revi ew, ORO also made an inciden tal finding 
pertaining to activities involving commercial product testi ng involv ing the use of rabbits housed 
at the facility. Specifically, ORO identified that the faci lity's IACUC served as th e IACUC of 
record for a private company, and that the facility ' s IACUC and Research & Development 
Committee had approved as a VA research activity the quality control testing of the company's 
commercia l products in rabbits. However, VA IACUCs are prohibited from serving as the IACUC 
of record for a non-VA ent ity, and the approved quality control testing of commercial prod ucts 
in rabbits had no apparent relevance to VA's mission. All identified noncompliance must be 
addressed in a Remedial Action Plan that wi ll be monitored by ORO until satisfied . 

OFFICE OF RESEARCH OVERSIGHT 
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APPENDIX A 
ORO REVIEW TEAM and FACILITY REPRESENTATIVES 

Facility Representatives: 
Patrick Kelly 
Hanna Bloomfie ld, MD -Matthew Rassette, DVM, DACLAM 

Janeen Trembley, PhD 

VAl(i) VetereniHe.lth Adrninistretion 
Olli« of R~rdt 0.,~1'$1g)r 

Animal Care and Use (ACU) review team lead 

Medical Center Director 
Associate Chief of Staff ACOS) for Research 

Veterinary Medical Officer (VMO), Attending Veterinarian -Institut ional Animal Care and Use Committee (IACUC), 
Chairperson 
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APPENDIX B 
TITLES OF RESEARCH PROTOCOLS CITED IN FINDINGS AND OBSERVATIONS* 

• This appendix captures informa t ion for only tho se protoco ls tha t are referenced in a Find ing or Observat ion in 
t his report . The protocols listed below were reviewed eit her in their ent irety or for select section(s) appl icable to a 
specific issue/con cern. 

• 150402D 

• 150601 

• 170301 

Decoding of Force from Neura l Signals in Motor Cortex 

A Comparative Vitreous Replacement Study in the Rabbit Model 

Investigat ion into Targeting CK2 in Me lanoma 

• 170601 (previous ly 
140702) 

Cellu lar and Synaptic Basis of Cognitive Function in Prefrontal 
Cortical Networks ; Characterizing Thalamocortical Prefronta l 
Network Dynamics Underlying Cognitive Control in a Model of 
Schizophren ia 

VAi 
U.S. ~putment ofVetlffaM Affairs 

Veter•ns; Heatch Admil'li:n,ation 
Off'" of Reu,o(th Ov~f$;'g-hc Append ix B- Page B-1 

Obtained via FOIA by White Coat Waste Project



Minneapo lis VA Health care System October 2, 2019 

APPENDIX C 
AREAS INSPECTED WITH ASSOCIATED FINDINGS/OBSERVATIONS 

Finding (F) / Observation (0) 
(F) Expired antib iotic present: inject able cefazolin 
(subsequent to reconstitution). 

(F) Expired veter inary medica l supplies: 
int ravenous catheters (expired 05/3 1/2019). 
(F) A razor available for surgical preparation was 
soiled w ith hair and other materials. 
(F) An electrical panel was partially blocked by a 
storage cabinet. 
(F) Expired analgesic present: injectable 
meloxicam (expired 01/2019). 

(F) Personal protective equipment was in 
disrepair: leather gloves provided for use to 
prevent bite/scratch injur ies when handling 
nonhuman primates (NHP) were damaged with 
hole present on thumb of left glove 
(F) Egress from the NHP housing room required 
specialized know ledge (use of a latch to exit the 
room). 

(F) A plumbed eyewash was last flushed in June of 
2016 . 

Notes/References 
9 Code of Federal 
Regulations (CFR) 
§2.33{b)(2). 

9 CFR §2.33{b)(2) . 

9 CFR §2.33(b )(2) . 

29 CFR §1910.303{g){1). 

9 CFR §2.33{b)(2) ; The 

Guide for the Care and 
Use of Labora tory Animals, 
8th Edition, p. 122; VHA 

Handbook 1200.07 §7./(4). 

29 CFR §1910.132(0). 

29 CFR 1910.36{d)(1); 

National Fire Protection 
Association (NFPA)1 101®

The Life Safety Code® 
7.2.1.5.3. 

American National 

Standards Institute, Inc. 
(ANSI) 2358.1 -2014 §5.5.2; 

VHA Directive 7704(1) 
Appendix 0§4. 

1 VHA Fire Protection Design Manual, Office of Safety, Health, and Environmental Compliance {10NA8) §1,3,8 . 
'VA has adopted the National Fire Codes (NFC) published by the National Fire Protection Association (NFPA) .... " 

VAl(i) Vetereni He•tth Administr,tion 
Oflk:,e of Rn~rdt °'~rsifl'lf 
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Minneapolis VA Health Care System OFFICE OF RESEARCH OVERSIGHT 

REMEDIAL ACTION PLAN 

ORO is prov id ing a separate MSWo rd version of the Table below for the Facility to record 

propo sed remedial steps for each Required Action specified in ORO's Report, with projected 

dates of completion . Please return to ORO the MSWord ver sion of the table with the Facility 

portion completed, by the method and date spec ified in ORO's communicat ion transmitt ing th is 

Report . For completion of a Requ ired Act ion, please pro vide re levant supporting documents 
(e.g., meeting minutes, w ork orde rs) to verify completio n. For document revision submissions, 

please highlight t he rev isions. 

Please pro vide a specific justification for any remedia l action com plet ion date pro j ected to 

extend beyond the ti mel ine set fort h in VHA Handbook 1058 .01 §5.c: 

The VA f acility Director mus t ensure timely implem enta tion of remed ial actions in response to identified 
noncompliance or as othe rwise found warranted by ORO. 

(1) Except where remed iation requires substant ial renovat ion or fiscol expend iture, hiring, /ego/ 
negot iations, or other extenua ting circumstances, rem edial actions must be comp leted wit hin 120 
calendar days after any determ inat ion of noncompliance. 

(2) Where remed ial actions cannot be completed in 120 calendar days, the VA fac ility Director must 
provide ORO with an acceptable written justification and an acceptab le timeline for complet ion. 

Deadline for com pletion of Requ ired Act ions : January 30, 2020 

Animal Care and Use. ORO Case Numbe r: 618 -0103 -A 
Required Action 1: The IACUC and Principal Investigator for the remaining , active NHP research 
protocol must ensure that research is conducted in accordance with the approved protocol and that any 
proposed modifications to animal research protocols are approved prior to implementation . 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) 
[ORO comments will be inserted here] 

Facility Action: [TEXT) 

Proposed Completion Date: [DATE) 
Required Acti on 2: The IACUC must ensure that the use of non pharmaceutical grade compounds is 
adequately described in protocols, including in the protocol identified in this Finding. 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) 
[ORO comments wi ll be inserted here) 

Facility Action: [TEXT] 

Proposed Completion Date: [DATE) 
Required Acti on 3: The IACUC must ensure that signif icant changes are approved by either DMR or FCR 
unless the IACUC develops and approves an SOP detailing the use of Veterinary Verification and 
Consultation (WC) for certain types of significant changes as described in OLW guidance. 

Facility Response ORO Comments 
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M inneapolis VA Health Care System OFFICE OF RESEARCH OVERSIGHT 

Response #1 ([DATE of response submission] ) 
[ORO comments will be inserted here] 

Facility Action: [TEXT] 

Proposed Complet ion Date: [DATE] 

Required Action 4: The IACUC must ensure procedures described in approved protocols are clear and 
consistent between different sections. 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) 
[ORO comments wi ll be inserted here] 

Facility Action: [TEXT] 

Proposed Completion Date: [DATE] 

Required Action 5: The IACUC must ensure requ ired annual protocol reviews are conducted in a timely 
manner. 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) 
[ORO comments wi ll be inserted here] 

Facility Action: [TEXT] 

Proposed Complet ion Date: [DATE] 

Required Action 6 : VMU overheat tests must be conducted as described in VHA pol icy. 

Facility Response ORO Comments 

Response #1 ([DATE of response subm ission] ) 
[ORO comments wi ll be inserted here ] 

Facility Act ion: [TEXT] 

Proposed Complet ion Date: [DATE] 

Required Action 7: Rabbit housing enclosures must be thoroughly cleaned prior to sanitization 

procedures. 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) [ORO comments wi ll be inserted here] 

Facility Action: [TEXT] 

Proposed Completion Date: [DATE) 

Required Action 8: The MVAHCS IACUC must cease serving as the IACUC of record for this non-VA 
entity. Additionally, the R&DC and VA facility Director must reassess whether the quality control test ing 
of commercial products in rabbits supports VA's mission. 

Facility Response ORO Comments 

Response #1 ([DATE of response submission] ) 
[ORO comments wi ll be inserted here] 

Facility Action: [TEXT] 

Proposed Complet ion Date: [DATE) 

Required Action 9: The Research Service must ensure that the physical security of all VA research areas 
meets appropriate standards as determined by the facility's Police Service and when deficiencies are 
identified, that an action plan for mitigat ion of security risks is developed. 

Facility Response ORO Comments 
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M inneapolis VA Health Care System OFFICE OF RESEARCH OVERSIGHT 

Response #1 ([DATE of response submission] ) 
[ORO comments will be inserted here] 

Facility Action: [TEXT] 

Proposed Complet ion Date: [DATE) 

Required Action 10: The IACUC must ensure that potential conflicts of interest are recognized and 
appropriately managed, including noting in the meeting minutes which members recuse themselves 
from votes on activ ities for which they have a conflict of interest . 

Facility Response ORO Comments 

Response #1 ([DATE of response subm ission] ) 
[ORO comments wi ll be inserted here) 

Facility Action: [TEXT] 

Proposed Comple t ion Date: [DATE) 

Required Action 11: The IACUC or other appropriate subcommittee must ensure defic iencies identified 
during facil ity inspect ions, as listed in Appendix C, are appropriate ly remediated. 

Facility Response ORO Comments 

Response #1 ([DATE of response subm ission] ) 
[ORO comments wi ll be inserted here] 

Facility Action: [TEXT] 

Proposed Complet ion Date: [DATE] 
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