
USAISR000001

Annual Report to OLAW 

Institution: U.S. Army Institute of Surgical Research 

Assurance Number : D16 -00869 (A4669-01) 

Reporting Period: January 1, 2018 - December 31, 2018 

This institution's Institutional Animal Care and Use Committee (IACUC), through the Institutional 
Off icial, provides this annual report to the Office of Laboratory Animal Welfare (OLAW). 

I. Program Changes [Select A or B] 

[ ] A. There have been no changes in this institution's program for animal care and use as 
described in the Assurance. [Skip to Item II . ] 

[ X J B. Change(s) in this institution's program for animal care and use as described in the Assurance 
have occurred du ring this reporting period . (~) 

Select all that apply: 

[ ] This institution 's AAALAC accreditation status has changed (PHS policy IV,A.2 .). 

[ AAALAC Accredited - Category 1 

[ J Non-Accredited - Category 2 

[ J This institution's program for animal care and use has changed (PHS Policy IV.A.1.a-i.). 
[Attach a full description of the changes. J 

[ X ] The individual designated by this institution as the Institutional Official has chan ged. 
[Provide name , title(s), address , e-mail , phone , and fax numbers in Item V.] 

[ X J The membership of this institut ion 's IACUC has changed. [Provide current roster of 
members in Item VI.] 

II. Semiannual Evaluations 
This IACUC has conducted semiannual evaluations of the Institution's program and Inspections of 
the inst itution's facilities (including satellite facilit ies) on the dates below . Reports of the 
evaluations and inspections have been submitted to the Institutional Official. The reports include 
any IACUC-approved departures from the Guide with a reason for each departure , any deficiencies 
(signif icant or m inor) that were identified, and a plan and schedule for correction of each 
def iciency . [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 dur ing the reporting period , please attach a list showing the dates.] 

I Date 1 : 5/10/18 I Date 2 : 11/8/18 
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B. Facility Inspections 

[Two dates (mon th/da y/yea r) must be prov ided to satis fy the PHS Policy requir ement that 
facility inspecti ons be don e 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.] 

j Date 1: 5/11/18 I Date 2: 11/15/18 

III. Minority Views [Select A or B] 

[ X ] A. There were no minority vi ews during th is reporting cycle . 

[ ] B. Any minor it y views sub m itted by members of the IACUC regardi ng report s filed und er PHS 
Policy IV.F. for th is reporting cyde are attache d. 

IV. Signatures 

IACUC Chairperson Inst itutional Official 

Name: 

V. Change in Institutional Official 

Name: MD 

Title: Commander 

Name of I nst ituti on: U.S. Army Institute of Surgical Research 

Address: [st reet, city , state, zip code] 

3698 Chambe rs Pass 
JBSA Fort Sam Houston, TX 78234-6315 

E-mail: mail.m il 

Phone: 

Annual Report 

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

Institution: U.S. Army Institute of Surgical Research 

IACUC Contact Information 

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

3698 Chambers Pass 
JBSA Fort Sam Houston, TX 78234-6315 

E-mail: mail .mil 

Phone: Fax: (b)( 

IACUC Chairperson 

Name: 

Title: Research Physiologist Degree/Credentials: PhD 

PHS Policy Membership Requirements ·•· : Scientist 

IACUC Roster [Provide below or attach] 

Name of Member/ 
Code* 

PM2 

PM3 

PM4 

PMS 

PM6 

NSPM1 

NAPMl 

AVM1 

AM1 

AM2 

AM3 

Degree/ 
Credential 

VMD, DACLAM 

PhD 

PhD 

PhD 

MD,MS 

PhD 

MBA,MS 

BS,AAS,ATA 

DVM, DACVECC 

MD 

PhD 

MD, PhD 

Position Title/ 
Occupational 
Ba ckg round•· 

Deputy Chief, 
Research Support 
Division 

PHS Policy Membership 
Requirements ... 

Veterinarian (AV) 

Research Physiologist Scientist 

Research Biologist Scientist 

Research Physiologist Scientist 

Scientist 

Research Biologist Scientist 

Contract Specialist Nonscientist 

Electronics Engineer Nonaffiliated 

Chief, Research Alternate - Veterinarian 
Su ort Division AV 

Research Scientist Alternate - Scient ist 

Research Physio logist Alternate - Scientist 

Research Physiolog ist Alternate - Scientist 

• Names of members, other than the chairperson and veterinarian, may be represented by a 
number or symbol in this report to OLAW. Sufficient information to determine that all appointees 
are appropriately qualified must be provided and the identity of each member must be readily 
ascertainable by the institution and available to authorized OLAW or other PHS representatives 
upon request . 

.. List specific position titles for all members, including nonaffiliated ( e.g., banker, teacher, 
volunteer fireman; not "community member" or "retired"). · 
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·•· PHS Policy Membership Requirements: 

Veterinarian 

Scientist 

Non scientist 

Nonaffiliated 

veterinarian with training or experience in laboratory animal science and 
medicine or in the use of the species at the institution , who has dire ct or 
delegated program authority and responsibility for activit ies involving animals 
at the institution. 

practicing scientist experienced in research involving animals. 

member whose primary concerns are in a nonscientific area (for example, 
ethicist, lawyer, member of the clergy). 

individual who is not affiliated with the institution in any way other than as a 
member of the IACUC, and is not a member of the immediate family of a 
person who is affiliated with the institution. This member is expected to 
represent general community interests in the proper care and use of anima ls 
and should not be a laboratory animal user. A consulting veterinarian 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. J 
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VIII. Membership of the IACUC 

Date: February 2016 

Name of Institution: US Army Institute of Surgical Research 
---

Assurance Number: A4669-01 

I IACUC Chairperson 

Name·: 

Title": Research Physiologist 
Address·: [street, city, state, zip coder-

3611 Chambers Pass 
Fort Sam Houston, TX 78234-6315 

E-mail": - --- mail.mil 
Phone·: CbHi>l 

IACUC Roster 

=1 Degree/Credentials·: PhD 

I Fax•: (b) (6) 

Name of Member/ 
Code•• 

I Degree/ Position Title ... PHS Policy Membership 
Requirements·••· 

PM2 

PM3 

PM4 

I PMS 

I PM6 _____ _ 

NSPMl 

NAPMl 

PM: Primary Member 

Credentials 

DVM,MPH 

PhD 

PhD 

PhD 

PhD 

PhD 

MBA, MS 
BS, AAS, 
ATA 

NSPM: Nonscientific Member 
NAPM: Nonaffiliated Member 

Altern ate Members: 

AVMl VMD 

AMl BS, LATG 
,---

AM 2 PhD 

AM3 PhD 
-

Domestic Assurance 

Chief, Research Support 
Division / Attending 
Veterinarian 
Research Physiologist 

Biochemist 

Research Physiologist 

Research Physiologist 

Senior Research Physicist 

Contract Specialist 

Electronics Engineer 

Chief, Veterinary Support 
Branch / Alternate for 
Attending Veterinarian 
Biomedical Science 
Research Technician 
Senior Research Biologist 

Biochemist 

vl/6/2012 

-

Veterinarian 

Scientist 

Scientist 

Scientist 

Scientist 

j Scientist 

Nonscientist 

Nonaffiliated 

Veterinarian 

Scientist 

Scientist 

Scientist 

25 

O
b

ta
in

ed
b

y
R

is
e

fo
r

A
n

im
al

s.
U

p
lo

ad
ed

07
/0

8/
20

20



USAISR000006

I AM4 
- --j PhD, M.Sci 

1 Research Microbiologist Scientist 

I AMS PhD Research Physiologist Scientist 

AM6 PhD I Research Physiologist Scientist 

NSAM MPA 
Chief, Operations, Security Nonscientist 

--- -
1 and Training 

NAAMl MSEE ~tegration Manager j Nonaffiliated 

NAAM2 MD 

AVM: Alternate Veterinary Member 
AM: Alternate Member 
NSAM: Nonscientific Alternate Member 
NAAM: Nonaffiliated Alternate Member 

• This information is mandatory . 

TBS Consultant for I Nonaffiliated 
Internal Medicine I 

.. Names of members, other than the chairperson and veterinarian, may be 
represented by a number or symbol in this submission to OLAW. Sufficient 
information to determine that all appointees are appropriately qualified must be 
provided and the identity of each member must be readily ascertainable by the 
institution and available to authorized OLAW or other PHS representatives upon 
request . 
... Ust specific position titles for all members, including nonaffiliated (e.g., banker, 
teacher, volunteer fireman; not "community member" or "retired") . 

.... PHS Policy Membership Requirements: 

Veterinarian veterinarian with training or experience in laboratory animal science 
and medicine or in the use of the species at the institution, who has 
direct or delegated program authority and responsibility for activities 
involving animals at the institution. 

Scientist 

Nonscientist 

Nonaffiliated 

practicing scientist experienced in research involving animals. 

member whose primary concerns are in a nonscientific area (e.g., 
ethicist, lawyer, member of the clergy). 

individual who is not affiliated with the institution in any way other 
than as a member of the IACUC, and is not a member of the 
immediate family of a person who is affiliated with the institution. 
This member is expected to represent general community interests 
in the proper care and use of animals and should not be a laboratory 
animal user. A consulting veterinarian 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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X. Facility and Species Inventory 

Date: February 2016 

Name of Institution: US Army Institute of Surgical Research 

Assurance Number: A4669-01 

Laboratory, Unit, or 
Building• 

(BHT-1) 

Gross Square 
Feet [include 

1 service areas] 
I 

26,624 

I 2,2,717 

---

Species Housed [use 
common names, e.g., 
mouse, rat, rhesus, 
baboon, zebrafish, African 

1 clawed frog] 

I 
Sheep 
Pigs 
Goats 
Rabbits 
Rats 

Approximate 
Average Daily 

Inventory 

2 I 

::H 288 
30 ---+-'- M_ice _____ ___ _ 

____,_____ __ d 
j_ 
I 

--------- - --- -
_ _ J 

•institutions may identify animal areas (buildings/rooms) by a numbe r or symbol in 
this submission to OLAW. However, the name and location must be provided to OLAW 
upon request. 
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'#, 1tl YICt1 

( /# UEPARTMEN'f OF HEALTH & II UMAN SERVICES PUBLIC HEALTH SERVICE'. 

'~ 
FOR US POSTAUERVIClo DELIVElil'. 
Office of Laboratory Animal Wclfaic 
Rockledge One. Suite 360 
6705 Rockledge Drive - MSC 7982 
Oe1hesda, Maryland 20892- ?982 

~_g~, http: //gr,mts .nih.gov/ gra nts/ olaw/ o)aw.htrn 

June 8. 2017 

Colonel 
Cornman er 
US Army Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-63 l 5 

Dear Colonel -

NATIONAL INSTITt JT[S or Hf.AL HI 

FOR E-X!'RESS M.Afb, 
Oftice of Laboralory l\n imal Welfare 

Rockledge One, Su,lc 360 
6705 Rockledge Drive 

Belhcsda, Maryland 20817 
Telephone . (301 ) 496-7163 
~ (101) 402-70b5 

Re: Animal Welfare Assurance 
A4669-0 I [OLA W Case DJ 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your June 7, 2017 letter 
reporting an instance of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the U.S. Anny Institute of Surgical Research (USAISR). According to the information 
provided, OLA W understands that on a pain study involving rats, study records were extremely 
disorganized, information was incomplete, data sheets were misfiled, some records were missing, 
signatures and dates were missing, and animal records did not include full infonnation on pain assessment, 
drug administration, and behavioral testing. Some animals were euthanized before undergoing 
experimental procedures while others were used for behavior testing which had not been approved by the 
Institutional Animal Care and Use Committee (IACUC). 

The corrective actions consisted of the IACUC terminating some of the protocols, requiring the laboratory 
staff to undertake retraining on records management and regulatory compliance, revoking the Principal 
Investigator ' s animal use privileges for six months, and prohibiting the PI from serving a') Pl or associate 
investigator for an additional six months (although the PI may assist in animal studies). Upon full 
resumption of animal activities, the Pl will be subject to enhanced oversight by Quality Assurance 
Management. The data acquired from the studies in question was determined not to be publishable 
because it was inaccurate. 

OLA W understands that the protocol involved was not Pf-IS-supported, but concurs that the incidents were 
serious and supports the actions taken by the IA CUC. The establishment and application of policies and 
practices that are consistent with the provisions of the PHS Policy at USA ISR are commendable and avoid 
the perception of a double standard. Thank you for informing OLA W about this matter. 

Sincerely, 

irector 
Division of Compliance Oversight 

cc: IACUC Chair 
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REPLY TO 
ATTENTION Of 

DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITUTE OF SURGICAL RESEARCH 

3698 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 78234-6315 

Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 
Rockledge l ,_ MSC7982 
6705 Rockledge Drive 
Bethesda, MD 20892-7982 

Assurance Reference A4669-01 

Dear Director, 

JUN O 7 2017 

A report of protocol non-compliance and animal use concerns is submitted for your 
review. Audits of the following protocols were conducted by Quality Assurance Specialists, 
Quality Management Division, US Army Institute of Surgical Research: 

• Type stud~ "Evaluation of the Analgesic Efficacy of Novel 
Acetaminophen Analogs" (Pl 

• Ty:i:1e stud "Testmg of More Potent and Longer-lasting APAP analogs" 
(PI 

ff ects of Conotoxin Analogs on Pain in the Rat" (Pl -

Following IACUC review of the initial audit reports, the committee requested a second audit 
of the studies by different auditors to ensure there was no conflict of interest. The results of the 
second audit of the studies were consistent with the results of the first audit. 

• Study records were so disorganized that tracking animal use was very difficult or not 
possible in some instances. Unofficial laboratory notebooks were used with tom out pages, 
crossed-out information, no dates or signatures, and binders with loose miscellaneous pages. 

• Study data sheets were misfiled in other study files. 
• Pain assessment, drug administration, Veterinary Support Branch cage cards, and 

behavioral testing records were missing or incomplete for some study animals. 
• No records were found for 28 study animals; 24 animals were cuthanized without 

undergoing any experimental procedures. 
• 32 animals were tested on a behavioral apparatus without IACUC approval. 

The IACUC determined the following actions were required due to serious protocol non
compliance issues and the waste of research animals: 
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2 

• Protocol- and the parent protocol 
and~ terminated. 

for type studies 

• All research team members assigned to protocol- and must 
complete records management and regulatory compliance training. Documentation of completed 
training must be forwarded to the Research Regulatory Compliance Office. 

• Animal research privileges for- will be revoked~ of six months 
from the date of this memorandum. F~ nal six months ..... may assist with 
animal research studies without principal or associate investigator status on any animal protocol. 

• All future research studies conducted by- following the one-year revocation 
period, will be audited by Quality Assurance Management every six months until the IACUC 
detcnnines after a review of the audit reports that record keeping and animal use is compliant 
with regulatory requirements. Any evidence of protoc~li ance will result in 
permanent revocation of animal research privileges fo~ 

The Bu~ ea Manager and the Director of Research determined the data from 
type srudieslllllllllllllll and and protocol- are not accurate, reliable, 
and publishable due to the numerous issues of protocol non-compliance. 

No PHS funding was used for any of these studies. 

IACUC Chair, 

Colonel, US Anny 
Commanding I Institutional Official 
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Wolff, Axel (NIH/OD) [E] 

From: OLAW Division of Compliance Oversight (NIH/OD) 
Sent: 
To: 

-

Id J 08 201711:59 AM 
SARMY MEDCOM AISR (US)' 

Subject: RE: Report of Protocol Non-compliance #A4669-01 (UNCLASSIFIED) 

Thank you for this report, _ We will respond soon. 

Axel Wolff, M.S., D.V.M. 
Director, Division of Compliance Oversight OLAW 

----Or • I • i~ • • • • 

From: IV USARMY MEDCOM AISR (US) [mailto 
Sent: Thursday, June 08, 2017 10:29 AM 
To: CLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: Report of Protocol Non-compliance #A4669-01 (UNCLASSIFIED) 

Classification: UNCLASSIFIED 
Caveats: NONE 

Director, Division of Compliance Oversight, 

A report of protocol non-compliance and animal use concerns is attached for your review. We will provide any follow
up actions resulting from these findings when complete. 

Assurance Reference #A4669-01 

Thank you, 

PIA 
Program Manager Animal Research 
US Ar~ at Research 
BHTl ,_ 
3698 Chambers Pass 
JBSA Fort Sam Houston , TX 78234-6315 
Phone: 
Fax: 

--- @mail .mil 

Classification: UNCLASSIFIED 
Caveats: NONE 
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USAISR000012., u av,q1 (/_~ DErART'MENT OF IIEALTU & IJUMAN SERVICES PlJHLIC HEALTFJ SERVICE 
NATIONAL JNS1HUTES OF HEAl,l'IJ 

~~ 
"'no 

FOIS IJS POSTAi. SERViCE DF.UVEKY: 
Olllce of Laboratory Animal Weff~re 
6100B Rockledge Drive, Suite 2500, MSC 6910 
Hctbesd~, Maryland 20892-69 f Q 

liil~: http://grant-s.nih.gov/grauls/ olaw / olaw. btrn 

January 29, 2019 

Colonel 
Commander 
US Army Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-6315 

Dear Colonel -

FOR EXf'RESS MAIL: 
Office ofLaborato,y Animal Welfore 
6 700B Rockledge l)1ive, Suite 2500 

Bethesda. Maryland 20R ! 7 
~W.11\ , (301) 496-7 163 
lfoi;mn~: (301) 402-7065 

Re: Animal Welfare Assurance 
A4669-0J [OLA W Case EJ 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your January 23, 20 I 9 letter 
reporting several instances of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the US Army Institute of Surgical Research. (USAISR), following up on an initial report on 
November 13, 2018. According to the infonnation provided, OLA W understands that on a blast injury 
and hemorrhage study in rats, activities were not carried out in accordance with the Institutional Animal 
Care and Use Committee (IACUC) approved protocol. Specifically, pain assessme.nts were not perfonned 
per protocol, catheters were not inserted correctly, procedures not listed were performed, blast pressures 
varied, documentation was incorrect, dates and animal weights were incorrect, and the amount of 
hemorrhage was different. 

The corrective actions consisted of the lACUC initially suspending the protocol and subsequently 
terminating it. The data integrity will be assessed as it relates to the noncompliance. 

OLA W understands that the protocol involved was not PHS-supported, but concurs that the incidents were 
serious and supports the actions taken by the IACUC. The establishment and application of policies and 
practices that are consistent with the provisions of the PHS Policy at USAISR are commendable and avoid 
the perception of a double standard. Thank you for keeping OLA W apprised on this matter. 

Sincerely. 

Deputy Director 
Office of Laboratory Animal Welfare 

cc: IACUC Chair 

Obtained by Rise for Animals. Uploaded 07/08/2020
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REPI.YTO 
A t'T!NTION OF 

DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITUTE OF SURGICAL RESEARCH 

3698 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 78234-6315 

JAN 2 3 2019 

Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 
Rockledge l, _ MSC7982 
6705 Rockledge Drive 
Bethesda, MD 20892· 7982 

Assurance Reference #D16·00869 (A4669-01) 

Dear Director, 

A report of protocol non-compliance and animal use concerns is submitted for your review. 
The final summary of find.in s of rotocol-'A Model Development of Blast Injury and 
Hemorrhage in Rats" (Pl was presented by Quality Assurance Specialists, 
Quality Management Div1S1on, US Anny Institute of Surgical Research at the December 13, 
2018 IACUC meeting: 

The results of the final summary of findings are noted below. 

• Pain assessments were not done according to the IACUC approved protocol. 
• Catheters were not inserted as stated in the IACUC approved protocol. 
• Procedures were performed without IACUC approval. 
• The animals did not receive the same blast overpressure that was stated in the IACUC 
approved protocol. 
• There were major problems with documentation practices. Four animals in one group 
had two experimental records for the same animal. There was conflicting information 
regarding the dates and weights of the animals. Animals from the groups described as 
receiving a 20%, 30%, or 50% hemorrhage did not receive the correct percentage of 
hemorrhage. 

At the December 13, 2018 IACUC meeting, the committee voted unanimously to close 
protocol- In addition, the IACUC recommended that the results of this model 
development study be reviewed by the USAISR Department Chief, to 
detennine if data integrity was compromised as a result of these non-compliance issues. 

Obtained by Rise for Animals. Uploaded 07/08/2020
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No PHS funding was used for this protocol. 

Th 
(b)( 6)' 

·111 l II~ I I: 

I 

-2-

IACUC Chair, (b)( 6) 
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Morse, Brent (NIH/OD) [EJ 

From: 
Sent: 
To: 

OLAW Division of Compliance Oversight (NIH/OD) 
~199:17AM 
~SARMY MEDCOM AISR (US); OLAW Division of Compliance 
Oversight (NIH/OD) 

Subject: RE: Reports of Non-Compliance Assured Institut ion 016-00869 (A4669-01) 

Thank you for providing these report s We will send official responses soon. 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
Nationa l Institutes of Health 

Best regards, Brent Morse 

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain 
confidential, protected or privileged information that should not be distributed to unauthorized individuals. If you have 
received this message in error, please contact the sender. 

-----or~ 
From:~SARMY MEDCOM AISR (US) [mailto 
Sent :Thursday, January 24, 2019 4:45 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: Reports of Non-Compliance Assured Institution D16-00869 (A4669-01) 

Dear Director, 

mail.mil] 

Three reports of non-compliance are attached for you review. Protocolllllllll'A Mo del Development of Blast Injury 
and Hemorrhage in Rats" and protocolllllllll"Efficacy of Complement Inhibitors in a Rat Model of Blast Injury and 
Hemorrhage" were closed by the IACUC. Protocol,■••t''A Rat Model of Smoke Inhalation Injury to Determ ine the 
Participation of Distal Airway Stem Cells (DASCs) in Lung Regeneration " has been suspended by the IACUC pending 

extensive t raining by the research team. 

-
Research Regulatory Compliance Division 
US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b)( 

1 Obtained by Rise for Animals. Uploaded 07/08/2020
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REPLY TO 
ATTENTION O F 

MCMR-SRA-R 

DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITUTE OF SURG ICAL RESEARCH 

3698 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 78234-6315 

MEMORANDUM FO- USAISR 

13 November 2018 

SUBJECT: Institutional Animal Care and Use Committee (IACUC) Protocol Status 

I. The resu lts of preliminary findings ofprotocol - 'A Model Development of Blast 
Injury and Hemorrhage in Rats" were reported by Quality Assurance (QA) specialists at the 8 
November 2018 IACUC meeting. 

2. Preliminary findings include extremely poor documenta tion, missing data, missing pain 
assessments , procedures conducted which are not included in the protocol , missing date/time on 
many post-procedural and post-surgical assessments and experimen ts, blank forms for many 
anima ls, and missing unantic ipated adverse event (UAE) forms. Hemorrhage groups did not 
have the correct hemorrhage, and blast pressures were recorded in different measurements, but 
not documented as such. 

3. At the 8 November 2018 IACUC meeting , the IACUC voted to suspend protocols 
"A Model Development of Blast Injury and Hemorrhage in Rats; " protocol .... 'Efficacy 
of Complement Inhibitors in a Rat Model of Blast Injury and Hemorrhag e;'' ptotocol 
"A Rat Model of Smoke Inhalation lnjury to Determ ine the Participation of Distal Ainvay Stem 
Cells (DASCs) in Lung Regeneration ;" protoco l .... 'Development of a Porcine Mode l of 
Blast Injury and Hemorrhagic Shock." 

4. Upon completion of the audits ofthese protocols , the QA specialists will submit a report of 
their findings to the. lACUC for review. No experiments should be conducted on these protocols 
until further notice from the IACUC. 

5. The point of contact for this ac • · 

Chair, IACUC 

Task Area Manager 
Institutional Official 

Animal Care and Use Review Office . (ACURO), MRMC 
Oftice of Laboratory Animal Welfare • (OLA W) 
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Wolff, Axel (NIH/OD) [E] 

From: 
Sent: 
To: 
Cc: 
Subject: 

OJJ,..W Division of Compliance Oversight (NIH/OD) 
Wednesda , November 14, 2018 10:15 AM 

SARMY MEDCOM AISR (US} 
v1s1on ot ·ompliance Oversight (NIH/OD) 

RE: IACUC Status Memo - Assured Institution A4669-01 

Thank you for this preliminary report We will start a new case file and look forward to receiving the final 
report from the 10 after the IACUC has completed its investigation. 

Axel Wolff, M.S., D.V.M. 
Deputy Director, OLAW 

-----Or~ 
From:-USARM Y MEDCOM AISR (US) [mailto :-ai l.mil ] 
Sent: Tuesday, November 13, 2018 4:07 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: IACUC Status Memo - Assured Institution A4669-01 

Dear Director, 

Attached please find a memo from the U.S. Army Institute of Surgical Research, A4669-01, IACUC, regarding preliminary 
findings of protocol-A Model Development of Blast Injury and Hemorrhage in Rats" reported at the 8 Nov 18 
IACUC meeting by Quality Assurance Specialists. 

We will provide any follow-up actions resulting from these findings, when complete. 

Researc Regu atory Compliance Division 
US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b)( 
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( __ ~ «t,. 
DEPARTMENT OF HEAL 111 & HUMAN SERVlCES PUBLIC HEALTH SERVICE 

NATlONAL INSTITUTES OF HEALTH ~:3-
fi).!Ul.S..£QST/\L SERVICE DELlYliltl'.: 
Office ofLaboralory Animal Welfare 
6700B Rockledge Drive, Suire 2500, MSC 6910 
Bethesda, Maryland 20892-6910 
.l:il!mt.fA&t: llttp://grants.nih .gov /grants/olaw /olaw.htm 

January 31, 2019 

Colonel 
Commander 
US Army Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-6315 

Dear Colonel-

FQR FXPRFSS :-~AJJ,,: 
Offic<? of Laboratory Animal Wclforc 
6700B Rockledge Drfve, Suite 2500 

Bethesda, Maryland 2081'1 
Tu!l:11.ll!!M, {301) 496-7163 
1:m.i.mil£: {30 l) 102-7065 

Re: Animal Welfare Assurance 
A4669-0l [OLA W Case F] 

Tlte Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your January 23, 2019 letter 
reporting the suspension of an animal activity at the US Army Institute of Surgical Research. According to 
the information provided, OLA W understands that the Institutional Animal Care and Use Committee 
(lACUC) took this action after determining that a rat smoke injury study was not being conducted as 
outlined in the approved protocol. Specifically, pain assessments were not documented, catheters were not 
inserted as described, additional study cohort groups were formed without approval, and there was overall 
poor documentation and lack of source documents. In addition, time of smoke inhalation injury differed 
for some rats, some rats were used to test anesthesia and then placed on study, one rat with a blocked 
catheter was not euthanized in time, some rats were not of the appropriate body weight, and adverse events 
were not reported to the IACUC. 

The corrective actions consisted of suspending the protocol, requiring the Principal Investigator and staff 
to undertake retraining, and amending the protocol. 

Based on its assessment of this explanation, OLA W understands that measures have been implemented to 
prevent recurrence of this problem. While OLAW concurs with the actions taken by the IACUC to comply 
with the PHS Policy, we also feel that it may be necessary for the IACUC to more rigorously evaluate the 
training and experience of investigators before allowing animal work to proceed. The serious and ongoing 
nature of noncompliance by this Principal Investigator (as also noted in two other noncompliance reports) 
points to the nt!ed for more involved post-approval monitoring, especially for high risk studies and/or 
investigators. Besides being an animal welfare issue, the value of the science and ability to publish are in 
potential jeopardy, not to mention negative public opinion. Please inform OLA W if, following extensive 
retraining, any additional animal related noncompliance is identified for this Pl. Thank you for informing 
OLA W about this matter. 

Sincerely, 

Deputy Director 
Office of Laboratory Animal Welfare 

cc: IACUC Chair Obtained by Rise for Animals. Uploaded 07/08/2020
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lt!J>lY TO 
A nEN'IIOlt OF 

DEPARTMENT Of THE ARMY 
U.S. ARMY INSTITUTE OF SURGICAL RESEARCH 

3898 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 78234-6315 

JANZ! 2019 

Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Insti~ealth 
Rockledge 1,_ MSC7982 
6705 Rockledge Drive 
Bethesda, MD 20892-7982 

Assurance Reference #D 16-00869 (A4669-01) 

Dear Director, 

A report of protocol non-comp1iance and animal use concerns is submitted for your review. 
An audit of protocol- 'A Rs.t Model of Smoke Inhalation Injury to Dete-
Participation of Distal Airway Stem Cells (DASCs) in Lung Regeneration" (PI 
was presented by Quality Assurance Specialists, Quality Management Division, US Army 
Institute of Surgical Research at the December 13, 2018 IACUC meeting: 

The results of the audit are noted below. 

• . Pain assessments were not documented according to the IACUC approved protocol. 
• Catheters were not inserted as stated in the IACUC approved protocol. 
• Poor documentation was observed regarding calculations for the doses of weight-based 

medications, and methods used for euthanasia. 
• Additional animal groups were created without JACUC approval. 
• Source documents for typewritten pages were not provided. 

Additional findings include eight animals that received smoke inhalation injury at times not 
stated in the protocol; four animals that were used to test an anesthesia regimen and used for 
experimentation one week later; one animal with a blocked catheter that was not euthanized witil 
several days after the blocked catheter was discovered; nine animals that were used outside of 
the protocol weight range; poor record keeping and data management. No unanticipated adverse 
events were submitted prior to initializing the investigation of this protocol. 

The lACUC determined that these infractions on the Model Development phase of the 
protocol are serious and require corrective actions before studies on the Experimental Groups 
can be initiated. The IACUC determined that the research team must complete extensive hands
on and didactic training that will be planned and presented by the Quality Management Division. 
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Areas of focus will include how to prevent protocol non•compliance, how to conduct pain 
assessments, documentation practices, and unanticipated event recognition and reporting. In 
addition, amendments must be submitted to the protocol to reestablish procedures and realign the 
animal numbers in the protocol. 

This protocol has been suspended pending completion of all of the required training by the 
research team and IACUC approval of the amendments to the protocol. No experiments should 
be conducted on this protocol until further notice from the IACUC. 

No PHS funding was used for this protocol. 

IACUC Chair, (b)(6) 

nny 
Institutional Official 

2 
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Morse, Brent (NIH/OD) [E] 

From: OLAW Division of Compliance Oversight (NIH/OD) 

Sent: n••• · ·• · • : t 19 9:17 AM 

To: SARMY MEDCOM AISR {US); OLAW Division of Compliance 
Oversight (NIH/OD) 

Subject: RE: Reports of Non-Compliance Assured Institution D16-00869 {A4669-01) 

Thank you for providing these reports We will send official responses soon. 

Best regards, Brent Morse 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain 
confidential, protected or privileged information that should not be distributed to unauthorized individuals. If you have 

received this message In error, please contact the sender. 

---Or~ 
From:~USARMY MEDCOM AISR (US) [mailto-a il.mil] 
Sent: Thursday, January 24, 2019 4:45 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject; Reports of Non-Compliance Assured Institution D16-00869 (A4669-01) 

Dear Director, 

Three reports of non-comp liance are attached for you review. Protocol 'A Model Development of Blast Injury 
and Hemorrhage in Rats" and protocol 'Efficacy of Complement ln_hibitors in a Rat Model of Blast Injury and 
Hemorrhage" were closed by the IACUC. Protocol 'A Rat Model of Smoke Inhalation Injury to Determine the 
Participation of Distal Airway Stem Cells (DASCs) in Lung Regeneration" has been suspended by the IACUC pending 
extensive training by the research team. 

esearc egu a ory Compliance Division 
US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b)( 

1 

.. 
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I 
,,,••1-•"•••o, . .,. 

DEPARTMENT OFIIEAL'ffi & IJUMAN SERVICES PUBLIC HEALTH SERVICE 
NATIONAL TNSTITUTES OF faALTH 

~ . ~. 
~ ... .,.Q 

FOR 1 /S l'QSlAL SER VICE D£Li Yl:R Y: 
Office ofl.abora1ory !\Jlimal Welfare 
67Q0B Rockledge Drive, Suite 2500. MSC 6910 
Bethesda, Maryland 20892-6910 
l:tome l'•c~; http://grants.nih.gov/grants/olaw/olaw.htm 

January 31, 2019 

Colonel 
Commander 
US Army Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-6315 

Dear Colonel _ 

l'OR: FXPIU'SS MAIL; 
O111ce ofLaboralor)' Animal Welfare 
67008 Rockledge Drive, Suiie 2500 

Berhtsda, Maryland 208 I? 
·lll!W.l!!ll!l.: (30IH96 -7163 
&ili./!!!ili:: (30 I) 402-7065 

Re: Animal Welfare Assurance 
A4669-01 [OLA W Case G) 

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your January 23, 2019 letter 
reporting the tennination of a research protocol at the US Army Institute of Surgical Research. According 
to the infonnation provided, OLA W understands that the Institutional Animal Care and Use Committee 
(IACUC) took this action after determining that in a rat blast injury and hemorrhage study numerous 
actions were conducted that were contrary to the approved protocol. Specifically, pain assessments were 
not documented, two injured rats were subjected to experimental procedures, catheters were inserted 
without approval, blast procedures were performed on two animals simultaneously rather than one, 
additional unapproved blood draws were performed, hemorrhage levels were higher than approved, 
additional unapproved cohort trials were conducted, some rats did not receive drug treatment following 
shock or post-blast, some rats received unapproved control saline, some animals were not euthanized at the 
humane endpoint, and there, was incomplete documentati9n. Unanticipated events were not reported 
promptly to the IACUC, worksheets were not prepared correctly, drug concentration was not listed, blast 
pressure values differed, imaging was not documented, and requests for additional animals were incorrect. 

The corrective action consisted of the IA CUC terminating the protocol and having the data integrity 
assessed by institutional leadership. 

Based on the infonnation provided, OLA W is satisfied that appropriate actions have been taken to 
investigate and prevent recurrence of the noncompliance. We appreciate having been infonned about this 
matter and find no cause for further action by this Office. 

Sincerely, 

Deputy Director 
Office of Laboratory Animal Welfare 

cc: IA CUC Chair 

.. 
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AE.PLVTO 
ATT!NTION OF 

DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITIJTE OF SURGICAL RESEARCH 

3698 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 18234-6315 

JAN! S ?019 

Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National lnst-·tutes alth 
Rockledge l MSC7982 
6705 Rockie ge nve 
Bethesda, MD 20892-7982 

Assurance Reference #D 16-00869 (A4669-0 I) 

Dear Director, 

of 
(PI 
A 

A report of rotocol non-compliance and animal use concerns is submitted for your review. An audit 
'Efficacy of Complement Inhibitors in a Rat Model of Blast Injury and Hemorrhage" 
was presented by Quality Assurance Specialists, Quality Management Division, US 
rgical Research at the January I 0, 2019 IACUC meeting: 

The results of the audit are noted below. 

• Pain assessments were not documented according to the IACUC approved protocol. 
• Two animals were subjected to experimentaJ procedures that should have received veterinary 
consultation due to their health status at the time the experimental procedures were performed. 
• Catheters were inserted 1-12 days prior to blast and hemorrhage procedures; performed 
procedures without IACUC approval. 
• Blast procedures were perfonned on two animals simultaneously instead of individually as 
illustrated in the approved protocol. 
• Additional blood draws were performed without IACUC approval that were not subtracted from 
the total hemorrhage volume. 
• Hemorrhage ranged of 40-62%, instead of 40% as indicated in the approved protocol. 
• Additional animals were used in two experimental groups without IACUC approval; 
• Twelve animals did not receive drug treatment after hemorrhagic shock as described in the 
protocol. 
• Thirteen animals did not receive Coversin after hemorrhagic shock as described in the protocol. 
• Ten animals received control saline that was not described in the approved protocol or addenda. 
• Twelve animals did not receive drug treatment 15 minutes post-blast as stated in the approved 
protocol addendum #l. 
• Some sham animals lacked documentation of cannulation and some cannulated animals were not 
euthanized until several days after the experimental endpoint. 

Additional findings include extremely poor documentation ~nticipated event reports not 
reported to the lACUC within 48 hours as required in IACUC--•Reponing Unanticipated 
Events;" individual worksheets were not signed or initialed; worksheets had scratch outs instead of a 
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single line being drawn through an item; incorrect worksheets from another protocol were used, or had 
the incorrect title on the worksheet; the volumes of Ketamine/Xylazine administered to the animals were 
documented, but the concentrations of the drugs were not documented; blast overpressures were mostly 
expressed as psi, but occasionally expressed as kPa; computed tomography sca·ns were never documented; 
the reasons for requesting replacement animals in the periodic review report submitted to the JACUC 
differed from what was documented on the protocol worksheets. 

Due to the seriousness and numerous infractions that have occurred on this protocol, the JACUC voted 
to closed protocol at the IO January 2019 IA CUC meeting. No additional animal use may be 
conducted on this protocol. 

The IACUC recommended that the results of this protocol be reviewed by the, USAISR Department 
Chief,_ o determine if data int~grity was compromised as a result of these problems and 
protoc~ 

No PHS funding was used for this protocol. 

is action is 
mail.mil. 

IACUC Chair, .__ __ -_Cb_H_,,61 

.. 
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Morse, Brent (NIH/OD) [E] 

From: OLAW Division of Compliance Oversight (NIH/OD) 
Sent: 19 9:17 AM 
To: SARMY MEDCOM AISR (US); OLAW Division of Compliance 

Oversight (NIH/OD) 
Subject: RE: Reports of Non-Compliance Assured Institution D16-00869 (A4669-01) 

Thank you for providing these reports~e will send official responses soon. 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
Nat ional Institutes of Health 

Best regards, Brent Morse 

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain 
confidential; protected or privileged information that should not be distributed to unauthorized individuals. If you have 
received this message in error, please contact the sender. 

-•-Or~ 
From:~SARMY MEDCOM AfSR (US) (mailto~mail.mil J 
Sent: Thursday, January 24, 2019 4:45 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: Reports of Non-Compliance Assured Institution D16-00869 (A4669-01) 

Dear Director, 

Three reports of non-compliance are attached for you review. Protoco l -"A Model Development of Blast Injury 
and Hemorrhage in Rats" and protocol-'Efficacy of Complement Inhibitors in a Rat Model of Blast Injury and 
Hemorrhage" were closed by the IACUC. Protocol- 'A Rat Model of Smoke Inhalation Injury to Determjne the 
Participation of Distal Airway Stem Cells {DASCs) in Lung Regeneration" has been suspended by the IACUC pending 
extensive training by the research team. 

-
esearc egu a ory Compliance Division 

US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b)(6) 
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. 
l 

.,, .. /., ... ~."'''.·~ .;, . 
DEPARTMENT OF HEALTH & lllJMAN SERVICES PUBLIC HEALTH SERVICE 

NATIONAL INSTITUTES OF HEALTH ,, 
.... , ., ... ., 

FOR US POSTAL SER VICE DELIVERY: 
Office of Laboratory Animal Wei fore 
67008 Rock.ledge Drive, Suite 2500, MSC 6910 
Bethesda, Maryland 20892-6910 
!:lo~c: http://grants.n ih.gov/grants/ olaw /olaw.bt rn 

Apr il 15. 2019 

Colone l 
Commander 
US Anny Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-6315 

Dear Colonel-

f.OR £Xl>R£SS MAIL: 
Ollicc of Laboratory Animal Welfare 
6100B Rockleqgc Drive, Suilu 2500 

Bethe3da, Mar:ylan.d 2081? 
Telephone: (301) 496-7163 
Facsimile: (301) 402-7065 

Re: Animal Welfare Assurance 
A4669-0 I [OLA W Case HJ 

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your April 5, 2019 letter 
reporting the termination of an animal activity at the U.S. Army Institute of Surgical Research. 

Accord ing to the information provided , OLA W understands that the activity was an experimental study in 
swine to evaluate a test artic le. The Institutional Animal Care and Use Committee (IACUC) took this 
action after receiving a report on March 25, 20 19 that compression to stem bleeding was being applied 
longer than in the IACUC approved protocol. Because of two prior non-compliance concerns associated 
with this activity, an investigation of the concerns was conducted by an IACUC subcomminee and the 
[ACUC voted unanimously to tenninate the protocol during a meeting held March 27, 2019. No PHS 
funding was used for this activity. Based on its assessment of this explanation , OLA W concurs with the 
actions taken by the IACUC to comply with the PHS PoUc.y. Thank you for keeping OLA W apprised on 
this matter. 

cc: IACUC Contact 

VMD,DACAW 
Veterinary Medical Officer 
Office of Laboratory Animal Welfare 
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DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITUTE OF SURGICAL RESEARCH 

3696 CHAMBERS PASS, BLDG 3611 
JBSA FORT SAM HOUSTON, TEXAS 78234-7767 

REl'LYlO 
ATTENTION OF 

Directo r, Div ision of Comp liance Oversight 
Office of Laboratory Animal Welfare 
National Inst itutes of Health 
Rockledge 1, ..... MSC7982 
6705 Rockie~ 
Bethesda , MD 20892-7982 

APR O 5 2019 

Assu ra nee Referen ce #0 16-008 69 (A4669-0 1) 

Dear Director, 

A report of protocol non -compliance. l.s submi~ur review. On 25 March 2019, the IACUC 
received a report of non-compliance on protocol-- "Hemorrhage Control Management of 
Compressible Wounds during Prolonged Field Care (PFC) using a Swine Model." The protocol non
compliance occu rred when Combat Gauze® was being tested. Afte r the third application of Combat 
Gauze®, there was still slight bleed ing which stopped after 3 minutes of additional compression. 
The 3 minutes of additio nal compression is not in compliance with the approved version of protocol -Two previous protocol non-compliance concerns have occurred on th is protocol, January 30, 
2019 and February 20, 2019. Due to the two previous non -compliance concerns plus the non
compl iance concern noted above, the IACUC Alternate Chair, who was acting in the absence of the 
IACUC Chair, and a scientific vot ing member of the IACUC acted upon a recommendation of the 
attend ing veterinar ian, and commenced an investigation of the non-compliance concern. 

Several U.S:. Army Inst itute of Surgical Researcll personnel involved with the protocol were 
interviewed dur ing the course of the investigation, including the principal investigator. All interviewee 
versions of the non-compliance report were very similar. Ultimate ly, the USA ISR Commande r 
(Institutiona l Official) was consulted. The Commander advised that the experiment as it stood was in 
non-compliance of the protocol and that the animal was to be euthanized. The attending 
veter inarian euthan ized the animal at -1600 on 25 March 2019 .. 

An ad hoc meeting of the IACUC occurred on 27 March 2019, to discuss the non-compliance 
concerns that have occu rred on protocol- After review of the non-compliance concerns, 
the IACUC voted unanimously to terminate the protoc ol effective immediately. 

No PHS funding was used for this protocol. 

• ... • a • • • • 

• 
ct for this action is 
mail.mil . 

ltemate IACUC Chair,.__ ___ (b_>_<6l.., 
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Morse, Brent (NIH/OD) [El 

From: 
Sent: 

OLAW Division of Compliance Oversight (NIH/OD) 
~8:12AM 
~SARMY MEDCOM AISR {US); OLAW Division of Compliance 

Oversight (NIH/OD) 
To: 

Subject: RE: Report of Non-Compliance and Subsequent IACUC Investigation D16-00869 
(A4669-01) 

Thank you for providing this report. We will send an official response soon. 

Best regards, Brent Morse 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain 
confidential, protected or privileged information that should not be distributed to unauthorized individuals. If you have 
received this message in error, please contact the sender. 

···-0 . • · n · . : · 
From SARMY MEOCOM AISR {US) [mailto: mail.mil] 
Sent: Monday, April 08, 2019 10:29 AM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: Report of Non-Compliance and Subsequent IACUC. Investigation D16·00869 (A4669-0l) 

Dear Director, 

A report of protocol non-compliance and subsequent IACUC investigation is submitted for review. 

Respectfully, 

Research Regulatory Compliance Division 
US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b)( 
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Date: 

Name of Person reportin 
Telephone #: 
Fax #: 
Email: 

Initial Report of Noncompliance 

By: Cv.,....) 

I " ? r, Time: .. ) "" 

Name of Institution: 
Assurance number: 

V _;, /U ' ,.., y J _ 1 , ~. i .i f. :· v ..-11c ~ 1<
1 e sea,, t, 

A 41,1o1 

Did incident involve PHS funded activity? A}o 
Funding component: ___ _ 
Was funding component contactec.i (if necessary): __ _ 

What happcm:d? 1 

'."~ 1\-·l, l~ 1,,.,~ .• , .• , .vp l ~ ,..: ··~-?.:) f .-'1 (: ••. 1 •. ,_. • , , (! y ('\.<-. I" ~:,(, / f ..f ,..,,.,_.((_ '-.,,.._,_} /t I ' ... t, ·t,.i /4o 1 '( -f-

c'>-t .1.,<.-,.., ' •" ~ ,f /';.,.<.. t ~-• l.~~-('. , ~ -; / , C.v·~ ). .e ~ • 

Species involved: .5 i,,1 I ..v-e 
Personnel involved: 
Dates and times: 
Animal deaths: 

Projected plan and schedule for comfotion/prevention (if known): ________ _ 

/

:) 1 • ..,,_ ,,. • ,/) . I,.,. J 
1 

•• j., f 
/ ... ~ ~i,; .... ""'{ .·1t..'-•· •. l\.~ .. t-}~,,. 1....;;: r 

Projected submission to OLA \V of final report from Institutional Official: 

OFFICE USE ONLY 
Case# -----
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y, lJIVlc, 1 

(~ DEPARTMENT OF HEALTH & ITTJMAN SERVICES PUBLIC HEALTH St,;RVJCll: 

,,~ 
l'OR US POSTAi. SEllVICE DELIVERY· 
Ollice ofLaboratory Animal Welfare 
6"700B Rockledge Orive, s,ute 2500, MSC 6910 
Reth es~. Maf)'land 20892-69 l 0 
ilmnl:.bl:.!:: http://grants.nih.gov/grants/olaw/<>law.htm 

July 8, 2019 

Colonel 
Comman er 
US Anny Institute of Surgical Research 
3698 Chambers Pass 
JBSA Fort Sam Houston, Texas 78234-631 S 

Dear Colonel . 

NATIONAL INSTITUTES 01 1 JUsAL TH 

FOR EXrR§ss M61J.: 
Office of Laboratory Animal Welfare 
67003 Rockledge Drive, Suite 2500 

Bethesda, Marv laud 208 l 7 
"fill.lllil!n!.: (JO°i) 496-7163 
~ - (301) 402-7065 

Re: Animal Welfare Assurance 
A4669 w01 [OLA W Case I] 

The Office of Laboratory Animal Welfare {OLA W) acknowledges receipt of your June 28, 2019 letter 
reporting an instance of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the US Army Institut e of Surgical Research. According to the information provid ed, OLA W 
understands that a rat study was found to have poor recordkeeping, an inaccurate number of animals used, 
missing or adjus ted source data, undocumented drug dose calculations, and incomplete testing regimens. 

The corrective actions consisted of the Institutional Animal Care and Use Committee (IACUC) terminating 
the protocol and having the data reviewed for integrity. The Principa l lnvestigator subsequently left the 
institution. 

Based on its assessment of this explanation, OLA W understands that measures have been implemented to 
correct and prevent recurrence of this problem. OLA W concurs with the actions taken by the IA CUC to 
comply with the PHS Policy. 

Sincerely, 

Deputy Director 
Office of Laboratory Animal Welfare 

cc; IACUC Chair 
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REPLY TO 
ATTENTION OF 

DEPARTMENT OF THE ARMY 
U.S. ARMY INSTITUTE OF SURGICI\L RESEARCH 

:!698 CHAMBERS PASS 
JBSA FORT SAM HOUSTON, TEXAS 78234-6315 

JUN 2 8 2019 

Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 
Rockledge I- MSC7982 
6705 Rockie ge 
Bethesda, MD 20892-7982 

Assurance Reference #DI 6-00869 (A4669-0 I) 

Dear Director, 

The final audit report of protocol - The Effect of Selective Retinoic Acid Receptor-y Agonist 
R667 With and Without an Androgen Receptor Response Element Agonist on Skeletal Muscle Function 
Following Volumetric Muscle Loss in the Rat (Rarrus norvegicus)" was presented by Quality Assurance 
Specialists, Quality Management Division, US Army Institute of Surgical Research (USAISR) at the June 
13, 2019 IACUC meeting. 

The results of the report indicate failure to follow good documentation practices; an inaccurate 
accounting of the number of animals used on the protocol; missing or adjustment of source data; 
undocumented drug dose calculations; incomplete testing regimens. 

The IACUC voted to tenninate protocol-at the June 13, 2019 IACUC meeting. No 
additional animal use may be conducted on this protocol. ' 

The IA CUC recommended that the results of this protocol be reviewed by the USAISR Director of 
Research and the Department Chief, to determine if data integrity was compromised as a result of thes.e 
problems. The IACUC did not recommend a plan to proceed with re-training, as the principal 
investigator left the USAISR. 

No PHS funding was used for this protocol. \.. 

fcontact for this action is IACUC Chair,,.__ ___ Cb_H_.6) 
mail.mil. 

' .. 
lm din / utional Official 
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USAISR000032.. 
Morse, Brent (NIH/OD) [E] 

From: 
Sent: 

OLAW Division of Compliance Oversight (NIH/OD) 
~198:23AM 

To: ~SARMY MEDCOM AISR (USA); OLAW Division of Compliance 
Oversight (N[H/O0) 

Subject: RE: Final Audit Report D16-00869 (A4669-01) 

Thank you for providing this report. We will send an official response soon. 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Institutes of Health 

Best regards, Brent Morse 

Please note that this message and any of its attachments are Intended for the named recipient(s) only and may contain 
confidential, protected or privileged information that should not be distributed to unauthorized individuals. If you have 
received this message in error, please contact the sender. 

-----Or~ 
From:IIIIIIIIIIIIIIISARMY MEDCOM AISR (USA) [mailto 
Sent: Tuesday, July 02, 2019 4:57 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 
Subject: Final Audit Report D16-00869 (A4669-01) 

Dear Director, 

A final audit report is submitted for review. 

Respectfully, 

Research Regulatory Compliance Division 
US Army Institute of Surgical Research 
3698 Chambers Pass, Bldg 3611 
JBSA Ft. Sam Houston, TX 78234 

(b ( 

1 

mail.mil] 
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