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DEPARTMENT OF HEALTH & HUMAN SERVICES 

FOR US POSTAL SERVICE DELIVERY: 
Office of Laboratory Animal Welfare 
Rockledge One, Suite 360 
6705 Rockledge Drive - MSC 7982 
Bethesda, Maryland 20892-7982 
Home Page: http://grants.nih.gov/grants/olaw/olaw.htm 

DATE: February 22, 2017 

TO: Michael M. Gottesman, M.D. 
Deputy Director for Intramural Research, NIH 

FROM: Animal Welfare Program Specialist 
Division of Compliance Oversight, OLA W 

PllBLIC HEALTH SERVICE 

NATIONAL INSTJTlJTES OF HEALTH 

FOR EXPRESS MAIL: 
Office of Laboratory Animal Welfare 

Rockledge One, Suite 360 
6705 Rockledge Drive 

Bethesda, Maryland 2081 7 
Telephone: (301) 496-7163 
Facsimile: (30 I) 402-7065 

SUBJECT: Animal Welfare Investigation - Animal Welfare Assurance A4149-0l [Case 1 lL] 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your February 21, 2017 letter reporting an 
instance of noncompliance with tpe PHS Policy on Humane Care and Use of Laboratory Animals at the National Cancer 
Institute, NIH, following up on an initial report on December 15, 2016. According to the information provided, OLA W 
understands that mice were subjected to a survival surgical procedure using unacceptable technique due to inadequate 
training and experience of the surgeon. The surgical site had not been appropriately prepared, the animals failed to receive 
analgesics, and wound clips subsequently fell off. 

The immediate action taken upon discovery consisted of providing analgesics to the mice and stopping additional 
surgeries. The corrective actions consisted of notifying the Principal Investigator, having the responsible individuals 
undertake retraining and certify understanding of the protocol, and having a veterinarian oversee the next surgery. 

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 institution to comply with the PHS 
Policy. 

cc: Dr. Terri Clark 
Dr. Richard Wyatt 
Dr. James Mitchell 

Axel Wolff, M.S., D.V.M. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

February 21, 2016 

TO: Axel Wolff, D.V.M. 
Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare 

FROM: Deputy Director for Intramural Research, NIH 

Public Health Service 

National Institutes of Health 
Bethesda, Maryland 20892 

www.nih.gov 

SUBJECT: Animal Welfare Investigations -Assurance A4149-01 (#025-16) 

This correspondence conveys the results of an investigation by the National Cancer Institute 
(NCI) Animal Care and Use Committee (ACUC) regarding an incident reported to your office on 
December 15, 2016. The incident involved an investigator performing surgical procedures 
withput proper training and experience and which resulted in both inadequate surgical technique 
and inadequate post-surgical care. 

As noted in the NCI ACUC memorandum, the incident was promptly reported to their ACUC 
Chair and a subcommittee was formed to investigate the issue. The details of the investigations 
and the corrective actions taken, which their ACUC concluded were adequate to prevent 
reoccurrence of this problem, are detailed in the attached memorandum. 

It is my opinion that the NCI ACUC took appropriate actions investigating this incident, and I 
agree that these corrective actions should preclude such an incident from occurring in the 
future. 

Please contact me or Dr. Terri R. Clark, Director, Office of Animal Care and Use, if additional 
information or clarifications are required. 

Attachment 

cc: Dr. Mitchell 
Dr. Clark 
Dr. Wyatt 

Michael M. Gottesman, M.D. 
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DEPARTMENT OP HEAL TH & HUMAN SERVICES Pub l ic  Hea lth Se rvice 

Nationa l I n st i tutes of Hea l t h  
Nat iona l Cancer  Inst itute 
Bethesda ,  M a ryl a nd  20892 

Rad iati on B io logy B ranch 
B ldg. 1 0, Room 83-869 
Bethesda, Mary l and 20892 
Phone: 30 1 -496-75 1 I 
Fax : 30 1 -480-2238 
E-M a i l :  jbm@hc l i x . n i h . gov 

Date rebruary 20,  20 1 7  

To 

From 

Dr .  M ichael  M.  Gottesman , M .D .  

James B .  M i tche l l ,  Ph .D .  
ACUC Chair, NC I  

Subj ect Reportab l e  An imal I nc ident :  Improper Su rgery Technique A4 1 49-0 1 (NCI ;  025 - 1 6) 

On December 1 5 , 20 1 6 , I as Cha i r  of the NCI ACUC ,  was apprised of an inc ident i n  an NC I  a n imal  
faci l i ty invo lv ing two ind iv idua l s  who had performed surv iva l  surgery procedures (m ice) us ing 
unacceptab le surgica l  techn iq ues. The surgical s i te was not adequate ly prepared for surgery and 
appropri ate analgesics were not prov ided to those an ima ls  rece iv ing surgery. Al l  an ima ls  that had surgery 
on December 1 5 , 20 1 6  were g iven analgesics by the fac i l ity veterinarian once this prob lem was 
recogn ized . Further, mu l t ip le  anima ls had wound c l ips fa l l  out after the an imals were returned to their 
cages . On December 1 5 , 20 1 6 , the Pl of the ASP  was notified of the inc ident and the i nd iv idua l s  were 
asked to immediate ly stop a l l  add i t iona l surgeries. This violat ion was reported to OACU (reported on 
December 1 5 , 20 1 6) ,  wh ich was reported to OLA W. Fol lowing further invest igation of the inc ident a l i st 
of correct ive measures was devel oped shown below. The Pl and the indiv idua ls  who performed the 
surgery apo logized for the i nc ident and were w i l l i ng to comply wi th the corrective measures. 
In order to prevent further recurrence, the ind iv idua ls conducting the su rgery were instructed to perfonn 
the fol lowing corrective act ions: 

• Immediately stopped from conducti ng surgical procedures on m ice 
• Have the ind iv idua ls  re take the OACU Anima l  User 's Course 
• Have the i nd iv idua l s  rece ive re-tra in ing from LASP  veterinary staff on correct and appropriate 

surg ica l  procedures and post-operative care 
• Ind i vidua ls  prov ide ev idence to LASP veteri nar ians that the ASP  had been read and fo l l owed 
• Afier these measu res the i nd iv iduals must demonstrate proficiency by performing the fi rst surgery 

in the presence of  an LASP veterinarian 
Th i s  information was presented a t  the NCI ACUC meet ings (January and February, 20 1 7), where the 
ACUC confirmed the correcti ve measures. I fee l  with these measures in place th is type of event is 
un l ikely to reoccur i n  the future .  
P lease feel free to contact me if  you have any questions .  

Cc: Tom M iste l i ,  Ph .D .  
Robert Hoyt, D .V.M . ,  M . S . 
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Wolff, Axel (NIH/OD) [E] 

From: 

Sent: 
OLAW Division of Compliance Oversight (NIH/OD) 
Wednesday, February 22, 2017 9:12 AM 

To: Clark, Terri (NIH/OD) [El 
Subject: RE: Reportable Event - A4149-01 (NCI; 025-16) 

Thank  you for this fina l  report, Terri .  I wi l l  send a response soon.  

Axel 

From: Clark, Terri (N IH/OD) [El 

Sent: Wednesday, February 22, 2017 8:47 AM 

To: OLAW Division of Compl iance Oversight (N IH/OD) <olawdco@od.nih .gov> 

Subject: FW: Reportable Event - A4149-01 (NCI; 025-16) 

Good morning - please find attached the final memo for addressing this reported events. Kind regards - Dr. 
Clark 

Rear Admiral Terri R. Clark, DVM // Director, Office of Animal Care & Use, N IH 

Assistant Surgeon General, USPHS Commissioned Corps // clarkte@od.nih .gov // 301-496-5425 

From: Clark, Terri (N IH/OD) [El 

Sent: Thursday, December 15, 2016 12:25 PM 

To: Wolff, Axel (N IH/OD) [El <WolffA@OD.N IH .GOV> 

Cc: Gottesman, Michael (N IH/OD) [El <GottesmM@mai l .n ih .gov>; Wyatt, Richard G (N I H/OD) [El 

<WyattRG@OD.N IH .GOV> 

Subject: Reportable Event - A4149-01 (NCI; 025-16) 

Hi Axel - I was informed today that the National Cancer Institute (NCI) had an incident that involved improper 
surg ical technique. 

The NCI ACUC wi l l perform a fu ll investigation, propose appropriate corrective actions, and render a report in 
the near future. 

Kind regards - Terri 

Rear Admiral Terri R. Clark, DVM, DACLAM II Director, Office of Animal Care and Use, OIR II Assistant Surgeon General 
USPHS Commissioned Corps II 301 -496-5424 II Clarkte@od.nih.gov II http:lloacu .od. nih.gov 

1 

O
b

ta
in

ed
b

y
R

is
e

fo
r

A
n

im
al

s.
U

p
lo

ad
ed

07
/0

4/
20

20



Wolff, Axel (NIH/OD) [E] 

From: 

Sent: 

To: 

Subject: 

Thanks Terri . I ' l l  start a new case . 

Axel 

From: Clark, Terri (N IH/OD) [E] 

Wolff, Axel (NIH/OD) [E] 
Friday, December 16, 2016 8:21 AM 
Clark, Terri (NIH/OD) [E] 
RE: Reportable Event - A4149-0l (NCI; 025-16) 

Sent: Thursday, December 15, 2016 12:25 PM 

To: Wolff, Axel (N IH/OD) [El <WolffA@OD.N IH .GOV> 

Cc: Gottesman, Michael (N IH/OD) [El <GottesmM@mail .n ih .gov>; Wyatt, Richard G (N IH/OD) [E] 
<WyattRG@OD.N IH .GOV> 

Subject: Reportable Event - A4149-01 (NCI; 025-16) 

Hi Axel - I was informed today that the National Cancer Institute (NCI) had an incident that involved improper 
surgical technique. 

The NCI ACUC will perform a full investigation ,  propose appropriate corrective actions, and render a report in 
the near future. 

Kind regards - Terri 

Rear Admiral Terri R. Clark, DVM, DACLAM II Director, Office of Animal Care and Use, OIR II Assistant Surgeon General 
USPHS Commissioned Corps // 301 -496-5424 II Clarkte@od.n ih.gov II http://oacu.od. nih.gov 
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