
DEPARTMENT OF VETERANS AFFAIRS 
Office of the General Counsel 

Washington DC 20420 

OCT 1 7 2011 

Ms. Catherine McMullen Chief 
Disclosure Unit 
U.S. Office of Special Counsel 
1730 M Street, N.W., Suite 218 
Washington, D.C. 20036-4505 

RE: OSC File Nos. 01-10-3763 through 01-10-3772 

Dear Ms. McMullen: 

In Reply Refer To: 

Bye-mail dated August 18th
, 2011, your office requested additional information 

related to the report in the above-subject matter. Please find enclosed the 
Department's response. Like the original report, it was prepared by the Office of the 
Medical Inspector, and it addresses the issues identified not only in the email 
request but also those raised during a phone conference with your staff on 
September 2, 2011. 

Should you have any questions or concerns with the response, please contact Kathy 
Heaphy at 202-431-2789. 

Sincerely yours, 

~..Q.3-:C~ £lQ. 
Walter A. Hall 
Assistant General Counsel 
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Subject: Addendum to OSC File Numbers DI.IO·3763, DI·I0.3764, DI·I0-3765, DI.I0. 
3767, DI·I0·3768, DI.I0.3769, DI.1O·3770, DI-IO-3771 and DI-IO-3772 Report, Department 
of Veterans Affairs, Anestbesia Section, Washington, DC 

I. This addendum clarifies questions raised by the Office of Special Counsel (OSC) regarding 
the subject report. Attached is a Table which includes an overview of the 8 cases addressed 
in this complaint. 

2. OSC asked for clarification of the folJowing: 

A. The report stated that "[flor each of the cases cited, staffing included botb an 
anesthesiologist and a CRNA or SRNA present in the OR." 

The whistleblowers informed OMI during interviews that each of these cases included staffing 
by an anesthesiologist and a CRNA or SRNA. The whistleblowers stated that although they 
were not originall y assigned to these specitlc cases, they were available to volunteer to help each 
other. 

As explained below, the patient anesthesia records completed by the whistleblowers during each 
case did not reliably include documentation of the times that the anesthesia providers entered and 
exited the operating room (OR). 'Therefore, OMI is unable to determine, from the anesthesia 
records, the duration of time that the additional anesthesia providers were present andlor 
assisting each other during any of these cases, 

B. The whistleblowers maintained that no CRNA or SRNA was assigned to the cases on 
May 1,2009, (case 3), and April 12, 2010, (case 5). In these cases, according to the 
whistleblowers, another anesthesiologist voluntarily assisted the provider without being 
assigned to do so for part of the procedures. Consequently, the whistleblowers alleged 
that the patients would have been at a greater risk of harm had there not been an 
unassigned volunteer. With respect to these two incidents, please identify the CRNA or 
SRNA who worked on these cases, whether these providers were assigned to assist or 
did so voluntarily without being assigned, and whether the absence of a second provider 
could have increased the risk of harm to the patients. If there was an increased risk of 
harm to the patients due to the absence of a second provider, please identify why 
management failed to assign a second provider, including the levels of difficulty of the 
cases the CRNAs and SRNAs were actually assigned to during the times of these cases. 

Per the Anesthesia Section of Surgical Services, Policy 4-#1: Daily Operations, July 2010, 
Veterans Affairs Medical Center, Washington, DC, p, 1, "Because the environment of the OR is 
dynamic and the service needs of the Anesthesia Section are multiple and changing frequently, 
the clinical and administrative assignments must be fluid and modified as necessary throughout 
the day," The Medical Center does not maintain records of initial or interim anesthesia case 
assignments, Intraoperatively, anesthesia records are maintained by the anesthesiologist(s) and 
CRNA(s) of record, and provide the anesthesia provider's names who participate in the case, 
The anesthesia records completed hy the whistleblowers did not reliably include documentation 
of the entrance and exit times, in and out of the OR, of the anesthesia providers, Therefore, OMI 
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is unable to detennine, from the anesthesia record, the duration of time that the additional 
anesthesia providers assisted others in the OR. 

Anesthesia training for physicians consists of one clinical year of general post-graduate medical 
training followed by three years of specialty training in clinical anesthesia. Successful 
completion of all specialty training requirements in anesthesiology, along with holding a current, 
permanent, unconditional and unrestricted license to practice medicine in at least one state or 
jurisdiction of the United States or province of Canada, are requirements for certification by the 
American Board of Anesthesiology (ABA). Additionally, the independent practice requirement 
conferred by the ABA dictates that all trained anesthesiologists "must be capable of performing 
independently the entire scope of practice in the specialty or subspecialty without 
accommodation or with reasonable accommodation.'" All three whistleblower anesthesiologists 
are certified by the ABA and are expected to bc capable of providing anesthesia care 
independently for all of the cases presented in this complaint. Moreover, the level of difficulty 
for these cases did not initially or at any time during the procedures necessitate the assistance of 
a second provider. These anesthesiologists, based on their training and experience, should have 
been able to independently provide safe and appropriate anesthesia care. It is without basis to 
suggest that the mere absence of a second provider, particularly mid-level practitioners or 
trainees, in these very routine cases may have increased the risk of harm to the patients. Absent 
any documented, demonstrated clinical need for the requested additional assistance in these 
cases, it can only be assumed that the requests for assistance were made for the convenience of 
the anesthesiologists in question. And the voluntary assistance, which by all accounts was readily 
available in each case, was rendered in a spirit of cooperation. Per the whistleblowers' own 
attestations to OMI regarding case 3 on May 1,2009, there were two anesthesia providers 
involved in this case; however, the documentation in the patient's anesthesia record only 
mentions the anesthesiologist. Case 5 on April 12,2010, had an anesthesiologist and a CRNA 
documented as participating in the care of the patient. 

OMI did not find any evidence in the literature that it is safer for the patient for an 
anesthesiologist to be assisted by either a CRNA or SRNA. However, an article in 
Anesthesiology July 2000 titled, "Anesthesiologist Direction and Patient Outcomes," concludes 
that both 30-day mOltaiity rate and mortality rate after complications (failure-to-rescue) were 
lower when anesthesiologists directed anesthesia care. The whistleblowers reported to OMI and 
it is documented in the anesthesia records that an anesthesiologist was assigned to all of the cases 
addressed in this report.2 

Additionally, as stated above, the OMI is unable to accurately determine the involvement or 
duration of involvement of CRt'lAs and SRNAs in cases because the anesthesia records 
completed by the whistleblowers did not reliably include documentation of the entrance and exit 
times into the OR of additional anesthesia providers who provided assistance on the case. 

I The American Board of Anesthesiology, Inc. Booklet of Information - Certification and Maintenance of 
Certification. February 2011. 
2 Silber, Kennedy, Even-Shoshan, Chen, Koziol, Show an, Longnecker, "Anesthesiologist 
Direction and Patient Outcomes." Anesthesiology, V 93, No 1, JuI2000, 152-165. 
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C. Similarly, the whistleblowers alleged that a CRNA assisted an anesthesiologist on April 
23,2009, (case 2) even though she was not assigned to do so. Please confirm whether 
the CRNA was assigned to assist the anesthesiologist or did so voluntarily. 
Additionally, please identify whether the absence of a second provider on this case 
could have increased the risk of harm to the patient. If there was an increased risk of 
harm to the patient due to the absence of a second provider, please identify why 
management failed to assign a second provider, including the levels of difficulty of the 
cases the CRNAs and SRNAs were actually assigned to during the time of this case. 

As noted above, the independent practice requirement conferred by the ABA dictates that all 
trained anesthesiologists "must be capable of performing independently tbe entire scope of 
practice in the specialty or subspecialty without accommodation or with reasonable 
accommodation.,,3 Therefore, as an independently licensed and privileged anesthesiologist, the 
assigned anesthesiologist is expected to and should be able to provide anesthesia for this case or 
any similar case. 

As noted above, OMI did not find any evidence in the literature that it is safer for an 
anesthesiologist to be assisted by either a CRNA or SRNA. However, an Anesthesiology article 
from July 2000, "Anesthesiologist Direction and Patient Outcomes," concludes that both 30-day 
mortality rate and mortality rate after complications (failure-to-rescue) were lower when 
anesthesiologists directed anesthesia care. And as reported by the whistleblowers and 
documented in the anesthesia record, the Medical Center assigned an anesthesiologist in all of 
the cases addressed in this report. 

Additionally, as stated above, the OMI is unable to accurately determine the involvement and 
duration of involvement of CRt"lAs and SRNAs in cases because the anesthesia records 
completed by the whistleblowers did not reliably include documentation of the entrance and exit 
times into the OR of all anesthesia staff. 

D. The statement above suggest~ that the anesthesia providers had the assistance of a 
CRNA or SRNA during the entire procedure. In the April 23, 2009, case (case 1), the 
whistleblowers alleged that an SRNA was permitted by the clinical coordinator 
anesthesiologist to assist for the initial few minutes of the case after she initially denied 
the request. With respect to this allegation, please identify how long the SRNA was 
permitted to assist the anesthesiologist as well as how long the anesthesiologist worked 
on this case without the assistance of a CRNA or SRNA. In addition, please identify 
whether any increased risk of harm existed to the patient due to the absence of a second 
provider during the portion of the case when the anesthesiologist worked unassisted. 
Please also identify the levels of difficulty of the cases the CRNAs and SRNAs were 
assigned to during the portion of time when the anesthesiologist worked unassisted on 
this patient. 

3. The American Board of Anesthesiology, Inc. Booklet of Information - Cel1ification and Maintenance of 
Certification. February 2011. 
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The anesthesia record, as documented by the anesthesiologist, does not indicate the specific 
periods of time the SRNA was present in the OR. Therefore, based upon this documentation, the 
OMI is unable to determine how long the SRNA was present. 

A SRNA is a registered nurse enrolled in an accredited nurse anesthesia training program, e.g., a 
trainee, and not a privledged provider of anesthesia. Therefore, their participation in a case 
should be as a learner, to be educated, not as an assistant to a licensed, privileged provider. The 
SRNAs are not there to function as assistants. The absence of an assigned trainee should not 
have increased the risk of harm to the patient; in fact, it would allow the licensed provider more 
time to concentrate on the patient instead of teaching the trainee. 

E. In the March 11,2010, and September 17, 2010, cases, (cases 4 and 8, respectively); the 
whistleblowers alleged that the anesthesiologists were provided assistance by an SRNA. 
However, they alleged that due to the nature of the procedure or patient, a more 
experienced provider was needed. Please explain why the investigators believed the use 
of SRNAs was sufficient for these cases. In the March 11,2010, case, (case 4), the 
whistleblowers alleged that an anesthesiologist assisted another anesthesiologist during 
most of the procedure even though she was not assigned to do so. Please verify that 
this assistance occurred and list the reasons why the agency believes that the additional 
anesthesiologist's assistance was not necessary. Please also identify the levels of 
difficulty of the cases the CRNAs were a~signed to at the times of these cases. 

The independent practice requirement conferred by the ABA dictates that all trained 
anesthesiologists "must be capable of performing independently the entire scope of practice in 
the specialty or subspecialty without accommodation or with reasonable accommodation." The 
assigned anesthesiologist is certified by the ABA and therefore should be capable of providing 
anesthesia care independently. The absence of a second provider should not have increased the 
risk of harm to the patients. 

The OMI is unable to accurately detennine the duration of involvement of SRNAs in either of 
these cases because the anesthesia records completed by the whistleblowers did not reliably 
include documentation of the entrance and exit times into the OR of anesthesia staff. 
Additionally, the OMI is unable to verify that an additional anesthesiologist assisted on case 4 
because it is not documented in the anesthesia record. 

The Veteran in case 4 became ill secondary to sepsis during the course of his admission. His 
ASA score during his initial evaluation was a 3 and reevaluated to a 5E just prior to his 
operation. While in the surgical intensive care unit (SleU) and before being transported to the 
OR, he was intubated, and started on medications to raise his blood pressure. In the OR, he 
required blood transfusions, and the whistleblower reported to the OMI that she left the room to 
pick up blood products at the blood bank, leaving the SRNA alone, as tbe only anesthesia 
provider in the OR. Postoperatively the record reflects there were "no anesthesia concerns 
observed. Stable on drips." 

F. With respect to the two allegations from the April 14, 2010, cases, (cases 6 and 7); the 
whistleblowers alleged that a general anesthesiologist should not have been assigned to 
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these cases when cardiac anesthesiologists were available. Please explain why a general 
anesthesiologist was initially assigned to these cases. 

Per VHA Handbook 1102.3, the expertise of a cardiothoracic anesthesiologist is required only 
for patients on cardiac bypass. A review of cases 6 and 7 indicates that neither case involved 
placing the Veteran on cardiac bypass. Therefore, any ABA certified anesthesiologist should be 
capable of providing anesthesia care independently on non bypass cases. The absence of a 
second provider should not have increased the risk of harm to these patients. 

The anesthesia case complexity is noted on the attached Table. A summary, by ASA level, for 
the 8 cases follows. There is one case (case 7) witb an ASA score of 2, five cases (cases I, 2, 3, 
5,8) witb ASA scores of 3, one case witb an ASA score of 4T, and one case with an ASA score 
of SE. Of tbe latter two more complex cases, the case 6 Veteran's airway was already controlled 
prior to coming to the OR and his surgical case, which took 53 minutes, was a sternal closure. 
And the case 4 Veteran, as noted above, was also already intubated prior to coming to tbe OR, 
was reported stable during the ease and was actually left alone in the room with a SRNA by the 
anesthesiologist. All of these cases should be able to be managed by a board certified 
anesthesiologist. 

The Medical Center always has at least two anesthesiologists, the clinical coordinator and the on
eall physician, immediately available to help an anestbesia provider that needs assistance. 
Additional anesthesiologists, who are providing medical direction to CRJ"IAs, could also be 
called upon in an emergency, if the patient in tbeir room is stable. The whistleblowers' 
complaints of not having, or not being able to get assistance, are factually untrue. All 
whistleblowers were asked, during their interviews with the OMI, if there was ever a time when 
tbey needed assistance and were unable to get any assistance. All replied "no." 
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Attachment B 
Table 

r.-;:-:-r;-----------'------<-<~ ---r.:,;--------r---·------ -, 
i\SA'IMallampali Pre.op IType of IPosl.op I~~rgical IAnesthesia Personnel! 

! & TMD or Evaluation I IReport /(from VHA I I 
1 MH :Findings I !Dlrecttve ! j 

I ~core Anesthesia lAnesthesia IAnesthesia ,ComplexityS ! i 

I ,islance I i I 12010-018) I I 
1 I

, I 'i! 1& Lengtb of I 
i l i i IProcedure i j 

;-----'"----------.....,----------------------.--~-- - -- -- ----, 
i i 
ICase 1 Sex: M, Month & Year of Operation: April 2009, Age: 69, WI. 1961b, Hgt. 69 in, BMI=28 I 
'ci~,lecystcctomy -'r. --!Mallamp;;;ijEdentulous fGe~~;:;;--i;;-N-~-·-----_!Gcn~~a-I---!l Anesti;;:"siOi;;g-;:;;----! 
(gall bladder III 'I(no teeth) lanesthesialanesthesia \Surgery - I(MD) i 

removal) 'I' Prior, icollcerns IIStandard , I 
"more than 3 tracbeotom 1 lobserved" 3 hours, 33 )' ! 

I
· IFE" Y ! I minutes ' 

I Vital signs I I II i I 
.I normal . I ' 

! I Neck full I ! i I 

I 
I lrange of! ill \ 

I I
motion; Ii!; : 
hist~ry of I ! I I' 

I i tonsIllar I I I I : 
I :! ~:~~erand 1 ! I ! . I I I" 
j 'radiation 1 I I ! ( ______ I __ ..l. ___ ._ ... ___ .. ____ ~_. -_' . ________ . ___ . __ .. __ I_~««".~ ______ «<. ______ _ 

lease 2 Sex: M, Month & Year of Operation: April 2009, _ A~e: 62, Wt. 2821b, Hgt. 65 in, BM_I=4_7 ___ . 

Umbilical hernia 131Mallampati jNeek full !Gener.lINo po~-t -rGen~;:;;J--'~ Anesthesiologist 
repair III 'I 'range of lanesthesia lanesthesia !Surgery - I(MD) 

I 
I 1 motion i note. IStandard 11 CRNA 

, 
i "more than 3j"obese"! Same day !34 minutes I 
\ JFBH \Mallampati I ldischarge. 1 1 
i I III [or 2007 , II-day I , 

--j 

I 
I 

i I'thyroidecto ! IfOIiOW up i II 
I my I ,RN note: i , 

_I' , I' l'Tm doing I I , 
I I Itine." I I I 
--------_ .. _--, -----------' -'------""'--.------~----------j L __ -_. ___ ~ __ , .. __ . __________ .~ ___ J 

4 ASA Physical Status Classification System 
ASA Physical Status I - A normal healthy patient 
ASA Physical Status 2 - A patient with mild systemic disease 
ASA Physical Status 3 - A patient with severe systemic disease 
ASA Physical Status 4 - A patient with severe systemic disease that is a constant threat to life 
ASA Physical Status 5 . A moribund patient who is not expected to survive without the operation 
ASA Physical Status 6 - A declared brain-dead patient whose organs are being removed for donor purposes 

5 The SurgicaJ Complexity Matrix is the assignment of each surgery procedure to an operative complexity 
designation of standard, intermediate, or complex. 
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jCase3--S;;;;: M, Month & -Year ~f O;';;:at;;;;;May 2009, Ag;~6'CWt. 166-ib,--Hgi:-61 in, iiiji;;Z4----1 

f
{ig~t ing~i;;;I--I'3--IMau;;;;pati INeck range IJR. egiOn;l--~'~-p-;;-st" '0. eneral'-~'-Ifj An~~thesi~~gi'~t---"-'j 

herma repair II ~of motion (Spinal anesthesia Surgery _. (MD) ! 
j jnormal ldone due to ,note, Same Standard 1 

I IMH distance IPoor Ileft lung !day J hour, 30 I 't 

I 
1 not noted dentition ,upper lobe I'discharge. !rninutes 'I ! 
I, IVital signs Ibullae) ,No I I 

1 i 1 ,normal! lanesthesia I \ ~ 

I ! I· I I. !concerns ,'1 I 
, I I Inoted next I ' 

I I I I i Iday. I I ! 1-----------·-·· '---'-. ------·---------··---··-~------i 
ICase 4 Sex: M, Month & Year of Operation: March 2010, Age: 69, Wt. 125 lb, Hgt 68 in, BMI=18 i 
1Debrid;;;;~t;;;:-!5E-fMallampati INeck: Full !General ----FN;;_-----ro;:;h~--.::---f1A~~-;thesi~i;;-ii~t-! 
Ileft above-the- 1 III !range of lanesthesia Ilanesthesia jStandard I(MD) i 

I
knee amputation Ilmotion :concerns 11 hour, 6 11 SRNA i 

I
! !MH distance The patient 1 jobserved, lminutes , 1 

Inot noted Ihad a right I IS table on !! ! 
i internal 1 jdrips.", j ! 

I I 1~~7~!:rl I I i I 
I
I , inserted i I I i 

I while in the I i II, f 

I 1 ,SICU. His ! l ! I 
I I jcondition I 'I' I! ' 
I
i I was 'I ' I i 

I guarded. I i 
, I External i I I 
I ! pacing and I 't I 

\ I intubation I! I 

I

I I done in the : I 

1-------1---.-- I~:~£:et~ I L__ __ __ .. _I ___ ~_ .. ______ ~ 
ICase 5 Sex: M, Month & Year of Operation: April 2010, Age: 54, Wt. 2141b, Hgt. 74 in, BMI=26 I 
iRigirtiung vlde~Tl-I'Malla~p;;;iiNeck ----fG;;~~;i .. ----~o ------.. --IThora~lc.. I Anesthesiologist "1' 

assisted thoracic I II moblltty !ancsthc:ua lanesthesla lIntcnnediate (MD) 
surgery within I concerns 13 hours, I CRNA I 

i !"more than 3 normal i observed. !27minutes 

I 

I 
I 

rB
" ~~its \ I I i 

j ~~~~ii~~~ il I 
I uncomphca , I 
i ted I I I 1 I j 

I surgeries! ! " 
!with I 

1_ r:=';~LJ __ L_l _____________ J 
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l ."------'----.----~.-.--,------'--.~-----.--,------.-.. ---··--------------1 
ICase 6 Sex: M, Month & Year of Operation: April 2010, Age: 61, WI. 3041b, Hgt 74 in, DMI=39 I 
froced~_;;~_;t~rna! f---fM~llan~:;ti-TIIN;ck----!GCneral--"TN;---·--·--fTt}or~_;iz=--·-·Tl-A~~sthesiol;gi;t-l 
!d~surc. L m?b!lity lanest?esi~ /anesthesja ilntermediate j(MD) ! 
IPno~ mitral value I i more than 3!Wlthlfl 'IArtcnal hne !conccrns 153 minutes 11 CRNA I 
!repalr 1 IFB" normal Central line !observed. l! I 
I, i I' limits 'Pulmonary IVital signs !, , 
, I Full lartery 'Istable, I I I 
I I I dentition Icatheter Intubated,! J' 
I i j I ' land I i 
~ _______ ,, ___ l __ l _________ L ___ ,J ____ , ________ Isedate_~_l ______ L ________ ,_,, __ ,_ 

lease 7 Sex: F, Month & Year of Operation: April 2010, Age: 30 Wt. I581b, HgI.68 in, DMI=24 I 
meller's myot~;;;Y-I2-'~allampati J INeck -[G~nera--J ----f;------,jiGcneral ---'--\1 Ane-;ih;;ioi~gist-! 
!<release of lower I !mobility janesthesia ,anesthesia Surgery - I(MD) I 
esophageal I "more than 3 Iwithin jArterial line leoneerns IStandard ,I SRNA I 
sphincter) ! jFB" Inormal jobSerVed, '12 hours, 22 I ! 

i [limits ,minutes I I 
c-"---,,-----------,-,---~----------------"----'-"-------'''-''"----"""---""--""----""-1 

lease 8 Sex: M, Month & Year of Operation: Sept 2010, Age: 77, WI. 2991b, Hgt. 70 in, DMI=43 I 
!Colotloseopy, --G-jMaHampati INeck MAC: -1N-;;-Po-;t"---rGen~ral---ilAnesth~;i-~i;;gis;--l 
polyp removal I III Imobility monitored !anesthesia ISurgery - kMD) 

\

' I IMtrun anesthesia fnote. Same ,Standard !1 CRNA I' 
I"more than 3 normal ieare Iday !I hour, 13 III SRNA 
!FB H !limitS! ldischarge. Iminutes ! 

I I'll-day , I 
, I I fol:ow up I I I 

! I IRN note: ,i I 
i j 'l"Okay, No i: , 
I I I " __ 1P.:~ble_~~~_I _____ " __ "_L ___ ,,,_,,,,,, ____ .J 
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