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CITIZEN

March 20, 2012

Mike McCafferty

Chief Executive Officer
Sheridan Memorial Hospital
1401 West 5th Street
Sheridan, WY 82801

Ron Mischke

Chairman, Board of Trustees
Sheridan Memorial Hospital
1401 West 5th Street
Sheridan, WY 82801

Dear Mr. McCafferty and Mr. Mischke:

Patients who receive medical care at Sheridan Miairtdospital (SMH) would be appalled
were they aware of the inaccurate and misleaditdjgstatements issued by the hospital
following the public disclosure of SMH'’s failure pwoperly sterilize or disinfect reusable
laryngeal mask airways (LMASs) between uses in p&diendergoing surgery between May and
November 2011. This SMH failure was characterizgthle Wyoming Department of Health
(WDOH) as “an immediate jeopardy situation.”

The most disturbing of statements made by SMH werse suggesting that the procedures used
by the hospital to wash the LMAs between May andgédwaber 2011resulted in sterilization or
adequate disinfection of the devices. For exanvpéenote the following:

In its March 13 press release (copy enclosed), Skdked that, during the period prior to
the November 2011 inspection by the WDOH when SMis wot autoclaving the

LMAs, the LMAs were “being scrubbed and proces$edugh a washesterilizer” and
were “cleaned with soap, enzymatic chemicals armdilaetosterilization levels’
[emphasis added].

In a March 14 article iThe Sheridan Press entitled “Hospital addresses sterilization
inquiry,” Les Gross, the chief human resourcesceffiat SMH, was quoted as saying,
“[W]e were using a scrubber/washstefilizer” [emphasis added].

In a March 16 article in th€asper Star-Tribune entitled “Sheridan hospital: No reason to
change sterilization methods,” the following stagertrwas attributed to hospital officials:
“They said [the LMAs cleaned between May and Noven#911 were] just not

sterilized using the exact method outlined by the mask’s manufacturer” [emphasis
added].
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In the same article, SMH spokesperson Danae Bramhdjeo was quoted as saying,
“That alternative process still included a thorosghubbing with a brush, followed by a
disinfecting process in a washseerilizer unit with enzymatic chemicals sterilization
level temperatures. The department of health reduime addition of one step — the
autoclave steam pressure step. The difference batthe two methods was that one
included autoclaving and was the manufacturersmenended method” [emphasis
added].

Likewise, in a February 21 internal memo to surgstaff and physicians (copy enclosed), the
manager of SMH’s Surgical Services had downplaiedstgnificance of the hospital’s failure to
properly sterilize or disinfect the LMAs by referg to this serious failure as simply a
“discrepancy.”

However, it is our understanding that the washirag@dures used by SMH between May and
November 2011 involved use of an automated spraparavith sequential washings with an
enzymatic cleaner and a neutral detergent, folloednsing with water and drying with forced
air heat. Such cleaning procedures clearly woutchage resulted in adequate sterilization of the
LMAs and fall well short of théaigh-level disinfection required under the federal Centers for
Disease Control and Prevention guidelines for sgchicritical devices, which were referenced
in our March 13 letter to the WDOH (copied to yath).

Moreover, if the procedures used by SMH to washH_tlAs between May and November 2011
had resulted in sterilization of the devices, theoalld have been no need for the WDOH to
characterize the failure of the hospital to steartoeave the LMAs as “an immediate jeopardy
situation” — as reported in the previously refexhdlarch 14 article ifhe Sheridan Press.

Also of great concern is the claim by SMH in itsigla13 press release that “[tlhere have been
no infections or complications that have been rigabin relation to this situation, and none are
anticipated.” This statement is ludicrous for tveasons. First, because the hospital has not
proactively notified affected surgical patientsloéir exposure to inadequately sterilized devices,
patients experiencing any infections or compliaaiavould not have attributed such events to
the exposure since they were unaware that inadelgsterilized LMAs had been used. Second,
certain infections may be asymptomatic and, witteqropriate screening, may have gone
undetected so far.

In addition to the sterilization issue, the mantfeer's website states that the LMAs should not
be usednor e than 40 times.* However, the March 14 article he Sheridan Press, referenced
above, attributes Charlotte Mather, chief nursifiger at SMH, as having said that the LMAs
can be used “40-t0-60 times.” This statement sugdghat SMH remains ignorant of critically
important information regarding the safe use ofrthesable LMAS.

! LMA North America, Inc. 40 use tracking progranvaable at
http://www.Imana.com/pwpcontrol.php?pwplD=64@ccessed March 19, 2012.
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Finally, SMH’s press release, which states thay ‘jsatients who may have had surgery between
May and November of 2011 and might have questiom®cerns can contact the hospital,” falls
far short of what is needed with respect to nadtften of affected surgical patients. It is highly
unlikely that such patients will see this pressask, and if they did, they would still be unaware
that their own surgeries involved the use of inadegly sterilized LMAs.

Therefore, as we stated in our letter to the WD@elurge SMH, without further delay, to
implement a plan to (a) notify each patient who eggosed to the inadequately sterilized LMAs
between May and November 2011 about the risksieftkposure, (b) offer them screening for
any potential infections that may have resultedhfguch exposure, and (c) treat any patients
found to have been infected. Fear of litigatiosslof business and damage to the hospital’s
reputation should not deter SMH from taking appiatet responsible action and notifying all
affected patients exposed to the inadequatelyligeatior disinfected LMAs.

Thank you for your attention to this urgent matter.

Sincerely,

Michael A. Carome, M.D.
Deputy Director
Public Citizen’s Health Research Group

Sidney M. Wolfe, M.D.
Director
Public Citizen’s Health Research Group

Enclosures

cc: Mr. Thomas O. Forslund, Director, Wyoming Depeent of Health
Dr. Wendy Braund, State Health Officer, WyongDepartment of Health



