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Gince you were d paient at Duke Health Ralel gh Hospital late last year, you ragzy have
sonceras dbout Fecent modia reposts regasdng surgical instruments ancidentzily exposed
to hydraulic fluid prior to sterilization.

In January, you Weie notified of this problem with the cleaning process of surgical
:nstraments Which took piace in November and Decerber. At that trme, oul experts had
found no evidenct that the sterilization process was a5fected despite the fact the fluid was
accidentally substituted for detergent in one step of a mulfistags, intensive high-heat
cleaning process- Neither had they found a notable WCTERSS in infection rates at Duke

Health Raleigh Hospitzl for patients treated during this period-

We now have some important neW snformation o Share with you, which Supports those
original copclusions and chould be reassuriog to you. We have just received 2 final report
from Professor William A. Rutala, Ph.D., M.E.H., dixector of the Statewide Program in
Infection Control and Epidemiology at the UNC Scbool of Medicine. Dr. Rutaia and his
ream of scientists investigated whether hydraulic fluid applied to surgical instruments
made the sterifization process less effective. Dr. Rutala and his team recteated the
cituation and conciuded the sterilization of the instruments was fully effective. Because
these findings a8 SO jmportant, W& wanted to shage Dr. Rutala's exact words with you.

«“Ip these laboratory experiments, We found that replacing cleaning detergent with
nydraulic fuid did not alter the offectiveness of the sterilization process a3 high
numbers of clinically-relevant bacteria and standard test spores (relatively
resistent to the sterilization process) Were completely inactivated. Our previous
research has demonsirated that surgical instruments are MOst commonty
contaminated with less than 100 vegetative bacteria (Am ] infect Control
1968:26:143). Thus, Ot recent experiments, which used much higher pumbess of
vegesative bactena, provide assurance that infection would not result fiom
instruments coated with hydravlic fluid and then gterilized. The use of high
numbers of spoTes, which are relatively resistant 10 gtegitization, further supports
our conchusion that sterilization was not adversely affected by hydraulic fluid.”

In an effori 0 be even mMoOTE confident of the safety and welfere of our patients, Duke zlso
nas obtained the expertise of other outside scientists 10 conduct a trace chemnical analysis
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of the surgical instruments that had been processed with the fuid. Given the unusuzl
neture of this situation, these scientific experts had to create a brand-new method of
analysis that took more time than we had hoped.

Their preliminary results, when corabined with our sonitoring of infection rates and Dr.
Rutala's external report, resssured us that onr patients have not been put at risk. As soon
s we have the final report oo the chernical analysis, which we expect in the next few
weeks, we will share the results with you and your physicians.

We recognize that despite these fndings by scientific experts, you may continne to be
concerned that this incident may have affected vour health. To help address such
concerns, we have arranged For tWo physician experts in occupational and envircamental
medicine, Dr. Dennis Darcey and Dr. Carol Epling, 10 consult at your request with you
and vour physician oT thie matrer. To make 21 appotntment with either Dr. Dareey of DI
Epling or 10 learn more about this service, please call 919-286-3232, exl. 223. Ms. Ellen
O’ Briant at the Duke Qccupational Health Research Triangle Clinic will assist you. The
clinic is in Research Triangle Park at 1005 Slater Road, Quite 101, Durham NC 27705,

You placed trust in Duke Health Raleigh Hospital when you chose to come to us for your
medical care. We want you to know that we value that frust. We regret when any patient
suffers. Unfortunately, we alsc know from long experience that there is always some risk
of an undesirable outcome in any procedure, SVen under the best of circumstances. We
can assure you that the physicians, nurses and staff at Duke Health Raleigh Hospital
sincerely Tegret any concerns you may have experienced following your care and lock

forward to the opportumity 1o meet any healthcare needs you Jay hzve in the future.

If you have additional questions of €ONCEINS sbout the information in this letter, please
contact Cindy Nordlund at 919-954-3123.
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