
 
 
Dear Provider: 
 
I am writing to inform you about a small cluster of bacterial infections that occurred over several years among 
certain open-heart surgery patients at WellSpan York Hospital. 
 
Working collaboratively with the Pennsylvania Department of Health (DoH) and the U.S. Centers for Disease 
Control and Prevention (CDC), we have confirmed eight probable cases in which a patient is believed to have 
acquired an extremely rare bacterial infection during open-heart surgery. We have notified approximately 1,300 
patients who are believed to have been potentially exposed to this bacteria during open-heart surgery at 
WellSpan York Hospital. Some of these patients may belong to your primary care practice. 
 
No physicians, clinicians or staff were, or are, at risk for this infection; the highest risk is believed to be limited to 
patients who underwent open-heart surgery at WellSpan York Hospital within the past four years, up to July 24, 
2015.  
 
Patients who had other, noninvasive heart procedures – such as stents, pacemakers, defibrillators and ablations 
– are not at risk. 
 
 
About the Bacteria 
 
This bacterium is called Nontuberculous Mycobacteria, or NTM. It is a slow-growing organism that can 
commonly be found in soil and water, including tap water sources. It is typically not harmful, but in extremely 
rare cases can cause infections in very ill patients and those with compromised immune systems. At present, 
less than 1 percent of open-heart surgery patients at WellSpan York Hospital have acquired the infection.  
 
While frequently not further identified beyond the NTM group, the specific bacteria identified by the CDC 
was Mycobacterium chimaera which is part of the Mycobacterium avium complex (MAC).  It is generally treated 
like any other MAC infection. 
 
After a thorough investigation by the DoH and CDC, it is believed that the bacteria are linked to the heater-
cooler devices used during open-heart surgeries. Federal health authorities are concerned that this issue may be 
widespread and have issued health advisories to hospitals around the country in an effort to alert them of this 
potential issue. On October 15, the U.S. Food and Drug Administration (FDA) issued a Safety Communication on 
this issue. In that communication, the FDA noted that the agency had received 32 Medical Device Reports 
(MDRs) of patient infections associated with heater-cooler devices or bacterial heater-cooler device 
contamination between January 2010 and August 2015, and 25 of those reports were provided to the FDA in 
2015. To read the full FDA Safety Communication, click here. In addition, the CDC this week issued a separate 
advisory nationally on the issue. To read the full CDC advisory, click here. 
 
 
 
 
 

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm466963.htm
http://www.cdc.gov/HAI/pdfs/outbreaks/CDC-Notice-Heater-Cooler-Units-final-clean.pdf
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Patient Notification 
 
While the chances of acquiring this infection are extremely low, we have sent a letter to all patients who had 
open-heart surgery at WellSpan York Hospital between October 1, 2011 and July 24, 2015 to make them aware 
that they may have been exposed to NTM bacteria during surgery. We are advising these patients to contact 
their primary care physician to discuss this issue and determine if they have symptoms that may be consistent 
with an NTM infection. As such, please be advised that you may be contacted by your patients to schedule an 
appointment regarding this issue. 
 
If any of your patients has been identified among those who had open-heart surgery at WellSpan York Hospital 
during the above time period, we will mail a letter to you and/or your practice manager, along with a list of 
patients who may have been exposed to this bacteria during their surgery. 
 
 
Recommendations for Health Care Providers 
 
It is important to note that NTM is not contagious, and the infection is treatable once identified. Unfortunately, 
because NTM is a slow-growing organism, it can take up to several years for it to develop into an infection, 
making it a challenge to identify.  
 
Because the bacteria is already prevalent in the environment and the risk of clinical infection in surgically 
exposed patients is thought to be less than 1%, antibiotic prophylaxis is not recommended by the CDC or 
DoH.  In consultation with the infection control department of The Johns Hopkins Hospital, we affirmed that 
prophylaxis is not believed to have benefits that exceed the risk for patients with intact immune systems. For 
patients who are immunosuppressed and under treatment for MAC prophylaxis, the conventional macrolide 

antibiotic prophylaxis should be sufficient for Mycobacterium chimaera also. Specifically, the CDC 
recommends the following: 
 
Healthcare providers should have increased suspicion for NTM infections among patients who have signs of 
infection and a history of cardiac surgery. When seeing patients, actions that providers should consider include: 

 

 Assessment for NTM infection for patients who report signs or symptoms of infection and who have 
undergone cardiac surgery within the previous four years.  

 Patients suspected to have an NTM infection should also be assessed for a history of cardiac surgery or 
exposure to a heater-cooler device. Note that other healthcare exposures such as injections, plastic surgery, 
and dialysis may also be associated with NTM infections and warrant consultation with public health 
authorities or reporting to FDA.  

 Order mycobacterial culture in patients who have undergone a cardiac procedure within the previous four 
years who present with signs of infection.  

o Patients with NTM infections following cardiac surgery have presented with a variety of clinical 
manifestations. Common examples include endocarditis, surgical site infection, and bacteremia. 
However, other clinical manifestations have included hepatitis, splenomegaly, and osteomyelitis. 

o Diagnosis can be difficult due to the non-specific presentation of illness, but it is important that 
providers maintain an index of suspicion in patients with a history of cardiac surgery. Consider 
arranging consultation with an infectious disease specialist. It is also important to obtain acid fast 
bacteria (AFB) cultures to increase the likelihood of identification of the organism as well as to obtain 
an AFB smear in order to have preliminary information while awaiting culture results.  
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If you have a clinical question pertaining to one of your patients, or if you have a patient who requires 

additional evaluation for potential exposure to this bacteria, please call 717-812-4933.  You will be connected 

to physician assistant, Meagan Alan, who is working with our Infectious Disease specialists to answer your 

questions and expedite care. 

 

What does this mean for WellSpan York Hospital? 
 
The safety, health and well-being of our patients remains our highest priority, and we are committed to 
providing exceptional care to our patients and our community. That is why we took swift and responsible action 
by immediately notifying the DoH upon learning of this potential cluster of infections and have been working 
collaboratively with them and the CDC to ensure patient safety.  
 
As a result of this collaborative work, WellSpan York Hospital has taken deliberate steps to remediate 
deficiencies that created the potential for bacterial infection. In addition, as of July 25, 2015, we replaced the 
contaminated heater-cooler devices with all new machines and have since confirmed that they are free of 
bacterial contamination.  
 
To be clear: We have stopped the occurrence of NTM bacteria in these heater-cooler devices. It is safe for 
patients to have open-heart surgery at WellSpan York Hospital today. It is our hope that the work that WellSpan 
York Hospital and the CDC have completed together will prevent bacterial infections in other patients at 
hospitals and health care facilities across the United States. 
 
We have established a toll-free nurse call center at (866) 217-2970, should patients have any additional 
questions or concerns. In addition, we have activated a dedicated web page for patients and physicians to access 
information about this issue: www.WellSpan.org/YorkOpenHeart. 
 
If you have any further questions or concerns, or you need additional guidance regarding an at-risk patient, 
please contact our Infectious Disease Specialists at (717) 851-2417. 
 
Sincerely, 
 

 
 
Keith Noll 
Senior Vice President, WellSpan Health 
President, WellSpan York Hospital 
 
 
 

http://www.wellspan.org/YorkOpenHeart

