
 

April 20, 2012 
  

We would like to provide you with the following information from FDA related to bacterial 
contamination of Other-Sonic Generic Ultrasound Transmission Gel. If you have any questions 
on these or other clinical issues, please write to us at coca@cdc.gov. 

Safety Communication: Bacteria Found in Other-Sonic Generic 
Ultrasound Transmission Gel Poses Risk of Infection 
 

Summary 
 
The FDA received a report from a hospital that 16 patients had developed colonization or infection with 
the bacteria Pseudomonas aeruginosa. Each of these patients were examined with transesophageal 
ultrasound probes* using Other-Sonic Generic Ultrasound Transmission Gel. Upon investigation, the 
ultrasound gel was found to be contaminated with the bacteria Pseudomonas aeruginosa and Klebsiella 
oxytoca. 
 
The product, Other-Sonic Generic Ultrasound Transmission Gel, is not labeled as sterile. It is NOT 
sterile. 
 
At this time, the FDA is concerned about contamination of Other-Sonic Generic Ultrasound Transmission 
Gel lot numbers 060111 through 120111. These lots contain both 250 milliliter (mL) bottles and 5 liter (L) 
dispensing containers of gel. The lot number is printed on each bottle of gel. The lots were manufactured 
June through December 2011 by Pharmaceutical Innovations. You cannot identify contaminated 
products by looking at the gel.   
 
Not every patient exposed to Pseudomonas aeruginosa and Klebsiella oxytoca bacteria will develop 
colonization (the presence of bacteria at a site without any signs of infection) or infection, but the risk 
remains present.    
 

Background 
 
Pseudomonas aeruginosa is found in water and soil. Patients exposed to the bacteria on the surface of 
their skin could develop inflammatory dermatitis, even on intact skin. Pseudomonas aeruginosa is not 
usually found in places such as the upper airway, the lower GI tract or the female genital tract—if it is 
introduced to those places, it could colonize or cause an infection. 
 
Invasive biopsy procedures can carry bacteria into tissues, and could cause an abscess or sepsis. The 
bacteria can also move from one site to another. For example, if Pseudomonas aeruginosa is introduced 
into the upper airway through a TEE procedure and begins to grow, it may cause no symptoms. 
However, if it is accidentally inhaled into the lower airway, it could cause pneumonia. 
 
Klebsiella bacteria is often found in the digestive tract where they do not often cause infection; however, 
when the lungs or other tissues are exposed to Klebsiella bacteria, either minor problems or more 
serious infections such as pneumonia, wound infection, or bloodstream infections could occur.   
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Recommendations for Health Care Professionals and Facilities Regarding Other-Sonic 
Generic Ultrasound Transmission Gel 
 

 Do NOT use Other-Sonic Generic Ultrasound Transmission Gel from lot numbers 060111 
through 120111.  

 Identify patients who have been exposed to these lots of Other-Sonic Generic Ultrasound 
Transmission Gel. Review the procedures they underwent and the outcomes of those 
procedures to determine if further evaluation is needed. 

 To report adverse events associated with use of the contaminated gel, contact Pharmaceutical 
Innovations Inc. at 973-242-2900 (897 Frelinghuysen Avenue, Newark, NJ 07114). Refer 
to your facility’s infection control or other risk control procedures for appropriate disposal 
of Other-Sonic Generic Ultrasound Transmission Gel.  

 

Recommendations for Health Care Professionals Regarding All Ultrasound 
Transmission Gels 
 

 Be aware that only unopened containers of ultrasound gel labeled as sterile should be 
used for an indication that requires sterile gel. Ultrasound gel products that are labeled as 
non-sterile or that are not labeled at all with respect to sterility are NOT sterile.  

 Review your policies and clinical practice standards to ensure you are always using sterile 
ultrasound gel for those procedures that require it. 

o Check the instructions for use, as well as hospital/facility policies, to determine if sterile 
ultrasound gel is needed for a particular procedure or if non-sterile ultrasound gel is 
recommended for procedures using ultrasound transducers. 

o Use sterile ultrasound gel as recommended in clinical practice standards for all sterile 
body site procedures and any invasive procedures using ultrasound-guided biopsy. 

o Use sterile ultrasound gel for procedures with mucosal contact where biopsy is not 
planned but any possible added bioburden would be undesirable or mucosal trauma is 
likely (e.g., transesophageal echocardiography (TEE) procedures, transvaginal 
ultrasound procedures without biopsy, transrectal ultrasound procedures without 
biopsy). 

 

 Be aware that once a container of sterile or non-sterile ultrasound gel is opened, it is no 
longer sterile and contamination during ongoing use is possible.  

o Use open containers of ultrasound gel only for low risk procedures on intact skin and 
for low risk patients.  

o Never refill or "top off" containers of ultrasound gel during use. The original container 
should be used and then discarded.  

o Review clinical policies for the handling of ultrasound gel products, and take these 
recommendations into account when choosing the ultrasound gel product, size and type. 

 

FDA Activities 
 
The FDA collected and tested unopened bottles of Other-Sonic Generic Ultrasound Transmission Gel at 
the reporting hospital and at Pharmaceutical Innovations Inc.’s facility.  The FDA’s testing revealed that 
the finished product contained significant amounts of Pseudomonas aeruginosa and Klebsiella oxytoca.  
This result suggests that contamination occurred during the manufacturing process. 
 
On April 18, 2012, the Food and Drug Administration issued a safety communication and news release 
notifying the public about the seizure of remaining inventory of Other-Sonic Generic Ultrasound 
Transmission Gel located at Pharmaceutical Innovations, Inc. Newark, N.J.  
 

Reporting Problems 
 

http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm299409.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm300838.htm


Prompt reporting of adverse events can help the FDA identify and better understand the risks associated 
with medical devices. If you suspect a problem with Other-Sonic Generic Ultrasound Transmission Gel, 
we encourage you to file a voluntary report through MedWatch, the FDA Safety Information and Adverse 
Event Reporting program. Healthcare personnel employed by facilities that are subject to the FDA's user 
facility reporting requirements should follow the reporting procedures established by their facilities.  
Device manufacturers must comply with the Medical Device Reporting (MDR) regulations. 
 
To help us learn as much as possible about the adverse events associated with Other-Sonic Generic 
Ultrasound Transmission Gel, please include the following information in your reports, if available: 
 

 Lot number 

 Bottle size 

 Date of adverse event 

 Type of ultrasound procedure 

 Details of the adverse event and medical intervention (if required) 
 

For More Information 
If you have questions about this communication, please contact the Division of Small Manufacturers, 
International, and Consumer Assistance (DSMICA) at DSMICA@FDA.HHS.GOV, 800-638-2041 or 301-
796-7100. 
  

 

The Emergency Risk Communication Branch (ERCB) Clinician Communication Team works to enhance clinicians’ 

knowledge of emerging threats and their effects on human populations, and to provide relevant, timely information to 
help manage these threats by developing and maintaining mechanisms for communication. The Clinician 
Communication Team is responsible for the management of all COCA products.  

For information on this and other clinical issues or to send your feedback please contact us at 
coca@cdc.gov  

ERCB offers a variety of free tools and resources to help you enhance your knowledge of emergency preparedness 
and response: 

CDC Health Partners Outreach Facebook page - real time updates, guidance, and situational awareness for public 
health partners on Facebook. 

Clinician Outreach and Communication Activity – resources for Healthcare providers. 

Subscribe the COCA RSS Feed - get notified of conference calls, updates, and CDC guidance for health providers.  

Crisis & Emergency Risk Communication (CERC) Training - course on the fundamentals of CDC's Crisis & 

Emergency Risk Communication. 

Selective National Assessment Profiles (SNAPS) - snapshots of state population data and local-level community 
profile information.  

Risk Communicator –quarterly online newsletter providing guidance for emergency risk communication strategy.  

 

 

 

The CDC and HHS logos are the exclusive property of the Department of Health and Human Services 
and may not be used for any purpose without prior express written permission. Use of trade names 
and commercial sources is for identification only and does not imply endorsement by the U.S. 
Department of Health and Human Services.  

Links to non-Federal organizations are provided solely as a service to our users. Links do not 
constitute an endorsement of any organization by CDC or the Federal Government, and none should 

 

Communicating With Clinicians 
CDC currently employs several 
mechanisms to communicate with 
clinicians on topics of urgent 
concern and interest. 
Download this flyer to find out 
more 

http://www.fda.gov/Safety/MedWatch/HowToReport/default.htm
http://www.fda.gov/Safety/MedWatch/HowToReport/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/default.htm
mailto:coca@cdc.gov
http://www.facebook.com/CDCHealthPartnersOutreach
http://emergency.cdc.gov/coca/
http://emergency.cdc.gov/rss/
http://emergency.cdc.gov/cerc/
http://emergency.cdc.gov/snaps/
http://emergency.cdc.gov/ercn/
http://www.bt.cdc.gov/coca/pdf/communicating_with_clinicians.pdf
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be inferred. The CDC is not responsible for the content of the individual organizations.  


