
Regarding:   A Proposed Rule by the Food and Drug Administration on 05/01/2015. 

Safety and Effectiveness of Health Care Antiseptics; Topical Antimicrobial Drug Products for Over-the-
Counter Human Use; Proposed Amendment of the Tentative Final Monograph; Reopening of 
Administrative Record.  

 
   
To whom it may concern: 

We are writing this comment to address concerns we have with regard to the proposed FDA “rule to 
address data gaps for certain active ingredients in health care antiseptics”.   

We would like to strongly recommend the inclusion of Chlorhexidine in this initiative.  Chlorhexidine is 
undergoing a rapidly expanding role in the prevention of hospital acquired infections.   Many 
researchers are advocating the use of chlorhexidine every day on every patient in the ICU.   

However, we feel both the safety and efficacy of chlorhexidine has not been substantiated.  There are 
significant concerns regarding the developing of antibiotic resistance and the long term effects of 
expanded chlorhexidine usage on the patient’s and facility’s microbiome.(1-3)      
 
Several researchers have found evidence of developing resistance to chlorhexidine.  Suwantarat N, et 
al.(4)  reported that patients who were bathed daily with chlorhexidine were more likely to develop 
CLABSIs with reduced susceptibility to chlorhexidine and Lee AS, et al found that chlorhexidine 
resistance independently predicted failure in MRSA decolonization.(5)   It has also been asserted that 
usage of chlorhexidine may have been one of the driving initiators for the emergence of the extremely-
drug-resistant epidemic strain of Klebsiella pneumonia.(6)      
   
In addition, there are also significant concerns regarding industry influence and research integrity of 
Chlorhexidine.(1-3,7)   For example, such issues were behind a 40 million dollar U.S. Dept. of Justice 
Settlement with CareFusion.(7)  Other authors have found significant problems related to overstating 
the findings and the change of metrics after study initiation.(1-3)   There have been at least four articles 
which have compared chlorhexidine plus alcohol to another antiseptic but attributed the increase in 
efficacy to chlorhexidine alone.(3)  

This proposal’s FDA press release references the advisory committee meeting on Sept. 3rd, 2014 (in 
Silver Springs) and states that this initiative is designed to address concerns brought up at the meeting:  
http://www.fda.gov/AdvisoryCommittees/Calendar/ucm407136.htm  

It should be noted that our concerns regarding the greatly expanded role and use of Chlorhexidine were 
also presented at a Sept. 5th, 2014 FDA advisory meeting in Silver Springs.(8)  The decision to only 
address concerns on antiseptics, which were expressed on Sept. 3rd, 2014, and not address the 
comments expressed on Sept. 5th, 2014, seems arbitrary.  Concerns at both meetings should be 
addressed.   

The proposed FDA initiative will only evaluate antiseptics that were marketed before 1972, which 
excludes Chlorhexidine simply because it was first marketed after that year.  The selection of this date 
also seems too restrictive, for it is the newer antiseptics which are being used for expanded indications 

http://www.fda.gov/AdvisoryCommittees/Calendar/ucm407136.htm


that have not been as time tested.  These are the antiseptics which are in the most need of additional 
safety and efficacy data.   

We therefore recommend that Chlorhexidine be included in the FDA’s proposed regulation calling for 
more complete safety and effectiveness data on antiseptics.     
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