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Q -Net  i s  a  t echno logy-
assessment, Internet-based net-

work of questions and answers. Its 
newsletter is The Q-Net™ Monthly. 
 The main goal of Q-Net is to  
encourage the infection control, en-
doscopy, and OR communities not 
only to ask good questions but also 
to demand well referenced responses. 
 Q-Net addresses the needs of 
both the health care provider whose 
goal is to provide the best care possi-
ble and the patient who deserves 
affordable quality health care.  

v 

A ll of the articles published in 
this newsletter are written by: 

Lawrence F. Muscarella, Ph.D. , 
Chief, Infection Control at Custom 
Ultrasonics, Inc. Ivyland, PA.  

N ewspaper articles and medical   
reports that discuss the morbidity, 

mortality, and rising costs associated with 
healthcare-acquired infections (HAIs) are 
published every day in local and national 
newspapers. Many of these articles focus 
on infection control and the growing 
number of state legislatures in the U.S. 
considering the enactment of laws that 
would mandate hospitals to report to the 
state the rates of several types of HAIs.1-3 
  
The “factor”:  While many of these 
newspaper articles provide timely discus-
sions of HAIs, the public disclosure of 
their rates, and the importance of infec-
tion control to their prevention, none 
have discussed the potential contribution 
of an important factor to the estimated 2 
million HAIs and 90,000 associated 
deaths reported each year in the U.S. at 
an annual cost of $4.5 billion:4 Financial 
associations between organizations that 
publish infection-control guidelines, rec-
ommended practices, and standards in 

A proposal to reduce the risk 
of  nosocomial infections 

Editor-in-Chief 

What is ‘Q-Net’? 

For:  Infection Control, Operating Room, Endoscopy and Reprocessing Staff, Risk Managers, et al. 

l 

Æ This article focuses on infection-
control guidelines and the financial   
associations between the organiza-
tions that write and publish them and 
companies that market and sell in-
fection-control products. The poten-
tial for these associations to increase 
the risk of healthcare-acquired infec-
tions (HAIs) is discussed. 

their official journals and companies that 
market and sell infection-control prod-
ucts.  Infection-control guidelines include 
those that provide guidance about, among 
other topics, reprocessing gastrointestinal 
endoscopes and other types of instru-
ments; cleaning, disinfection, and sterili-
zation; and operating-room techniques 
(see: Box A on page 6 for a definition of 
a “financial association”).  
 
What’s in an infection-control guide-
line, standard? Healthcare organiza-
tions, associations, and societies routinely 
publish guidelines, recommended prac-
tices, policies, and consensus or position 
statements that provide guidance on a 
number of clinical topics, ranging from 
the treatment of diabetes to the lowering 
of cholesterol levels. Published guide-
lines are typically treated with biblical-
like reverence, and their impact on medi-

(Continued on page 6) 

What’s News 

Q -Net welcomes its newest 
subscribers from Maharash-

tra, India; Selangor, Malaysia; 
Jeddah, Saudi Arabia; and Bang-
kok, Thailand. An article written 
by this newsletter’s editor-in-chief 
that discusses push enteroscopy 
and the practice of ”shuffling” 
gastrointestinal endoscopes is 
published in the March-April 2007 
issue of SGNA’s journal Gastro-
enterology Nursing. Remember to 
visit www.myendosite.com  for all 
back issues of this newsletter.  
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infection-control products. Often because of competing inter-
ests, the goal to write an infection-control guideline to prevent 
HAIs may sometimes lose focus and direction, resulting in the 
guideline’s published recommendations being less evidence-
based and scientifically sound than biased and inconsistent. 
 
Examples of inconsistent guidelines: Infection-control 
guidelines that provide inconsistent recommendations have 
been published.10-12  For example, whereas some guidelines 
recommend low-level disinfection of a rigid laryngoscope’s 
handle, others recommend at least high-level disinfection.11 
Another example is endoscope drying.10,12 Reports that docu-
ment an increased risk of outbreaks and pseudo-outbreaks    
of opportunistic microorganisms, including Pseudomonas 
aeruginosa, associated with wet endoscopes (that were other-
wise properly reprocessed) are well documented.10 As a con-
sequence, several organizations including The Society of Gas-
troenterology Nurses and Associates prudently recommend 
thoroughly drying the endoscope’s internal channels after 
every reprocessing cycle—whether achieving high-level dis-
infection or “sterilization,” or whether using tap or “sterile” 
rinse water—to prevent HAIs during flexible endoscopy.10,13  
 Nevertheless, despite the increased risk of HAIs associ-
ated with wet endoscopes, the guidelines of some other or-
ganizations (and the labeling of a few infection-control prod-
ucts) do not recommend endoscope drying, instead instructing 
clinicians to use the endoscope immediately after reprocess-
ing while its channels are still wet with rinse water.10,12,14-18 
The implications of this instruction are far-reaching, because 
it encourages, for example, pulmonologists to introduce wet 
(and, therefore, potentially contaminated12,18) bronchoscopes 
into the lungs of patients who may be critically-ill, immuno-
suppressed, and suffering from respiratory pneumonia. Few 
(if any) other recommended endoscopic practices are as ques-
tionable and present as significant a potential risk of HAI.10 
 Infection-control guidelines that recommend the clinical 
use of just-reprocessed-and-wet-with-rinse-water endoscopes 
instead of endoscope drying assert that wet endoscopes are 

(Continued on page 7) 
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cal practice can be profound. Healthcare professionals gener-
ally take it for granted that a guideline is evidence-based, 
lacks commercial bias, and has been thoroughly reviewed and 
vetted by experts in the field who are not financially associ-
ated with companies that market and sell products whose 
sales could benefit from the guideline’s recommendations. 
 The acceptance of a guideline’s recommendations is 
based on this conclusion and the implicit understanding that 
their purpose is not to benefit, insulate, or appease industry, or 
to promote a product, but rather, in addition to clarifying an 
organization’s position for its membership, to improve patient 
care and establish an acceptable standard of practice. Failure 
to comply with a guideline’s recommendations may violate 
the standard of care and can incur legal exposure and liability. 
 The costs associated with researching, writing, and pub-
lishing a guideline can be significant, and a healthcare organi-
zation may woo or be solicited by a company to help under-
write these costs. Despite the potential conflict of interest, the 
funding company often has a vested interest in the guideline’s 
content and recommendations (see: Box B).5-9  The organiza-
tion may write the guideline, or it may contract an expert or 
panel of experts (some of whom may have financial ties to 
industry) to write the guideline (see:  Box A). Several recently 
published newspaper articles have discussed these financial 
associations, their handling and disclosure, and their potential 
to affect  adversely patient safety.5-8 The recommendations of 
some guidelines raise concerns that these financial associa-
tions may have compromised the scientific merit of these 
guidelines and jeopardized patient safety (see: Box B ).5-8  
 To be sure, the field of infection control is not unique, 
and it too has organizations, societies, and experts that      
research, write, and publish infection-control guidelines while 
having direct or indirect financial relationships with compa-
nies that sell infection-control products and could financially 
benefit from the guideline’s recommendations (see: Box A).9 

 As with other medical fields, participants from different 
clinical perspectives and orientations may actively collaborate 
during the writing of an infection-control guideline, each  
vying with one another in an oft-competitive jostle to have 
their viewpoints and, in some instances, one or more specific 
recommendations or discussions included, omitted, truncated, 
or parsed in the guideline. Many of these participants may be 
financially associated with industry, and their contributions to 
the guideline and its recommendations could have financial 
implications for the companies that employ them and that sell 

Æ A “financial association,” tie, or relationship between     
organizations that publish guidelines, experts that write them, 
and industry may be direct or indirect and in the context of this 
newsletter’s main article includes, but is not limited to, the 
sponsorship or underwriting of a guideline; educational pro-
grams; research grants; funding; donations; honoraria; speak-
ers bureau; and employment or consulting compensation. 
 
Box A. The definition of a “financial association.” 

Æ A kidney foundation recently published a guideline for the 
treatment of anemia in patients with kidney disease. This 
guideline was underwritten by a company that paid more than 
$500,000 to this kidney foundation.7  Two thirds of the experts 
commissioned to write this guideline had financial ties (see: 
Box A) to companies associated with the sale of anti-anemia 
drugs, including the company that underwrote this guideline. 
The final recommendations of this guideline favor the use of 
higher doses of anti-anemia drugs than recommended by the 
Food and Drug Administration (FDA), to the financial benefit of 
the company (and others) that underwrote the guideline. A 
subsequent study, however, reported that this guideline’s  
recommendation increases the risk of fatal heart attacks and 
stroke in kidney patients suffering from anemia.7 
 
Box B. An example of a guideline that poses a risk? 
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“sterile” following “sterilization”10,15-18–even though, among 
other considerations:  (1) the endoscopes are terminally rinsed 
with filtered tap water that is not monitored for microorgan-
isms or endotoxins as required to validate and verify a 
“sterile” water claim;  (2) the location in the medical facility 
where the dirty endoscopes are placed into the system for 
terminal processing is not sterile although it is the same as 
where the wet (unwrapped) “sterilized” endoscopes are     
removed from the system for immediate patient use, causing 
the wet processed endoscopes also to be not sterile; and       
(3) water or moisture identified on the wrapping of surgical 
instrument sets (and, therefore, presumably just-reprocessed-
and-wet-with-rinse-water endoscopes) indicates an increased 
risk of HAI due to the potential for contamination, requiring 
that the instrument sets be considered un-sterile and             re
-sterilized before reuse.12 
 In addition to engendering confusion and begetting   
complacency, inconsistent infection-control guidelines may 
have played an important role in numerous reports of disease 
transmission and HAIs, including two well-publicized noso-
comial outbreaks and associated deaths linked to inadequate 
reprocessing of bronchoscopes and rigid laryngoscopes.11,19,20 

 
Long overdue? Although, admittedly, the reasons for guide-
lines to include inconsistent recommendations may be com-
plex, long overdue is a discussion of these inconsistencies, 
their potential contribution to an increased risk of HAIs, and 
whether some of them may in part be due to or explained by 
financial associations between organizations that publish  
infection-control guidelines and companies that sell infection-
control products that are directly or indirectly discussed or 
referred to in the guidelines (see: Box A).  
 It is unclear whether such financial associations may  
explain why some infection-control guidelines claim wet 
endoscopes are “sterile” and recommend (to be consistent 
with the labeling of some infection-control devices?) their 
immediate use after processing,15-18 despite the increased risk 
of disease transmission and HAIs associated with wet endo-
scopes.10 Guidelines that recommend the use of just-
reprocessed-and-wet-with-rinse-water endoscopes were    
reviewed,16,17 but none discloses potential conflicts of interest 
or a financial association between the organization (or its 
board of directors) that approved and published the guideline 
and companies selling infection-control products, some of 
whose labeling contraindicates endoscope drying. 
 Articles and reports that discuss HAIs and the importance 
of infection control to their prevention, but that do not       
address these financial associations, their ubiquitousness, and 
the potential for them to have an adverse effect on HAIs and  
patient safety would appear to be incomplete. No doubt, 
money can affect decisions, introduce bias, and cloud per-
spectives, and, to be sure, organizations that publish infection-
control guidelines neither are exempt from the influences of 
money nor reside beyond its reaches. Infection-control guide-
lines can prevent HAIs and save lives, but, if proper measures 
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A proposal: It is proposed that organizations that publish 
infection-control guidelines and receive financial support 
(see: Box A) from companies that could financially benefit 
from the guideline’s recommendations adopt a policy of dis-
closing these financial associations in their guidelines, or, if 
insufficient space is available, on the organizations’ web-
sites.22,23 Disclosure of these financial associations is impor-
tant to the integrity of the guideline, an evaluation of the 
guideline’s objectivity and scientific merit, and patient safety. 
Failure to disclose an existing financial association under-
mines the contribution, usefulness, and legitimacy of the 
guideline, in addition to rendering it arguably incomplete.  
 Alternatively (although potentially not feasible), organi-
zations that publish infection-control guidelines might adopt a 
policy of refusing to accept funding from or have any type of 
financial association with any company that sells infection-
control products.22,23 (Specific rules regarding the proper   
procedure for publishing advertisements in an organization’s 
official journal have been published.24) 

(Continued on page 8) 

u   Background:  Organizations often publish in their official 
journals infection-control guidelines to prevent HAIs. 

u What’s the problem?  Some of the recommendations of 
these guidelines are inconsistent and may increase the risk  
of HAIs and their associated costs. 

u  What is proposed?  Disclosure in the text of the guideline 
of any financial association (see: Box A) between the organi-
zation publishing the guideline and companies that sell infec-
tion-control products and could financially benefit from the 
guideline’s content is recommended.  Whether such disclo-
sure would significantly reduce the risk of HAIs in unclear. 

u  What’s at stake?  Failure to have in place proper checks 
and balances —such as disclosure of a financial association—
may result in infection-control guidelines being subtlety     
manipulated to recommend practices that are less evidence-
based than biased, inconsistent, and potentially unsafe. 

are not taken, their recommendations, like those of other clini-
cal guidelines (see: Box B),5-8 can be subtlety manipulated to 
become “ingenious marketing tools”21 intended more to    
promote a product than to provide sound clinical guidance.  
 To the potential detriment of efforts to prevent HAIs, 
financial associations can blur the line that separates, on the 
one side, evidence-based recommendations included in a 
guideline because they have been documented to reduce the 
risk of HAIs from, on the other side, questionable recommen-
dations that—even though they may be inconsistent with the 
recommendations of other guidelines and provide no benefit 
to the patient, sometimes even increasing the risk of HAIs 
and their associated costs —are included in a guideline      
because of their potential to advance the sale of a product, 
vindicate a product’s labeling claims, or otherwise maintain a 
financial association with industry. 
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A model guideline: Several infection-control guidelines were 
reviewed for a financial disclosure statement.9,13,16-18 One 
guideline—which provides guidance on the selection and use 
of disinfectants, including 2% glutaraldehyde, and was pub-
lished in 1996 in The American Journal of Infection Control, 
the official journal of the Association for Professionals in 
Infection Control and Epidemiology (APIC)9—discloses on 
its first page that its publication was made possible by an 
“educational grant” provided by a company that sells, among 
other types of disinfectants, 2% glutaraldehyde.9    

 This commendable example of disclosure in an infection-
control guideline of a financial association between the      
organization that published the guideline and industry is the 
exception, not the rule. Although many of the organizations 
that publish infection-control guidelines (or that contract   
experts or a panel of experts to author them) are financially 
associated with companies that sell infection-control products 
discussed directly or indirectly in the guideline (see: Box A), 
few infection-control guidelines acknowledge these financial 
associations, the importance of their full disclosure to the  
objectivity, legitimacy, and scientific merit of the guideline 
notwithstanding.22-24  
 Indeed, financial associations may at times introduce 
inadvertent bias into an infection-control guideline, poten-
tially increasing the risk of HAIs (see: Box B). According to 
the International Committee of Medical Journal Editors, “all 
participants in the peer review and publication process must 
disclose all relationships that could be viewed as presenting a 
potential conflict of interest.”24 
 
Discussion: This article discusses financial associations that 
often exist between the organizations that publish infection-
control guidelines and companies that sell infection-control 
products. The potential for these financial associations to  
increase the risk of HAIs is also discussed. To be clear, how-
ever, this article is not averse to these financial associations. 
Nor is it suggesting that an infection-control guideline      
published by an organization financially associated with a 
company that sells infection-control products lacks legiti-
macy, or that a financial association should disqualify an  
organization from publishing an infection-control guideline.  
 To the contrary, this article encourages these organiza-
tions to publish well-researched, comprehensive, evidence-
based infection-control guidelines, because these organiza-
tions have members that are some of the most knowledgeable 
in the fields of infection-control, instrument reprocessing, and 
aseptic technique and can contribute the most to the improve-
ment of patient care and the prevention of HAIs. 
 What this article does oppose, however, is the failure to 
disclose in an infection-control guideline (or on the organiza-
tion’s website) existing financial associations between the 
organization publishing the guideline (or an expert or panel of 
experts contracted to write the guideline) and companies that 
could financially benefit from the guideline’s content and 
recommendations. Full disclosure of any potential conflicts of 

Copyright © 1995-2007. All rights reserved. It is a viola-
tion of federal copyright laws (17 U.S.C. Sec. 101 et seq.) to 
copy, fax, or reproduce any portion of this newsletter without                  
its editor’s consent.  Q-Net is a registered trademark of    
Custom  Ultrasonics, Inc.                     mar-apr07_v5.3 

interest is as important to the legitimacy and usefulness of an 
infection-control guideline as the guideline’s evidence-based 
recommendations are to the prevention of HAIs.  
 
Conclusion: Without proper checks and balances in place to 
protect the integrity and legitimacy of an infection-control 
guideline, its intended goal to prevent HAIs can become side-
tracked, if not derailed, by participants with financial ties to 
industry seeking to have some of the guideline’s content writ-
ten, if subtlety, to benefit financially a company that sells 
infection-control products (see: Box A). Full disclosure in the 
guideline (or on a website) of all potential conflicts of interest 
and existing financial associations between the organization 
publishing, or experts writing, an infection-control guideline 
and companies that sell infection-control products and could 
financially benefit from the guideline’s recommendations is 
proposed, lest patient safety and the objectivity of a guide-
line’s recommendations be compromised.  
 Organizations that publish infection-control guidelines 
need not take this article’s conclusions as overly critical or 
too constraining, as this proposal is not a disavowal or repu-
diation of an organization’s credibility or integrity. Scientific 
trials are routinely conducted using “blinded” methodologies, 
not because the investigators conducting the trials cannot be 
trusted or their integrity is in doubt, but merely to prevent the 
inadvertent introduction of bias into the trials that might skew 
the data and invalidate the results. l The End  LFM 

Thank you for your interest in this newsletter. I have         
addressed each issue and topic to the best of my ability. 
Respectfully, Lawrence F. Muscarella, Ph.D. Please direct 
all correspondence to: 

Lawrence F. Muscarella, Ph.D. 
Editor-in-Chief, The Q-Net™ Monthly 
Director, Research and Development 

Chief, Infection Control 

Custom Ultrasonics, Inc. 
144 Railroad Drive, Ivyland, PA 18974 

Tele: 215.364.8577;  Fax: 215.364.7674 
E-mail:  editor@myendosite.com 

Internet:  http://www.myendosite.com 
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References for this article are available at: 
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