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FDA Consumer Antimicrobial Handwash )
Proposed Rule: What Does it Mean and
How Does it Impact Healthcare? :

Megan J DiGiorgio, MSN, RN, CIC

Key Points:

+ In December 2013, the U.S. Food and Drug
Administration (FDA) issued a Notice of
Proposed Rule on Consumer Antimicrobial
Handwashes, in which they stated that there is
not enough evidence to show that antimicrobial
soap products have an added benefit over plain
non-antimicrobial soaps in the consumer setting.

« The Proposed Rule does not affect the healthcare
environment, where antimicrobial agents
may play an important role in preventing
healthcare-acquired infections and where the
patterns of use are dramatically different than
the consumer setting.

« The FDA is not requiring consumer companies
to remove antimicrobial soaps from the market
at this time, but is proposing to establish new
conditions under which consumer antiseptic
handwash products are generally recognized
as safe and effective based on the FDA's
re-evaluation of the safety and effectiveness
data requirements.

+ Alcohol-based handrubs in any setting are not
affected by the Proposed Rule and continue to
be the preferred method for performing hand
hygiene when hands are not visibly soiled.

Volume 6

bodily fluids, but otherwise recommends
alcohol-based handrub (ABHR) for routine
decontamination of hands,® and these
guidelines remain unchanged. ABHRs

are more effective and less damaging than
soap and water,® and a well-formulated
ABHR can actually improve skin condition.’

Good hand hygiene is critically important

in healthcare. Both antimicrobial and
non-antimicrobial soaps as well as ABHR

are valuable options for reducing the risk

of infection in healthcare settings. The
selection of specific products is an individual
facility decision and each facility should
continue to evaluate all aspects of hand
hygiene products when making a selection.
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Healthcare workers may have concerns about
the Proposed Rule and how it affects the use of
antimicrobial soaps in the healthcare setting.
The Proposed Rule does not affect healthcare
settings.! Healthcare-acquired infections are a
significant problem in U.S. healthcare facilities
in terms of morbidity, mortality, and cost, 2 and
antimicrobial agents can play an important role
in decreasing the incidence of these infections.?

While animal studies have raised concerns about

the safety of antimicrobials such as triclosan,
data showing effects in animals don't always
predict effects in humans.* For example, in one
study, animals were exposed to much higher
levels of the agent than the typical level of
exposure in humans and by an unusual route
(i.e. direct injection into the abdominal cavity),’
which differs from the pattern of use during
handwashing. Stewardship of antimicrobial
products, much like antibiotic stewardship, is
needed to ensure safe and appropriate use.

The Centers for Disease Control and Prevention
(CDCQ) allows healthcare facilities the choice

of providing either antimicrobial or non-
antimicrobial soap to healthcare workers for use
when hands are visibly soiled or contaminated
with proteinaceous material, blood or other

2002;138:1082-1086.

U.S. Food and Drug Administration. Triclosan: what consumers should know. http://
www.fda.gov/ForConsumers/ConsumerUpdates/ucm205999.htm. Updated November
25,2013. Accessed February 11, 2014.

Cherednichenko G, Zhang R, Bannister RA, Timofeyev V, Li N, Fritsch EB, et al. Triclosan im-
pairs excitation-contraction coupling and Ca2-+ dynamics in striated muscle. Proceedings
of the National Academy of Sciences of the United States of America. 2012;109:14158-
14163.

Centers for Disease Control and Prevention. Guideline for hand hygiene in health-care
settings: recommendations of the healthcare infection control practices advisory com-
mittee and the HICPAC/SHEA/APIC/IDSA hand hygiene task force. MMWR. 2002;51:RR16
Visscher MO, Wickett RR. Hand hygiene compliance and irritant dermatitis: a juxtaposi-
tion of healthcare issues. Int J Cosmet Sci. 2012;34:402-415.

TS
T Fact!

Approximately one in five U.S. health
facilities doesn’t make alcohol-based
hand sanitizer available at every point
of care, missing a critical opportunity
to prevent health care-associated
infections, according to new research
from Columbia University School of
Nursing and the World Health
Organization (WHO) published in the
American Journal of Infection Control.
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PURELL® AND PROVON® HAND HYGIENE SOLUTIONS

GOJO is committed to
improving the health and
well-being of patients and
HCWs. With skin science
expertise, formulation
expertise and innovative
dispensing platforms,
GOJO focuses on improving
hand hygiene compliance
and patient outcomes.

GOJO hand hygiene
solutions can be customized
to ensure hand hygiene
options are available to
healthcare workers (HCWs)
to protect themselves as
well as their patients against
the spread of germs that
may cause illness. GOJO
offers PURELL® Instant Hand
Sanitizers and PROVON Skin
Care Products to support

all your healthcare needs.

PURELL ADVANCED INSTANT HAND SANITIZER PROVON SKIN CARE PRODUCTS

PURELL Advanced Instant Hand Sanitizer is the #1
Doctor recommended hand sanitizer'. It is available
in a variety of foam and gel solutions that help meet
the needs of healthcare workers, patients and visitors.

PROVON offers a wide range of antimicrobial and

non-antimicrobial hand soaps, bathing and moisturizing

products that help keep skin healthy and prevent the

spread of germs that may cause infection. Our products

« Kills 99.99% of germs on hands, not just in the lab? are T“”d and ggntle to the skin and help build hand
hygiene compliance.

« Exceeds the FDA Healthcare Personnel Handwash
(HCPHW) requirements with 1.1 mL of product
while maintaining skin health and improving overall
skin feel. 36

« Clinical studies demonstrated a 29.7%’ and 36%°
infection reductions in a Nursing Home and Hospital
setting respectively

« Dermatologist-tested

- Specially formulated in foam and liquids for gentle
and effective cleansing

« Offers a full complement of patient skin care products

that cleanse and help maintain skin integrity
« Contains skin moisturizes to help hydrate skin
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Description Description

PROVON® Antimicrobial Handwash Products
PROVON Antibacterial Foam Handwash

PURELL® Advanced Green Certified Instant Hand Sanitizer Foam

LTX 1200 mL Refill 1904-02 2 1920-04
LTX 700 mL Refill 1304-03 1320-04

Based on a survey of over 400 medical doctors. Study

conducted May 2008 by Bruno and Ridgway Research
1971-04

Assodiates, Inc.

Healthcare Personnel Handwash Study #111016-101,
March 19, 2012, BioScience Laboratories, Bozeman,
MT.

Healthcare Personnel Handwash Study #100635-101
at3.0 mL, September 24, 2010, BioScience Laborato-
ries, Bozeman, MT.

Acute Moisturization Analysis, Study #110212-301,
April 25,2011, BioScience Laboratories, Bozeman,
MT.

4-Week Clinical Field Study #2011-F10232, Akron,
OH, February — March, 2011.

4-Week Clinical Field Study #2011-F10233, Akron,
OH, February — March, 2011.
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ADX 1200 mL Refill 8804-03 3 8820-06
ADX 700 mL Refill 8704-04 4 8720-06
535 mL Pump Bottle 5791-04 4 5704-06-BLU

PURELL Advanced Green Certified Instant Hand Sanitizer

LTX™ 1200 mL Refill 1903-02 2 1920-04
LTX700 mL Refill 1303-03 3 1320-04
ADX™ 1200 mL Refill 8803-03 3 8820-06
ADX 700 mL Refill 8703-04 4 8720-06
12floz Pump Bottle 3691-12 12 5704-06-BLU

PURELL Advanced Skin Nourishing Instant Hand Sanitizer Foam

LTX 1200 mL Refill 1906-02 2 1920-04
LTX 700 mL Refill 1306-03 3 1320-04
ADX 1200 mL Refill 8806-03 3 8820-06
ADX 1250 mL Refill 8706-04 4 8720-06
535 mL Pump Bottle 5798-04 4 5704-06-BLU

PURELL Advanced Instant Hand Sanitizer Foam

LTX 1200 mL Refill 1905-02 2 1920-04
LTX700 mL Refill 1305-03 3 1320-04
ADX 1200 mL Refill 8805-03 3 8820-06
ADX 700 mL Refill 8705-04 4 8720-06
535 mL Pump Bottle 5792-04 4 5704-06-BLU

LTX™ 1200 mL Refill
LTX 700 mL Refill
ADX™ 1250 mL Refill
ADX 700 mL Refill

LTX 1200 mi Refill
ADX 1250 ml Refill

LTX 1200 mL Refill
LTX 700 mL Refill
ADX 1250 mL Refill
ADX 700 mL Refill

1942-02
1342-03
8822-03
8722-04

1944-02
8825-03

1941-02
1341-03
8821-03
8721-04

2
3
3
4

2
3

2
3
3
4

PROVON Green Certified Foam Hand Cleaner

TFX™ 1200 mL Refill
FMX™ 1250 mL Refill

5382-02
5182-03

2
3

1371-04
8871-06
8771-06

PROVON Foaming Antimicrobial Handwash with PCMX

1971-04
8871-06

PROVON Non-Antimicrobial Handwash Products
PROVON Clear & Mild Foam Handwash

1971-04
1371-04
8871-06
8771-06

2745-12
5160-06
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