FDA Ruling Questions Safety and Effectiveness of Antibacterial Soaps

@ Problem

The Federal Drug Agency (FDA) has formally questioned the safety and effectiveness of antibacterial soaps with a
ruling on December 16, 2013. Manufacturers of antibacterial soaps have one year to provide data that proves that

What Problem(s) Concerns over the safety and effectiveness of antibacterial anti-bacterial soaps are both safe and more effective than regular soap and water.
soaps
When Date New FDA ruling December 16, 2013
Different, unusual, unique Many antibacterial products contain triclosan
Fadility, site RUN fies t o] duct Use of Consumers Product
Where . Snglappiesitolpersonainyg|enelprocucts | antibacterial believe they will descriptions are See Same
Task being performed Cleaning and washing @ Analvsi products help prevent potentially Cause
Impact to the Goals nalysis increasing illness misleading
Safety Potential health risk No proof that
Economic Potential for major financial impact on manufacturers FDA requiring __|antibacterial soaps
Customer Service Product descriptions are potentially misleading Regulatory moredataon | | prevent the spread
Regulatory FDA requiring more data on antibacterial soaps' safety ealippasted ;n;'s:cs‘:f";; AND - of gTeyrmFSDAy
. viaence: ne has
Production/ Schedule Manufacturers may need to alter formulas Istated that use of OTC anti-
Labor/ Time Effort required to modify products - - bacterial soaps is no more
9 fy p Antibacterial leffective than washing with
Antibacterial | products may lsoap and water
products are a not be more
[ | major share of effective AND
the market "
Potential for Viruses are the
: Economic Goal major financial || mostcommon
@ Solutions Impacted impact on AND ~ cause of
manufacturers infections in US
[Evidence: An FDA Manufacturers Regulation for —1 Concern about AND
The final step in the Cause Mapping process is to lanalysis estimates it will may need to antibacterial : safety and <]
provide solutions that prevent the issue from (cost companies $112.2 alteyformulas products may effectiveness of AND i .
reccuring. In this example, the FDA is gathering more "””‘“"‘ {0 $?Gf 8 milion to change — antibacterial soaps Antibacterial
informationto determine if antibacterial handsoaps f:!';ﬁ’am’n‘;‘ LBl | products can't
are safe and effective. Any antibacterial products that g kill viruses
have not provided sufficient data to satisfy regulators
by late ZOIdeWOUI?] have It(o be reformulated, relabeled Production/
orremoved fromthe market. Schedule Goal iy
Impacted . N
F | antibacterial
products use
i triclosan Has affected
Labor/ Time Effort reg'lfnred 2 AND thyroid hormone
Goal Impacted to mdo iy levels in lab
products K animals
Triclosan can
- 3 o o " . Customer F'_rot_iuct — interfere with AND
Cause Mapping is a Root Cause Analysis method that captures basic Service Goal descriptions are e hormones
cause-and-effect relationships supported with evidence ENAEE (k] potentially
Impacted misleading L| Potential health |, | [Evdnce: vupie siies Has altered sex
risk lhave shown hormone hormones in lab
CAUSE MAPPING isruption in lab animals animals
Problem Sohing + Incident Investigation + Root Cause Analysis a’:‘ce‘ése:ﬁosu’e g
Safety Goal :
What's the pactd AND
S
St o Problem Problem? Whyo
Has been
associated with
. Why did it Effect «— Cause — |_|ass
sep(2) Analysis | U0 Reliability reasd
NOTE: Read the Cause Map from left to right with the N
phrase "Was Caused By" in place of each arrow. Investigate Problems. Prevent Problems. AD
& e Solutions What will be Houston, Texas ~ 281-412-7766  ThinkReliability.com
ep done?
Triclosan may lead Increased
. . R to increased exposure to
Copyright ThinkReliability 2013 antibiotic < antibacterial
resistance agents




