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cc Dr. Ganley & Ms. Lumpkins 

Citizen Petition to Amend the OTC Labelinq in the Tentative Final 

Monoqraoh for Health-Care Antiseptic Druq Products: Docket 75N-183H 

The undersigned submits this petition under 21 CFR § 10.30 of the Federal Food, Drug & Cosmetic Act to 
request the Commissioner of Food & Drugs to take the following actions on proposed 21 CFRBart 333, 
the OTC Tentative Final Monograph for Health-Care Antiseptic Drug Products: T‘- 

. to include appropriate OTC labeling for product categories in the Health Care Continuum ti>el into 
the Monograph; 

. to modify the “Keep out of reach of children statement” for consumer hand and consumer b&$y 
product categories in the Health Care Continuum Model; 

. to provide reduced content and format alternatives for small packages of topical antibacterial$roducts 
in the Monograph. : 

y; 

ACTION REQUESTED 

_ . 

.4 

_  _  

; 

The Petitioner requests that the Commissioner consider th:s petition to amend proposed 21 CFR 333, 
June 17, 1994 Tentative Final Monograph for Health-Care Antiseptic Drug Products Proposed Rule 
[59 FR 314011 as follows: 

the 

. amend § 333.450, S 333.455, 3 333.460, and 5 333.465 to include appropriate labeling for health-care 
antiseptic drug products including surgical hand scrub, patrent pre-operative skin preparation and 
health-care personnel hand products in the Monograph, as described in Attachment 1, Tables 1-3; 

. amend 21 CFR 333 to include labeling in the Monograph for the remaining topical antibacterial 
product categories which comprise the Health-Care Contrnuum Model, soecifically food handler, 
consumer hand and consumer body OTC drug products, as described in’ Attachment I, Tables 4-6; 

The Soao and Detergent ASSOCIC~O~ is the nowprofIt trade assoc~ot~on reoresenttng some 120 \jor:h ~m~r,~on monufocarers of household 
mdv:trral ond instltuttoncl ciecnlng products; then mgredtents, ond fm&ed 
products marketed in the U S 

pcckcgmg SDA members produce more :hcn 9% of the c!eonln$ 
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. a m e n d  9  333.450(c)  to inc lude a  modi f ied  “K e e p  out  of the reach  of ch i ldren” statement  for consumer  
h a n d  a n d  consumer  body  product  categor ies i.e. ‘K e e p  out  of the reach  of ch i ldren except  u n d e r  adul t  
superv is ion.  If swal lowed,  get  med ica l  he lp  or  contact  a  Po ison  Contro l  Center  r ight away.“; a n d  

. a m e n d  2 1  C F R  3 3 3  to prov ide  reduced  content  a n d  format al ternat ives for smal l  packages  of topical  
ant ibacter ia l  products  in  the Monograph .  

S T A T E M E N T  O F  G R O U N D S  

T h e  fo l lowing p roposa l  for O T C  M o n o g r a p h  labe l ing  of topical  ant ibacter ia l  products  is submi t ted to the 
Agency  by  T h e  S o a p  a n d  Detergent  Associat ion ( S D A )  a n d  T h e  Cosmet ic ,  Toiletry, a n d  Fragrance  
Associat ion (CTFA)  Industry Coal i t ion.  T h e  S D W C T F A  industry Coal i t ion was  estab l ished in 1 9 9 4  to 
respond  to the < J u n e  17,  1 9 9 4  Tentat ive F inal  M o n o g r a p h  (TFM)  for Hea l th -Care  A n tiseptic D rug  Products  
[59 FR  314011 ,  a n d  s ince that tim e  has  worked  with the Agency  to progress  the f inal ru le -mak ing  for the 
regula t ion of topical  ant imicrobia l  products.  

p r o p o s e d  O T C  labe l ino  for topical  ant ibacter ia l  products  in  the Hea l th -Care  Con t inuum M o d e l  

O n  June  13,  1 9 9 5  the Industry Coal i t ion submi t ted deta i led comments  o n  the TFM, inc lud ing a n  O T C  
labe l ing  p roposa l  for the product  categor ies in  the Hea l th -Care  Con t inuum Mode l .  Recent ly,  the Industry 
Coal i t ion has  re-eva luated a n d  simpl i f ied its ear l ier  labe l ing  proposal .  T h e  most  recent  O T C  M o n o g r a p h  

e  

labe l ing  p roposa l  is p rov ided  in A t tachment  1  to this Ci t izen P e tition. W e  respectful ly request  F D A  to 
d is regard  the O T C  M o n o g r a p h  labe l ing  recommenda t ion  out l ined in the June  13,  1 9 9 5  document ,  
rep lac ing it wi th the a t tached Hea l th -Care  Con t inuum M o d e l  labe l ing  proposal .  

Issues assoc ia ted with the f inal reau la t ion o n  s tandard ized content  a n d  format requ i rements  
(Federa l  Regis ter  March  17,  1 9 9 9  [64 FR  1 3 2 5 3 1 )  

S ince  the T F M  was  issued in 1994 ,  a  Federa l  Regis ter  not ice o n  s tandard ized content  a n d  format 
requ i rements  has  b e e n  issued.  There  a re  W C  lab  1. e .~ng  issues assoc ia ted with implementa t ion  of the 
regula t ion wh ich  n e e d  to b e  cons idered  as  part  of the ru le -mak ing  for topical  ant ibacter ia l  products.  

-_  ‘.. 
. Topica l  ant ibacter ia l  products  a re  used  by  the ent i re popu la t ion  as  part  of pract ic ing g o o d  hyg iene.  

This inc ludes ch i ldren w h o  a re  e n c o u r a g e d  to deve lop  the habi t  of f requent  wash ing  ear ly  in  life. As  
requ i red  by  6 4  FR  13253 ,  a n d  incorpora ted into 2 1  C F R  330 .1  (g), al l  O T C  drugs  must  inc lude the 
genera l  warn ing  “K e e p  out  O f the reach  of ch i ldren”, fo l lowed by  the statement  “If swal lowed,  get  
med ica l  he lp  or  contact  a  P O i S O n  Contro l  Center  r ight away” for topical  products.  For  certa in product  
categor ies in  the Hea l th -Care  Con t inuum M o d e l  the “K e e p  out  of reach  of ch i ldren” statement  is 
confusing,  g iven  that a n  in tended use  of safe a n d  effective topical  ant ibacter ia l  consumer  a n d  body  
products  is persona l  hyg iene  for chi ldren.  

Fo l lowing the p recedent  es tab l ished by  the f inal M o n o g r a p h  for A n ticaries D rug  Products,  
2 1  C F R  355.50(c)( l ) ,  wh ich  a l lows for the modi f ied  warn ing  statement  “K e e p  out  of the reach  of 
ch i ldren u n d e r  6  years  O f a g e ”, w e  request  that F D A  m a k e  prov is ion in the f inal M o n o g r a p h  for a  
qual i f ied warn ing  statement  for topical  ant ibacter ia l  consumer  a n d  body  products.  F D A  recogn izes  
the n e e d  for a  modi f ied  warn ing  S tatement  for denti fr ices, a n d  g iven  that toothpastes a n d  topical  
ant ibacter ia l  consumer  a n d  body  products  al l  a re  in tended for p romot ing  g o o d  hyg iene  a n d  wil l  b e  
used  by  ch i ldren rout inely,  w e  be l ieve that it is logical  to a l low for a  modi f ied  warn ing  statement  for 
ant ibacter ials.  
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For consumer hand and consumer body products the Industry Coalition recommends that the 
following statement: ‘Keep out of the reach of children except under adult supervision”, followed by 
the statement: “If swallowed, get medical help or contact a Poison Control Center right away” be 
incorporated. 

l As stated in the Final Rule (64 FR 13253, Section E, comment 35). minimal information is sometimes 
needed for the safe and effective use of OTC products, and relief from the content and format 
requirements of 21 CFR 201.66 may be warranted. Compliance with at] requirements of 21 CFR 
201.66 is often impossible for smaller packages that are commonly used for topical antimicrobials - 
yet these packages provide consumers with product benefits as a convenient easy-to-use form. The 
Industry Coalition encourages FDA to provide reduced content and format alternatives for small 
packages of topical antibacterials in the final rule-making for 21 CFR 333. 

ENVIRONMENTAL IMPACT 

According to 21 CFR 25.31(~), this petition qualifies for a categorical exclusion from the requirement for 
submission of an environmental assessment. 

ECONOMIC IMPACT 

According to 21 CFR 10.30(b), information on economic impact is to be submitted only when requested by 
the Commissioner following review of the petition. 

CERTIFICATION 

The undersigned certify that, to the best of their knowledge and belief, this petition includes all information 
and views on which the petition relies, and that it includes representative data known to the petitioner 
which are unfavorable to the petition. 

Thank you for your consideration of this petition. 

Thomas J. Donegan, Jr. Richard I. Sedlak 
Vice President - Legal & General Counsel Vice President of Technical & International Affairs 
The Cosmetic, Toiletry, and Fragrance Association The Soap and Detergent Association 



ATTACHMENT 1 

PROPOSED OTC LABELING FOR TOPICAL ANTIBACTERIAL PRODUCTS 

BACKGROUND. 

On June 13, 1995 the SDAICTFA Industry Coalition submitted detailed comments in response to the 
June 17, 1994 Tentative Final Monograph (TFM) for Health-Care Antiseptic Drug Products 
[59 FR 314011. The comments included an OTC labeling proposal for all product categories in the 
Health-Care Continuum Model. Recently, the Industry Coalition has re-evaluated and simplified its earlier 
labeling proposal, and requests that FDA consider the OTC Monograph labeling recommendation 
outlined in this document as part of the final rule-making for OTC topical antibacterial products. 

The OTC Monograph labeling recommendation provided below supersedes the labeling scheme 
described in the June 13,1995 SDAICTFA submission. We request that 21 CFR 333 be amended to 
reflect the proposed labeling described in Tables 1-6 for product categories in the Health-Care Continuum 
Model. 

GENERAL LABELING APPROACH 

Products falling within the categories of the Health-Care Continuum Model must be labeled in compliance 
with all appropriate sections of 21 CFR 201 and 21 CFR 330, as well as the final Monograph. 

1. Multiple use rxoducts: product categories in the Health-Care Continuum Model can be combined (e.g. 
topical hand product intended for use by healthcare personnel and consumers, or by food-handlers 
and consumers) provided the products meet the testing and performance criteria relevant to the 
indications selected for each product category. 

2. Multiple use products should include the statement of identity, indications, warnings and directions for 
use for each product category in one drug facts box or similar enclosure. For multiple use products, a 
statement of the intended use should precede the specific directions for each use. 

3. Statements of identity, indications, warnings and directions for use applicable to each intended use of 
the product may be combined to eliminate duplicate words or phrases so that instructions to the 
product user are clear and understandable. 



Table 1 

Proposed antibacterial labeling for PRE-OPERATIVE SKIN PREPARATION 
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PRE-OPERATIVE SKIN PREPARATION 

Statement of identitv: 
‘Antibacterial’ or ‘antiseptic’ followed by statement of classification of product form e.g. ‘bar’, ‘gel’, 
‘liquid’ etc. and/or product type e.g. ‘wash’, ‘sanitizer’, ‘ . rinse etc., or other appropriate topical 
product forms or types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘patient skin wash’, ‘pre-operative sanitizer’, ‘pre-operative scrub’ etc. 

Indications: 
‘For the preparation of skin prior to’ (followed by) ‘surgery’ / ‘injections’ / ‘aspirations’ / ‘central line 
insertion’ or ‘invasive procedures such as intravenous catheters or chest tubes’ &/or ‘topical 
application on preoperative sites’. 

‘Decreases’ / ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria that potentialiy can cause’ 
(followed by) ‘disease’ I ‘infection’ I ‘nosocomial infection’. 

‘Helps prevent’ or ‘inhibits’ (followed by) ‘the growth of or ‘the regrowth of (followed by) ‘bacteria on 
the skin’. 

Directions for use: 
The directions described below are illustrative for products that are intended to remain on the skin, 
or be removed from the skin after application. These directions should be amended appropriately to 
describe the specific topical product dosage form &/or product type being used. 

Actives intended to remain on skin - ‘Cleanse the area & dry thoroughly. Apply product to the 
operative site prior to surgery’ (insert application method/device). Insert other applicable directions, 
as needed. 

Actives intended to be removed from skin after aoolication - ‘Apply product to the operative site prior 
to surgery’ (insert application method/device). ‘When product dries, remove immediately with 70% 
alcohol, or use as directed by a physician’. 

Warninas: 
. Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Discontinue use if irritation and redness develop. If condition persists for more than 72 hours, 

consult a doctor’. 
. For iodine containing products (§ 333.412(e)): ‘Avoid pooling beneath the patient’. 



Table 2 

Proposed antibacterial labeling for SURGICAL SCRUBS 

I SURGlCAL SCRUBS 
I 

Statement of identitv: 
‘Antibacterial’ or ‘antiseptic’ followed by statement of classification of product form e.g. ‘foam’, ‘gel’, 
‘liquid’ etc. and/or product type e.g. ‘wash’, ‘sanitizer’, ‘rinse’, ‘scrub’ etc., or other appropriate 
topical product forms or types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘surgical scrub’, ‘surgical hand scrub’, ‘skin cleanser’ etc. 

‘Significantly reduces the number of bacteria on hands and/or forearms prior to surgery and/or 
patient care’. 

‘Decreases’ / ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria that potentialiy can cause’ 
(followed by) ‘disease’ / ‘infection’. 

Directions for use: 
The directions described below are illustrative for products that are intended to remain on the skin, 
or be removed from the skin after application. These directions should be amended appropriately 
to describe the specific topical product dosage form &./or product type being used. 

With water - ‘Remove jewelry. Wet arms & forearms. Apply’ (quantity of product) ‘to hands & 
forearms. Scrub thoroughly for’ (insert duration). ‘Rinse thoroughly’. (Insert applicable directions 
for repeat washing). 

Without water - ‘Remove jewelry. Apply’ (quantity of product) ‘to hands & forearms. Spread on 
both hands. Rub thoroughly for’ (insert duration) or ‘until dry’. (Insert other directions as needed.) 

Warninas: 
. Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Discontinue use if irritation and redness develop. If condition persists for more than 72 hours, 

consult a doctor’. 



Table 3 

Proposed antibacterial labeling for HEALTHCARE PERSONNEL HAND PRODUCT 

HEALTHCARE PERSONNEL HAND PRODUCT 

Statement of identitv: 
‘Antibacterial’ or ‘antiseptic’ followed by statement of classification of product form e.g. ‘foam’, ‘gel’, 
‘liquid’ etc. and/or product type e.g. ‘wash’, ‘sanitizer’, ‘rinse’, ‘scrub’ etc., or other appropriate 
topical product forms or types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘healthcare personnel hand sanitizer’, ‘healthcare professional hand wash’, ‘healthare 
personnel hand rinse’ etc. 

Indications: 
‘Decreases’ / ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria’ (followed by) ‘on the hands’. 

‘Decreases’ / ‘kills’ I ‘reduces’ I ‘eliminates’ (followed by) ‘bacteria that potentially can cause’ 
(followed by) ‘disease’ or ‘infection’. 

‘Helps prevent’ or ‘inhibits’ (followed by) ‘the growth of or ‘the regrowth of (followed by) ‘bacteria’ 
(followed by) ‘on the hands’. 

‘Helps’ (followed by) ‘prevent’ or ‘reduce’ (followed by) ‘the transfer’ or ‘the transmission’ or ‘the 
spread’ or ‘the cross-contamination’ (followed by) ‘of bacteria’. 

Directions for use: 
The directions described below are illustrative for products that are intended to remain on the skin, 
or be removed from the skin after application. These directions should be amended appropriately 
to describe the specific topical product dosage form &/or product type being used. 

Water Use (before aoolvina DrOdUCt and rinsinsk ‘Wet arms, (optionally) forearms or other body 
sites. Apply’ (quantity of product) ‘to hands, (optionally) forearms or other body sites’. (Select) 
‘Wash or scrub thoroughly for’ (insert duration). ‘Rinse thoroughly’. (Insert applicable directions for 
repeat washing). 

Water Use (rinse onlv after usina Droduct): ‘Apply’ (quantity of product) ‘to hands, (optionally) 
forearms or other body sites’. Select ‘Wash or scrub thoroughly for’ (insert duration). ‘Rinse 
thoroughly’. (Insert applicable directions for repeat washing). 

No Water Necessarv: ‘Apply’ (quantity of product) ‘to hands, (optionally) forearms or other body 
sites. Spread on both hands, (optionally) forearms or other body sites. Rub thoroughly for’ (insert 
duration) or ‘until dry’. (Insert other directions as needed.) 

Warninas: 
. Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Discontinue use if irritation or redness develop. If condition persists, consult a doctor’. 



Table 4 

Proposed antibacterial labeling for FOOD HANDLER PRODUCT 

I FOOD HANDLER PRODUCT I 

Statement of identitv: 
‘Antibacterial’ or ‘antiseptic’ followed by statement of classification of product form e.g. ‘foam’, ‘gel’, 
‘liquid’ etc. and/or product type e.g. ‘wash’, ‘sanitizer’, ‘rinse’, ‘dip’ etc., or other appropriate topical 
product forms or types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘food handler hand sanitizer’, ‘ food handler hand dip’, ‘food handler wash’ etc. 

Indications: 
‘Decreases’ / ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria’ (followed by) ‘on the hands’ 
(followed by, if desired) ‘before and after handling food’. . 

‘Decreases’ I ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria on the hands that potentially can 
cause’ (followed by) ‘disease’ or ‘foodborne disease’ or ‘foodborne illness’. 

‘Helps’ (followed by) ‘prevent’ or ‘reduce’ (followed by) ‘the transfer’ or ‘the transmission’ or ‘the 
spread’ or ‘the cross-contamination’ (followed by) ‘of bacteria’. 

Directions for use: 
Provide usage directions consistent with the product form. 

Warninas: 
l Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Discontinue use if irritation or redness develop. If condition persists, consult a doctor’. 



Table 5 

Proposed antibacterial labeling for CONSUMER HAND PRODUCT 

I 

I CONSUMER HAND PRODUCT 
I 

Statement of identitv: 
‘Antibacterial’ followed by statement of classification of product form e.g. ‘foam’, ‘bar’, ‘gel’, ‘liquid’ 
etc. and/or product type e.g. ‘wash’, ‘sanitizer’, ‘rinse’, ‘soap’ etc., or other appropriate topical 
product forms or types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘antibacterial hand soap’, ‘antibacterial hand gel’, ‘antibacterial hand towelette’ etc. 

Indications: 
‘Decreases’ / ‘kills’ I ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria’ (followed by) ‘on the hands’ 
(followed by, if desired) ‘after changing diapers / attending day care I caring for (sick or elderly or 
invalid) family members, individuals or people’. 

‘Helps prevent’ or ‘inhibits’ (followed by) ‘the growth of or ‘the regrowth of (followed by) ‘bacteria’ 
(followed by) ‘on the hands’. 

‘Helps’ (followed by) ‘prevent’ or ‘reduce’ (followed by) ‘the transfer’ or ‘the transmission’ or ‘the 
spread’ (followed by) ‘of bacteria on the hands’. 

Directions for use: 
Due to customary conditions of use, directions for use may not be required. Non-customary topical 
dosage forms or delivery systems should include directions which reflect the conditions used when 
the product was tested. 

Warninas: 
. Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Keep out of the reach of children except under adult supervision. If swallowed, get medical 

help or contact a Poison Control Center right away’. 
. No category warnings are required. Individual warning statements may be required for specific 

ingredients. - -. 
I I 
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Table 6 a Proposed antibacterial labeling for CONSUMER BODY PRODUCT 

I CONSUMER BODY PRODUCT 

Statement of identitv: 
‘Antibacterial’ followed by statement of classification of product form e.g. ‘foam’, ‘liquid’, ‘bar’, ‘gel’ 
etc. and/or product type e.g. ‘wash’, ‘soap’, ‘rinse’ etc., or other appropriate topical product forms or 
types. 
Other truthful and non-misleading statements describing the product category should be optional 
e.g. ‘antibacterial body gel’, ‘antibacterial foam wash’ etc. 

Indications: 
‘Decreases’ / ‘kills’ / ‘reduces’ / ‘eliminates’ (followed by) ‘bacteria’ (followed by) ‘on the skin’. 

‘Helps prevent’ or ‘inhibits’ (followed by) ‘the growth of or ‘the regrowth of (followed by) ‘bacteria’ 
(followed by) ‘on the skin’. 

Directions for use: 
Due to customary conditions of use, directions for use may not be required. Non-customary topical 
dosage forms or delivery systems should include directions which reflect the conditions used when 
the product was tested. 

Warninas: 
. Products must comply with the appropriate sections of 21 CFR 201 and 21 CFR 330. 
. ‘Keep out of the reach of children except under adult supervision. If swallowed, get medical 

help or contact a Poison Control Center right away’. 
l No category warnings are required. Individual warning statements may be required for specific 

ingredients. 


