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Wr'iter'3 Dil'l;ld Access 
Herbert Esncich er 
( :202 ) 434-BH 
e5trei ch c r@tli la" . eo m 

Re: Comments on the l'roposed 2006 Amendments to tlie California Consumer 
Products Regulations 

Dear Board Members: 

On behalf of our client, NicePaki Inc. (hereinaf'.er, ~ icePak), we hereby submit the 
following cornment5 in response to the California Air Resources Board (CARB) Proposed 
Amendments to the California Con.sumer Products Regularions (CCPR). 1 NicePak is a Jeading 
manufacturer and distributor of pre-moistened v.'ipes used in a broad spectrum of applications 
including use Ln disinfectants, sanitizers, healthcare products, cosmetics and personal hygiene 
products. As such, NicePak prndLicts sold or distributed in California are potentially subject to 
CARB1s propasal to furihe1 restrict volatile organic compound (VOC) concentrations in 
consumer products. 

In panicular, the proposed 1 % VOC content limit for non-aerosol disinfectants and 
sanitizers would effectively ban from sale or distribution in California, N iccPak's Sam-Wipe~ 

o-Rinse Hard Non-Porous Surface Sanitizing \Vipcs (hereinafter «Sani-Wipes"), which 
contains 5.48% isopropanol as an active sanittzing ingredient.:?. As the attached memorandum 
from the Food and Drug Admirustra.tion (FDA) indicates, Sani-Wipes arc one of only C\VO 

products recognized by the FDA as appropriate: for use as a no-rinse spot sanitizer on food 
contact surfaces. A companion to the Sani-Wipc product, Sani-Cart Wipe™, which is sold to 
grocery !>10rcs for use by store customers on shopping cart handles and child seats that may be 
conlaminaied by dirty hands, dirry diapers, and leaky fresh meat or poultry packages, also would 
be banned by the 2006 Amendments to the CCPR because of isopropanol. Neither Sani-,Vipes 

1 September 19, 2006, version for 45.day public comment period available from 
http:/iv,"\-\"-V.arb.ca.gov/regact/cpwg2006/appenb.pdf. 

J id at§ 94509(a). 

Washington, D.C. Bnrn,ds Sa.::i Francis.co Shanghai 

www.khlaw. com 
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nor Sani-Can can be reformulated to remo~e the isopropanol and still retain their unique benefits 
to the consumer. 

Recent reports suggest that harmful bacteria from shopping cart handles may present an 
exposure risk w infants and others.' Pre-moiStened ,vipes are the only effective means 
consumers are likely to use to sanitize/disinfect this exposure pathway because of the 
convenience offered by wipes. Consumers are not likely to use spray or aerosol solutions in the 
store setting and certainly will not dip their bands in a bucket of chemical solution to use the 
traditional •\vet rag" method. Sanitizing/disinfecting solutions and rags or cloths become dirty 
and ineffective after repeated use. They also l)OSe potential spill hazards and present other 
logistical concerns that make their in-store use less I.ban desirable. In contrast, pre-moistene-d 
sanitizing/disinfecting wipes are easy lo use and can readily be mounted near a shopping cart or 
baby scat distribution area. Jn addition, pre-moistened wipes always deliver the same quantity 
and concentration of clean sanitizingldisinfecl:ing solution, thereby enh:mcing customer safety by 
reducing overspray or dilution errors. 

The above-discussed unique advantages and critical benefits are inextricably linked to the 
no-rinse characteristics of these pre.moistened wipe products. In nun, this critical characteristic 
depends on the volatility of the alcohol active ingredients. Isopropanol has been recognized by 
FDA as an ideal antirn icrobial agent which poses almost no residual toxicity to the end user. 

The continued use of isopropanol and other alcohols in food contact sanitizing wipes, 
\Vhlch effectively would be banned by the 2006 CARR amendments, for example, is critical in 
part because the no--rinse d1aracteristics of t.be~e products cannot be achieved without 
volatilization. Phenols, such as triclosan and triclocarbon. and quaternary ammonium and the 
other substances CARE identified as typical non-aerosol sanitizer ingredients simply do not 
provide the requisite volatility for sanitizing wipes to meet FDA Food Code Requirements. 
These other substanQes may also raise other concems such as resistance and, in some cases, 
health-related concerns. 

On October 20, 2005, the Food and Drug Administration's (FDA's) Nonprescription 
Drugs Advisory Committee (:NDAC) held a meeting to review the use of oveT-lhe-counler (OTC) 
antiseptic dnig products by general conswnel'S.2 The focus of the meeting was solely on the uS"e 

1 See e.g., Fullerton, K. E. et a], Risk Factors for Infant Campylobactcr Infections: A FoodNcc 
Case-Control Study, Abstract Submission presented at 43rd ~-'\nnual Meeting of the Jnfed:ious 
Diseases Society of America (riding in shopping c2rt identified as risk factoT); see al.so, 
MS1'TBC, fa11w! Shopping cart handles loaded with germs, February 14, 2006 at 
htto:1' :vww.msnbc.msn.com/id/1 13439?2/. 

1 70 Fed. Reg. 54560 (September 15, 2005) (meeting announcement). 
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of products such as hand sanitizers in consumer settings (e.g., home m day care). In the end, the 
Committee voted to impose a rruruircment that these OTC products be shov,,n to have an effect 
on re<lu.cing infection in the target popu1ation (n.otjust that they kill genns on the skin). (See 
attached.) The one exception was ''a1coho1~based" antiseptic products, which the Committee 
agreed provided a benefit in the absence of, or when it is very inconvenient to access, soap and 
water. The NDAC recommendation serves further to attest to the importance of alcohol-based 
sanitizers and dismfe.ctant.s. 

Given the above considerations and the recognized health and food safety benefits from 
using pre-moistened alcohol-based wipes, NicePak respectfully requests that CAR B provide an 
exemption from the l % VOC content limit for such products. As CARB itself determined, 
•'most of the non-aerosol ~aniti2ers are liquid pmducts that require dilution with water. 
Addition!tl product forms include, foam, and mist spray dispensed via a non-pressurize,d 
system.)~ Thus, this exemption would apply to a very limited number of products and would not 
measurab]y affect VOC emissions in the state. 

If you have any questions, do not hesitate to contact the undersigned. 

Respectfully submitted, 

1/4-J-i~ 
Herbert Estreicher 
Counsel to NiccPak, Inc. 

Enclosures 

cc: David Jones, NicePak, Inc. 
C]yde N"oel, NicePa.k, Inc 
David MaHory, California Air Resources Board 

l California. Air Resources Board, Initial Statement of Reasons for Proposed Rulemaldng; 
Technical Suppo.rt Docw11ent, Vl-52. 
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(-::!I, DEPARTMEXT OF HEALTH & HUMA. 'i SERVICES Public Health Service 
Food and Drug Adm'nistrntion 

Memorandum 
Date: 

From: 

Subject: 

To: 

September 8, 2003 

CFSAl~ Retail Food Protection Team 

Hard Surface Sanitizer Wipes 

FDA Regional .Food Specialists 

There a:Fe products being marketed to the food service and retail food industry knov.-11 as hard 
surface sanitizing wipes or sanitizer wipes. Food establishment operators and regulatory 
personnel have raised questions about how the :Food Code addresses the appropriate use of 
saniti~ ·wipes in food establishments. While the Food Code does not make specific 
reference to sanitizer wipes, it does oontain information that can help answer many of the 
questions being asked. 

1. Cao sanitizer wipes be used to sanitize food~confact surfaces? 

When used in accordance with the manufactur~·s instructions, EPA-registered sanitizer 
wipes have demonstrated the ability to deliver the minimum five-log pathogen reduction 
specified in the Food Code for the saoitization of cleaned hard surfaces. The sanitizer 
concentrations in products registered wiLh EPA for food-reJated uses are consistent with 
F edera1 regulation. Therefore, these sanitizing wipes. may be used to sanitize food-c-0ntact 
surfaces that have been cleaned in accordance with Food Code. 

To be acceptable for use as a:n effective sanitizing method for food-contact surfaces, sanitizer 
wipes must conform to RPA regi.stiration and labeling requirements and FDA Food Code 
requirements for: 

• The !)Te, concentratio.n, and temperature of the chemical solution used, inclu.ding 
conformance with the regulations in 21CFR 178.1010 Sanitizing solutions~ and 

• The necessary exposure time {i.e., the time that surfaces rema.in wet with the 
sanitizer). 

FDA is aw are of two EPA-regjstered sanitizer wipes on the market that conform to thes1;; 
requirements: Sani-Wipe® No•Rinse Hard Non-Porous Surface Sanitizing Wipes (distributed 
by PDI Products, Inc) and Kimtech Prep Surface Sanitizer Wipes (distributed by Kimberly­
Clark Professional). Please note thar there are wipes on the market with similar names that do 
not meet these requirements and are not labeled for use on food-contact surfaces. It is 
important to read the product label. 

2. Can sanitizing wipes be used to cJean food~contact surfaces'! 

The Food Code requrres that food-contact su.rfaoes and utensils be clean to sight and touch 
prior to being sanitized. Depending upon the chemical formulation of the vtipe solution, the 
naru:re of food soils on a surface, and the type and configuration ofthe food-contact sarfacc, 
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the use of sanitizer ,vipes may be an effective method for getting lightly soiled surfaces clean 
to sight and touch. After a surface has been cleaned using one or more wipes~ a new wipe or 
\.ripes should be us~ to sanitize the surface. If sanitizer wipes ar<'l used to clean and sanitize 
a surface, it is not necessary to include a rinse step between the cleaning and sanitizing steps. 

3. Are tb1erc certain types of food-contact surfaces tltat .1.hoold not be clenncd or 
sanitized with sanitizer ·wipes'! 

The sanitizer wipes currently registered by EPA are intended for use on hard, nonporous 
surfaces only. There are many types of equipment and utensils that, due to tndr configuration 
or type of soiling, do not lend themselves to proper cleanm,g or sanitizing ·with a wipe alone 
and for which mechanical or manual warewasbing, brushing, pressure spraying. clean-in•place 
systems, or other methods are necessary. EPA's Division of Antimicrobials is revievling its 
current labeling requirements to determine the most appropriate use restrictions and to ensure 
lb.& the: instructions are clear to the us.er. At EPA's Ie'4llest, FDA is assisting in this review. 
Sanitizer wipes must be used in accordance with the instructions and use limitations on the 
EPA-approved product labe1. 

4. Can sanitizer wipes be nse.d as wiping cloths for m))ing food spills? 

Disposab]e, pre-moistened wipes are an acceptable alrcrnative to a dry wiping doth or a wet 
wiping cloth stored in a chemical sanitizer betv:een uses. The Food Code specifies that a pre~ 
moisteued wipe used to wipe food spills be discarded aft.er use and not be used for any other 
purpose. If used on food-contact surfaces, the concentration of any sanitizing solution in the 
lNipes shall conform to Food Code section 7 .204.11. 

5. Can sa.nitizer wipes be used on nonfood-contact surfaces? 

The Food Code does not establish requirements related to the methods used to clean or 
maintain nonfood-contact surfaces. Operators should refer to tJrn product. label lO detenninc 
the proper use of \vipes 011 floors, walls, dining areas, bathrooms, and other nonfood-contact 
areas where food is not prepared or stored. 

For mor-e information, please contact Kevin Smith, FDA Retail Food Protection Team, at 
(301) 436-1498. 

~005 
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Ocwbt:t- 20-21, Z005 
~ee:ing of uie Nonprescriptioo Dmgs Advisory Corraninee 

OJlen Pul;,lk Heari:ng Speakers (October 20, 2005): 
Sally Bloomfield, M.D., Pfi.reT 
Lav.".on Seal, Heallhpoiot, LTD 
Denise Graham, Association for Profo5sionals :in lnfeeti.on Control and Epidc:miology, loc 
How-ard Boclmck, Veriden Coorporation 
D□I12ild A. Goldmann, M.D. Self-Interest 
Eugene C. Cofo, DrPh, Self-interest 

On Octo';>er 20, 2005, tho committee.;; discussed the bcneSts and risks of .intiseptic products marketed for c-0nsumcr 
use {e.g., antibacterial hand-washes and hody-..,-sshes). The discussion included topics s uch as; the efficacy of 
antiseptics inlended for use by consumer, and pot::nti.al risks r.o the individual and the general population fro:n Ilsing 
these products. 

Alascai.Wood, M.D. (Committee C11air), c~led the meetmg to order at 8:00 a.m. The Committee mtmb=, 
oonsulmnts, and FDA participants introduced th.ems.elves. The conflict of interest stateroent was read into th~ record 
by Dae-ell Lyoos B.S.N. The agenda proceeded as follows: 

Wckome 2!lld Introductory Comments 

FDA Pres~[ltations: 
Rcg:datory History and Attributes 
of Consumer A:ntiseptic Drug Pro<lLJcts 

Clinic~ Benefit of Consumer 
Antiseptics 

Communicy-hased Studies of 
Consumer Antiseptics 

The Potential for Antibiotic/ 
Biocide Cross-resistance 

Sewndary Routes of Exposure 
to Biocid~s 

EPA Regul.itozy Process for 
Antimicrobia.ls 

S usa:n S. Johnson, Ph.D., Acting D:i!r,t:ctor 
Di vision ofN onpnm:ription Reg ltlation Development 
Office ofKonprescription l'roducts, CDER 

Colleen Rogers, Ph.D., Microbiologist 
Divi.sion of Nonprescription Regulation 
Dc\·elopmenl, ONP, CDER 

Steven Osborne, M.D., Medical Offiocr 
l)ivision of~onprcscriptlon Clinical Evaluation 
ONP, CDER 

Allison E. Aiello, Ph.D., M.S., Assistant Professor 
Cemer for So~ial Epidemiology & Population Heal:h 
Departm.em of Epidemiology 
Uoi:vcrsity of Michigan School of Pub!.ic Healih 
Ann Arbor, lv11 

Stuan B. Levy, M .n., T'rofessoT 
~anment oL\.folecular Biology & Microbiology 
Tufts Uwversity School ofMedic1nc 
Boston.MA 

RolfC. Halden, PhD., .P.E., Assistant Professor 
Cen:cr for W al.L-r and H.eaJth 
Department of Enviroumental Health Sciences 
Johns Hopkins Bloomberg School of Public Health 
Baltimore, MD 

).fa:ck lfartma.n, Branch Chief 
Regulatory Management Branch 
Antimicrobials Divi,,ion 
Environmental Prote.ction Agency 

2 
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October 20-2: . 2005 
Y1iceting of the Nonprescription Dmgs Advismy Committee 

Sponsor l'tes-entations: 
Introduction 

Laboratory SuJdie-S: Resistance/ 
Cross-resistance Th:vclopmem in 
.I.Jd.1.Cl~1UIJ V.L. .U.U.C\..Ll'I.Jll."ll IJ l ~iyai.:>~ 

lmportmce ofFomitcs in the 
Transmission of Infectious Diseases 

Open Public Hearing Presentations 

Ot1estion.s to the Committee: 

Elizabi:th H . .Anderson 
Associaie GeneraJ Counse] 
The Coomctic, Toiletry, and Fragrance A.5i;ociaao:i. 
Was.hington D.C. 

Pe.er Gilb~rt, B.Sc., Ph.D. 
Profus.sor of Microbial Physiology 
-Ull.A.Lt.....a.1. .1Jil.'i.A..olU.L~ .1..1.Vi>],'J.W,1,.L .t....,t,".liU" ............... V.LV~.J 

Professor of Medicine, Pediatric.;; & Epidemiology 
Univen;ity of North Cacoli:na at Chapel Hill 

Charks P. Geroa 
Dep2rtmerrt: of Soil, W atcr and En vironmcn tal 
Science and Epidemiology and Bios-tatics University of 
Arizona,Tnc.son, AZ 

1. A.s cl.rug pro4ucts, should consumer antiseptics l'le e:rpecwd to pro\1de clinical bcnelif by reducing 
infection (vote) 

Yes: 12 
No: 0 
Abstain: 0 

2. Based on the inform11tion in the bsckground m!l.terfats 1111d toda.y's presentations, ar-e there :my 
populations, Ot1tside of the healtbci,m: setting, i:P which cno!)llQ:ieT antiseptic use has been demonstrated 
to be moTe effective tihan use of plain soap in reducing infection rates? (vote) 

Ifycs, please describe the population and the category of consumer aufoieptic tlrnt prolided 
benefit (e.g., 11ntiseptic h11nd-w.ash1 antiseptic body-wash, hnnd s.anilh!:er}. 

3 
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Oetoi:,e; 20-21 , 2005 
Meetmg of the Nonprescription Drugs Advisor~,. Committee 

If no. what crit,eria should be used to de-floe a oons1Imec populatioa\ for which washing with 
plain soap and water, or other hygiene measures that do not invoh•e antiseptic drug products., 
are inadequate to .-educe infe,crion risk? 

Yes: 1 
Ko: 11 
Abstain: 0 

Discnssfon: 
1'he committee t1greed that studies should be con.ducted on p opulations in which there l','as increased 
risk of/or transfer of infection (e.g .. immune suppresse.l, diarrhea, upper respiratory infection) or co• 
morbidity. S!!e transr.ript for fitrtl!er discussion. 

3. Earlier this year, NDAC' met to discus.s the efficncy criteria for heaJthcare antiseptic drug pl"Ddacts and 
a.ceepted clinicaJ simulation tc.~ting as a suuogatc for bacterjaf infection r11te t1;1 mea~nre efficacy or 
beahhcare antiseptics. What type of studies/endpoints shou]d lie used to establish efficac-y in 
populations that req11ire consumer an.tiseptics? 

Discussion: 
See trmiscript for complete discussu:m. 

4. As with. many drugs, the us~ of consumer :mti.,eptics may be as-sodated with a number of adverse 
conse.qt1ences.. The ext.ent, t-0 which these consequences a.re attributable to consumer entiseptie.;;, 1111.d 
the importftnce of the consequences tQ pqblic be~lth, .ire varied. 8QW shonltl each of the following be 
ractorecl int'° FDA's decisions about product rcguJadon'! 

a. Application site cousequeuces for the individlua.l. uset (e.~., local IrritaU.:iou, dry11e:ss), 

Discu&-sfo11: 
The committee agreed consequences for the indtvidual user (e.!t., local irritation, dryness, 
etc, ) is important but not lif e-thre.alening. '[he commilfee recom.mrmded using lo.behng to 
a&i:l'f'.ss these issues. 

b. Syst.emlc consequences fur the individual user (e.g.~ incomplete immune system 
development, development of antibacterial resistance in the individua.l.). 

DL~cussion: 
The committee agreed thm rofmd evidence of harm would require long-term surveillance that 
wnuld be very tlifficull w :srndy and there would probably be funding issues. 

c. So-c.ietal. coucquences associat,ed wit.h chronic exposure of the e:inironment to consumer 
anticseptics (e.g., widespread development of antibacterinJ res istance, autiscptic impact 
on ecosystem.~, secondary expo.s,ure to homa.ns), 

Discussio.n: 
The commiuee suggested rhat tJ,e FDA riuJuire 5•tudies of benefit ofth~se 
products over cm.d above alcohot /;>ase products and scap and water. 

The n-.¢..-ting was adjourned Bl ap-proxir11atcly 4:20 p.m. Octobe:.-20, 2005. 

4 
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