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20 NOV 2001
Joseph Zdrok

Joseph Zdrok & Assaciates
24 Tower Street
Webster, MA 01570

Dear Joseph;

Enclosed is the final report for the testing we coordinated for you. The information is retained by
the testing laboratory.

NELSON NUMBER: 105232
TESTING LAB: NAMSA, Inc.

TYPE OF TEST: IRRITATION: PRIMARY SKIN FHSA

SAMPLE IDENTIFICATION:
Makrite inside facemask

If you have any questions, please feel free to call any of our Customer Service personnel at
=t

801-963-2600 or 800-826-2088. Thank you for testing with Nelson Laboratories.

Sincerely,

fullte

Jared A, Forsyth

Customer Service Representative
gispmALnass 14062001 [Lit43:8C_PPW.RDL]
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Confldential
Lab No. 01C 19344 00

TA001-800 P.O.No. 47763

STUDY TITLE:
PRIMARY S$SKIN [RRITATION STUDY IN THE RABBIT

(FHSA Method)

TEST ARTICLE:

Makrite Inside Facemask

IDENTIFICATION NO

Nelson Lab Namber: 193232

TEST FACILITY: SPONSOR:

3 JARED A. FORSYTH
NAMS R
e NFELSON LABORATORIES, INC.
6280 SOUTH REDWOOT ROAD
gALT LAKE CITY, UT 84)23-6600

9 Morgan
Irvine, CA 9261 §-2078
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The test article, Makrite Inside Facemask, Nelson Lab Number: 195232 was evaluated for primary skin irritation in
accordance with the gnidelines of the Federal Hazardous Substances Act (FHSA) Regulations. 16 CFR 1500. An
approximate 1 inch x | inch saction of the test article was 1opically applied to the intact and abraded skin of six
rabbits and left in place for 24 hours. Tast sites were graded for erythema and edema ar 24 and 72 hours afier the
single sample upplication -

a
~
i

Under the conditions of this study. irritadon was not obssrved on the skin of the rabbits. The primary {riitation index
was calculated to be 0.0, The est article would not ba considerad a primary irritant to the skin since the empirical
score was less than 5.00.

Study and Supervisory
Personnel; Brenda Gonzales. AS, LVT
David Vergil
Carlos Ramog
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INTRODUCTION

The test article idennified befow was evaluated for primary skin irritation in accardance with the guidelines of the
Federal Hazardous Substances Act (FHSA) Rezulations, 16 CFR 1300, The purpose of this sl'udh\«' was to determine
the potential for a single topical application of the test article to uritale jntact and abraded skin of the rabbit, The test
article was received on Oclober 31, 2001, Parches were applied on November 8. 2001, and the observations were
concluded on November 11, 2001,

MATERIALS

The sample provided by the sponser was ideatified and handled as follows:

Test Article: Mabrite Inside Facemask

ldentification No.: Nelson Lab Number: 195232

Storage Conditions. Rogm temperature

Preparation: An approximate | x 1 portion of the test article was moistened with 0.5 ml of

saling, appliad to 2-ply gauze and hacked with plastiv for direct application 10
the animals' skin, The inside of the test grticle was tested.

T;‘a ‘Dl;‘ré m.

Species; Rabibit (Drvetolagus cumculns)

Bregd: New Zegland White

Source: Myrele's Rabbiuy. Inc.

Sex: Male

Bodv Welght Range Na particular body we2ight range was preserbed for this test
Age: No sarticular gge was preseribed tor rl' is test

Acclimation Period: Minimum 5 davs

Numher of Animals:
Identification Method:

Justification of Test Svsta

Hi fuldt_“ 5 Beranice Act(FHSA) zs an appropriate amm | model for

The alaino rabbit is specifizd inthe Fed zral

evaluating potentia! skin irrtants. The rabbit is widely for this purpose and relative ranking of frritant scores

¢an pe determ nzid.
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Husbandry, Conditions conformed ta Standard Operating Procedures which are based on the "Guide for
the Care and Use of Laboratory Animals.”

Food: PROLAB® High Fiber Rabbit Dier was provided daily,
aler waly svailahle munici Nrvine CAN water i i
Water: Frealy availahle, municipal (rvine. CA} water was delivered through an automatic watering
system.
Conraminants, Reasonahly expected contaminants in feed or water supplies did not have the potential to

influence the outcome of this test,

Housing: Animals wera individuzally housed in stainless steel suspended cages identified by a card
indicating the lab number, animal number. test code, sex, and date dosed
Environnental: Tha room temperature was monitored dilf} The temperature range for the room was within

arange of 61-72°F,
The reom humidity was monitored daily. The humidity range for the room was 30-70%,

The irght cyele was contrelied using an autamatic tiver (12 hours light, 12 hours dark).

Facilily; NAMSA is an AAALAC International accredited factlity and is registered with the United
States Deparmment of Agiiculture. Adgitionally. NAMSA maintains an approved Animal

WelFice Assurznce on file with the National Institures of Health, Office for Lahoratory

Antinal Welfurs
Personnel! Assoelares wvolyved were appropriately ¢ galificd and rained.
F | >

Selcction Onhv heslthy, previousiy unussd ammals fres from irritation or other dermatological lesions

that could interters with the test wera saected.

Experimental Procedure:

clinper at Jeast 4 hours but no more than 24 hours

The back of cach animal was ciipred fres of fur with an lectnig ! h : i :
wved four parailel epidermal abrasions with &

: ! ; ~AE S catlhde pana
before testing, Just prot o seet wrtigte appheation, eacn rapoitlece
~site sile lemained intact,

slerile nesdle ar ong sest sile whils the skin authe oppos

A7 the test article was moistensd with 0.5 miof saling, and applied to each
Eit) by introduction UNUET < double gavze layer 1o un arsd of 55111 appi'oxrrnatuI}-" ‘
has  ar2 hacked with plastic and coverad with 4 non-reactive tape, The tunkof
nder 1o Tyaintain He 105 pattnes in position, Animals were retumed 1o

An approximate 1inehix 1 Ingh sectich
cranial site (1wo sites per £ab
{inch % | inch squarg, The pate
aach animal was yrapped it
their cages afler treatmelit

s elastic D

(e were Tomoved. Al least 30 minutes was allowed L0 glapse

ve. the bingers, lape. and pate : 20
after application.

Afrer the 24 hour exposu e
An evaluation way also conducted at 72 hours

hefure sites were seorad.
L S s aprmepded Draize seoring crieria
As defined

Each test 51t VWLES i?i.;‘.'_';‘-i['xiL TOT de it I.CL‘\'\—LJL:’I ..- Lh e s
(Appendix 1), Tov nrimary irritation ndex of the test anl
in 16 CFR 1300, a substance ith, an crapirical scors 01 1€55 ha

icle wax calauluted folldwing west COMpistion.

/1 5.00 is mot a primary irritant 1o the skin.
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TAQO1-800 Lab No. 119544 00
RESULTS

Individual results of dermal scoring appear in Table I The primary irritation index of the test article was caleulated
to be 0.0. No irritation was observed on the skin of the rabbits.

Results and conclusions apply only to the test article tested. No further ewluahm of these results is made by
NAMSA. Any extapolation of these data to other 53mpie> i the responsibility of the sponsor. Al procedures were

70285,

conducted in contormance with gong laboratory practice and 150 17023

!ﬁ

ONCLLSION

Under the conditions of this study. tae test article would not be considersd a primary skin irritant since the primary
irvitation index was less than 3.00.

e
o
™
>
=l
2
!
=3
™1

All raw data pertaining ro this study and 2 copy of the final report ars to be reained in designated NAMSA archive
files
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o Lab No.  01C 19344 00
TABLE T

DERMAL OBSERVATIONS

—————

Rabbit Number: Reaction  § 24 Hours = 72 Hours
Gender | (nlact | Abraded Intact Abraded |
64090 Enthema | 0o | i 0 0

Male Edzma 0 l 0 0
6409 Entiema | 0 0 0 ' 0
Mals Fdema | 0 0 0 0
64092 Frithema 0 0 0

Male LCdema 0 0 \ 0
64093 Ervthema ] | 0 0 0
Male Edema 0 ' 0 0 ()
64004 Ervihema 0 | 0 {3 0
Male Edema | 0 [ I 0
64093 Eryvinera 0 l 0 D) 0
Male Edermna 0 | u 0 1 0

Primary Irritation [ndex (PI1: G0 =100
24

P:‘.:E""C Tofd
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TADD[-800 Lah No. O1C 19344 00

DRAIZET EVALUATION OF TOPICAL REACTIONS

Erythema and Eschar Formation (Most predommant condition ),

INO BIVIREINA 1o et S RSOSSN 0
Very slight erythema (!“arF‘w ETCEPHTIEY s s mosmn s o TV G O 6 B TR RN TR !
Well-delNned erstheima oot (TR P i e T R T 2
Moderare 1o severs efvthema ) e e 3
Severe ervihema (beer radnes s; tu 51 1I,r escl*an fn"matlop [1 gjuries in depthd . 4

NOTE. Testsites ‘“I:me{i a "4 seore for er hema rea e further uc_\‘_‘—lm‘”n as 1o the axrent of tissye il].]lll'}".

Edena Formation (Most predominant condition),

Noedema... o WL A T e e e e e W
Very slight "dc :‘alhaw\ perceptinle i e e |
Slight edema (edges ol arca \\elu defined h L{u]muﬁ‘ PAISTRAT) i iy s i YT TR E
Moderate edema (raised APPIONIMATEIY | VY ooy rmarssemssmsses smmmens ooty i 2
Severe edema (raised more than | mm and extending beyond the ares 0l eNPOSUTE) oo s, 4

*Draizz, JH. 1959, Dermal Toxicine, Pagss 46-39 in Appraigal o fipe Safeny of Chiemicals in Foods, Drugs and _
Cosmetics. e Astociaton of Food ana Drog (Ticlals of the United Stazes, Burcau of Food and Drugs. Austin. TX.

']'-F'k

EVALUATION OF PRIMARY {RRITATION INDEX (Pil

INDEX EVALUATION
000 No rriation
( Irritation barely pereeptible

0,04 1o 099
[Ty iy feeirani
i 00ro 194 Shight irejration

200m2.99 Aild feritation

300 o 5.99 NModerate rrnation

6.00 to § 00 Savere |priration

ing the vvals multiphed by

*¥Th v eepred teacrions is divided by a factor FCpresenung e aumber of seoring intervals mulbp

R The st OF e Soured TeCritiz I i by .
verers mcltptied By the numiber of rabbiss.

P

the number o
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