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CENTRAL RESEARCH AND DEVELOPMENT DEPARTMENT
HASKELL LABORATORY FOR TOXICOLOGY
AND INDUSTRIAL MEDICINE]

y

Fibers Department
Kinston Plant
Kinston, North Carc®:na

Attached is a report from Biosearch, Inc.
In~luded in the report are patch test methods,- results and

90-7004H) .
conclusions.

No dermal irritation was
articipants when tested with

C

(Control Item).

Du Pont HLO 379-80

July 11, 1990

100-Person Human Patch Test of

(Test Item)
{Control Item)

(Bfosearch, Inc., Project No.

\he results of Biosearch, Inc. are acceptable and indicate that the
Nylon® samples are neither skin irritants nor sensitizing agents under the

conditions of testing.
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Dolores E. Malek, Ph.D.
Research Toxicologist
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Allergies
1
2
3
4
i 5
: 6 Homemaker
7 Unknown
9 S. Homemaker
A; 10 H.E.C. 36 Brick Pointer
11 EM. 33 Homemaker
i 12 CS.L. 57 Homemaker
i 13 AG. 32 Homemaker House dust
it 14 J.A. 33 Mechanic Penicillin
o 15 L]. 50 Horemaker
16 R.S. 42 Unemployed
.»,\ 17 D.R. 26 Sub-Teacher Aide
y.) 18 KL. 21 Homemaker
o 19 C.H.E. 53 Homemaker
i 20 KM. 29 Homemaker
21 P.H. 60 Homemaker
g 22 M.A. 60 Homemaker
; 23 M.C. 43 - Homemaker
i 24 M.S. 33 Homemaker
25 A.B. 64 Homemaker
26 T.R. 38 Painter
B 27 L.G. 27 Homemaker Cats,Penicillin
28 K.T. 21 Housewife
29 C.D. 44 Homemaker Fiberglass
: 30 W.L. 54 Unemployed
i 31 J.R. 64 Cleaning Man Hayfever
32 M.W. 60 - "omemaker
33 D.H. 56 Homemaker
34 E.H. 58 Grocery Clerk
35 D.V. 50 Homemaker
36 M.S. 45 Homemaker
37 D.N. 25 Unemployed
38 B.N. 32 Cashier
39 J.N. 37 Unemployed
- 40 K.B. 35 Nurse’s Aide
: 41 D.R. 29 Homemaker Penicillin, Codeine
42 C.AM. 40{- Homemaker Starch
43 JW. 20 Homemaker
44 M.M. 31 Factory Worker
45 J.B. 36! Homemaker Asthma

BIOSEARCH, INCORPORATED - PP BOX 8598 - PHILADELPHIA, PENNSYLVANIA 19101 - (215) 7394499
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an Subjects

Allergies

T.F

M.A.

P.A.N

MM.

J-M.

JW.

J.J.H. 7
S.R. 8
K.M.

D.F. 6
E.S. 1
W.S. 56
J.L. 20
D.G. 32
M.L.S. 34
R.C.G. 46
]J.E. 42
D.B. 42
AM. 64
C.H. 60
M.F. 38
]J.G. 16
M.B. 34
W.W. 17
P.D. 165
AM. 59
P.M. 30
M.M. 55
c.C 44
D.M. 41
K.W. 37
V.A.O. 48
D.W. 65
M.B. 42
F.P.M. |48

BIOSEARCH, INCORFORATED - P.O.

Unemployed'
Homemaker
Homemaker
Homemaker
Homemaker
Hox_nemake;
Unemployed
Homemaker
Unknown
Retired
Homemaker
Retired

Cashier
Homemaker
Homemaker
Housewife-
Homemaker
Homemaker
Homemaker
Homemaker
Homemaker
Stident
Homemaker
Student

Retired
Homemaker
Security

Ward Clerk
Homemaker
Homemaker
Homemaker
Registered Nurse
Teacher's Aide
Data Entry
Unemployed

Sulfa Drug

Penicillin

Dust

Cats

Aspirin,Su]fa Drugs

BOX 8598 - PHILADELPHIA, PENNSYLVANIA 19301 - (215) 7394499
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Modified Draize Repgeat

Subject

Number Initials

91 B.C.

92 LJ.L.

93 D.B.

94 - D.S.

95 K.H.

96 L.H.

97 A.B.

98 D.E.

99 R.B.

100 C.B.

101 LAM.

102 Y., em

103 M.M.E. 2l ,

104 A.C. cher

105 V.C. 1 Unknown

106 M.B. 1 Homemaker

107 M.W. %9 Packer
|

BIOSEARCH, INCORPORATED! - P.O. BOX 8558 - PHILADELPHI

ran

t HLO 379~90

Po

Penicillin

A, PENNSYLVANIA 19101 - (215} 739-4499
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Zoe:

18 t0 29
30to 39
40to 49
50 to 55
Over 55

Total Subjects'
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S Du Pont HLO 379-90
PORATED

sylvania 19101

Project Number: 90-7004H

Testing Facility: Biosearch h}\corporated
3408-50 “B”| Street

Philadelphiia, PA 19134

Sponsor: E.L Du Pont De Nemours & Company
P.O. Box 50, Elkton Road
Newark, DE 19714

, Test Article: H-18,330
’ Test Articl :
Description: White material
Test Article
Received: 05/04/30
Study Initiated: 059790  Study Completed: 06/20/90
Date of Report: 06/21/90 |
Test: Modified Draize Repeated Insult Patch Test Study in Human
Subjects ‘ .
Object of Test: To determine the irritating, fatiguing and sensitizing properties of -
the test article.
Method of Test: The method employed in carrying out this test was similar to that

described in “Appraisal of the Safety of Chemicals in Foods, Drugs
and Cosmetics” by J.H. Draize and published by the Association of
Food and Drug Officials of the United States.

The test involved the application of the test article to the upper
arms of a group of 107 volunteer subjects. One hundred and one
subjects completed the study. These subjects were all determined to
be in good:general health and free of any visible skin disease or
anomaly in. the area to be patched. Each subject was required to
read, understand and sign an informed consent statement.

The test article was tested as supplied.

Company Sanitized. Does not contain TSCA CRI
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Project Number Page 2 of 9
E.I Du Pont De Ne o

on of test article was applied to
ermicel® hypoallergenic cloth fape-
ck;, NJ 08903). The patch remained in

atch was removed and the site was
. Scoring of irritation was in
pendix. The subjects were then
A the skin site was age ‘n examined.
j¢'same site as previously used. The
e first and remained in place 24
on Mondays, Wednesdays and
tions had been made. Patch

y dermal response and reported
splication. The same site continued

to be used throughout th '
Challenge Phase " After the 10f application, a od of approximately 2 - - weeks
elapsed after which a challe lication was applied in the same
manner and [to the same sits bed above. A duplicate challenge :
application was also applied - same manner to a virgin site :
(previously untreated). The cha application was removed after 24 R
hours and the sites were examined for signs of irritation or sensitization. i
Follow up examinations were. conducted at 48 hours after the challenge
application. _ g
The subjects involved in this study ranged in age from 16 to 65 years
of age. .
Results: See accompanying table, summary and appendix.

BIOSEARCH, INCORPORATED - P.O. BOX 8598 - PHILADELPHIA, PENNSYLVANIA 19101

Company Sanitized, Does not contgin TSGA CBI
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E.I1. Du Pont De Nemours & Company - H-18,330, as supplied.

Modified Draize Repeated Insult Patch Test Study in Human Subjects
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D = Discontinued; subject withdrew from study for personal reasons.

24 = Reading 24 hours after application
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* = Missed application
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Table 1 (continued)
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previous application but just before next application
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48 = Reading 48 hours after

~ = Not graded

Du Pont HLO 379-90
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D = Discontinued; subject withdrew from study for personal reasons.
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Table 1 (continued)
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Du Pont HLO 379-90
Appendix

 Project Number: 90-7004H
E.L Du Pont De Neinours & Coipany - H-18,330 |
Modified Draize Repeated Insult|Patch Test Study in Human Subjects

GRADING SCALE

Human Patch Test Studies

0 négaﬁve

+ su;bpicious
1+ sliéht erythema
2+ w¢illl defined erythema
3+ erjjrthema with induration
4+ erythema with uiceration
L )
DEFINITIONS*

Sensitization is a phenomenon which manifests itself by local effects on either skin or
mucous membranes. It differs from primary irritation in that it may also involve tissues
remote from the site of application. These reactions represent an allergy to a chemical
which is not obtained on first contact, but requires a number of prior exposures for

development.

Repeated patch applications of substances to both man and animals reveal that certain
substances which, at a given cpncentration, do not produce primary irritation may elicit
severe skin reactions after a number of exposures. Nevertheless, these reactions may not
be considered incidents of sensitization since after 10-14 days of rest the skin recovers its
original resistance to injury by the substance. For the lack of a better term such reactions :
have been called “skin fatigue”. This latter term is a misnomer in that it does not imply a
condition in which the skin has lost significant normal physiological function. This
phenomenon consists of a subtle change in which the skin no longer exhibits its original !
refractorines. or resistance to the continued or repeated action of an agent.

* Draize, ].H. 1959. Appraisal S%f the Safety of Chemicals in Foods, Drugs and Cosmetics.
In DERMAL TOXICITY, p.46-53. Topeka, Kansas: Association of Food and Drug Officials

of the United States.

®
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Test:

_Subj‘ects

Object of Test:

Method of Test:

EL Du llfont Dé Nerhoirs & Company
P.Q. Box 50, Elkton Road "~ 7=
Newark,|DE 19714 :
H-18,331
White m?terial

05/04/90
05/07/90

06/21/90 | ,
Modiﬁe'dv Draize Re;.aéat‘edv Insult Patch Test Study in Human

06/20/90

To determine the irritating,ﬂ fatiguing and sensitizing properties of
the test article. s

The method employed in carrying out this test was similar to that
described| in “Appraisal of the Safety of Chemicals in Foods, Drugs
and Cosmetics” by J.H. Draize and published by the Association of
Food and|Drug Officials of the United States.

The test jnvolved the application of the test article to the upper
arms of & group of 107 volunteer subjects. One hundred and one
subjects completed the study. These subjects were all determined to
be in good general health and free of any visible skin disease or
anomaly in the area to be patched. Each subject was required to
read, understand and sign an informed consent statement.

The test article was tested as supplied.
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Challenge Phase

 their observatiohs prior to the nex

Page

was removed and the site was
Scoring of irritation was in
ndix. The subjects were then
e skin site was again examined.
» me site as previously vsed. The
second application: Jenifical o the first and remained in place 24
hours. This proceduré was:re ‘on Mondays, Wednesdays and
' of ten appligations had been made. Patch

were removed by the subject on Saturday.
>r ajy dermal response and reported
jeation. The same site continued

rested for & 24 ho
A patch was the

to be used throughout the study.

After the 10th ppplication, a rest perigd

elapsed after which a challenge app tion was applied in the same
manner and to| the same sites describéd above. A duplicate challenge
application wa also applied in the same manner to a virgin site
(previously untfeated). The challenge application was removed after 24
hours and the sites were examinéd for'signs of irritation or sensitization.
Follow up exanjinations were conducted at 48 hours after the challenge

application. | :
The subjects in\!olved in this study ranged 1. age from 16 to 65 years
of age. | ' ’

of vapproximately 2- 3 wéeks

See accompanying table, summary and appendix.
ik
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Project Number: 90-7004H

Conclusion: From the resul
particular group of
primary skin i
The test article
Signatures:

E.L Du Pont De Nemours & Company - H-18,331

Modified Draize Repeated Insult Patch Test Study in Human Subjects
obtained in this study
subjects tested, the test article is most likely not a

tant. The test article is most likely not a
if most likely not a sensitizing agent. ‘

Submitted by Bibsearch, lncqrporéted:

Du Pont HLO 379-90
Page 3 of 9

as described above with the

fatiguing agent.

ederick Urbath,
onsultant Dermatologist

Study Director

Raym
Medical Directbr

ond Mark, M.D.

ey

President

\&%;/

BIOSEARCH, INCORPORATED - P.O.

Karl L. Gabriel, V.M.D., Ph.D.
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E.I. Du Pont De Nemours & Company - H-18,331, as supplied.

Modified Drajze Repeated Insult Petch Test Study in Human Subjects
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= Discontinued; subject withdrew from study for personal reasons.
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Modified Draize Repeated Insult Patch Test Study in Human Subjects
1

E.I. Du Pont De Nemours & Company - H-18,331, as supplied.
Hnmber 24 48 24 48
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D = Discontinued; subject withdrew from study for personal reasons.
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"« Droject Number: 90-7004H
E.I. Du Pont De Nemours & Coany - H-18,331: - ’ ,
% Modified Draize Repeated Insult Patch Test Study in Human Subjects '
% ) '.‘;__,

GRADING SCALE

Human Patch Test Studies

0 negaliive

b4 suspicious
1+ _ sligh& érytﬁema
2+  well defined erythema
3+ eryt}fema with induration
4+ 'rythema with ulceration
®
DEFINITIONS®

Sensitization is a phenomenon which manifests itself by local effects on either skin or
mucous membranes. It differs from primary irritation in that it may also involve tissues
remote from the site of application. These reactions represent an allergy to a chemical
which is not obtained on first contact, but requires a number of prior exposures for
development. '

Repeated patch applications of substances to both man and animals reveal that certain
substances which, at a given congentration, do not produce primary irritation may elicit
severe skin reactions after a number of exposures. Nevertheless, these reactions may not
be considered incidents of sensitization since after 10-14 days of rest the skin recovers its
original resistance to injury by the substance. For the lack of a better term such reactions
; have been called “skin fatigue”, This latter term is a misnomer in that it does not imply a

condition in which the skin hag lost significant normal physiological function. This
' phenomenon consists of a subtle change in which the skin no longer exhibits its original
refractoriness or resistance to the continued or repeated action of an agent.

f " * Draize, ] H. 1959. Appraisal of the Safety of Chemicals in Foods, Drugs and Cosmetics. '
. In DERMAL TOXICITY, p.46-53. Topeka, Kansas: Association of Food and Drug Officials :
of the United States.
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