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PPG Industries 

PPGIndustries, Inc. 
4325RosannaDrive 
Allison Park, Pennsylvania 15101 USA 
Telephone (412) 492-e706 
FaK(412)492-5464 
pmallchkriJppg·com 

Paul Mallchky 
Manager Regulator}' and Emerging Issues Contains No C81 

January 7, 2011 

U.S. EPA 
Office of Pollution Prevention and Toxics 
Confidential Business Information Center (CBIC) 
EPA East Building, Room 6428 
1201 Constitution Avenue [ .. 
Washington, DC 20004-3302 
Attention: TSCA Declassification Coordinator 

Subject: Declassification Activity-Health and Safety Filing 
DCN#: 8EHQ-92-12319 
Bar Code#: 88920010528 

Dear Sir: 

PPG Industries, Inc. (PPG) is re-submitting information on the results of a study titled "Eye 
Irritation to Rabbits from Explosure to IPLY5345 Epoxy Primer" pursuant to the TSCA Section 
8(e) Declassification Activity-Health and Safety Filing and in accordance with the terms oulined 
on the TSCA CBI Declassification Challenge website. 

PPG had developed a chemical identified as IPLY5345 Epoxy Primer. The composition ofthis 
material is listed in Attachment I. The generic description of this material is "a complex mixture 
of epichlorohydrin-bisphenol A resin, strontium chromate, titanium dioxide, aluminum silicate, 
amorphous-gel silica, ethylene glycol monobutyl ether, heavy aromatic solvent naphtha, 
diethylene glycol monobutyl ether, propylene glycol monomethyl ether acetate, toluene, n­
butoxy propanol, and polyester and urethane resins". The polyester resin used in this mixture 
was the subject of a polymer exemption Y-86-106 qualified by PPG. The study submitted 
describes the results ofan Eye Irritation Study in Rabbits. The results of the study indicate that 
the tested material was a severe eye irritant based on a Draize score of S3.7. 

PPG feels that the results ofthe Eye Irritation Study from Exposure to IPLY5345 Epoxy Primer 
meet the criteria for submission under TSCA Section 8(e) described in the April 2, 1992 letter 
from Victor J. Kimm to Robert M. Sussman. This document provided clarification ofEPA's 
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existing TSCA Section 8(e) reporting guidance pertaining to a wide variety of toxicological 
endpoints, among them Dermal and Eye Irritation studies. Exposure to the test material is 
minimzed due to the fact that it is used only in an industrial setting by personnel utilizing 
appropriate personal protective equipment. 

Should you have any technical questions concerning this submission, please contact Ms. Collette 
Pustay at 412-492-5411. I can be contacted at 412-492-5706 with any other questions 
concerning PPG's participation in the Declassification Activity-Health and Safety Filing. 

Sincerely, 

p~c~ 
Manager Regulatory and Emerging Issues 
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Bar Code#: 88920010528
 



olymer of 1,6-hexanediol with 

Strontium chromate Pigment (CAS# 7789-06-2) 
Hydrous kaolin 
Hydroxylated silicon dioxide (CAS# 7631-86-9) 
Sentone 38 (CAS# 71011-27-3) 
Phenol Formaldehyde Liquid Resin (CAS# 28470-78-2) 
Poly butyl acrylate (CAS# 9003-49-0) 
Dibutyl tin dilaurate (CAS# 77-58-7) 

DCN#8EHQ-92-12319 
Bar Code# 88920010528 

AITACHMENT 1 

2-ethyl-2-(hydroxymethyl)-1,3propanediol, hexanedioic acid,
 
1,3-benzenedicarboxylic acid and 1,4-benzenedicarboxylic acid (Y-86-106)
 

Imidodicarbonimidic diamide, N,N', 2-tris(6-isocyanatohexyl)-, homopolymer, Me,Et
 
ketoneoxime-blocked (CAS# 68583-90-4)
 
Phenol, 4,4'-(1-methylethyJidene)bis-. polymer with (chloromethyl)
 
oxirane (CAS# 25068-38-6)
 
Phosphoric acid, polymer with (chloromethyl) oxirane and 4,4'-(1-methylethylidene)
 
bis[phenoll (CAS# 67846-40-6)
 

Propylene glycol monomethyl ether acetate (CAS# 108-65-6)
 

n-butoxy propanol (CAS# 5131-66-8) 
Xylene (CAS# 1330-20-7) 
Methyl n-amyl ketone (CAS# 110-43-0) 
Toluene (CAS# 108-88-3) 

Diethylene glycol monobutyl ether (CAS# 112-34-5) 
Heavy aromatic solvent naphtha (CAS# 64742-94-5) 
Ethylene glycol monobutyl ether (CAS# 111-76-2) 
Titanium dioxide (CAS# 13463-67-7) 
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ESC 89-10 

STATEMENT OF COMPLIANCE 
WITH GOOD LABORATORY PRACTICE 

This study was conducted in accordance with the principles of Good Laboratory Practice 
Requirements set forth in 40 CFR Part 792. Minor deviations from these requirements are 
identified in the report but in no way affect the scientific integrity of the study. 

Study Director: 6-~rr~'·.·t. JI,.~,:( Date ';'/.5';'-5" 
....... ; .,) » 

y~ t..,'" 

Astatement attesting to compliance with Good Laboratory Practice requirements, signed by
the Study Director, 1s found above. 

Sponsor: 
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ESC 89-10
 

t • QUALITY ASSURANCE STATEMENT 

ESC Project No. 89-10 ESC Code No. 589-9 

Study Title Eye Irritation Test jn Rabbits from Exposure To 

IPLY5345 EPOXY PRIMER 

In compliance with EPA Good Laboratory Practice Regulations (40 CFR Part 792)
this study was inspected by tne ESC Quality Assurance Unit. Study phases
inspected, dates of inspection and reporting dates are listed below. All 
reported results accurately reflect data collected during the study. 

Date(s) of Report
Date(s) of to Study Director 

phase Inspected Inspection and Management 

Protocol Review 6/21/89 6/21/89, 6/22/89
Pretreatment Scoring 6/27/89 6/27/89, 6/30/89 
Raw Data/Final Report Review 8/23/89 8/23/89 

'="4«6' M.. Q. ~ 
Susan M. O'Connor, B.S. 
Supervisor of Quality Assu~ance 

*Represents date final inspection findings reported to Management. 
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i i . STUDY PERSONNEL 

Section Head - Acute Toxicology: H. Edwin Kennah, II, Ph.D. 

Study Director: Suzanne Hignet, B.S. 

Quality Assurance Supervisor: Susan O'Connor, B.S. 

Section Head - Animal Husbandry: Daniel T. Kirkpatrick, Ph.D. 

Animal Husbandry Supervisor: Charles White, AA, RLATg 

Acute Toxicology: Jeffrey D. Dorko, B.S. 

Technical Assistant: Caric McWilson 

Necropsy Technician: Mark lewis, 8.5. 

• 
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1.	 SUMMARY 
Eye irritation testing was performed on IPlY5345 EPOXY PRIMER using EPA 
guidelines (40 CFR Part 798). A dose of 0.1 ml of the test substance was 
instilled into the conjunctival sac of one eye from each of six rabbits. The 
opposite eye served as a cont~ol. The eyes were examined at approximately 1, 
24, 48 and 72 hours post-treatment as well as 8, 10, 14 and 21 days 
post-treatment (if irritation persisted). Corneal thicknesses using a Nikon 
slit-lamp pachometer were taken pretreatment and at each observation period 
except 1 hour post-treatment to determine corneal swelling. 

The test substance was furthe~ ranked for ocular irritancy according to the 
Texaco single-digit toxicity classification system which is based upon the 
highest mean total Draize score and according to the highest percent corneal 
swelling calculated for an observation period during the initial 72-hour 
period. The highest mean total Draize score was 53.7 at 48 hours 
post-instillation and 279.2% corneal swelling was observed at 72 hours 
post-instillation. Therefore, the test substance is considered a severe eye 
irritant by the Draize system and a corrosive eye irritant by the corneal 
swelling system. 
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II. INTRODUCTION
 

A. OBJECTIVE 

The purpose of this study was to investigate the ocular irritating
properties of the test substance on rabbits. The ocular route of 
administration was chosen because it is a possible route of human 
exposure and is specified under EPA guidelines. Historically. the rabbit 
has been the preferred species for this test and is recommended by
various regulatory agencies. In addition, a large body of data is 
available with this species which facilitates comparisons between 
substances and relative potency calculations. 

B. TEST SUBSTANCE 

~ IPLY5345 EPOXY PRIMER 
ESC Code Number: S89-9
 
Chemjcal Composjtion: (Allison Park Chemical Analysis)

Solids 57.~
 
Solvents
 
Solvesso 100 8.9% Butyl Carbitol 9.9% 
n-Butyl Acetate 1.5% Propasol B 7.2%
 
Tol uene 1. 2% Butyl CELlOSOlVE 8.9%
 
Isobutyl Isobutyrate 1.9% Methyl Isobutyl

Xyl ene 1.9% Ketone 0.01%
 
Remainder of sample not identified in analysis
 

Molecular Weight Profile
 
MN • 444
 
Mw • 4439

Hz ... 16195 
Stabjlitv; Stable at room temperature.

Other Known Characteristics:
 
pH (paper) - not performed due to sample opacity.

pH (meter) - 6.5
 
Density· 1.20 g/ml
Reactivity with polyethylene sheeting - negative 

Test SYbstance Storage;	 Stored at room temperature in Room R-152. At the 
time of receipt a reserve sample and a sample for 
chemical analysis were removed. The reserve 
sample is stored at room temperature in Room 
R-152. 
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III. METHODS 

A. TEST SYSTEM DESCRIPTION 

SpecieSi Rabbit 
(QryctQlagus cyniculys)
 

Strajn: New Zealand White
 

Se! and Number; 6 males
 

Age at Treatment Init1ation: 11 weeks
 

Source of Supply: Hazelton Research Products, Inc., Denver, PA
 

Anjma] Identificatjon; Unique number, identified by eartag and
 
cage card 

Quarantine Period:	 A one week period after receipt during which time the 
animals are weighed tWice. They are checked at the last 
weighing for clinical signs of disease. General health 
assessment checks are made daily. Prior to release, the general 
health of the animals was determined by the Supervisor of Animal 
Husbandry, and any animal exhibiting disease symptoms or other 
conditions rendering them unsuitable for testing was euthanized. 

8
 



ESC 89-10
 

B. ANIMAL HUSBANDRY 

~ Purina Certified Rabb1t Chow '5325, provided ~ libitym. Each batch 
of feed is analyzed for contam1nants by the manufacturer. Copies of the 
analysis results are on f11e at the Environmental Sciences Center. 

Bedding; Deo-Sorb8 paperboard cage pan liners containing Neomycin to control 
odor and generation of ~n1a. 

Caging; Stainless steel rabbit racks contain1ng cages with wire mesh
 
bottoms.
 

Nymber Of Animals Per Cage; One rabbit per cage.
 

light/Dark Cvcle; 12 hour light/dark cycle utilizing a 7 a.m. to 7 p.m.

light cycle by automat1c timer.
 

Cage/Rack/Hopper Change Schedule; Animals were prOVided with clean,
 
sanitized cages, racks and hoppers at least every 12 - 16 days. The animals 
may be provided with clean housing or feeding equipment more often if 
necessary. 

Waterjng SYstem; An1mals were provided water ~ libitum (Fox Chapel Water 
Authority) through an automatic watering system. Potable water is charcoal 
filtered and rechlorinated prior to distribution to the animals. Water is 
analyzed semi-annually for contaminants, and results of these analyses are on 
file at the Environmental Sciences Center.
 

Temperature Range; 16° to 21°C, continuously monitored.
 

Humidjty Range: 40% to 60%, continuously monitored.
 

Housjng; Only a single species was housed per animal room. Animal rooms
 
were cleaned and sanitized prior to and periodically during the housing of
 
animal s.
 

9
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C. STUDY SCHEDUlE 

Sample Receipt Date - June 5, 1989 
Animal Receipt Date - June 20, 1989 
Treatment Initiation Date - June 27, 1989 
Study Termination Date - July 18, 1989 

D. TEST PROCEDURE 

The animals were weighed on the day of dosing before checking the eyes for 
irritation. Both eyes of each animal were examined visually for defects or 
irritation and were flushed with ophthalmic fluorescein solution at least one 
hour but not more than 24 hours before testing. The animals were assigned
sequentially for testing, and only rabbits with eyes free of defects were 
assigned to the study. Corneal thickness measurements were determined on the 
eyes to be treated using a Nikon slit-lamp pachometer. 

Six animals were dosed per test group. The left eye of each animal was dosed 
with 0.1 ml of the sample und'iluted. The right eye was untreated and served 
as a control. 

The eyes were examined and scored for irritation at 1, 24, 48 and 72 hours 
and 8, la, 14 and 21 days post-treatment (if irritation persisted). The 
eyes were examined visual'ly for excessive discharge, conjunctival swelling 
and redness, iritis and degree of corneal opacity. Additionally, the eyes 
were examined with opthalmic fluorescein solution (except at 1 hour post­
treatment) to determine the area of corneal opacity. Corneal thickness 
measurements were also determined at each of these observation periods except 
at 1 hour post-treatment. 

IV. RESULTS 

10
 



TAB~E	 1 

PPG INDUSTRIES, INC. - EKVIRONMENTA~ SCIENCES CENTER
 
EyE IRRITATION - DRAIZE SCORING
 

(3 DAY MINIMUM OBSERVATION)
 

TEST SUBSTANCE: 1PLY5345 EPOXY PRIMER ESC PROJECT NUMBER: 89-10 
DOSE: O.1 M~ 

DATE DOSE ADMINISTERED: JUNE 27, 1989 TIME DOSED: 1:29 - 1:31 PM 
NZW RABBITS 

CONJUNCTIVAE (1) IRIS (2) CORNEA (3) 
.----- ...._-_.-----._.---_.----------- --_ ... --- ..- --_ .. --_.---_._--------_.~ 

(A) (B) (C) (D) (E) ( F) 

AniNI Sex Total SCore Discharge Chemosis Redness I r i tis Opacity Area Involved 
NlA:ler (hours) 24 48 72 1 24 48 72 1 24 48 72 1244812 1244812 124 48 72 1244872 
.... -.-- ... _--- ... --_.--.... - ..•.•....• --- ..----_ .... -..__ .--_.--..-_._-------_. __ ._------...-._-- ..--_.-- ..~-._- ...........• _............
 
891.-0226 .. 22 39 32 30 2 2 1 0 2 3 2 2 2 2 3 3 1 1 1 1 1 2 3 3 1 2 1 1 
B9l-0227 M 39 49 35 18 2 2 1 0 3 3 2 2 2 2 2 2 1 1 1 0 2 2 2 2 2 3 2 1 
89l-0228 M 59 49 35 16 2 2 1 0 3 3 2 1 2 2 2 2 1 1 1 0 2 3 2 2 4 2 2 1 
89l-0229 M 51 64 82 35 2 2 1 1 2 3 2 2 2 2 3 2 1 , 2 1 2 3 3 2 4 3 4 2 
89l-0230 M 29 29 54 47 2 2 2 1 3 3 2 2 2 2 :5 3 1 , 2 1 2 2 3 3 1 1 2 2 
89l-0231 M 59 86 84 79 2 2 2 2 3 3 2 3 2 3 3 2 1 2 2 1 2 3 3 3 4 4 4 I; 

AveRAGE 44.2 52.7 53.7 37.5 

OATE & TIMED SCORED: 1 HR: 6/27/89 2:26 PM 24 HRS: 6/28/89 1:48 PM 48 HRS: 6/29/89 1:15 PM 72 HRS: 6/30/89 1:32 PM 

CONJUNCTIVAE (1) IRIS (2) CORNEA (3) 

(A) (B) (C) (0) (E) CF)
AnilllGl Sex ToUI Score Discharge Chlll1lOsis Redness Iritis Opacity Area Involved 
NUlber (Days l 8 10 14 21 8 10 14 21 8 10 14 21 8 10 14 21 8 10 14 21 8 10 14 21 8 10 14 21 

B9L-0226 Z 2 0 0 0 0 - 0 0 0 . 1 0 - 0 0 0 - 0 0 0 - 0 0 0 ­
89L-0227 '"M 2 2 0 0 0 0 . 0 0 0 - 1 0 - 0 0 0 - 0 0 0 - 0 0 0 . 
89L-0228 2 0 0 0 - - 0 0 0 0 0 0 0 0 0 
89L-0229 '"M 2 2 0 0 0 0 - 0 0 0 - 1 0 - 0 0 0 - 0 0 0 - 0 0 0 
89~-0230 M 2 2 2 0 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0 
89L-0231 M 12 4 7 2 0 0 0 0 0 1 0 0 1 1 1 0 0 0 0 2 0 1 0 1 0 , 0 

DATE &TIMED SCClRED: 8 DAYS: 1/5/89 1:24 PM '0 DAYS: 717/89 12:55 PM 14 DATS: 7/'1/89 12:55 PM 21 DAYS: 7118/89 1:26 PM 

COHMENTS: 
TOTAL	 SCOIlE: CODE LEGEND: 
1 CONJUNCTIVAE (A+B+C)"2 ( 20 MAXIMUM ) P • PANNUS 
2 IRIS C*5 ( '0 MAXIMUM ) K = KERATOCONUS 
3 CORNEA (D"E)"5 ( 80 MAXIMUM) S • SANGUINOUS 

DISCHARGE 

(-) c Draite score indicates eye completely healed at a previous observation period. Therefore, Draite observltions 
were not performed. 

NOTE:	 All control eyes are used as a reference control and &re assumed to have a score of zero unlesB otherwise noted 
under tMe comments. The left eye Is dosed, the rieht eye serves as a control. 

11
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TABLE Z 

NZW RABBITS 

PPG INDUSTRIES. INC. • ENVIRONMENTAL SCIENCES CENTER 
EYE IRRITATION - CORNEAL S~ELLING CALCULATIONS 

An illlllI 
NUlI'ber 

Mean Corneal Thickness Measurements (mm) 
o 1 2 3 8 10 14 Z1 CPav~) z 

!'Swell ins 
3 8 10 14 Z1 (Days) 

89l'0226 
89l'02Z7 
89L-0228 
89L'C229 
a9L-0230 
89L'0231 

0.22 0.36 0.87 0.99 0.38 0.34 0.30 
0.29 0.49 0.39 0.62 0.36 0.33 0.34 
0.23 0.49 0.32 0.45 0.26 0.29 
0.24 0.58 0.67 0.54 0.32 0.28 0.29 
0.24 0.37 0.39 0.50 0.32 0.33 0.30 0.31 
0.28 0.54 0.86 1.07 0.41 0.37 0.38 0.30 

163.6 
169.0 
213.0 
241.7 
154.2 
192.9 

395.5 
134.5 
1:59.1 
279.2 
162.5 
307.1 

450.0 
213.8 
195.7 
225.0 
208.3 
382.1 

172.7 
124.1 
113.0 
133.3 
133.3 
146.4 

154.5 
113.8 
126.1 
116.7 
137.5 
132.1 

136.4 
117.2 

120.8 
125.0 
135.7 

129.2 
107.1 

AVERAGE: 
(3 DAYS) 

189.1 
Z34.8 

236.3 279.2 137.2 130.1 

SCORING CALCULATIONS: 

"98n corneal thickness is the everBi_ of three Individual measurements. 

Post· treatment Thickness 
X Swelling =-­ ... --­ ... ---­ .. -.-- ... x 100X 

Pre·treatment Thickness 

C·) = indicate eye completely healed at a previous observation period. 
corneal slfelling observation$ were not periormed. 

Therefore. 
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TABLE 3 

Animal Body Weights in VMS 
Study Number: 89-10EI 

R~BBIT/NE~ ZEALAND WHITE Stucly Start Date: 27-Jun-89 ACUTE EYE IRRITATION/EYE IRRITATION TSC~ 

Group/ 
Animal Subgroup...-~-~ .._-----._-_._-._.­ - _-..-.--.. ­

D • y o f 
1 

Stu d y 

__. -_....••.........•.•........... --_ _- .. -_._-_ ....•...•... -­ _-_ -
Ma I e Ani m a I s 

89L-0226 
89L-0227 

1/1 

'" 
2238.0 
2228.0 

89L-0228 111 2342.0 
89l-0229 
89L-0230 
89L-0231 

1/1 
1/1 
111 

2190.0 
2296.0 
2342.0 

CN) 
Means 

6 
2272.7 

Sdevs 63.5 

CalE LEGEND: 
GROUP 1 z 0.1 ML DOSe 

13
 



ESC 89-10
 

v. CONCLUSIONS 

The test substance is ranked for ocular irritancy according to the Texaco 
classification system* which is based upon the highest mean total Draize score and 
according to the highest percent corneal swelling calculated for an observation period: 

Draize Score % Corneal Swelling Eye Irritancy Rank 

o o Nonirritating
>0 - 15 >0 - 119 Very Mild 
16 . 25 120 - 136 Mild 
26 - 50 137 - 180 Moderate 
51 - 80 181 - 232 Severe 

>80 >232 Corrosive 

The highest mean total Draize score was 53.7 at 48 hours post-instillation and 279.2% 
corneal swelling was observed at 72 hours post-instillation. Therefore the test 
substance is considered a severe eye irritant by the Draize system and a corrosive eye
irritant by the corneal swelling system. 

*DeSousa, D. J., Rouse, A. A. and Smolan, W. J., Statistical 
Consequences of Reducing the Number of Rabbits Utilized in Eye
Irritation Testing: Data on 67 Petrochemicals, Toxicol. Appl.
Pharmacal. 76, 234-242 (1984). 
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All records, specimens and samples required to assure compliance with Good 
Laboratory Practice Regulations will be maintained, for at least the time 
period specified in the regulations (40 CFR Part 792). These will 
include, but not be limited to, all raw data, documentation, protocols, 
reports, summaries of personnel training and records and reports of 
equipment maintenance, calibration and inspection. Records will be 
maintained in the Environmental Sciences Center Toxicology Archives . 

• '1';-1,./.'
 
Suze Hignet,.S. Date 
Study Director 

~ 
H. Edwin Kennah, II, Ph.D. Date 
Section Head 
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Appendix A
 

Study Protocol/Amendments/Deviations
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PPG INDUSTRIES, INC. CPPG1 AREA) Protocol PPG'S918 Printed: 23'Jun'89 
ESC Study number: 89'10El PlIlle: 1 
260 /CAPPA DRIVE 
PITTSBURGH, P.A.	 15238 
~ - -._ _ _-•.....•..-..- --_....••.•••..•..•..••.... - ..­

1· STUDY TITLE 

EYE IRRITATION TEST IN RABBITS
 
(EPA 40 CFt PART 798.4500)
 

GLP COMPLIANCE:	 THE STUDY WILL BE PERFORMED IN ACCORDANCE WITH 
GLP REQUIREMENTS (40 CfR PART 792). 

t.1 PURPOSE OF STUDY: 

TO EVALUATE THE POTENTIAL	 OF THE TEST SUBSTANCE TO PRODUCE EYE 
IRRITATION IN RABBITS. 

1.2 SPOIISOR: 

PPG INDUSTRIES, INC. 
ENVIRONMENTAL SCIENCES CENTER 
260 KAPPA DR IVE
 
PITTSBURGH, PA. 15238
 

"'*.,"' <c£~~.Q ....,'iZIIS'!'IG RROY,.	 • I ' 
MANAGE TOXICOLOGY .- 1.3 TEST FACILITY: 

TEST fACILITY:	 PPG INDUSTRIES, INC.
 
ENVIRONMENTAL SCIENCES CENTER
 
260 KAPPA DRIVE
 
PITTSBURGH, P.A. 15238
 

2· STUDY PERSONNEL
 
. <.._- . ,". 0 ,.


2.1	 Q.A. REPRESENTATIVE: ~ ••• -•• -.~ DATE: Thu. 22-Jun·89 
.JYJ 0' CONNOR ~ • 

t;..') ~~ . "'I" • '!'
2.2	 STUDY DIRECfOR: ..t?-.~~ ~~._•..~ •. DATE: frio 23'Jun'89 

~:-IfIGNET ./ 

2.3	 SECTION HEAD-ACUTE TDKICOLOGY ED KENNAN
 
SECTION HEAD'ANIMAL HUSBANDRY D~IEL KIRKPATRICK
 
ANIMAL HUSBANDRY SUPERVISOR CHARLIE WHIiE
 
ACUTE TOXICOLOGY JEFf DORICO
 
TECHNICAL ASSISTANT DARIC MtillLSON
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PPO INDUSTRIES, INC. (PPC' AREA) Protocol PPG'8918 Printed: 23·Jun-89 
ESC Study ruIiler: 89·10£1 Page: 2 
260 KAPPA DRIVE 
PITTSIURGH, P.A. '5238 

~-.._..._...-....__ .._--_.....-...-.-. __ .....-.._-.._-..... -- ••......•.........•...•...
 

MECROPSY TECHNICIAN ""RIC LEWI S 

3· PROPOSED DATES: 

STUDY START DATE: - •••• - - • Tue. 21-Jun-89 
STUDY COMPLETION DATE: - Tue. 1S-Jul-89 

3.1 SACRIfICE OATES: 

FINAL SACRIFICE: Tue. 18'Jul'89 NO. DAYS: 1 

3.2 ADDITIONal SCHEDULE INFOR""TION: 

4 - STUDY TYPE AND SPECIES 

4.1	 STUDY TYPE: ACUTE EYE IRRITATIOM EYE IRRITATION TSCA 

4.2	 SPEC!ES: • • - • - • - • • • • • • • • • _. RABBIT 
STRAIN; .• - - - - - •••. - - • • • •• NEil ZEALAND WHITE 
W£lCOlth • • - - - - • • - • - - • - • - - - - 2.0 TO 3.0 ICG. 
AGE: _. - • - • - • • - • • - • • - • • 9 TO I' IA:EKS 
METHOD Of IDENTIFICATION: • - • - • • - •• EAR TAG &CAGE CARD 
ANIKAL RECEIPT DATE: •• - • - • - • • •• Tue. 2D-Jun·89 

4.3	 SUPPLIER: HAZELTON ~ESEARCH PRODUCTS, INC ; DENVER, PA 

-. 4.4 THE RAIIIT IS THE MODEL SPECIFIED AND PREFERRED BY TME EPA TO 
EVALUATE EYE IRRITATION. IT lIAS IEEN USE!) EXTENSIVELY fOR SUCH 
STUDIES AND, CONSEOUENTLY, A LARGE BODY OF DATA IS AVAILABLE 
FOR lEFEREMCE PURPOSES. 

5 - NUMBER OF ANIMALS ON STUDY: 

PRETEST: 40 II MALES: 40 , FVlALES:: 
ST\DY: 6 "MALES: 6 , FEMAL.ES; 

S.'	 Number of Animal. Per Group 

,Group
Miles 6 

5.2	 Study animal prefiX I a~ce••ion number:89L' I 219 

-
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6· TEST ARTICLE DESCRIPTIONS 

6.1 TEll ARTICLE DATA 

lPLY5345 
SPOIlSQR'S COOE: ••••••• lPLY5345 
TEST ARTICLE IDENTIFICATION: • SB9-9 
EXPANDER NAME: •••••••• EPOXY PR IMER 
DESCRIPTION (PHYSICAL STATE): LIQUID 
RESERVE SAMPLE REQUIRED: Yd 
RESPONSIBLE DEPAR1MENT: •.. ACUTE TOXlCOL0B1 DEPARTMENT 

6.1.1 IDE~TlflCATI~ AND PREPARATION INFORMATION: 

·THE TEST SUBSTANCe IS STORED AT ROOM TEMPERATURE IN CHEMICAL 
STORAGE CABINETS IN ROOM 152'1. 

·IEfORE EYE TESTI~G. THE pH OF THE TEST SUBSTANCE IS DETERMINED. 
STRONGLY ACIDIC (pH <1-2.0) OR ALKALINE SUBSTANCES (pH ~/·l'.5) 
ARE NOT TESTED IN THE EYE. OWING TO THEIR P~EDICTABLE CORROSive 
PROPERll ES. 

·THE lIQUID TEST SUBSTANCE IS DOseD UNDILUTED. 

6.'.2 STABILITY INfORMATION: 

TKE TEST SUBSTANCE IS STABLE A1 ROOM TEMPERATURE. 

6.1.3 DOSING/EXPOSURe PROCEDURES: 

TKE UIIOllUTEO SAMPLE IS DOseD INTO THE LEFT RAMIT EYE AND 
TNE RIGHT EyE SERVES AS A CONTROL (SEe SOP 05·003). 

SODIUM FLUORESCEIN STAIN IS UTILIZED AT ALL SCORING EXAMINATION 
PERIODS. EXCEPT THE ONE HOUR POST·TREATMENT PERIOD, TO 
DETERMINE THE AREA Of CORNEAL OPAcrTY (SEE SOP 03·001). 

THE DAY 1 OBSERVAllON IS ACTUAI.LY PERFORMED AT ONE HlUI POST­
TREATMENT. 

6.1.4 EXPOSURE DOSE/CONCENTRATION INFORMATION: 

THE DOSE CONSISTS OF 0.1 Ml OF THE UNO ILUTED TEST SUBSTANCE. 

-
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6.1.5 SAFETY PRECAUTIONS AND PROCEDURES: 

-PERSONAL SAFETY EQUIPMENT (I_E. GLOVES,RESPlIATORS,SAfETY 
GLASSES, ETC.) IS USED TO PREVENT ACCIDENTAL CONTACT WITH THE 
TEST SUBSTANCE. OI~OSAILE CONTAIUNATED EQUIPMENT IS IlleINER· 
ATED OR DISPOSED OF IN APPROPRIATE SOLID WASTE CONTAINERS. 
-~L WORK WITH THE TEST SUBSTANCE IS PERfORMED IN AREAS OF 

ADEQUATE VENTILATION OR IN VENTILATED HOODS TO ENSURE PERSONNEL 
SAFETY. 

-ANY ADDITlONAl TEST SUBSTANCE THAT REMAINS AfTER TESTING IS 
DISPOSED OF IN A MANNER THAT COMPLIES WITH PERTINENT TONIC 
WASTE REGULATIONS AND THE ESC HEALTH AND SAFETY SOP'S (SEE 
SOP 01-056). 

6.1.6 AllDITOtW. INFORMATION: 

CONDITIONS 10 MAINTAIN STABILITY: 1HE TEST SUBSTANCE IS STAILE 
AT ROOM TEMPERATURE AND WILL BE STORED UNDER THIS CONDITION 
IN ROOM R-152B. 

6.1.7 ADMINISTRATION 

METIlClD: _. - - - - - - - - - - • ­ OCULAR INSTILLATION 
SITE: - - - - - - - - - - - •• - • LEFT EYE 
FREQUENCY OF DOSING (TIMES PlR DAY): • 1 

1 - CONTROL ARTICLE DESCRIPTIONS 

Not Appl icab\e-
a· TREATMENT GRClJPS and DOSAGES 

8.1 Doses 

DOllge in ML.
 
Group No. * Articles
 
110. Group Sex A 

6 M 0.100 

* Article codea: A-"LY5345 

9 - DIET INfORMATION: 

BRAND OF DIET: - - •• - - - - - • - - - - ­ PURINA RABBIT CHOW 
PHYSICAL fORM OF CIET: - - • - - •• - ­ tERTI FlED PELLETS 
AVAILABILITY Of DIET: •• , - - •• - ­ AD-LIB 
SOURCE OF DRINKING WATER: fOX CHAPEL WATER NJ. 
AVAILABILITY Of WATER: ••• - AD-LIB 

-
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WATER DISTRlaUTION SYSTEM: - •• - - • • •• AUTO WATERING SYSTEM 

9.1 ADDITIONAL DIET INFORMATIOH 

10 - ENVIRONMENTAL CONDITIONS: 

CONDITIONING PERIOD 1M DAYS (MINIMUM): ­ 7
 
NUMBER ANIMALS/CAGE (PRETEST): 1
 
NUMBER ANIMALS/CAGE (TEST): . ­ 1
 
CAGE TYPE AND SllE: '.' 46X61X4i(MIN)/SOP Dl·D1D 
ANIMAL ROOM NUMBERS: •• R·127 R·138 
ROOM TEMPERATURE: •.. 16 TO 21 DEGREES C. 
RELATIVE HUMIDITY: - •• 40.0 TO 60.0 PERCENT 
ROOM LIGNTS ON: ••• - 7:00 TO 19:00 HOURS 

10.1 ADDITONAL ENVIRONMENTAL INfORMATION 

11· LAIJORATORY DETERMINATIONS Ind SCHEDULES 

11.1 ANIMAL ROOM FUNCTIONS 

11.1.1 WEIGHING FUNCTIONS SOP Number: SOP 01-019 

Parameter range limits , 
Male f_le Dee 

AkN Parueter Units Low Kigh Low High Pts 
~.... ....-.....-........•...•.. ..•..... ..•... .. ..-...•...••. -- ....
 

BW SODY WEIGHTS GRAMS 1.0000 ****** 1.0000 ****.* • 

Scheduled Pretest Days: none 

Sdleci.lltcl Study Days
 
1
 

11.1.2 CLINICAL OBSERVATIONS SOP NUItler: SOP 01·043 

AkN Par_ter ...- ....~-...-....-.....-_.-._­
co CLINICAL OBSERVATIONS 

Scheduled Pretest Days: none 

Scheduled Study DIYS 
1 

-
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".2 GENERALIZED NUMERICAL DATA FUNCT.S
 

".2.t CORNEAL + DRAllE STUDIES SOP Number: SOP 03-002
 

Parameter ranee ll.Itl • 
Mate Fem.le Dec 

Units LON NilIh LON Hfgh Pt. 

OSCN 0ISCHARGE 0.0000 0.0000 0.0000 0.0000 0 
CHEM CHEMOSIS 0.0000 0.0000 0.0000 0.0000 0 
RED REDNESS 0.0000 0.0000 0.0000 0.0000 a 
IRIS IRITIS 0.0000 0.0000 0.0000 0.0000 a 
OPAC OPACITY 0.0000 0.0000 0.0000 0.0000 a 
AREA AREA JNVOlVED 0.0000 0.0000 0.0000 0.0000 0 
CSl CORNEAL SWELLING , 0.0000 0.0000 0.0000 0.0000 , 
CS2 CORNEAL SWELLING 2 0.0000 0.0000 0.0000 0.0000 , 
CS3 CORNEAL SWELLING 3 0.0000 0.0000 0.0000 0.0000 1 
P PANNUS 0.0000 1.0000 0.0000 '.0000 0 
K KERATOCONUS C.COOO '.0000 0.0000 '.0000 0 
S sANGUINOUS DISCHARGE C.OOOO '.0000 O.OODO 1.0000 0 

sctulduled Pretest Days: nona 

SCheduled Study Days
 
1 2 3 4 9 " 15 22
 

t'.3 ACUTE TOXIClTY fUNCTIONS 

,­ ".3.1 OCULAR IRRITATION SCORING SOP liIl.Ber: 03-002 

Abv Observation c.~egory Scoring component Grd wgt esc 
•••••• r ••••••••••••• . ......
 

COlIJ CCWJUNCTIVAL INJURY (A) -0 ISCHARGE 3 2 0 
n II II(B)-CHEMOSIS 
II II II(C)'REDNESS 

IRIS IRIDIAL INJURY (A)·IR::T1S 5 

CORN CORNEAL INJURY (A)'OPACITY 2 5 
" II(B)-AREA INVOLVED •• 

II II(C)-	 II 

Note:	 Grd. MaAimum grade leYel: WlIt =Category weIgh
CSC • Component scorinll cllculation 
esc • 0 -~ (A+B+C+O)*Wgti CSC. 1 -> (A*B*C*D)*Wgt 

: 2 ->	 (A+B+C+D)/Wgti • 3 -> (A·8*C*D)/~g~ 

Study schedule in days:
 
, 2 3 4 9 11 15 22
 

-
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11.3.2 Site DRacriptions 

-	 Site' l¥Ob&erv. Inft. telt period Site description Abraclec 

8	 LEfT EYE 

11.4 lIecropsy Procedures 

Grace days: -" - • • • • ••• - ••• - [ 0, +OJ 
METlIOIl OF SACRIFICE: ••• - - • - ••• IlEClOPS'l' SOP: 06-001 
A1CESTHETlC: • - - • - - • - - - - - - ­ 'EUTNAN~SIA'D SPECIAL 
RANDOMIZATION ALGORITHM fOIl SACRifiCES: _. No 
SKIP UNSCHEDULED DEAD DURING SELECTION: •• NO 
SELECT ANIMALS fROM TOP Of GROUPS: - • - • ­ Tes 
AT fiNAL, SACRIfiCE ALL REMAINIIIG ANIMALS: • 1'. 

".4.1 fiNAL SACRIFICE STARTlIIG ON Tue. 1a-Jul-89 

".4.2 Organs to weigh None 

".4.3 Tiasues to Collect 

AT A8IIORMAL TISQlES 

12· STATISTICAL TESTS fOIl STUOY: 

-THE G'MODULE SELECflON 114, DRAIZE·nE, WILL IE UTlLIZ£O TO 
CALCULATE THE DRAIZE EYE AND" CORNEAL SWELLlI/G $COllING, AS 
WELL AS GEIIERATE THE fiNAL REPORT fORM (SEE SOP 03-004).,­

13 - ADDITIONAL RECORDS TO BE MAIIiTAINED: 

-ALL RiCORDS, SNlPl.ES, AIID VECIMEIiS WILL IE MAfliTAIlED III 
COMPLIANCE WITH eLP REGULATIONS fOR TilE SPECI FlED TIME PEIlIODS. 
THIS INCLUDES AT LEAST: RAW DATA. DOtUlll!MTAT ION, PROTOCOLS, 
REPORTS, SUMMARIES OF PERSONIIEL TRAIIiING, EQUIPMEIIT RlCDADS AIID 
C~LlIRATlOliS (SEE SOP 01-009). 

-RECORDS WILL 8E MAINTAINED III THE ESC TOXICOLOGY ARCHIVES. 

PATIITOX DATA COLLECTION: EYE SCORIMG, IODY WEIGHTS,CLINICAL 
OBSUVATlQljS, ANll NECROPSY DATA WilL IE COLLECTED OIITO 
PATHTOX. ALL OTHER DATA, INCLUDING QUARAIITIIiE BODY WEIGMTS(AT 
LEAST 2),DAILY HEALTH ASseSSMENTS,AIID CLf.leAL OBSERVATIOIIS 
(AT LEAST ONE, SEE SOP 0\-043) Wl~L BE M~IIUALLY COLLECTED. 

-
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14 - SPECIAL INSTRUCTIONS/ADDITIONAL INFORMATION 

14.1 SPECIAL INSTRUCTIONS 

-RA~ DATA AND AUDIT TRAILS WILL BE PRINTED DAI~Y AND KEPT III 
ROCfl R-138. 

-SEE THE fOLLOWING SOP'S FOR ADDtHOIlAL IIIFORMATlON~ 03-001, 
03-002, OJ-003, 03-004, 03-025. 01-009, 01-056. 

-ONLY THOSE EYES WITH PeRSISTING IRRITATION AFfER DAY 4 
OBSERVATIONS ARE EXAMINED AT THE SUBSEQUENT INTERVALS. 

14.2 ADDITIONAL DOSING INFORMATION 

-IF AN IRRITATED EYE HEALS COMPLETELY WITHIN 14 DAYS POST­
TREATMENT, THEN THE ANIMAL CAN IE USED ON A DERMAL TEST (I.E.
EITHER SKIN IRRITATION OR SKIN PENETRATION. BUT NOT 10TH). 
If IRRITATION PERSISTS TO 21 DAYS POST-TREATMENT. THEN THE 
ANIMAL IS EUTKANIIED AFTER THE OBSERVATIONS ARE RECORDeD AT 
21 DAYS_ THE DISPOSITION Of THE ANIMALS WILL BE DOCUMENTED IN 
THE RAW DATA. 

14.3 ADDITIONAL A-MODULE SCHEDULING IHfORMATION 

IOOY WEIGHT DATA fOR DAY 1 WILL 8E MANUALLY COLLECTED AND kEY 
filTERED INTO PATHTOl FOLLCYING THE PRE-DOSING SCREENS FOlt EYE 
IRRITATION. 

14.4 ADDITIONAL INfOR~TION 

THE TEST SUISTANCE IS RANKED FOR OCULAR IRRITANCY BY THE 
FOLLOWING CLASSIFICATION SYSTEM USING THE HIGHEST MEAN 
DRAIZE SCORE AND THE KIGKEST X CORNEAL ~LLING SCORE FOR ANY 
OBSERVATION PERIOD. 

EYE IRRITATION RANK MEAN DRAIZE SCORE XCORNEAL SWELLIN~ 

NON IRRITATING o o 
VERY MILD >0-15 >0-"9 
MILD 16-25 1l0-136 
Ma>ERATE 26-50 137-180 
SEVERE 51-SO 1&1-232 
CORROSIVE >80 >232 

-
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15 - Protocol _"""'U: 

15.1 Dau: 30-Jun·a9 Approved by: sue HIGNET 

Reason: PROTOCOL CLARifiCATION OF DAY 1 EYE SCORING DATA. 

15· TEST ARTICLE DESCRIPTIONS 

TEST ARTICLE DATA 

1PLY5345 
SPONSOR'S CODE: - - - - •• - - - - - - . - lPLY5345 
TEST ARTICLE IDENTIFICATION: - - - - - - -. 589-9 
EXPANDER NAME: - - - • - - - - • • . - • - - EPOXY PRIMER 
OESCRIPTION (PNYSICAl STATE): - - - - - - - LIQUID 
RESERVE SAMPLE REQUIRED: - - - . - - Y.. 
RESPONSIBLE DEPARTMENT: - - - - •• - •• - ACUTE TOKICOLOGY DEPARTMENT 

IDENTIFICATION AIlO PREPARATION INFOIMATlON: 

-THE TEST SUBSTANCE IS STOREO AT IlODM TEHPERATURE IN CHEMICAL 
STORAGE CA8INETS IN ROOM 15Z-B. 

-BEfORE EYE TESTING. THE pH OF THE TEST SUBSTANCE IS DETERMINED. 
STRONGLY ACIDIC (pM <1.2.0) OR AL~LI~E SUBSTANCES (pM >1.'1.5)
ARE NOT TESTED 1M THE EYE. OWING TO THEIR PREDICTABLE CORROSIVE 
PROPERTIES. 

-THE LrQUID TEST SUBSTANCE IS OOSED UNDILUTED. 

STABILITY INFORMATION:-
THE TEST SUBSTANCE IS STABLE AT ROOM TEMPERATURE. 

DOSING/EKPDSURE PROCEDURES: 

THE UNOllUTED SAMPLE IS DOSED INTO THE LEFT RABBIT EYE AND 
TNE RIGNT EYE SERVES AS A CONTROL (SEE SOP 03'(03). 

SCOIUM fLUORESCEIN SlAIN JS UTlLIZED AT ALL SCORING ElCAMINATlON 
PERIODS. ElCCEPT THE ON£ HOUR POST-TREATMENT PERIOD. TO 
DETERMINE THE AREA Of CORNEAL OPACITY (SEE SOP 03-001). 

Till SCORING ClBSERVATlON LISTED AS BEING PERfORMED OK DAY 1 IS 
THE PRETREATMENT CORNEAL SWELLING DATA AND THE 1 HOUR POST­
TREATMENT DRAIZE SCORING DATA. 
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EXPOSURE DOSE/CXlIICENTRATIOlI INFORMATION: 

THE DOSE CONSISTS OF 0.1 ML OF THE UNDILUTED TEST SUISTANCE. 

SAfETY PRECAUTIONS AND PROCEDURES: 

-PERSONAL SAfETY EQUIPMENT (I.E. GLOVES,RESPIRATORS,SAFETY 
GLASSES, ETC.) IS USED TO PREVENT ACCIDENTAL CONTACT WITH THE 
TEST SUISTANCE. DISPOSABLE CONTAMINATED EQUIPMENT IS INCINER' 
ATED OR DISPOSEO OF IN APPROPRIATE SOLID WASTE CONTAINERS. 

'ALL WORK WITH THE TEST SUBSTANCE tS PERFORMED IN AREAS OF 
ADEOUATE VENTILATION OR IN VENTILATED HOODS TO ENSURE PERSONNEL 
SAFETY. 

'AMY ADDITIONAL TEST SUBSTANCE THAT REMAINS AfTER TESTIMG IS 
DISPOSED OF IN A HANNER THAT COMPLIES WITH PERTINENT TOXIC 
IIASTE REGULATIONS AND TIlE ESC HEALTH AND SAfETY SOP'S (SEE 
SOP 01·056). 

ADD ITONAL INFORMATION: 

CON01TtONS TO MAINTAIN STABILITY: THE TEST SU8STANCE IS STAILE 
AT ROOM TEMPERATUlE AND 'UlL BE STORED UNDER THIS COtIOfTlON 
IN ROOM R-1528. 

ADMINI STRATI ON 

METHO): •• - - • - - - - - - •••• OCUI.AR INSTlLLAnON 
SITE: - - ••••• - - - - - •• - • LEn EYE 
fREQUENCY OF DOSING (TIMES PER DAY): • 1 

15.2 Date: 30-Jun'89 Approved by: SUE HfGNiT 

Reason' PROTOCOL CLARIFICATION O~ PATIITOlC DATA COLLECTION. 

AOOtllOllAL RECORDS TO If MAUlTAlllED: 

-ALL RECORDS, SAMPLES, AND SPECrMENS WILL BE MAINTAINED IN 
COMPLIANCE WITH GLP REGULATIONS FOR THE SPECIFIED TIME PERIODS. 
THtS INCUJ>ES AT lEAST: RAW CATA, DOCUMENTATION, PROTOCOLS, 
REPORTS, SUMMARIES OF PERSONNEL TRAINING, iQIJIPMENT RECORDS AND 
CALIBRATIONS (SEE SOP 01-00~). 

'RECORDS WILL BE MAINTAINED IN TNE ESC lOXtCOLOGY ARCHIVES. 
'PATHlOlC DAlA COLLECTION: EYE SCORING (EXCEPT PRETREATMENT) AND 

NECROPSY DATA. DAY 1 IV/CO DATA WILL BE MANUALLY COL.L!CTED AND 
KEY-ENTERED INTO PATMTOX. All OTHER DATA, (NClUDING PRETREAT 
EYE StOllES, QUARANTINE IV (AT LEAST 2), DAII." HEALTH ASSESS­
MENTS AND CllN OIS (AT lEAST "SOP 01·043) WILL BE MANUALLY 
COLLECTED. 

-
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15.3 Oat.: 3O-Jun-89 ApprOVed by: SUE HIGNET 

RUlon: PROTOCOL CLAII FICATION OF PATHTOX DATA COLLECTION. 

SPECIAL INSTRUCTIONS/ADOITIONAL INFORMATION 

SPECIAL IIiSTRUCTIOIIS 

-RAW DATA AND AUDIT TRAILS WILL If PRINTED DAILY AND KEPT IN 
ROOM R-138. 

-SEE THE FOLLOWING SOP'S FeR ADDITIONAL INFORMATlQIl: 03-001, 
03-002, 03-003, 03-004, 03-025, 01-009, 01-056.

'OIlLY THOSE EYES WITH PERSISTING IRRITATION AfTER OAT 4 
OBSERVATIONS ARE EXAMINED AT THE SUBSEQUENT INTERVALS. 

ADDITIOIlAL DOSING INFORMATION 

-PRETREATMENT eYE IRRITATION SCORES WILL BE MANUALLY COLLECTED 
AND ARCHIVED IN NOTEIOOIt 03'05. 

-IF All IRRITATED EYE HEALS COMPLETELY WITHIN 14 DATS POST­
TREATNEIIT, THEN THE ANIMAL CAN IE USED ON A DERMAL TEST (I.E.
EITHER S~IN IRRITATION OR SKIN PENETRATIOII, BUT NOT BOTH). 
If lRRITATIOII PERSISTS TO 21 DAYS POST-TREATMENT, THEN THE 
ANIMAL IS EUTHANllED AfTER THE OBSERVATIONS ARE RECORDED AT 
21 DAYS. THE DISPOSITION Of THE ANIMALS WILL BE DOCUMENTED IN 
THE RAIl DATA. 

ADDITIONAL A-MODULE SCHEDULING INfORMATION - aw/co DATA FOR DAY 1 WILL 8e MANUALLY COLLeCTED AND ICEY 
ENTERED INTO PATHTOX FOLLOWING TNE PRE-DOSING SCREENS FOR EYE 
IRRITATlOII. 

ADDITIONAL IHfORMATlON 

THE TEST SUBSTANCE 1$ RANKED FOR OCULAR IRRITANCY IT THE 
FOLLOWING CLASSIFICATION SYSTEM USING THE HIGHEST MEAN 
DRAIZE SCORe AND tHE HIGHEST X CORNEAL SWELLING SCORE FOR AMY 
OBSERVATION PERICO. 

EYE IRRITATION RANK MEAN DRAIZE SCORE XCORNEAL SWELLING 
NOlI tRRlTAT ING o o 
VERT 'IJILD >0-15 >0-"9 
MILO 16-25 120-136 
MODERATE 26-50 137-180 
SEVERE 51-80 181-232 
CORROSIVE >8C >232 
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SOP Number: 01-005 

Attachment 1 
PPG Industries. Inc, - Environmental Sciences Center 

PR010COL CHANGE FORM 

Change Form Number': ~ 

ESC Project Number: £9-/0 ESC Code Number: --sS~tf~9:...-_9,-- _ 

Study Title: ~~ p"·t"b',,,... ~>t /.... A",ts
( 

Change to be Documented: (check one) 

A;;:~ndment ( ) Clarification ( ) Deviation ( ~path/Tox Protocol Amendment (
(Please Attach) 

Date or Period of Change: Su IIftt'l"1...uJ ~t",(..t 

Protocol Section(s) Changed __--'-10 _ 

C!-I!:.IJGE t·'ADE: (N/A for Path/Tox Protocol Amendment) 

$u.. fl.J..JilivN.c! st,.u.r 

I\I:'SOtl FOR CHANGE: (N/A for Path/Tox Protocol Amendment) 

,4{ft/.... ~. dey'! v .....~;/£. to CAI..... .j..r..,( /"'P........ ~ ...,·r~ ..... ~T..s...-._
 

-----~------------~_., 

._------------~._------

~o, of Pages attached (if applicable) I 
Sponsor Notified: 

tlotification Date: 

Phone ( ) 

__L!!!.1 
lett~r 

_ 
N/A ( /') 

QA Specialist: 

:,;:proval s : 

Study 01 rector: 
e-: lli..nj!tIJfl? ~-~ 

~~"<!Y""<- :I---_~..:...=.:.-!. 

>S;4H-~' _ 

~ 

29 
01.38 (S/12/89) 



.( . .. 
, 
ROORT ON CUT Of RANGE ENVIRONMENTAL COIlDITtONS 

ROQlII 127 IIIGH IUUOITY FROM 06/'9~16:05 TO 06/21119*01:33 
ROCH 127 HIGH TEMPERATUU '10M 06121/89-13:42 TO 06/21/19*14:37 
ROCH 127 HIGH TEMPERATURE fltCll 06127/19*1B:23 TO 06127/19*1':08 
ROllM 127 HIGII 11MP£IIATURE FRat 06/28/19*06:30 TO 06128/.07:09 
ROIlM 127 HIGH IlUMIOlTl 
RClCIII 127 HIGII HUilIDITY 
ROOM 127 HIGII IIUIIIOITT 
ROOM 127 IlIGII lIUMIOITY 
ROOM 127 HIGH ltUMlDITY 
ROllM 127 NIGH IlUHIDITY 
RClCII 127 IIIGH UIDJn 
ROOM 127 KIGH IIlJlUDITY 
ROOM 127 HIGH IUIIDln 
flCQM 127 IlIGH lUUOITY 
100M 127 IIIGH """IDITY 
IOQII 127 HIGII HlMIDITY 
ROClIl 127 HIGH IIlIIIDITY 
ROOII 127 HIGH HLIUI)lTY 
ROClIl 127 HIGH KUIUOln 
RClCIII 127 HIGH tunOlTY 
ItOllM 127 IIIGII IIIIUOITY 
RClCIII 127 HIGH HIICIDITY 
ItClCII 127 HIGll IlIIUOITY 
IQQM 127 HIGIl tUUDITY 
ROOII 127 HIGH KIIUOIlY 
ROOM 127 IUGH HtIIIDlTY 
ROCH 127 Ilrr~1l TEMPERATURE 
IlClClM 127 HIl.II IUIOITY 
ROlI4 127 IIIGH HUMIDITY 
ROllM 127 IlIGIl IlLIUDITY 
ROllM 127 HIGII UUDITY 
ROlI4 127 IlIClt UIDln 
ROlI4 127 HIGII HUMIDITY 
ROOM 127 HIGIl IILIUDln 
ROlI4 127 IIIGH UIIDny 
ROlI4 127 IlIGH IIIIUDIT' 
ROOM 127 IlIGH IUUOITY 
RClCIf 127 HIGII HUMIDIT' 
ROOM 127 HIGH HtIIIDITY 
ROOM 127 HIGH HUMIDITY 
ROOM 121 IIIGIl HUMIDITY 
ROllM 127 HIGII HUMIDITY 
ROlI4 127 NIGH HtIIIDITY 
ROOM 127 NIGII HI.IUOITY 
ROCH 127 HIGH HUMIDITY 
ItOCM 127 HIGII IIUMIOITY 
ROOM 127 HIGII TEMPERATURE 
IllXJI 127 HIGH HUMIDITY 
ROOM 127 HIGH HUMIDITY 
ItOllM 127 IlIGH HUMIDITY 

50 RECClIIDS FOUND 

FRClM 06121/89"07:33 TO 06/28/89*08:49 
FItClM 06128/19*09:02 TO 06128189"09:33 
..OIl 06/28/19*10:17 TO 06/28/19*10:36 
FROM 06/28/.,1:08 TO 06128189"11:55 
FRCII 06/215/89*18:17 TO 06/28189"20:04 
FRaM 06/21189*20:05 TO 06/29/I9*M:57 
FIQl 06129/89*05:41 TO 06129/19*07:" 
FRaM 06/29/.07:4B TO 06/29/.08:30 
Flac 06/29/89*20:04 TO 06130189'"":09 
FROIl 06130/&9*09:32 TO 06/30/89*09:51 
Flac 06130/.,0:44 TO 06/30/89"11:00 
Flac 06/30/89*20:44 TO 07/01189"10:20 
FRCIt 07/01/19*18:25 TO 01102189*09:45 
fROM 07/02/89'"10:11 TO 07/02189"11:25 
Flac 07/02/89*11:4B TO 071021119*12:05 
FROM 07/02/19*13: 12 TO 07/02/89"13:40 
FIOIl 07/0va9*13:46 TO 07/02/89*14:01 
FRac 07/02189*16:52 TO 07/03/89*16:34 
FROM 07/03/89'"16:45 TO 07/08189*08:02 
'ROM 07/08/89*16:11 TO 07/08/.,6:35 
FReII 07108/89"17157 TO 07/081.,1:12 
'IICM 07/08/89*18: 11 10 07/09/89*10:06 
fROM 07/11/89"10:43 TO 07/11/89*11:03 
'Rac 07/09/89"11 :24 TO 07/11/89"17:22 
FIlac 07111189*17:34 TO 07/11/89*17:57 
fllCM 07/11/89*18:22 TO 07/11/89*21:22 
FRCII 07111189*21 :50 TO 07/13/89*16:34 
fROM 07/11/89*17:04 TO 07/13/89*18:57 
FROM 07/13/89*19:30 TO 07/13/19*20:49 
FIICM 07/13/89*20:56 TO 07/13/89'"21:59 
flClC 07/14/89*00:31 TO 07/14/89*11:11 
Fa 07/14/89*11:20 TO 07/14/19*12:19 
FROM 07114/89*12:24 TO 07/1".'2:41 
FRClM 07/14/89*23:07 TO 07/14/89*23:44 
FIOM 07/15/89*00:00 TO 07/15/89*08:24 
FROM 07115189*21 :09 TO 07/17/89'*11:42 
FROM 07/17/89*11:50 TO 07117189'*13:36 
FROM 07/17/89*14:08 TO 07/17/89*1~:25 

flOM 07/17/89*14:37 TO 07/11/89*15:03 
FROM 07/17/89*15:08 TO 07/17/89*15:25 
FRac 07/17/89*15:38 10 07/17/89*1S:5S 
FRCII 07/17/89*16: 10 TO 07117189*10:27 
FROM 07/18/89*11:08 TO 07/18189*11:26 
fROM 07/17/19*18:51 TO 07/18/89*11:28 
fROM 07/18/89*11:37 10 07/18189*12:25 
FROM 07111189*21:12 TO 07119/89*06:56 
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