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Dear Sir or Madam: w 

SUBJECT: TSCA 8(e) Submission 
Results of a Bacterial Reverse Mutation T e s t L -  
/- .. ----..---.I-I.- - -..------- /-- 7 

,,/."-------- - -- -- - + -.....-.--- - -- 
Thecenter for Regulatory services,=acting as technical contact _-..I_ -- -"ic- 

7 for 
1 ' _- j is submitting the attached information relative to the Bacterial Reverse 
Mutation Test for the substance that was the subject of the LVE. 

This report concluded an Ames positive result of the test substance. I 
- 

This report, Project Number: - \Nippon Experimental Medical Research Institute 
co., Ltd., Tokyo, Japan, (25 pages) is enclosed. This report was sponsored by 

"-<,_ -,,- (,,' ,l...., ..i. ..."I.Y- . I---- 

and was received today by our office. \ , first 
-6ec&ne aware of the Japanese language report, February 17,2009: -___.  he report -.... =... was 
translated in Japan to English, February 27,2009, and received by "..+  arch 1, 
2009. 

The same substance has been-$he subject of LVEs notified by,oa_er 
i -. .-.-*\ ".,,.--,".- 

!as notified-by . f 1 as notified by' 
-1 - .-., ,-,-- .,..,.--.A?--.,- ". -. ".".""."-I-'- -.--. 

We have enclosed both a CBI version and Non-CBI version of the report. I 
Also, we have prepared the enclosed substantiation of that information as claimed as 
confidential for the TSCA 8(e) notification. 
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Please let us know if you have any questions on this TSCA 8(e) or the substantiation of 
confidentiality. 

Sincerely, 

William A. Olson, Ph.D. 
Consultant 

Enclosures ----.,. _.---LII- 

Bacterial Reverse Mutation Test (Project  NO^ L------. ,n, February 27,2009 
CBI Version (25 Pages) 
Non-CBI Version (25 
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TSCA Section 8(e) Submission 

1. Is your company asserting this confidential business information (CBI) claim on 
its own behalf? If the answer is no, please provide company name, address and telephone 
number of the entity asserting the claim. , ... .- ....... .--- ......... -- ................ 

" ' ' ' -'"7 
Answer: The claim is being asserted on behalf of 

.._.-,,-. -l__A. .. . ........ ...,...... 

I 
."_..L__. . . " ... . . . . .  . . .  ,., . 

L.-- -- ---.- ---,, "-l"l._l*-̂ ly.N u..---" -*J 

2. For what period do you assert your claim(s) of confidentiality? If the claim is to 
extend until a certain time event or point in time, please indicate that event or time 
period. Explain why the information should remain confidential until such point. 

Answer: We assert the claim without an expiration date. The substance that is the 
subject $this CBI substantiation form is a component of several photoresist formulations 
sold by 1 \ to  semiconductor companies, which in turn use the formulations to 
manufacture integrated circuits/semiconductor chips. The identity of the chemical 
composition of this substance in products results in a distinct competitive 
advantage. Divulging this information would enable competitors to use these data to 
their advantage. In addition, several new photoresist formulations leverage off the 
chemistry used to prepare the substance in question. 

3. Has the information that you are claiming as confidential been disclosed to any 
other govemment agency or to this Agency at any other time? Identify the Agency to 
which the information was disclosed and provide the date and circumstances of same. 
Was the disclosure accompanied by a claim of confidentiality? If yes, attach a copy of 
said document reflecting the confidentiality agreement. 

p -- ... .-, 
Answer: Yes. The chemical is the subject of ad  ' in which CBI claims were asserted ....,&. ..... ",-4 r 17. 

i 

4. Briefly describe any physical or procedural restrictions within your company 
relating to the use and storage of the information you are claiming as CBI. 

Answer: These materials are maintained in locked files. Access is limited to a small 
group of personnel only. This information is also treated as company confidential with 
the accompanying safeguards in place (i.e., no disclosure outside of the company 
community). 

5. If anyone outside your company has access to any information claimed as CBI, 
are they restricted by confidentiality agreement(s). If so, explain the content of the 
agreernent(s). 

CONTAINS CONFIDENTIAL BUSINESS INFORMATION 



Answer: Access to this information by those outside of the company is governed by the 
terms of a written agreement. This contract prohibits the disclosure of any information 
without the express consent of the company and is limited to customers' EH&S 
departments of compliance. 

6. Does the information claimed as confidential appear or is it referred to in any of 
the following: 

(a) Advertising or promotional materials for the chemical substance or 
the resulting end product; NO 

(b) Material safety data sheets or similar materials (such as technical data 
sheets) for the substance or resulting end product (include copies of this 
information as it appears when accompanying the substance andlor product at the 
time of transfer or sale); YES, Limited to customers upon non-disclosure 
agreement. 

(c) Professional or trade publications; NO or 

(d) Any other media or publications available to the public or to your 
competitors. 

If you answered yes to any of the above, indicate where the information appears, include 
copies, and explain why it should nonetheless be treated as confidential. 

Answer: The substance is not identified on the generally available Material Safety Data 
Sheets by LVE number or chemical name submitted to its customers, confidential 
composition is submitted to the customers only after a NDA is signed. 

7. Has the EPA, another Federal agency or court made any confidentiality 
determinations regarding information associated with this chemical substance? If so, 
provide copies of such determinations. 

Answer: Not to the company's knowledge. 

8. Describe the harmful effects that would result to your competitive position if the 
CBI information is made available to the public. In your answer, explain the causal 
relationship between disclosure and any resulting substantial harmful effects. Consider in 
your answer such constraints as capital and marketing cost, specialized technical 
expertise, or unusual processes and your competitors access to your customers. Address 
each piece of information claimed as CBI separately. 

Answer: The chemical identity and compositions of the components of the company's 
photoresists provide the competitive advantage for these substances in the photoresist 
marketplace. The company has spent several years and millions of dollars to build an 
inventory of these chemical substances that provide unique abilities to our customers. 
New components of these formulations are continually being developed that leverage off 
existing substances such as that which is the subject of this submission. Any potential 
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public disclosure would have a severe impact on existing sales and future development. 
There are also very few photoresists manufacturers so the competition is very high. 

9. Has the substance been patented in the U.S. or elsewhere? Is a patent for the 
substance currently pending? 

Answer: There is an unpublished patent for this substance in Japan. An international 
patent application (PCT) is in preparation. 

10. Is this substance/product commercially available and if so, for how long has it 
been available on the commercial market? Only as part of a complex mixture. 

(a) If on the commercial market, are your competitors aware that the 
substance is commercially available in the U.S.? NO 

(b) If not already commercially available, describe what stage of research and 
development (R&D) the substance is in, and estimate how soon a market will be 
established. 

(c) What is the substance used for and what type of product(s) does it appear 
in? 

Answer: The substance that is the subject of this submission is used as a component of 
photoresist formulations. Its use provides advantages not enjoyed by our competitors. 
As it is a complex molecule, it is unlikely that it can be successfully "reversed 
engineered." It is highly unlikely that our competitors would discover the identity of this 
substance if left to their own devices. It is, therefore, critical to the company that the 
identification of this substance remains as CBI. 

I I .  Describe whether a competitor could employ reverse engineering to identically 
recreate the substance. 

Answer: Given the complexity of this molecule, and its availability only in mixtures, it 
is highly unlikely that the identity of the substance can be elucidated using techniques 
and equipment currently available to the chemical community. 

12. Do you assert that disclosure of this information you are claiming as CBI would 
reveal: 

(a) confidential processes used in the manufacturing of the substance; 

(b) if a mixture, the actual portions of the substances in the mixture; or 

(c) information unrelated to the effects of the substance on human health or 
the environment? 

If your answer to any of the above questions is yes, explain how such information would 
be revealed. 
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Answer: Yes. The information provided indicates the identity and use of the chemical 
in(z$&:d products, and further would reveal the chemistry of this component of JSR's 
product, which in turn would reveal confidential manufacturing processes of JSR and our 
customers since photoresist is directly correlated to finished customer products. 

13. Provide the Chemical Abstracts Registry Number for the product, if known. Is 
your company applying for a CAS number now or in the near future? If you have applied 
for a CAS number, include a copy of the contract with CAS. 

----...--- \ 

Answer: CAS Registry No. 1 Attached is the CAS Inventory Expert 
Service Report (IES Order ~ u r n t i r L  

.-- 

14. Is the substance or any information claimed CBI the subject of FIFRA regulation 
or reporting? If so, explain. 

Answer: No. 

Attachment: 

1 7  
CAS Inventory Expert Service Report (IES Order Number:, 
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Invenfoay Expert Service 
A division of rhe American Cnemisal Socieq Phone: 800-63 I -  1884, 6 1 447-3600 (a 2308) 

Fax: 6 14-47-3747 
E-mail: answers@cz.org 

r++@"=-*-""- %b %.i 

TES-ORDER ~ E R  : 1 
,p" 

REGISTRY NUNBEK : 

CA INDEX NAME ) ?.,'* -"..<.*-,-,-,.\" ,,7.,,.*M,,q .-... -- .-̂ ., .. 
'."m.,d--.<%7-,-*.--,".",*, 

--...*.* _ 
-----,, 

/-"----h.,,+- 

.r*' 

*,""-.'*E ,-,," *.-..*-. ,.."Y, .*I_--,.-.,.. --1.,.-1.11.1 ,." ,... .,,..JC. .... _., ,_ 
-----' 

..* ..,... .. . - , , , -. >*, . , ,.*..- _,-, ".----'------ 

Please p r i n t  the above CA Index Name on the appropriate gage of your PMN. 

If this box is checked, CAS has made coxrection(s) marked in r e d  to 
your IES order. Please make the sama correction(8) to your PMN before 
submitting it to the EPA. 

ampany sianitized 

2540 Olenungy Rlver Rmd - l'.O. Box 3343 - C01urnbus. Ohlo 43210-0334 
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Title : Bacterial reverse mutation test of: \ 

_.s""I.-.- -s\ 
PROJECT NO{ --..~-.+- 

I, the undersigned, hereby declare that this report is the English version of the 

original report that has written in Japanese language. Further, I declare that the data 

are exactly reflected in this report and similar to that of the original (Japanese) 

report. 

-1 

Golam Sanvar, Ph.D. 

Study Director (translator) 

Nippon Experimental Medical Research Institute Co., Ud. 



Final Report 
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PROJECT No' 
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Nippon Experimental Medical Research Institute Co., Ltd 

2-27-10, Hatchobori, Chuo-Ku, Tokyo, Japan. 

Date of reporting: March 31, 2004. 
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Items of audit Date of Date of reporting 

and inspection inspection Study director Managing director 

Protocol 

Final 6.01.2004 6.01.2004 6.01.2004 

Mutagenicity test 

Test substance preparation 

and administration 17.02.2004 17.02.2004 18.02.2004 

Colony counting 20.02.2004 21.02.2004 23.02.2004 

Mutagenicity test (2nd test) 

Test substance preparation 

and administration 24.02.2004 24.02.2004 24.02.2004 

Colony counting 27.02.2004 27.02.2004 27.02.2004 

Raw data 

Final report 
Draft 

Final 31.03.2004 31.03.2004 31.03.2004 

According to the above inspection, I, the undersigned, hereby declare that this study has been 

conducted as per the protocol and the standard operating procedure of Nippon Experimental Medical 

Research Institute Co. Ltd. Further, I, declare that this report provides an accurate record of the 

experimental methods and the procedure actually performed and that the data are accurately reflected in 

this report. 

Date:March 31,2004. 

Junji Koike (Impression of the seal) 

Quality Assurance Unit 

Nippon Experimental Medical Research Lnstitute Co., Ltd 
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PROJECT N$ 
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This study was conducted in compliance with the Standard that described the facility 

require for Toxicity Testing of Chemicals, Ministry of Health, Labour and Welfare, 

Japan (Ministry of Health, Labour and Welfare, Notification No. 76: September 1, 1988 

that partially revised, Ministry of Health, Labour and Welfare, Notification No. 13: 

March 29, 2000) and the Ministerial Ordinance No. 4 that described the facility require 

for Toxicity Testing of New and Specific Chemicals, issued by the Ministry of Health, 

Labour and Welfare, Ministry of Economy, Trade and Industry and the Ministry of 

Environment (Kanpogyo No. 39: Chief of Environmental Agency and Planning Bureau, 

Yakuhatsu No. 229: Director of Pharmaceutical Affairs Bureau, Ministry of Health, 

Labour and Welfare, Kikyoku No. 59-85: Director, Ministry of Trade and Industry, 

March 31, 1984, partially revised as per Kampoan No 41 & Seieihatsu No. 268: March 

1, 2000, Kikyoku No. 1: February 14, 2000, further partially revised as per Yakuhatsu 

No. 43: January 24,2001, Seikyoku No. 1 Kanpoki No. 13: January 23,2001). 

Further, the methods describing in this report, has been followed and the data are 

accurately reflected in this report. 

Date: March 31,2004. 

Golam Sarwar, Ph. D. (Impression of the seal) 

Study director 

Nippon Experimental Medical kesearch Institute Co., Ltd. 
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1. Purpose 
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Bacterial reverse mutation test was conducted to clarify whether _ ___*- ...- - .. .-----.---.-.- .-.....-----.-*-.,---, --- \ 
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2. Compliance with CLP - 

This study was conducted in compliance with the Standard that described the 

facility require for Toxicity Testing of Chemicals, Ministry of Health, Labour and 

Welfare, Japan (Ministry of Health, Labour and Welfare, Notification No. 76: 

September 1, 1988 that partially revised, Ministry of Health, Labour and Welfare, 

Notification No. 13: March 29, 2000) and the Ministerial Ordinance No. 4 that 

described the facility require for Toxicity Testing of New and Specific Chemicals, 

issued by the Ministry of Health, Labour and Welfare, Ministry of Economy, Trade 

and Industry and the Ministry of Environment (Kanpogyo No. 39: Chief of 

Environmental Agency and Planning Bureau, Yakuhatsu No. 229: Director of 

Pharmaceutical M a i r s  Bureau, Ministry of Health, Labour and Welfare, Kikyoku 

No. 59-85: Director, Ministry of Trade and Industry, March 31, 1984, partially 

revised as per Kampoan No. 41 & Seieihatsu No. 268: March 1, 2000, Kikyoku No. 

1: February 14, 2000, further partially revised as per Yakuhatsu No. 43: January 24, 

2001, Seikyoku No. 1 Kanpoki No. 13: January 23,2001). 

3. Compliance with Guidelines 

This study was conducted as per the standard for Bacterial reverse mutation 

test, Ministry of Health, Labour and Welfare, Japan (Ministry of Health, Labour and 

Welfare, Notification No. 77: September 1, 1988 that partially revised, Ministry of 

Health, Labour and Welfare, Notification No. 67: June 2, 1997) and the revised 

procedures that require for Testing New Chemical Substances (Karnpoan No. 287, 

Eisei No. 127: October 31,1997; Kikyoku No. 2: October 31,1997). 



4. Sponsor 
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5. Contract Laboratory 

Name : Nippon Experimental Medical Research Institute Co., Ltd. 

Address : 2-27-10, Hatchobori, Chuo-Ku, Tokyo, Japan 

6. Testing Facility 

Name : Haruna Laboratory 

Nippon Experimental Medical Research Institute Co., Ltd. 

Address : 3303-58, Ohaza Ohdo, Agatsuma machi, Agatsuma gun, 

Gunma Prefecture, Japan. 

Responsible person of the storing materials 

: Akira Tomizawa. 

7. Storage of records and data 

(1) Storing period 

Stored for a period that described in the article No. 16, GLP, Ministry of 

Lobour (10 years from the day of notification, Ministry of Lobour No. 57-3-1) 

and the article No. 32, GLP, Chemicals (10 years after notification, Chemicals 

No. 4-1-1, No. 2 or No. 3). 

(2) Storing materials and place 

a Protocol, records concern to the study, final report in original and raw-data are 

to be stored in the raw-data archive of Haruna Laboratory, Nippon 

Experimental Medical Research Institute Co., Ltd. 

@ Test substance sample is to be stored in the storage (No. 4) of the facility 

@ Records are to be stored in the storage room of the same facility. 

(3) Storing place 

3303-58, Ohaza Ohdo, Agatsuma machi, Agatsuma gun, Gunma Prefecture. 



8. Schedule of the study 

Initiation of the project :January 6,2004 

Initiation of experiment :February 6,2004 

Completion of experiment :February 27,2004 

Draft report :March 26,2004 

Final report :March 31,2004 

Completion of the Project :March 31,2004 

9. Study personnel and work responsibility 

Study director, protocol preparation, supervising, management and preparation of 

final report :Golam Sarwar 

Division of Mutation Research, Nippon Experimental 

Medical Research Institute Co., Ltd. 

Test substance control & preparation 

:Haruki Inoue, Fumihiro Horigome 

Media & reagents preparation & experiment 

:Haruki Inoue, Mayumi Nishizawa 

Colony counting & data processing 

:Fumihiro Horigome, 

Judgment :Golam Sarwar 



Unpredicted Situation Effecting The Reliability Of The Study And Deviation From The 

Protocol 
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Deviation from Protocol 
r"'---- - 

In the Protocol, the name of the test substance had written as! 
_,,_^.._"_. - - 

I.*.""* 
---;' -,m." ,,.,- ----- - 

,r --'. 
1 

'i .-.---,..... "..." ..,,-*-" *--, ",& 
After the completion 

' "- ..- .....-.,.-* ~n,"uc.,.l--.*-r.m*nr-d" ,....,.",*--. ..P- 

of the study, the sponsor informed that the name ~~~~he~~tes~,,~uhs.tance~.~w~.~;mi~,t~~e~~ So, 
*-*,_ - - --r\ 

the name of the test substance had corrected as ' _ +. . - . ._ *~ I I - I IX I - "U. . .Y I  -.a .....-.,..-. ",,-d' 
wy-- ,c- .  ",. ,.,..,h-, - -.-,u ..-- .- .3 

u; ' $.,. 
^I* .., . :> 

'-...'ll.-,. _,.,," _.*.. _ .,.. 
l-l-l.lb-..-ll"-. ,.-" ...,l.,,I...,,. ,.,.,.~.... . , <...l," .",.,..-.. -.--,,,--- -.---*-. 

Effect on the Reliability of the Study 

The correction was just a spell mistake of the test substance and considered no 

effect on the reliability of the study. 

Besides that there were no happenings considered to have affected the reliability 

of the test and no deviation from the protocol. 
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, )Swas examined using histidine requiring tester 
-lurnuwulru"-&u'*-L%. ,=,.,. ~~~m~.~m~"--,."...".,.,,a 

strains of TA98, TA100, TA1535 and TA1537 (Salmonella typhimurium) and 

tryptophane requiring strain of WP2uvrA (Escherichia coli) either in the presence or 

absence of metabolic activation systems. 

The test was carried out at a series of 6-11 doses, considering the highest dose 

of 500 ,u glplate or 1000l-L g/plate with the tester strains of TA98, TAlOO and 

TA1535 or TA1537 and WP2uvrA, respectively, in the absence of metabolic 

activation and 5000U g/plate with all tester strains in the presence of metabolic 

activation. In all cases, the highest dose was serially diluted at a nominal ratio of 2 

and used. As a result, the numbers of revertant colonies in the test substance treated 

plates of the tester strain of TA1537 in both systems and WP2uvrA in the presence 

of metabolic activation were increased at least twice the concurrent negative 

controls in a dose-dependent manner. But, the numbers of revertant colonies in the 

test substance treated plates of the tester strains of TA98, TA100, TA1535 in both 

systems and WP2uvrA in the absence of metabolic activation were not increased at 

least twice the concurrent negative controls in a dose-dependent manner. 

Reproducibility of the findings was confirmed by performing a mutagenicity-2 

test at a series of 6-9 doses, considering the highest doses of 125 LL g/plate with the 

tester strains of TA98 and TA1535, 31.3 f l  glplate (absence of metabolic activation) 

and 62.5 ,u g/plate (presence of metabolic activation) with the strain of TA1537 and 

1000 fi glplate with the tester strain of WP2uvrA. The highest doses were serially 

diluted at a nominal ratio of 2 and used. The findings of the test were almost similar 

to those of the mutagenicity test and confirmed the reproducibility. 

In addition, the numbers of revertant colonies of the positive controls of all 

tester strains were remarkably increased compared to their respective negative 

controls. 
l.l.-"'ll- ........_.......... .,.,* 

Based on the findings of this experimental condition3 
.. :*-.... -.-.. ..--..--..-" ,... ................. ........................................ 

;T 
ik . was concluded as 

....... -- -.,,-.,,-. - ................................................ ................................. 
mutagen-as the number of revertant colonies of TA1537 and WP2uvrA bresence of 

metabolic activation) were increased dose dependently and became 2-fold compared 

to those of the concurrent negative controls. 




















































