
STUDY NO. ' 0104 NUHBER OF ANINALS li!TII TUIIORS AND NUIIBER OF TUIIORS - TillE RELATED 
ANIMAL : RAT F344 
REPORT TYPE ' AI 

: SEX PAGE 3 ' FE!IALE 

Time-related Items Group Name Control 50 PPrn 200 PPm 600 ppm 

-~eeks. 

0­ 52 110. OF EXAMINED ANIIIALS 0 0 0 0 

NO. OF ANIMALS WITH TUMORS 0 0 0 0 
NO. OF ANIMALS WITH SINGLE TUMORS 0 0 0 0 
NO. OF ANIMALS WITH liULTIPLE TU!JORS 0 0 0 0 

NO. OF BENIGN TUMORS 0 0 0 0 
NO. OF MALIGNANT TUMORS 0 0 0 0 
NO. OF TOTAL TUMORS 0 0 0 0 

53 - 78 NO. OF EXA!IH!ED ANIMALS 0 3 3 

NO. OF ANIMALS WITH TUHORS 0 3 3 i 

NO. OF ANIMALS WITH SINGLE TUMORS 0 2 2 1 
NO. OF ANIMALS WITH MULTIPLE TUMORS 0 1 1 0 

NO. OF BENIGN TUMORS 0 1 3 0 
NO. OF MALIGNANT TUMORS 0 3 2 
NO. OF TOTAL TUMORS 0 4 5 

79 - 104 NO. OF EXAMINED ANIMALS 8 13 13 15 

NO. OF ANIMALS WITH TUMORS 8 13 12 15 
NO. OF ANIMALS WITH SINGLE TUMORS 4 7 8 9 
NO. OF ANIIIALS WITII MULTIPLE TUMORS 4 6 4 6 

NO. OF BENIGN TUMORS 7 9 6 11 

NO. OF MALIGNANT TUMORS 6 14 11 14 
NO. OF TOTAL TUMORS 13 23 17 25 

105 - 105 110. OF EXAMINED ANIMALS 42 34 34 34 

110. OF ANIIIALS WITH TUMORS 24 24 21 18 
NO. OF ANIMALS WITH SINGLE TUIIORS 15 14 14 14 
110. OF AIIIIIALS WITH MULTIPLE TUMORS 9 10 7 4 

NO. OF BENIGN TUHORS 31 29 20 14 
NO. OF HALIGNANT TUHORS 8 11 11 8 

NO. OF TOTAL TUHORS 39 40 31 22 

BAIS2 (l!PT070) 

" 



STUDY NO. : 0104 NUMBER OF ANIMALS WITN TUMORS AND NUtiBER OF TUMORS - TIHE RELATED 
ANIMAL : RAT F344 
REPORT TYPE : AI 
SEX : FEJ!ALE PAGE 4 

Grrup Name Control 50 ppm 
_Weeks_Tims-tela>tt:ed~--l~t:ems~========================--------------~~~===---------~~~--------~ 

0 - 105 NO. OF EXAMINED ANIMALS 50 50 

200 ppm 

50 

600 ppm 

50 

NO. OF ANIMALS WITH TUMORS 32 40 36 34 
NO. OF ANIMALS WITII SINGLE TUMORS 19 23 24 24 
NO. OF ANIMALS WITII MULTIPLE TUMORS 13 17 12 10 

RD. OF BENIGN TUMORS 38 39 29 25 
NO. OF MALIGNANT TUMORS 14 28 24 23 
NO. OF TOTAL TUMORS 52 67 53 48 

(MPT070) BhlSZ 

.~ 



APPENDIX N 3 


NUMBER OF ANIMALS WITH TUMORS AND NUMBER OF TUMORS-TIME RELATED 


MOUSE:MALE 




STUDY NO. ' 0105 NUMBER OF AIIIHALS WITII TUIIORS AND NUMBER OF TUMORS - TillE RELATED 
ANIMAL ' MOUSE BDF1 
REPORT TYPE : AI 
SEX : MALE PAGE : 

Time-reLated Items GrOUP Name Cmtrol 10 ppm 50 ppm 250 ppm 

_Weeks. 

0­ 52 NO. OF EXAMINED ANIMALS 4 j 2 

NO. OF ANIMALS WITH TUMORS 0 j 0 0 

NO. OF ANIMALS W!TII SlllGLE TUIIORS 0 0 0 0 

NO. OF ANIMALS WITII MULTIPLE TUMORS 0 1 0 0 

NO. OF BENIGN TUMORS 0 j 0 0 

NO. OF MALIGNANT TUMORS 0 j 0 0 

NO. OF TOTAL TUMORS 0 2 0 0 

53­ 78 NO. OF EXAMINED ANIMALS 2 2 5 3 

NO. OF ANIMALS WITH TUMORS 2 0 3 3 

NO. OF ANIMALS WITII SINGLE TUMORS j 0 j j 

NO. OF ANIMALS WITII MULTIPLE TUMORS j 0 2 2 

NO. OF BENIGN TUliORS j 0 j j 

NO. OF RALIGNANT TUMORS 2 0 4 5 

NO. OF TOTAL TUHORS 3 0 5 6 

79 - 104 NO. OF EXAMINED ANIHALS 13 12 15 24 

NO. OF ANIHALS WITII TUIIORS 
NO. OF ANIMALS WITII SlllGLE TUMORS 

10 
6 

7 
5 

11 
3 

22 
7 

NO. OF ANIMALS WITH MULTIPLE TUMORS 4 2 8 15 

liD. OF BENIGN TUHORS 
NO. OF RALIGNANT TUMORS 

5 
10 

2 
8 

6 
14 

16 
26 

liD. OF TOTAL TUMORS !5 10 20 42 

!05 - 105 NO. OF EXAMINED ANIMALS 31 35 28 22 

NO. OF ANIMALS WITH TUMORS 
NO. OF ANIMALS WITH SINGLE TUMORS 
NO. OF ANIHALS WITH l!ULTIPLE TUMORS 

21 
12 
9 

26 
17 
9 

!9 
11 
8 

21 
7 

14 

liD. OF BENIGN TUMORS 
NO. OF MAL!GliANT TUMORS 
NO. OF TOTAL TUMORS 

15 
18 
33 

25 
14 
39 

12 
19 
31 

22 
22 
44 

(HPT070l 
BAIS2 



!,;,. 

STUDY NO. 
AN!HAL 

' 
' 

0105 
HOUSE BDF! 

NUIIBER OF AN!IIALS W!TII TUIIORS AliO llUIIBER OF TUliORS - TillE RELATED 

REPORT TYPE 
SEX 

' 
' 

AI 
HALE PAGE : 2 

Group Name Crotrol 10 ppm

Ti~ela,<ted~--~I~tems::~======================~------------~~~~~--------~~~--------~~_:~-----_Weeks_ 
50 ppm 250 ppm 

50 0 ­ 105 NO. OF EXAMINED ANIMALS 50 50 50 

NO. OF ANIHALS WITH TUHORS 
NO. OF ANIMALS WITII SINGLE TUMORS 
NO. OF ANIMALS WITH MULTIPLE TUMORS 

33 
19 
14 

34 
22 
12 

33 
15 
!8 

46 
15 
31 

NO. OF BENIGN TUMORS 
NO. OF MALIGNANT TUMORS 
NO. OF TOTAL TUMORS 

2I 
30 
51 

28 
23 
51 

IS 
37 
56 

39 
53 
92 

(111'1070) BAIS2



APPENDIX N 4 


NUMBER OF ANIMALS WITH TUMORS AND NUMBER OF TUMORS-TIME RELATED 


MOUSE•FEMALE 




6 
STUDY MD. : 0105 
ANIMAL ' HOUSE BDFI 
REPORT TYPE : AI 
SEX : FEMALE 

NUIIBER OF A!I!IIALS WITH TUIIORS AND !!UMBER OF TUI!ORS - TIME RELATED 

PAGE ; 3 

Time-related 
_Weeks. 

Items Group Name Central IO p~· 50 ppm 250 ppm 

0­ 52 1!0. OF EXAH !NED AN IMALS 0 0 1 0 

NO. OF ANIMALS WITH TUMORS 
NO. OF ANIMALS WITH Sl!lGLE TUMORS 
1!0. OF ANIMALS WITH MULTIPLE TUMORS 

0 
0 
0 

0 
0 
0 

1 
1 
0 

0 
0 
0 

NO. OF BENIGN TUMORS 
NO. OF MALIGNANT TUMORS 
110. OF TOTAL TUMORS 

0 
0 
0 

0 
0 
0 

0 
1 
1 

0 
0 
0 

53­ 78 NO. OF EXAMINED ANIMALS 4 5 4 

NO. OF ANIMALS WITII TUMORS 
NO. OF ANIMALS WITII SINGLE TUMORS 
NO. OF ANIMALS WITII MULTIPLE TUMORS 

3 
3 
0 

3 
3 
0 

2 
2 
0 

0 
0 
0 

NO. OF BENIGN TUMORS 
NO. OF MALIGNANT TUIIORS 
NO. OF TOTAL TUMORS 

0 
3 
3 

1 
2 
3 

0 
2 
2 

0 
0 
0 

79 - I04 NO. OF EXAMINED ANIMALS I4 I5 22 32 

110. OF ANIMALS WITII TUMORS 
NO. OF ANIMALS WITH SINGLE TUMORS 
NO. OF ANIMALS WITH MULTIPLE TUMORS 

13 
IO 
3 

14 
7 
7 

21 
17 
4 

32 
12 
20 

NO. OF BENIGN TUMORS 
110. OF MALIGNANT TUMORS 
NO. OF TOTAL TUMORS 

4 
14 
18 

9 
13 
22 

4 
23 
27 

25 
33 
58 

105 - I05 NO. OF EXAMINED ANIMALS 32 27 22 I7 

NO. OF ANI!IALS WITII TUMORS 
1!0. OF ANIMALS WITH SINGLE TUMORS 
NO. OF ANIMALS WITH MULTIPLE TUMORS 

22 
11 
11 

20 
I3 
7 

15 
6 
9 

15 
6 
9 

NO. OF BENIGN TUMORS 
NO. OF MALIGNANT TUMORS 
NO. OF TOTAL TUMORS 

20 
17 
37 

I4 
I3 
27 

13 
13 
26 

16 
11 
27 

(IIPT070l BAIS2 



STUDY NO. : 0105 NUIIDER OF AIIIHALS IHTII TUHDRS AND liUIIDER OF TUMORS - TIRE RELATED 
ANIHAL : HOUSE DDF! 
REPORT TYPE : AI 
SEX ; FEHALE PAGE ' 4 

Time-related Items.____________ GrouP Name Control !0 "'" 50 ppm 250 ppm 

--~~'--

0 - !05 

---------------------------------

NO. OF EXAHINED AIIIHALS 

------------------

50 

-----------

47 49 50 

liD. OF Ali!HALS WIT!I TUHDRS 38 37 39 47 
liD. OF Ali!IIALS WIT!I SINGLE TUMORS 24 23 26 18 
RD. OF ANIMALS WITH MULTIPLE TUMORS 14 14 13 29 

NO. OF BENIGN TUMORS 24 24 17 41 
110. DF HALIGIIAliT TUMORS 34 28 39 44 
NO. OF TOTAL TUHDRS 58 52 56 85 

(IIPT070) 13AIS2 



APPENDIX 0 1 


NEOPLASTIC LESIONS - INCIDENCE AND TIME OF TUMOR OCCURRENCE 


RAT:MALE 




STUDY NO. : 0104 	 NEOPLASTIC LESIONS - INCIDENCE AND TIME OF TUIIOR OCCURRENCE 
ANIHAL ' RAT F344 
REPORT TYPE : A1 
SEX : MALE PAGE 

Group Name Control 50 ppm 200 ppm 600 ppm 

Orsan__ Findinss;______________ _ NO. (%) NO. (%) NO. (%) NO. (%) 

(Initial - Final) {Initial - Final) (Initial - Final) {lmt1al - FinaU 

[Intesunentary sYStem/appandagaJ 

skin/app ( 2) 
keratoacanthana 0 1 ( 2) 
 l 	 0 
( 91NJ 
 (1001;) 


( 2) 
tncho Lemoma 0 0 0 1 	
(105\i) 


( 6) 
 5 	 ( 10) st..b:utis j 	 ( 10) 
fil::roma ( 2) 5 3 	
(!OSN) ( 92 - 105N) 
 ( 77 - 105Hl 
 ooo - I051n 

( 2) 
lipoma 0 0 1 	 0 
(105\i) 


j 	 ( 2) granular cell tumor 0 0 0 
( 98Wl 

j 	 ( 2) 0 le1o.wosarcoma 0 0 
( 7911) 

( 2) 
 ( 4) 
schwamoma: rna l i snant 0 0 1 	 2 	
(105\il 
 ( 63 - 105NJ 


( 2) 
sarcana:NOS 0 0 l 	 0 
(!05Nl 


(RBSPtratorY SYSteml 

( 	 2) 0 hro bronchiolar-alveolar adenoma 0 2 ( 4) 

(105iil 
 (105Nl 

[ilematoDoJetic system] 

( 	 2) 0 0 thYmJs thymoma :ben1sn l 	 ( 2) 
(105\il (105\il 

NO. (%):Number of Tumor- Bear1ng An1mals (%of Exam1ned Animals) (Initial- Final}:Daad or Sacrificed Week of Tumor Bear1ns An1mals 

BA!S2(IIPTllO) 



'" 
STUDY NO. : 0104 
ANIMAL : RAT F344 
REPORT TYPE : Al 
SEX : HALE 

NEOPLASTIC LESIONS - INGlOENGE AND THIE OF TUHOR OCCURRENCE 

PAGE . 2 

Organ___ Findinss•----------------
GrOUP Nama 

110. 
Control 

(%) 
{Initial - Final) 

50 ppm 

NO. (%) 
(Initial - Finall 

200 ppm 

NO. (%) 
(Initial - Final) 

600 ppm 
NO. (%) 

{Initial- r:inal) 

[llematopOJetic system! 

SPleen mononuclear cell leukemia 11 ( 22) 
(104 - !05W) 

14 ( 28) 
( 81 - !05W) 

22 ( 44) 
( 70 - !051!) 

27 ( 54) 
( 81 - l051i) 

[Digestive SYStem! 

ttm.Je PaPi Llama 0 0 0 1 ( 2) 
(lOliil 

smnach keratoacanthoma 0 0 0 1 ( 2) 
(1051/l 

small intes leiomYOSarcoma ( 21 
( 94W) 

0 0 l ( 2) 
( es1n 

liver hepatocellular adenoma 3 ( 6) 

( 84 - !051/l 
0 0 2 ( 4) 

(!051il 

cholaneTocellular adenoma ( 2) 
(l05ii) 

0 0 0 

cholaneTocellular carcinoma ( 2) 
(l05W) 

0 1 ( 2) 
(105l!) 

0 

(Un nary systemI 

kichey l iposarcana 0 0 0 ( 2) 

( 9Bin 

renal cell carcinoma ( 2) 
(l05Wl 

2 ( 4) 
ooz - Iostn 

1 ( 2) 
(lO!ill 

2 ( 4) 
(100 - !051-/l 

tnn bladd papi llama 0 1 ( 2) 
(l05Wl 

0 0 

NO. (%) :llu:nber of Tuner - Bearing Ammals 

(liPTl!Ol 

(% of Exammad Ammals) (Initial- Final):Dead or Sacrificed Week of Tunor Beanng Ammals 

BAIS2 



STUDY NO. ' 0104 	 NEOPLASTIC LESIONS - INCIDENCE AND T!HE OF TUfiOR OCCURRENCE 

ANIMAL ' RAT F344 
REPORT TYPE 
SEX 

' A1 
: HALE PAGE c 3 

GrOUP Name Control 50 ppm 200 ppm 600 ppm 

Findinss;_______________ _ Organ_ NO. (%) 
(Initial - Final) 

NO. (%) 
{Initial - Final) 

NO. (%) 

(Initial - Final) 


no. (%) 
(Initial - Final) 

(Unnary SYstem] 

l.nn bladd transitional cell papilloma 0 i ( 2) 
(1001i) 

0 1 	 ( 2l 

( 971i) 


(Encbcn ne SYStem I 

pituitary aden::rma 16 ( 321 
( 84 - 1051i) 

16 ( 32) 
c sz - 1ostn 

18 ( 36) 
( 70 - 105\V) 

15 ( 30) 
( az - 1ostn 

thYroid C-cell adenoma 6 ( 12) 
(105W) 

10 ( 20) 
( 89 - 105W) 

7 ( 14) 
( 92 - 1051!) 

3 	 ( 6) 

( 86 - 104H) 


follicular adenoma 0 0 0 1 	 ( 2) 

(lOON) 


C-cell carcmoma 1 ( 21 
(105\1) 

1 ( 21 
(lOOIIl 

3 ( 6) 
(104 - 1051!1 

0 

follicular adenocarcinoma 0 3 ( 6) 0 0 
(102 - 10511) 

pane 1slet adenoma 3 ( 61 
(lOSN) 

4 ( 8) 
(1051il 

1 ( 2) 
( 99N) 

3 	 ( 6) 

( 84 - 105\11) 


adenocarc1noma 1 ( 2) 

(104111 
0 1 ( 21 

(JOSH! 
1 	 ( 2) 


( 991ll 


adrenal pheochromocytoma 8 ( 16) 
(104 - IOS!i) 

5 ( 10) 
( 92 - 105W) 

3 ( 6) 
( 96 ­ 10511) 

3 	 ( 6) 

( 95 - 105Hl 


cortical adenoma 0 2 ( 4l 0 0 
(105Wl 

pheochromocY'tG~a:malisnant l ( 2) 1 ( 2) 
( 90Wl ( 67li) 

1 ( 2) 
(lOSNl 

2 	 ( 4) 


(!03 - 104\1) 


llO. (:t;):tkmber of Tl.lllor- Beanng Ammals (%of Exammed j\mmals) (initial- FinaU:Dead or Sacrificed Week of Tuner Beanns Ammals 

(IlPT!lO) DAIS2

'-' 



STUDY NO. 
ANIHAL 
REPORT TYPE 
SEX 

: 0104 
: RAT F344 
: AI 
: HALE 

NEOPLASTIC LESIONS - INCIDENCE AND TIME OF TUIIDR OCCURRENCE 

PAGE 4 

GrOI..P Name Control 
Findings;_______________ _ Orsan_ NO. (%) 

(Initial 

50 ppm 

NO. (%) 
- Final) (Initial 

200 ppm 

NO. (%) 
- Final) (Initial 

600 ppm 

NO. (%) 
- Final) (Initial - Final) 

{Endocrine SYstemj 

adrenal cortical adenocarcinoma 0 0 0 ( 21 
(I051il 

(ReDf*Oductive SYstem! 

testis interstitial cell runor 47 ( 94) 
( 83 - 1051;) 

46 ( 921 
( 67 - !05W) 

45 ( 90) 
( 74 - 105il) 

48 ( 961 
( 81 - 1051il 

prostate adenoma 0 0 0 2 ( 41 
(I05W) 

manvnarY sl adenoma ( 21 
(1041/l 

0 j ( 2) 
(10511) 

j ( 2) 
( 981ll 

fibroadenoma 2 ( 41 
( 88 - 105111 

2 ( 41 
(102 - 105Wl 

0 0 

adenocarc1noma 0 0 0 j ( 21 
(I051l) 

prep/eli sl adenoma ( 2) 
(10511) 

3 ( 61 
(10511) 

2 ( 4) 
( 86 - 104111 

0 

squamous ce l L care1noma 0 0 0 2 ( 4) 
(100 - 1051il 

(Nervous sYStem I 

!:cam slioma 2 ( 4) 
( 83 - 10511) 

0 0 0 

(SpecJal sense orsans/appandasel 

Zymbal gl adenoma ( 21 0 
(105W) 

0 0 

NO. (%):Number of Tumor- Bear1ns Animals (%of Examined Animals) (Initial- Final):Dead or Sacrificed Week of Tumor Bear1ns Animals 

(liPTllO) BAIS2

.C> 



STUDY NO. ' 0104 NEOPLASTIC LESIONS - INCIDENCE AND THIE OF TUIIOR OCCURRENCE 
AIHHAL ; RAT F344 
REPORT TYPE 
SEX 

; Al 
' MALE PAGE ; 5 

Organ__ F'indings:_______________ _ 
Group Name 

m. 	
Control 

00 
50 PPm 

~ 00 
200 ppm 

m. 00 
600 ppm 

m. 00
(Initial - Final) (Initial - Finall (imtial - Final) (Initial - Final) 

[SDeclal sense orsans/appanda9ej 

ZYmbal gl squamous cell care uuna 	 0 0 ( 2) 

(1001') 
0 

adenocarc1noma 0 ( 2) 	 0 
 0
(1031') 


(Husculoskeletal SYStem! 

muscle LeiomYosarcoma ( 2) 0 0 0 
( 941') 

bene osteosarcana 0 l 	 ( 2) 
( 91111 

( 2) 

( 74\i) 
l ( 2) 

( 9911) 

(BodY cavities! 

pleLra mesothelioma ( 2) 0 0 0 
( 9211) 

mediastinLill schwannoma:malisnant 0 l 	 ( 2) 0 0 
( 6511) 

peritoneum mesothe l i oma 0 1 	 ( 2) 
( 9811) 

0 0 

0 1 ( 2) 	retra:Jerlt schwannoma;malisnant 0 
(10511) 

0

NO. (%):Number of Tl.H1i0f"- Beanng Animals (%of Exammed Ammals) (Initial - Final) :Dead or Sacrificed Neek of Tunor Beanng Ammals 

(IIPTl!O) B1\IS2



APPENDIX 0 2 


NEOPLASTIC LESIONS INCIDENCE AND TIME OF TUMOR OCCURRENCE 


RAT•FEMALE 




STUDY NO. 
ANI HAL 
REPORT TYPE 
SEX 

: 0104 
: RAT F344 
: A1 
: FEMALE 

NEOPLASTIC LESIONS - ING!DENGE AND TIME OF TUIIDR OCCURRENCE 

PAGE 6 

Organ__ Findings'----------------
GraJP Name 

NO. 
Control 

(%) 
(Initial - Final) 

50 ppm 

NO. (%) 
(Initial - Final) 

200 PPI!l 

NO. (%) 
Onitial - Final) 

600 ppm 
NO. (%) 

(Initial - Final) 

(IntesumentarY SYstem/appandagel 

skm/app papilloma 0 0 0 1 ( 2) 
( 9llil 

subcutis fil:n:xna 0 0 2 ( 4) 
(105NI 

2 ( 4) 
( 93 - 10511) 

schurannoma 0 1 ( 2) 
( 70Wl 

0 0 

sarcoma:NOS 0 1 ( 2) 
(105Wl 

0 0 

[Respiratory sY5temJ 

nasal cauit PaPi llama 0 0 0 1 ( 2) 
(105W) 

lu:-e bronchiolar-alveolar adenoma 2 ( 4) 
(1051il 

0 0 0 

bronchiolar-alveolar carc1noma 0 0 1 ( 2) 
(losm 

0 

(J!ematoroietic .system] 

SPleen hamartoma 0 0 0 1 ( 2) 
(102lil 

mononuclear cell leukemia 10 ( 20) 
(100 - 1051/l 

17 ( 34) 
( 66 - 10511) 

16 ( 32) 
( 74 - 1051il 

19 ( 38) 
( 70 - 1051i) 

hemangioendothelioma 1 ( 2) 
( Bllil 

0 0 0 

NO. (%) :1/urr.ber of Tunor - Beanng Ammals 

(IIPTl!Ol 

(% of Exammed Ammals} (Initial - Final) :Dead or Sacrificed Week of Tu:nor Beanng Ammals 

DA1S2 



' 
STUDY ND. 
ANI HAL 
REPORT TYPE 
SEX 

' 
' 
' 
: 

0104 
RAT F344 
A! 
eEHALE 

NEOPLASTIC LESIONS - INCIDENCE AND TillE De TUNON OCCURRENCE 

PAGE 7 

Drsan___ F'indings:________________ 
GrOUP Name 

NO. 
Control 

(%) 
{Initial - FinaU 

50 ppm 

NO. (%) 
(Initial - Final) 

200 ppm 

NO. (%) 
(Initial- Final) 

600 ppm 

NO. (%) 
{Initial- Final) 

{Digestive systemJ 

oral cavity keratoacanthoma ( 2) 
(!05W) 

0 0 0 

small mtes adenoma 0 0 l ( 2) 
(10311) 

0 

liver hepatocellular adenoma 0 0 l ( 2) 
(1051/) 

0 

dholansJocellular adenoma ( 2) 
(102W) 

0 0 0 

cholanslocellular carc1noma ( 2) 
(105W) 

0 0 0 

(Unnary SYstem I 

kidney rena l ce ll caremama 0 0 0 ( 2) 
( 841<) 

unn bladd transitional cell papilloma 0 ! ( 2) 
(!05Wl 

0 0 

[fndocnne sYstem! 

Pituitary adenoma 12 ( 24) 
( 93 - !051<) 

16 ( 32) 
( 89 - !05NJ 

16 ( 32) 
( 10 - l05!n 

11 ( 22) 
( 79 - 10511) 

adenocarcinoma ! ( 2) 
(!OOiil 

2 ( 4) 
(103 - 1051/) 

l ( 2) 
(10511) 

0 

thyroid C-cell adenoma 4 ( 8) 
(104 - !05Wl 

2 ( 4) 
(!04 - !05iil 

l ( 2) 
( 9211) 

3 ( 6) 
(1051/) 

NO. (%):Number of Tumor- Baar1ns Animals (%of Examined Animals) {Initial - Final) :Dead or Sacrificed !Yeek of Tunor Beanng Ammals 

(IIPTllOl BAIS2 



STUDY ND. : 0104 NEOPLASTIC LESIDIIS - INCIDENCE AND TINE DF TUIIDR OCCURRENCE 

ANIHAL ; RAT F344 
REPORT mE : A1 
SEX : FEHALE PAGE · 8 

Organ__ Findings;______________ _ 
Group Name 

tiD. 
Control 

(%) 
(Initial - Final) 

50 ppm 
tiD. (%) 

(Initial - Final} 

200 ppm 

tiD. (%) 
(initial- Finall 

600 ppm 

tiD. (%) 
(Initial - Final) 

[Endocnne sYstem! 

thyroid follicular adenoma 1 ( 2) 
(1051;) 

0 0 0 

C-call carc1noma l ( 2) 

(105Hl 
3 ( 6) 

(103 - 105Wl 
0 1 ( 2) 

( 9311) 

follicular adenocarc1noma 0 1 ( 2) 
( 79W) 

1 ( 2) 
(105\l) 

0 

pane islet adenoma 0 1 ( 2) 
(1051;) 

0 0 

acrenal pheochromocytoma l ( 2) 
(105W1 

1 ( 2) 
(105lil 

1 ( 2) 
(10511) 

2 ( 4) 
(105lll 

carti ca l adenoma 0 1 ( 21 
( 891il 

2 ( 41 
(104 - 105H) 

1 ( 21 
(1051>1 

pheochromocytoma:malisnant 0 1 ( 2) 
( 70W1 

1 ( 2) 
(1051il 

1 ( 21 
(l05lll 

(Reproductive SYsteml 

uterus endometrial stromal polyp 8 ( 161 3 ( 6) 
(102 - 105111 ( 96 - l051ll 

2 ( 41 
( 74 - 105\n 

3 ( 61 
( 93 - 105\·1) 

osteogenic sarcoma 0 0 1 ( 21 
( 921ll 

0 

schwannoma:malisnant 0 1 ( 21 
( 9311l 

0 j ( 2) 
( 9111) 

endometr1 al stro11a l sarcoma 0 0 2 ( 41 
( 69 - 791>1 

0 

NO. (%):Number of Tumor- Bearing An1mals (%of Exam1ned Animals) (Initial- FinalJ:Dead or Sacrificed Week of Tumor Bear1ns Animals 

(IIPT1101 
BAJS2

-::. 



STUDY NO. : 0104 NEOPLASTIC LESIONS - INCIDENCE AND THIE OF TUIIOR OCCURRENCE 

ANIMAL : RAT F344 
REPORT TYPE : A I 
SEX : FEI!ALE PAGE ' 9 

600 ppm GrOUP Name Control 50 ppm 200 ppm 
_ Organ___ Findings_____________ 110. (%) NO. (%) NO. (%) 110. (%) 

(Initial - Final) (Initial - Final) {Initial - Final) (Initial - Final) 

[ReJrQd.Jctiue sYSteml 

0 ffia!MiarY gl ( 21 adenoma 4 ( 8) 0 I 
(100 - 1051il (!051il 

( 2) 0 fibroadenoma 3 ( 6) 13 ( 261 1 
(10511) ( 90 - 10511) (105N) 

( 2) 0 adenocarcinoma 0 1 0 
( 971/J 

prep/eli gl ( 21 0 adenoma 0 0 1 
( 95lV} 

0 squamous cell carc1noma 0 1 ( 21 0 
( 9711) 

fNen.uus SYSteml 

0 bra1n gliooa 0 0 ( 21 
( 841ll 

[Special sense organs/appandasel 

0 ZYmbal gl adenoma l ( 21 0 0 
(104Nl 

NO. {%):Number of Tumor- Bear1ns Animals (%of Exam1ned Antmals) (Initial- Final}:Dead or Sacrificed l~eek of Tumor Beanng An1mals 

UAIS2 (IIPTl!Ol 

.::J. 



APPENDIX 0 3 


NEOPLASTIC LESIONS - INCIDENCE AND TIME OF TUMOR OCCURRENCE 


MOUSE:MALE 




STUDY NO. : 0105 NEOPLASTIC LESIONS - !llCIOENCE AND TillE OF TUMOR OCCURRENCE 

ANIMAL : HOUSE BOH 
REPORT TYPE : A1 

PAGE : SEX : HALE 

ppm Group Name Cootrol 10 PPm 50 ppm 250 
(;"gan__ Firxiinss:_____________ _ NO. (%} NO. (%} NO. (%} NO. (%} 

(InJtial - Final) (Initial - Final) (initial - Final) (Initial - Final) 

(Jnterunentary syStem/appandagaj 

( 2) 0 sUx:utis hemang i oendothe l i oma: ben1sn 1 ( 21 0 1 
( 97Wl ( 82!11 

1 ( 21 histiocytic sarcoma 0 0 0 
( 85til 

j ( 0 mastcytoma: rna l i 9!1ant 0 0 21 
(lo5tn 

0 1 ( 2} braun fat hemangioendothelioma 0 0 
(105W) 

[RSSPlratrry smem1 

7 ( 14) 5 ( 101 4 ( 81 L<ro bronchtolar-alveolar adenoma 9 ( 18) 
(104 - 105W) (105!11 ( 94 - 105WI ( 82 - 105W) 

3 ( 6) 3 ( 61 0 brmctnotar-alveolar carcinoma 2 ( 4) 
(102 - 105111 (101 - 105W1 ( 82 - 105Wl 

(llematax:uetic smeml 

( 141 9 ( 181 rna l i shant lymphoma 9 ( 181 7 ( 14) 7 L""'*' rode 
( 77 - 105!11 ( 39 - l05W) ( 76 - 105W) ( 86 - !05W) 

( 2) 0 2 ( 41 mastcytoma:malisnant 0 1 
(105W) ( 99 - 10511) 

( 21 0 1 ( 21 SPleen hemang1oendothe l i oma: ben1gn ( 21 1 
(10511) (105!1) ( 99til 

0 0 0 mali9hant LYmPhoma ( 21 
(105Wl 

NO. (%):Nurber of TlJT'OI""- Bearing Animals (%of Examined Ammals} (Initial- Final):Daad or Sacrificed Week of Tuner Bearing Ammals 

OAIS2(IIPTl!O) 



STUDY NO. ' 0!05 	 NEOPLASTIC LESIONS - INCIDENCE AND TIHE OF TU!IOR OCCURRENCE 

ANIHAL : HOUSE BDF! 
REPORT TYPE 
SEX 

: A! 
: HALE PAGE ; 2 

Organ__ 
Findifl8S'------------- ­

Grot.JJ Name 
NO. 

Cootrol 
(%} 

(Initial - Final) 

10 	 PP.1l 

NO. (%) 
(Initial - F'inaU 

50 ppm 

NO. (%) 
{Initial - Final) 

250 ­
NO. (%) 

{Initial - Final) 

[IIemattooJetic sYStem] 

sPleen mastcytoma:malisnant ( 2) 


(10511) 

0 1 	 ( 2) 

(10511) 
0 

hemansJoendothelioma ( 2) 

(10511) 


j 	 ( 2) 

( 9111) 
3 ( 6) 

( 68 - 951;) 
5 { 10) 


( 66 - 10511) 


{Cirrulatcry SYstemJ 

heart heman91oendothel iana 0 0 	 ( 21 
( 94IIl 

0 

[Di99Stive SYstemJ 

stanach papi llama 0 1 	 ( 2) 
( 3911) 


0 0 


care1noid tuocr: rna l isnant 0 0 1 	 ( 2) 
(10511) 


0 


small intes 	 aden:x::arc1rona ( 2) 
 0 0 	 0 
(10511) 


liver 	 hepatocellular adenoma 7 	 { 14) 

( 76 - 10511) 


13 	 ( 26) 
{ 85 - 10511) 

8 ( 16) 
( 76 - 105111 

26 ( 521 
( 75 - 10511) 

2 	 ( 4) 
 0 1 
hJstiocY'tic sarcoma 
( 76 - 9611) 


( 	 2) 
(10511) 

1 ( 2)
(10011) 


( 2) 
 1 	 ( 21 5 hemangioendothelioma 1 	
(10311) 
 ( 911;) 

( 10) 
( 68 - 10511) 

5 ( 10) 

( 92 - 10511) 


7 	 ( 14) 
 8 	 ( 16) 12 hepatocellular carc1noma 
( 97 - 10511) 
 ( 98 - 10511) 

( 24) 
( 74 - 10511) 

25 ( 50) 

( 66 - 10511) 


Final) :Dead or Sacrificed Week of Tumor Bear1119 Animals NO. (%} :Nurber of Tl..lll!T - Bearing Animals {% of Exammed Animals) (Initial -

(liPT!lOl 
BA!S2

,.., 	



STUDY NO. : 0105 NEOPLASTIC LESIONS - INCIDENCE AND TlHE OF TUNOR OCCURRENCE 
ANIHAL : HOUSE BDF1 
REPORT TYPE : AI 
SEX : HALE PAGE ; 3 

Findinss:______________ _ Organ____ 
Group Name 

NO. 
Cootrol 

(%) 
(Initial - Final) 

10 ppm 
NO. (%) 

(Initial - Final) 

50 ppm 

llO. (%) 
(Initial - Final) 

250 ppm 
NO. (%) 

(Initial - Final) 

[Oigestiue sYSteml 

liver hepatoblastoma 0 ( 21 0 0 
(105Wl 

[UrinarY SYStem} 

kidney renal cell adenoma 0 1 ( 21 
(105W) 

0 0 

renal cell careHuna 0 0 l ( 21 0 
(105W1 

trin bladd lei at!YOllS 0 1 ( 21 0 0 
(105W1 

(lnbcn ne sYStem I 

pituitary adenoma 0 ( 21 
(105Wl 

2 ( 41 
(105Wl 

0 

pane ISlet Islet cell adenoma ( 21 0 
(l02W) 

( 2) 
(105Wl 

0 

(ReoradJctive SYStem) 

epididymis histiocytic sarcma 1 ( 21 ( 21 
(105Wl (105Wl 

0 ( 21 
( 88W1 

semm ves histiocytic sarcoma 3 ( 61 0 
(102 - 105lil 

0 ( 21 
( 66Wl 

[Spec1al sense rrsans/appandagej 

Harder sl aderma 2 ( 41 2 ( 4) 
(105Wl (101 - 105W1 

2 ( 4) 
( 99 - 103WI 

8 ( 161 
( 92 - 105WI 

UO. (%) :Nurber of TlJJIOr - Bearing Animals (% of Exammed Animals) (Initial - Final) :Dead or Sacrificed Week of Tumor Beanns Am mats 

(llPTllO) DA1S2 



STUDY NO. : 0I05 NEOPLASTIC LESIONS - INCIDENCE AND TINE OF TUHDR OCCURRENCE 
ANIHAL : HOUSE BDFI 
REPORT TYPE ; AI 
SEX : HALE PAGE : 1 

Or- Findinss;______________ _ 
Group Name 

NO. 
Control 

(%) 
(Initial - Final) 

IO ppm 

NO. (%) 
(Initial - Final) 

50 ppm 

NO. (%) 
{Initial- Final) 

250 ppm 

110. (%) 
{Initial - Final) 

[Husculoskalatal sYSteml 

lxne osteosarcona 0 0 ( 2) 0 
( 941/) 

{Body cavitiesj 

per j tc:neun hemansioendothelioma ( 21 0 0 0 
(I03ll) 

adiiXISe hemangJoendothalioma 0 0 0 ( 2) 

( 92Wl 

(All other SYstems] 

other sch.uamcma 0 ( 2) 0 0 
(105!1) 

histiocytic sarcoma 0 0 0 ( 2) 

(105!1) 

NO. (%) :NLJnber of Tumor - BearJng Ammals (% of Examined Animals) (Initial- Final):Dead or Sacrificed Week of Tumor Bear1n9 Animals 

(IIPTllOl BAIS2 



APPENDIX 0 4 


NEOPLASTIC LESIONS - INCIDENCE AND TIME OF TUMOR OCCURRENCE 


MOUSE:FEMALE 




STUDY NO. : 0!05 IIEOPLASTIC LESIONS - JIICIDENCE AND TIME OF TUilOR OCCURRENCE 
ANIMAL : HOUSE BDFl 
REPORT TYPE : AI 
SEX : FEMALE PAGE : 5 

Findings:_____________ _ Organ__ 
Group Name 

NO. 
Contra l 

(%) 
(Initial - Final) 

1 0 PPm 
110. (%) 

(Initial - Final) 

50 ppm 

110. (%) 
Onitial- Final) 

250 ppm 

NO. (%) 
(Initial - Final) 

(Inte9.1llentary SYStem/appandage l 

skm/app keratoacanthoma 0 0 I ( 2) 
(103\V) 

0 

Stb:utis leiCl!IYOSarcoma I ( 2) 0 0 0 
(10511) 

schwannoma:malisnant 0 I ( 21 0 0 
(104111 

sarcana:NOS 0 I ( 2) 0 0 
( 7511) 

hemansioendothelioma 0 0 I ( 2) 
(105\V) 

2 ( 4) 

(103 - !0511) 

l:::rom fat hemangtoendothalioma I ( 2) 
(!05\V) 

0 0 0 

[ReSPiratory sYStem I 

lU\9 bronchiolar-alveolar adenoma 5 ( !OJ 
(100 - 10511) 

2 ( 4) 

(101 - 105111 
0 1 ( 2) 

(!05iil 

bronchiolar-alueotar carctnoma 0 0 2 ( 4) 
(100 - 10511) 

l ( 2) 
(10511) 

[Uematax:uetic SYStem] 

lmll rode rna l i shant lYlllPhoma 14 ( 28) 
( 74 - 10511) 

10 ( 211 
( 95 - !05Wl 

!6 ( 33) 
( 75 - !0511) 

10 ( 20) 
( 82 - 105\VJ 

I ( 21 0 mastcytoma:malisnant 0 
(!0511) 

0 

NO. (%) :NU'Ilber of Tunor - Beanng Am mats (% of Exam mad Antmals_l (Initial - FinaU :Dead or Sacrificed l~eek of Tumor Beanng Animals 

(HPTl!O) BAIS2



STUDY NO. ' 0!05 	 NEOPLASTIC LESIONS - INCIDENCE :\NO TillE OF TUMOR OCCURRENCE 

AIIIHAL : HOUSE BDFI 
REPORT TYPE : AI 

PACE : 6 SEX ' FEHALE 

GrOUP !lame Control 10 DPm 250 PPm50 ­
Findinss:_____________ _ NO. (%) NO. (%) NO. (%) NO. (%) Or­

(Initial - Final) (Initial - Final) Onitial- Final) (Initial - !;'jnal) 

[llematoPoietic SYstemJ 

( 2) 5 	 ( 101 3 ( 6) 
so loon rna l i9hant LYmPh:Jma 3 ( 6) 
(!05R) ( SBR) ( 82 - !05101 (103 - !05WI 


0 1 	 ( 21 
hemangioendothelioma 0 0 
( 94111 


{Digestive SYstem] 

( 2) 0 0 1 	 ( 21 
trce.Je papi Llana 1 
(I05W1 (105W1 


1 	 ( 21 0 
stcmach papilloma 0 0 
(I05WI 


0 	 0 squamous cell carctnoma 1 ( 21 0 
(lOOW) 

6) 3 ( 6) 7 	 ( 141 26 ( 52) 
liver 	 hepatocellular adenoma 3 ( 
(!05WI (1051il (104 - !05WI ( 83 - !05WI 


( 2) 0 	 0 cholansiocellular adenoma 0 l 
( 82W) 

2) ( 2) l 	 ( 21 0 
histiOCYtic sarcoma l ( l 
(!OSWI ( 94WJ ( 40WI 


0 0 l 	 ( 2) 
hemangioendothelioma 0 
( 94WJ 


0 14 	 ( 28) 
hepatocellular carcJnorna 0 0 
( 83 - 105W) 


[F.nc:ba-tne system! 

11 ( 231 4 	 ~ 8) 9 ( 181 
pituitary adenoma 9 ( 18) 
( 91 - 105W1 
(100 - 105WI ( 68 - 105W1 ( 85 - 1051~1 

llO. (%):Nurt>er of Tl..l!fl(T- Bearmg Ammals (%of Exarnmed Animals) {Initial- FinaLJ:Dead or Sacrificed Week of Tumor Bear1ne An1mals 

BAIS2(HPTllO) 



STUDY ND. 0105 	 NEOPLASTIC LESIONS - INCIDENCE AND TillE DF TUHOR OCCURRENCE 

ANIHAL HOUSE BBF1 
REPORT TYPE 
SEX 

A1 
: FEHALE PAGE : 7 

GrOUP Name Cootrol 10 ppm 50 ppm 250 ppm 

Organ__ Findings:______________ _ RD. (%) 
(Initial - Final) 

NO. (%) 
(Initial - Final) 

NO. (%) 
(Initial - Final) 

NO. (%) 
(initial - Final) 

{Enoocnne system{ 

pituitary adenx:arcuuna ( 2) 
(104W) 

0 ! ( 2) 

(103W) 


0 

{Re<rndJctive sYStem{ 

c>'Staderana ""'"' 2 ( 4) 
(105Wl 

2 ( 4) 
( 95 - 104W) 

l ( 2) 

(105Wl 


l 	 ( 2) 

(104111 


hemarn i oendothe l i oma 0 0 l ( 2) 
 0 
(105Wl 


grarulosa-theca cell tunor:malisnant 0 0 l ( 2) 

(105W1 


0 

uterus endornatr1a l strooa l POlyp 0 l ( 21 
(1051!) 

0 l 	 ( 2) 

( 95Wl 


histiocytic sarcoma 11 ( 22) 
( 68 - 105WI 

12 ( 26) 
( 63 - 105111 

10 ( 201 
( 54 - 105WI 

11 	 ( 221 
( 81 - !05WJ 

hemang1 oendothe l i oma 0 0 0 l 	 ( 2) 

( 94Wl 


vag1na papi Llana 0 l ( 2) 

( 98W) 
0 0 

maiMlarY gl adenxarcinoma l ( 2) l ( 2) 
(105Wl (1051!) 

l ( 	 21 
(l04Wl 

0 

[Special sensa organs/appandagel 

Harder gl adenoma 4 ( 8) 3 ( 61 
(105W) ( 96 - l05Wl 

3 ( 	 6) 
(100 - 1051!1 

2 	 { 4) 
( 91 - 105Wl 

NO. {%):Number at Tumor- BearJng An1mats (%of EXamined An1malsl (Initial- Final):Dead or Sacrificed Week of Tumor BearJng An1mals 

(IIPTllOJ BAlS2

:\ 
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STUDY No. 0104 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 

ANI HAL 
SEX 

RAT F344 
HALE PAGE : 

Gf"l:UJ Name Ccrrtrol 200 
50 ­

ppm 600 ppm 

S1TE : subcut is 
TUHOR fil:rcma 

Overall Rates(aJ 
Adjusted Rates(b) 
Termmal Rates{c) 

1/50( 2.0) 
2.70 

1/37( 2.7) 


5/50( 10.0) 
9.09 

2/34( 5.9) 

3/50( 6.0) 
6.67 

2/30( 6.7) 

5/50( 10.0J 
14.71 

4/28( 14.3) 

Standard Rates(d) p = 0.6056 

Prevalen::;e Rates(d) p = 0.0757 

Combtnd analYSJs(d) p = 0.1231 

CoctrarrArmitaga Test(eJ 
Fisher Exact Test(e) 

p =0.3032 

p = 0.1210 p "' 0.3235 p"' 0.1210 

SITE spleen 
TUMOR 110"01Uclear cell leukemia 

<Nerall Ratas(al 
Adjusted Rates(bJ 
Terminal Rates(cl 

11/50( 22. OJ 
24.32 

9/37( 24.3) 


14/50( 28.0) 
17.65 

6/34( 17.6) 

22/50( 44.0J 
40.00 

12/30( 40.0) 

27/50( 54.0J 
42.86 

12/28( 42.9) 

Standard Rates(d) P =0,0022n 

Prevalence Rates(d) p "' 0.0104l: 

Canbtnd analYSJs(d) p =0.0001** 

Codran-Armitage Test(e) 
Fisher E<act Test(eJ 

P = 0.0005n 

p = 0.3777 p :: 0.0707 p = 0.020l.t: 

SITE Liver 
TUHOR hepatocellular adenoma 

Overall Rates(a) 
Adjusted Rates(bJ 
Terminal Rates(c) 

3/50( 6.0) 
6.12 


1/37( 2.7J 


0/50( 

0/34( 

0.0) 
0.0 
0.0) 

0/50( 

0/30( 

O.OJ 
0.0 
0. OJ 

2/50( 

2/28( 

4.0) 
7.14 
7.1) 

Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.3529 

Combind analYsts(d) P=--­

Cochran-Armitase Test(el 
Fist'l".r Exact Test(e) 

p = 0.7915 
p = 0.1325 p = 0.1325 p = 0.4909 

(IIPT360AJ BAIS2 



STUDY llo. 0104 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANI HAL RAT F344 
SEX HALE PAGE ' 2 

Gra..p Name Control 200 
50 ­

ppm 600 ppm 

SITE Pituitary gland 
TUMOR adenoma 

CNerall Rates(a) 
Adiusted Rates(b) 

16/50( 32.01 
27.91 

16/50( 32.0) 
33.33 

18/50( 36.0) 
30.43 

15/50( 30.01 
32.35 

Terminal Rates(c) 9/37( 24.31 
 11/34( 32.4) 8/30( 26. 7) 9/28( 32.1l 

Standard Rates(d) p =0.8149 

Prevalence Rates(d) p = 0.4215 

Carbu-.:l analYsls(d) p =0.5969 

Codhran-Armitase Test(e) 
Fisher Exact Test(e) 

p = 0.7915 

p = 0.4197 p =0.4613 p = 0.4805 

SITE Pituitary gland 
TUMOR adenoma.adenocarcinoma 

Overall Rates(a) 
Adiusted Rates(bl 
Terminal Rates(c) 

16/50( 32.0) 
27.91 

9/37( 24.3) 


16/50( 32.01 
33.33 

11/34( 32.4) 

18/50( 36.01 
30.43 

8/30( 26.7) 

15/50( 30.01 
32.35 

9/28( 32.1) 

Standard Rates(d) p = 0.8149 

Prevalence Rates(d) p = 0.4215 

Corrbind analYSis(d) fl = 0.5969 
Cochran-Armitase Test(e) 
f-isher Exact Test(eJ 

p = 0.7915 
p = 0.4197 p =0.4613 p "' 0.4805 

SITE thYroid 
TUNOR C-cell adenoma 

<Nerall Rates(a) 
AdJusted Rates(b) 

Terminal Rates(cJ 


6/50( 12.0) 
16.22 

6/37( 16.2) 

10/49( 20.41 
26.47 

9/34( 26.5) 

7/50( 14.01 
17.65 

5/30( 16.7) 

3/50( 6.0) 
6.67 

0/28( O.OI 
Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.9289 
Comb1nd anatYS!s(d) P=-­
Cochran-Armitaga Test(eJ 
Fisher Exact Test(eJ 

p = 0.0996 
p = 0.2440 p = 0.4863 p = 0.2728 

(JJPT:JSOA) BAIS2 

'"' 



STUDY No. D104 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL AliALYSIS 
Alii HAL 
SEX 

RAT F344 
HALE PACE ' 3 

Gra.p Nama Control 50 ppm 200 ppm 600 PPm 

SITE : thYroid 
TUMOR : G-cell carcinoma 

<Nerall Rates(aJ 
Adiusted Rates(b) 
Term1nal Rates(c) 

1/50( 2.0) 
2.70 


1/37( 2.7) 


1/49( 2.0) 
2.38 

0/34( 0.0) 

3/50( 6.0) 
9.38 

2/30( 6.7) 

0/50( 0.0) 
0.0 

0/28( 0.0) 

Standard Rates(d) P=-­

Preval.., Rates(d) p =0.7164 

Combind analYSis(d) P=-­

Codran-Armitase Test(eJ 
Fisher Exact Test(e) 

p = 0.4236 

p = 0.2525 p = 0.3235 p = 0.4950 

SITE thYroid 
TUMOR : follicular adenocarcinoma 

OJerall Rates(aJ 
Adiusted Rates(b) 
Termmal Rates(cJ 

0/50( 0.0) 
0.0 


0/37( 0.0) 


3/49( 6.1) 
7.69 

2/34( 5.9) 

0/50( 0.0) 
0.0 

0/30( 0.0) 

0/50( 0.01 
0.0 

0/28( 0.0) 

Standard Rates(d) P=-­
Prevalence Rates(d) P = 0,8617 
Canbmd analYSJs(d) P=-­
Codran-Armitage Test(e) 
Fisher Exact Test(eJ 

p = 0.2268 
p = 0.1287 p "' 0.5000 p = 0.5000 

SlTE thYra I d 
TUMOR C-cell adenoma,C-cell carcmoma 

<Nerall Rates(aJ 
Ad.iusted Rates(b) 

Terminal Rates(cl 


7/50( 14.0) 11/49( 22.4) 
18.92 
 26.47 

7/37( 18.9) 
 9/34( 26.5) 

10/50( 20.01 
26.47 

7/30( 23.31 

3/50( 6.0) 
6.67 

0/28( 0.01 

Standard Rates(d) P=-­
Prevalence Rates(d) p "' 0.9549 
Carbind analYSis(d) P=-­
Coclran-Armitage Test(e) 
Fisher Exact Test(e) 

p =0.0607 
p =0.2584 p = 0.3417 p = 0.1917 

(IIPT360A) BAIS2 

"' 



6 

STUDY No. D1D4 NEOPLASTIC LESION5-IIICIDENCE AND STATISTICAL ANALYSIS 
ANI HAL 
SEX 

RAT F344 
HALE PAGE ' 4 

Gn:J...UJ Name Control 50 ppm 200 PPm 600 ppm 

SITE thyroid 

TUMOR follicular adenoma, follicular adenocarclnQ~ 


Overall 
A<tiusted 
Terminal 

Rates(a) 
Rates(bl 
Rates(c) 

0/50( 

0/37( 

0.01 3/49( 6.11 
0.0 7.69 
0.0) 2/34( 5.91 

0/50( 

0/30( 

0.0) 
0.0 
0.0) 

1/50( 

0/28( 

2.01 
2.94 

0.01 


Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.4866 

Cmbind anai.Ysis(d) P=-­
Codran-Annitage Test(e) 
Fisher Exact Test(aJ 

p =0.8250 
p = 0.1287 p = 0.5000 p -= 0.4950 

SITE pancreas 1slet 
TUMOR adenoma 

<Nerall Rates(a} 
A<tiusted Rates(bl 
Ternmal Rates(c) 

3/50( 6.0) 
8.11 

3/37( 8.1) 

4/50( 8.01 
11.76 

4/34( 11.8) 

!/50( 

0/30( 

2. 0) 
2.50 
0.0) 

3/50( 

1/28( 

6.0) 
6.52 

3.6) 


Stardard Rates (d) P=-­

Prevalence Rates(d) p = 0.5178 

Carbmd analYSis(d) P=-­

Codran-Annitage Test(e} 
Fisher Exact Test(e} 

P = 0,8563 

p = 0.4895 p = 0.3235 p =0.3392 

SITE pancreas 1slet 
TUIIOR adenoma.adenocarcinoma 

Overall Rates(aJ 
A<tiusted Rates(bl 
Termmal Rates(c) 

4/50( 8.0) 4/50( 8.0) 
10.53 II.76 

3/37( 8.11 4/34( 11.81 

2/50( 4.0) 
5.00 

1/30( 3.3) 

4/50( 8.01 
8.70 


J/28( 3.61 


Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.4371 

Comb1nd anatYSis(d) P=-­
Cochran-Armitage Test(eJ 
Fisher Exact Test(el 

p = 0.9765 

p = 0.3579 p = 0.3574 p = 0.3579 

(IIPT360AJ BAIS2 



STUDY No. 0104 NEOPLASflC LESIONS-IIiCIDENCE AND SfATISflCAL ANALYSIS 
ANI HAL RAT F344 

PAGE ' 5 SEX HALE 

GrOUP Name PPm Central 50 ppm 200 ppm 600 

SITE adrenal gland 
TUMOR ; pheochromocytoma 

3/50( 6.0) CNerall Rates{a) 8/50( 16,0) 5/50( 10.0) 3/50( 6.0) 
7.14 Adiusted Rates(b) 20.00 11.11 7.14 

1/28( 3.6) Terminal Rates(c) 7/37( 18.9) 2/34( 5,9) 1/30( 3.3) 

Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.9084 

Combind analYSls(d) P=-­

Codran-Armltase Test(e) P = 0.1554 


p = 0.1322 Fisher Exact Test(eJ p = 0.3141 p = 0.1322 

SITE ; adrenal gland 
TUHOR pheochromocY"toma, pheoctromocytoma: rna l isnant 

5/50( 10.0) Overall Rates(a) 9/50( 18,0) 6/50( 12.0) 4/50( 8.0) 
10.00 Adiusted Rates(b) 20.00 11.11 9.52 

1/28( 3.6) Terminal Rates(c} 7/37( 18.9) 2/34( 5.9) 2/30( 6.7) 

Standard Rates(d) p = 0.4237 
Prevalence Rates(d) p = 0.7818 
Carbine! anai.Ysls(d) p = 0.7528 
Codran-Annitase Test(el p = 0.3555 

p =0.2379 Fisher Exact Test(e) p = 0.3291 p = 0.1562 

SITE : testis 
TUIIOR : Jnterst it ial ce ll tunor 

48/50( 96.0) Overall Rates{a) 47/50( 94.0) 46/50( 92.0) 45/50( 90.0) 
100.00 Adiusted Rates(b) 100.00 97.30 96.67 

28/28(100. OJ Termmat Rates(c) 37/37(100.0) 33/34( 97.1) 29/30( 96. 7) 

Stai'Klard Rates(d) P=-­
Prevalence Rates(d) p = 0.0788 

Carbind analYS!s(d) P=-­
Cochran-Armitase Test(e) p = 0.4987 


p = 0.4976 p = 0.4722 Fisher Exact Test(e) p = 0.4723 

OAIS2 (IIPT360A) 

'"' 



STUDY No. OI04 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANI HAL RAT F344 
SEX HALE PAGE 6 

GrnJp Name Control 50 ppm 200 ppm 600 ppm 

SITE mammary gland 

TUMOR adenoma,fibroadenoma 


OJerall Rates(a) 3/50( 6.0) 2/50( 4.0) I/50( 2.0) 
 1/50( 2.01 

Adit.Sted Rates(b) 5.26 5.00 3.33 
 2.70 


Tennmal Rates(c) I/37( 2.7) I/34( 2.9) I/30( 3.31 
 0/28( 0.01 


Standard Rates(d) p : !.0000 ? 

Prevalence Rates(d) p : 0.689I 

CarbJrd analYsJs(d) p: 0.7952 

Cactran-Annitage Test(e) 
Fisher Exact Test(ol 

p : 0.3372 

p : 0.4909 p = 0.3235 
 p : 0.3235 

SITE mammary gland 

TUHOR adenoma,fibroadenoma,adenocarctnoma 


Overall Rates(a_J 3/50( 6.0) 2/50( 4.01 I/50( 2.0) 
 2/50( 4.0) 


Adiusted Rotes(b) 5.26 5.00 3.33 
 5.4I 

Tenmnal Rates(c) I/37( 2. 71 I/34( 2.9) 1/30( 3.3) 
 I/28( 3.6) 


Standard Rates(d) p : !.0000 ' 

Prevalence Rates(d) p : 0.42I7 

Combtrd analYsJs(d) p : 0.5506 

Cochran-Armitase Test(eJ 
Fisher Exact Test(eJ 

p = 0.7593 

p : 0.4909 p = 0.3235 
 p "' 0.4909 

SITE prePUtiaL/clitoral gland 
TUUOR adenoma 

Overall Rates(a) 1/50( 2.0) 3/50( 6.0) 2/50( 4.01 0/50( 0.01 

Adit.Stod Rates(b) 
Terminal Rates(c) 

2.70 
I/37( 2.7) 

8.82 
3/34( 8.8) 

3.I3 
0/30( 0.0) 

0.0 

0/28( 0.0) 


Standard Rates(d) p : 0.3584 
Prevalence Rates(d) p : 0.8878 
Carbmd analysls(d) p : 0.8609 
Cochran-Armitase Test(e) 
Fis-ter Exact Test(e) 

p : 0.2020 
p : 0.3235 p : 0.4926 p : 0.4950 

(IIPT360A) BAIS2 

(a): Nl.ll'ber of tunor-bearing animals/nunber of ammals e;o;:ammed at the site. 
(b): Kaplan-HeJn::l estimated turror tncldence at the end of the studY after adjusting for tntera..rrent rrortality. 

(c): Observed tunar mcidence at tennmal kill. 

(d): Beneath the control mcidence are the Pvalues assoCJated with the trend test. 


Standard method Death analYsis 

Prevalence meth:Jd ; !nCJdental ttrnor test 

Carbmd analYSIS ; Death analysiS + Incidenta ltumor test 


(e): The Coctran-Armitage and F'isher' s e;cact test compare directly the a..rerall InCidence rates. 
? : The ccnHtional Pf"'babities of the largest and smallest possible out comes can not estimated or thJs ?-value IS beyond the estimated P-value 

6 



APPENDIX P 2 


NEOPLASTIC LESIONS INCIDENCE AND STATISTICAL ANALYSIS 


RAT:FEMALE 




,:,. 
STUDY No. 
ANIMAL 
SEX 

: 0104 
RAT F344 
FElfALE 

NEOPLASTIC LESIOIIS-INC!DENCE AIID STATISTICAL AIIALYS1S 

PAGE ; 7 

Gro:..P Name Central 50 ppm 200 ppm 600 ppm 

SITE 
TUMOR 

: 
: 

SPleen 
mononuclear cell Leli<enna 

<Nerall Rates(a) 
Actiusted Rates(b) 
Terminal Rates(c) 
Standard Rates(d) 
Prevalence Rates(d) 
Combind anaiYSis(d) 
Coctran-Annitase Test(e) 
Fisher Exact Test(eJ 

10/50( 20.0) 
14.29 

6/42( 14.3) 
p = 0.0486~ 

p = 0.3153 
p = 0.0571 
p = 0.1397 

17/50( 34.0) 
20.59 

7/34( 20.6) 

p = 0.1636 

16/50( 32.0) 
22.50 

7/34( 20.6) 

p = 0.2039 

19/50( 38.0) 
20.59 

7/34( 20.6) 

p = 0.1027 

SITE 
TUHOR 

• Pituitary stand 
: adenoma 

OJerall Rates(a) 
Actiusted Rates(b) 
Terminal Rates(c) 
Standard Rates(d) 
Prevalence Rates(d) 
Conblnd analYSJs(d) 
Cochran-Armitase Test(eJ 
Fisher Exact Test(eJ 

12/50( 24.0) 
23.81 

10/42( 23.8) 
p = 0.1261 
p = 0.8709 
p = 0.7045 
p = 0.4466 

16/49( 32. 7) 
40.00 

13/34( 38.2) 

p = 0.3088 

16/50( 32.0) 
35.29 

12/34( 35.3) 

p = 0.3253 

1!/50( 22.0) 
17.78 

4/34( 11.8) 

p = 0.4826 

SITE 
TUHOR 

: 
: 

PituitarY gland 
adenoma ,adenocarcinoma 

Overall Rates(a) 
Actiusted Rates(bl 
Terminal Rates(c) 
Standard Rates(d) 
Prevalence Rates(d) 
Comb1nd anaiYSis(d) 
Codran-Annitage Test(e} 
Fisher Exact Test(e) 

13/50( 26.0) 
23.81 

10/42( 23.8) 
p = 0.2823 
p = 0.9023 
p = 0.8167 
p = 0.2672 

18/49( 36.7) 
42.86 

14/34( 41.2) 

p = 0.2657 

17/50( 34.0) 
38.24 

13/34( 38.2) 

p = 0.3333 

1!/50( 22.0) 
17.78 

4/34( 1!.8) 

p =0.4450 

(IIPT360AJ OAIS2 



STUDY No. 0104 NEOPLASTIC LESIOIIS-INCJDENCE AJID STATISTICAL ANALYSIS 
All! HAL 
SEX 

RAT F344 
FE!!ALE PAGE · 8 

Gn;:u:~ Nama Control 50 ppm 200 PPm 600 ppm 

SITE thyroid 
TUMOR C-cell adenoma 

();erall Rates(a) 
Adjusted Rates(b) 
Terminal Rates(c) 

4/50( 8.0) 
8.89 

3/42( 7.1) 


2/50( 

1/34( 

4.0) 
5.71 
2.9) 

!/50( 

0/34( 

2. OJ 
2.44 
0.0) 

3/49( 

3/34( 

6.1) 
8.82 

8.8) 


Standard Rates(d) P•-­
Prevalence Rates(d) p • 0.4429 

Calhmd analYS!s(d) P•-­
Codran-Armitase Test(e) 
Fisher Exact Test(eJ 

P = 0.9939 
p • 0.3574 p • 0.!998 p • 0.4788 

SITE thYroid 
TUMOR C-cell carcmoma 

Overall 
 Rates(al 
Adjusted 
 Rates(b) 
Tenmnal Rates(c) 

1/50( 2.0) 
2.38 

1/42( 2.4) 


3/50( 

2/34( 

6.0) 
8.33 
5.9) 

0/50( 

0/34( 

0.0) 
0.0 
0.0) 

1/49( 

0/34( 

2.0) 
2.38 

0.0) 


Standard Rates(d) P•-­

Preualenc:e Rates(d) P • 0.6763 

Carbind analYsJs(d) P•-­

Cochran-Armitase Test(e) 
Fisher Exact Test(e) 

P • 0.5587 

p = 0.3235 p = 0.4950 p = 0.2525 

SITE thyroid 
TUMOR C-celt aderma,C-cell carcuuna 

Overall Rates(a) 
Adjusted Rates(bl 
Terminal Rates(c) 

5/50( 10.0) 5/50( 10.0) 
11. I! 13.89 

4/42( 9.5) 
 3/34( 8.8) 

1/50{ 2. 0) 
2.44 

0/34( 0.0) 

4/49( 8.2) 
9.52 


3/34( 8.8) 


Standard Rates(d) P•-­

Prevalence Rates(d) p • 0.5940 

CarbJnd anaLYsts(d) P=-­
Codran-Armitase Test(e) 
Fisher Exact Test(e) 

p • 0.7241 
p • 0.3710 p. 0.!210 p • 0.4763 

(IIPT360A) BAIS2 

" 




6 
STUDY No. 0104 NEOPLASTIC LESIONS-INGIDENGE AIID STATISTICAL ANALYSIS 
ANI HAL RAT F344 
SEX FEHALE PAGE ' g

Group Name Control 50 ppm 200 ppm 600 ppm 

SITE adrenal gland 
TUHOR pheochromocytoma,pheochnomocytoma:malisnant 

Cverall Rates(a) 
Adjusted Rates(b) 
Termmal Rates(c} 

1/50( 2.0) 
2.38 

1/42( 2.4) 


2/50( 

1/34( 

4.0) 
2.94 
2.9) 

2/50( 

2/34( 

4.0) 
5.88 
5.9) 

3/50( 

3/34( 

6.0) 
8.82 
8.8) 

Standard Rates(d) p = 0.5431 

Prevalence Rates(d) p = 0.0920 

Combind analYSIS(d) p = 0.1520 

Coctran-Annitage Test(e) p =0.3580 

Fisher Exact Test(e) p = 0.4926 p = 0.4926 p "' 0.3235 

SITE uterus 
TUMOR encbmetnal stranal polyp 

Overall 
 Rates(a) 8/50( 16.0) 3/50( 6.0) 2/50( 4.0) 3/50( 6.0) 

Adiusted 
 Rates(b) 
Terminal Rates(c) 

17.39 

7/42( 16.7) 


7.32 
2/34( 5.9) 

4.17 
1/34( 2.9) 

6.98 
2/34( 5.9) 

Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.8706 

Combtnd analYS!s(d} P=-­

Cochran-Armitage Test(e) 
Fisher Exact Test(e) 

p = 0.2452 

p = 0.1322 p = 0.0671 p = 0.1322 

SITE uterus 
TUHOR endometriaL stromal polyp,encfometnal stranal sarcoma 

Overall Rates(al 
Adiusted Rates(b) 
Terminal Rates(c) 

8/50( 16.0) 3/50( 6.0) 
17.39 7.32 

7/42( 16.7) 2/34( 5.9) 

4/50( 8.0) 
4.26 

1/34( 2.9) 

3/50( 6.01 
6.98 

2/34( 5.9) 

Standard Rates(d) p =0.4683 
Prevalence Rates(d) p =0.8709 
Comblnd analYSJs(d) p = 0.8614 
Cochran-Armitase Test(e) 
Fisher Exact Test(e) 

p = 0.2594 
p = 0.1322 p =0.2169 p"' 0.1322 

(IIPT360A) OA1S2 



STUDY No. 0104 NEOPLASTIC LESIONS-lliCIDENCE AND STATISTICAL ANALYSIS 
All! HAL
SEX 

RAT F344 
FEHALE PAGE ' 10 

G11JUP Name Control 50 ppm 200 ppm 600 ppm 

SITE mammary gland 
TUMOR adenoma 

<Nerall Rates(a) 
Adiusted Rates(bl 
Terminal Rates(cl 

4/50( 8.0) 
8.51 

3/42( 7.1) 

0/50( 0.0) 
0.0 

0/34( O.Ol 

1/50( 2.01 
2.94 

1/34( 2.9) 

0/50( 0.0) 
0.0 

0/34( 0.01 

Standard Rates(d) P=-­
Prevalence Rates(d) p = 0.9602 
Comblnd analYSis(d) P=-­
Codran-Armitage Test(eJ 
Fisher b:act Test(e) 

p =0.0972 
p = 0.0688 p = 0.1998 p;;: 0.0688 

SITE mammarY gland 
TUHOR fibroadenoma 

OJerall Rates(a) 
Adiusted Rates(b) 
Tenmnal Rates(c) 

3/50( 6.0) 
7.14 

3/42( 7.1) 

13/50( 26.0) 
31.43 

10/34( 28.41 

l/50( 2.01 
2.94 

l/34( 2.9) 

0/50( 0.0) 
0.0 

0/34( 0.0) 

Standard Rates(d) p = 0.5209 
Prevalence Rates(d) p = 0.9891 
Carbmd anai.Ysis(d) p = 0.9993 
Codran-Armitase Test(e) 
Fisher E>act Test(el 

P =0.0029n 
p =0.0175':1: p = 0.3235 p = 0.1325 

SITE marrmary gland 
TUMOR adenoma,fibroadenoma 

Overall 
 Rates{a) 
Adiusted 
 Rates(bl 
Terminal 
 Rates{c) 

7/50( 14.0) 
14.88 

6/42( 14.3) 

13/50( 26.01 
31.43 

10/34( 28.41 

2/50( 4.0) 
5.88 

2/34( 5.8) 

0/50( 0.0) 
0.0 

0/34( 0.0) 

Standard 
 Rates(d) p = 0.5208 
Prevalence Rates(d) 
 p =0.9999 
Carbmd analYSis(d) 
 p = 0.8888 
Coclran-Armitase Test(a) 
Fisher b:act Tast(e) 

p "' 0. ooosu 
p =0.1634 p = 0.1045 p = 0.0101* 

(IIPT360Al BA1S2 

'-'• 



/0, 

STUDY No. 
ANI HAL 
SEX 

0104 
RAT F344 
FEHALE 

IIEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 

PAGE 11 

GrCUl Name Control 50 ppm 200 ppm 600 ppm 

SITE 
TUMOR 

mammarY gland 
adenoma,fibroadenoma,adenocarcJnoma 

{)Jerall Rates(a) 
Adiusted Rates(b) 
Tenninal Rates(c) 
Standard Rates(d) 
Prevalence Rates(d) 
Crnbmd analYsls(d) 
Coc!ran-Armitage Test(eJ 
Fisher Exact Test(eJ 

7/50( 14.01 
14.89 

6/42( 14.31 
p ~ 0.5209 
p ~ 0.9999 
p ~ !.0000 
p =0.0004*~ 

14/50( 28.DI 
31.43 

10/34( 29.4) 

p ~ 0.1246 

2/50( 4.01 
5.88 

2/34( 5.91 

p ~ 0.1045 

0/50( 0.01 
0.0 

0/34( 0.01 

p = 0.0101:~: 

(IIPT360A) OAIS2 

(aJ: Number of tumor-beartns antmals/number of an1mals examined at the site. 
(b): Kaplan-Heirs estimated tu:nor mcfdence at the end of the study after adjusting for mtero...rrent mortality. 

(c): Observed tumor incidence at termmal kill. 
(d): Beneath the control Incidence are the Pvalues associated with the trend test. 

Standard method Death analYsis 
Prevalence method : Incidental tunor test 
C'arbind analYS1s ; Death analYSiS + Incidents ltumor test 

(e): 1ha Ccx:tran-Armitage and Fisher's exact test compare directlY the overall incidence rates. 
? : The conditional probabities of the largest and smallest POSSible out canes can not estimated a- this P-value 1s beYOnd the estimated P-value 

-­ : There is no date wh1ch should be statistic analYStS 
Significant difference * ~ P ~ 0.05 ** : P :i 0.01 



APPENDIX P 3 


NEOPLASTIC LESIONS INCIDENCE AND STATISTICAL ANALYSIS 


MOUSE'MALE 




STliDY !Ia. OI05 NEOPLASTIC LESIONS-l!lCIDENCE AND STATISTICAL Al/ALYSIS 
ANI HAL 
SEX 

HOUSE BOFI 
HALE PAGE . 

Grt::IUl Name Control 10 PPm 50 ppm 250 ppm 

SITE LU19 
TUHOR bronchJolar-alueotar aderDrna 

Overall Rates(a) 
Adjusted Rates(b) 
Termmal Rates(c) 

9/50( 18.01 
27.27 

8/31( 25.81 

7/50( 14.01 
20.00 


7/35( 20.01 


5/50( 10.01 
14.29 

4/28( 14.31 

4/50( 8.01 
9.38 


1/22( 4.51 


Standard Rates(d) P=-­
Prevalence Rates(d) P = 0.8423 
Carbmd ana(.ys1s(d) P=-­
Cochran-Armitage Test(e) 
Fisher ~act Test(eJ 

p = 0.1926 

p "' 0.4234 
 p :: 0.2379 p = 0.!562 

SITE LU19 
TUUOR bronchJOlar-alveolar carcmoma 

Overall Ratos(a_) 
Adjusted Rates(b1 
Termmal Rates(c) 

2/50( 4.01 
3.23 

1/31( 3.21 

3/50( 

2/35( 

6.01 
7.89 
5.7) 


3/50( 

2/28( 

6.01 
7.14 
7.11 

0/50( 

0/22( 

0.01 
0.0 

0.0) 


Standard Rates(d) p =0.6586 

Prevalence Rates(d} ? = 0.8793 

Corrhmd analYSis(d) p = 0.9181 

Cochran-Armitage Test(e) 
Fisher Exact Test(e) 

p = 0.1172 

p = 0.4909 p =0.4909 p = 0.2574 

SITE ltro 
TUMOR bronchJolar-alvealar adenoma,lTonchJolar-atveolar carc1noma 

Overall Rates(a) 
Adjusted Rates(b) 
Terminal Rates(c) 

11/50( 22.0) 10/50( 20.0) 8/50( 16.0) 

30.30 26.32 21.43 
9/31( 29.0) 9/35( 25.71 
 6/28( 21.4) 

4/50( 8.0) 
9.38 


l/22( 4.51 


Standard Rates(d) p = 0.6586 


Prevalence Rates(d) p = 0.9465 

Corr.bmd analYSis(d) p =0.9593 

Cochran-Armitage Test(e) 
Fisher Exact Test(e} 

p =0.0468• 

p = 0.4833 
 p , 0.3526 p ::; 0.0777 

(IIPT360Al 
BAIS2 



STUDY No. 0105 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANIMAL HOUSE DDFI 
SEX II ALE PACE 2 

Group Name Control 10 """ 50 ppm 250 ppm 

SITE ~ node 
TUMOR mali9hant lymphoma 

OJerall Rates(a) 9/50( 18.01 7/50( 14.01 7/50( 14.0) 9/50( 18.01 
Adiusted Rates(b) 16.13 11.43 14.29 18.18 

Ternmal Rates(c) 5/31( 16.11 4/35( 11.4) 4/28( 14.3) 4/22( 18.2) 

Standard Rates(d) p =0.2947 
Prevalence Rates(d) p = 0.1889 
Conbmd analYsJs(d} p =0.1635 
Cochran-Armitage Test(e) p = 0.7176 
Fisher Exact Test(e} p = 0.4234 p =0.4234 p = 0.3893 

SITE SPleen 
TUMOR hemangioendothet ioma 

OJerall Rates(a) 1/50( 2.0) !/50( 2.0) 3/50( 6.01 5/50( 10.01 
Adiusted Rates(b) 3.23 0.0 6.38 12.00 

Termmat Rates(c) 1/31( 3.2) 0/35( 0.0) 0/28( 0.01 2/22( 9.1) 

Standard Rates(d) p = 0.5167 
Prevalence Rates(d) p = 0.0177-" 
Canbmd analYsJs(d) p = 0.0340* 
Cochran-Armitage Test(e) p = 0.0420* 
Fisher Exact Test(e) p = 0.2475 p =0.3235 p = 0.1210 

SITE SPleen 
TUUOR hemang 1oendothe l i oma: bem gn ,hemang 1oendothe l i oma 

Overall Rates(a) 2/50( 4.0) 2/50( 4.0) 3/50( 6.0) 6/50( 12.01 
Adiusted Rates(bl 6.45 2.86 6.38 12.90 

Termmal Rates(c} 2/31( 6.51 1/35( 2.9) 0/28( 0.0) 2/22( 9.1) 

Standard Rates(d) p = 0.5167 
Prevalence Rates(d) p = 0.0276-" 
Cn~ind analYSIS(d) p = 0.0458• 
Cochran-Armitage Test(e) p =0.0608 
Fisher Exact Test(e) p = 0.3088 p = 0.4909 p" 0.1606 

(IIPT360A) DAIS2 

i~ 	



STUDY No. OI05 NEOPLASTIC LESIONS-INCIDENCE AIID STATISTICAL ANALYSIS 
AIIIHAL HOUSE BDFI 
SEX HALE PAGE ' 3 

Group Name Control 10 ppm 50 ppm 250 ppm 

SITE liver 
TUMOR hepatocellular adenoma 

Overall Rates(aJ 7/50( 14.0) 13/50( 26.0) 8/50( 16.0) 26/50( 52.0) 
Actiusted Rates(b) 15.22 34.29 20.59 77.27 
Termmal Rates(cl 4/31( 12.9) 
 12/35( 34.3) 5/28( 17.9) 17/22( 77.3) 
Standard Rates(d) p = 1.0000 '? 

Prevalence Rates(d) p <0.0001** 

Combind analYSis(d) p <0.0001** 

Coctran-Armltage Test(e) P <O.OOOln 

Pisher Exact Test(e) p" 0.1634 p " 0.4854 P = 0.0029u 

SITE liver 
TUNOR hemang 1oendoi:he l i ama 

<Nerall Rates(a) 1/50( 2.0) 1/50( 2.0) 5/50{ 10.0) 5/50( 10.0) 

AcUusted Rates(bl 0.0 2.17 3.57 13.64 
Terminal Rates{c) 0/31( 0.0) 
 0/35( 0.0) 1/28( 3.6) 3/22( 13.6) 
Starrlard Rates(d) p " 0.2158 

Prevalence Rates(d) p = 0.0270~ 


Cantnnd analYSis(d) p =0.0332* 

Cochran-Armitaga Test(e) p " 0.0883 

Fisher Exact Test(e) p " 0.2475 p = 0.1210 p" 0.1210 

SITE t iver 
TUHOR hepatocellular carcmoma 

Werall 
 Rates(a) 
 7/50( 14.0) 8/50( 16.0) 12/50( 24.0) 25/50( 50.0) 

AcUusted 
 Rates(bJ 

Termmal 
 Rates(cJ 


16.13 16.67 
5/31( 16.1) 
 5/35( 14.3) 

25.00 
7/28( 25.0) 

45.45 
10/22( 45.5) 

Standard 
 Rates(d) 
 P =O.OOlOn 

Prevalence Rates(d) p =0.0002:n: 

Corrbmd analYSJs{d_) P <O.OOOln 

Cochran-Armitase Test(eJ 
Fisher Exact Test(e) 

p <0.0001** 

p " 0.4854 p " 0.2119 p "' 0.004l:t-:1: 

(IIPT360A) BA152 

"' 



6 
STUDY No. 0105 NEOPLASTIC LES!DNS-liiCIOENCE AND STATISTICAL ANALYSIS 

AtHHAL HOUSE ODF! 

SEX HALE PACE ' ' 


Grru:'J Name Control 10 ppm 50 ppm 250 ppm 

SITE liver 

TUMOR hepatocellular adenoma.hepatocallular carc1noma 


<Nerall Rates(a) 13/50( 26.0) 21/50( 42.0) 19/50( 38.0) 40/50( 80.0) 

Adjusted Rates(b) 26.47 50.00 39.39 90.91 

Tenmnal Rates(c) 8/3!( 25.8) 17/35( 48.61 11/28( 39.3) 20/22( 90.9) 

Standard Rates(d) P = 0.0020n 

Prevalence Rates(d) P <O.OOOl:n: 

Carbmd ana1Ys1s(d) P <O.OOOI:u: 

Cochran-Armitage Test(e) P <O.OOOI:u: 

Fisher Exact Test(e) p = 0.1615 p = 0.2359 p "0.0018** 

SITE semmal vesicle 

TUMOR histiocytic sarcoma 


Overall Rates(aJ 3/50( 6.0) 0/50( 0.0) 0/50( 0.0) 1/50( 2.0) 

Adjusted Rates(b} 6.45 0.0 0.0 0.0 

Term1nal Rates(cJ 2/31( 6.5) 0/35( 0.0) 0/28( 0.0) 0/22( 0.0) 

Standard Rates(d) p 0 0.2253

Prevalence Rates(d} p 0 0.8578 

Canbmd analYsJs(d) p = 0.4815 

Codran-Armitase Test(eJ 
Fisher Exact Test(e) 

p 0 0.7649

p 0 0.1325 p = 0.1325 p = 0.3235 

SITE !!arden an g Land 

TUMOR adenoma 


Overall Rates(a) 
Adiusted Rates(bl 
Term1nal Rates(c} 
Standard Rates(d) 


2/50( 4.0) 
6.45 

2/31( 6.5) p, __

2/50( 4.0) 
5.26 

1/35( 2.9) 

2/50( 4.0) 
6.45 


0/28( 0.0) 

8/50( 16.01 

23.08 


4/22( 18.2) 


Prevalence Rates(d) P = 0.0024n 

Combind analYSJs(d) P=-­

Codran-Armitase Test(e) 
Fish€r Exact Test(el 

p =0.0046*'* 

p = 0.3088 p 0 0.3088 p = 0.0671

(IIPT360Al BA!S2

(a): Nunber of tunor-bearmg ammals/nurber of ammals exammed at the site. 

(b): Kaplan-Meire estimated tumor mcldence at the end of the studY after adjusting for mtercurrent mortality. 

(c): Observed tuiOr mcidence at termmal kill. 

(d): Beneath the control incidence are the Pvalues associated with the trend test. 


Standard method ~ Death analYsis 

Prevalence method : Incidental tuner test 

Canb1nd analYSIS : Death analysis + lnc1denta ltunor test 


(e_): The Cadran-Armitage and Fisher's exact test compare directly the ouerall incidence rates. 

? · The conditional probabities of the largest and smallest POSSible out comes can not estimated or th1s P-value JS beymd the estimated P-value 




;:,. 
STUDY No. 0105 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANI HAL HOUSE BDFI 
SEX HALE PAGE • 

GrOJP Nama Control 10 POrn 50 ppm 250 ppm 

SITE : ALL SITE 
TUMOR hemangioendothelioma:benlgn 

<Nerall Rates(aJ 2/50( 4.0) 1/50( 2.0) 1/50( 2.0) 1/50( 2.0} 
AcUusted Rates{b) 5.26 2.86 2.38 3.23 
Tenninal Rates(cJ 1/31( 3.2) 1/35( 2.9} 0/28( 0.0) 0/22( 0.0} 
Star<lard Rates(d) P=-­
Preualence Rates(d) p =0.5888 
Caitund anatysis(d) P=-­
Cochran-Annitase Test(e) p = 0.7291 
Fisher !>act Test(e) p =0.4926 p = 0.4926 p = 0.4926 

SITE ALL SITE 
TUMOR mallshant lYmPhoma 

Overall Rates(aJ 10/50( 20.0) 7/50( 14.0) 7/50( 14.0) 9/50( 18.0) 
Adjusted Rates(b) 19.35 11.43 14.29 18.18 
Term1nal Rates(c) 6/31 ( 19.4) 4/35( 11.4) 4/28( 14.3) 4/22( 18.2} 
Standard Rates(d) p =0.2947 
Prevalence Rates(d) p =0.2385 
Carb1nd analYSis(d) p = 0.1951 
Cochran-Armitage Test{e) p = 0.8325 
Fisher Exact Test(eJ p = 0.3417 p =0.3417 p = 0.4839 

SITE ALL SITE 
TUMOR hemangioendothelioma 

Overall Rates(a) 2/50( 4.0) 1/50( 2.0} 6/50( 12.0} 8/50( 16.0) 
Adiusted Rates(bl 3.23 o.o 5.26 20.00 
Terminal Rates(cl 1/31 ( 3.2) 0/35( 0.0} 1/28( 3.6} 4/22( 18.2) 
Standard Rates(d) p = 0.2946 
Prevalence Rates(d) p =0.0016:n: 
Carbmd analYSlS(d) p = 0.0070:n: 
Cochran-Armitase Test(e) p = 0.013Q:t 
Fisher Exact Test(eJ p = 0.4926 p = 0.1606 p =0.0671 

(NPT360) BAIS2 

{aJ: Nunber of tumor-beanng ammals/ru:nber of ammals exammed at the site. 
(b): Kaplan-He ire estimated tunor Incidence at the end of the study after adiusting for !nterCUTent mortality. 
(c): Observed tur.or JnCJdenca at termmal kill. 
(d): Beneath the control Incidence are the Pvalues associated with the trend test. 

Standard method : Death analYSIS 
Prevalence method : Incidental tur.or test 
Canbmd analYSIS ~ Death analYSIS + Incfdenta ltumor test 

(eJ: The Cachran-Armitase and Fisher's e~act test oow~are directlY the ouerall Incidence rates. 
? ~ The conditional Pf"'babities of the largest and smallest POSSible out comes can not estimated or this P-value IS beYCnd the estimated P-value 
------ • 'T'I-n-- •- -- ..J-"'- ...<.o-L.. -'--··'·' '·- _ _,_ _ _.., _ _.,_,_ ---'-·-•­
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STUDY No. OI05 	 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
AN !HAL HOUSE RDFI 
SEX FENALE PAGE ' 5 

GrCXJP Name Control 10 ppm 50 ppm 250 	 ppm 

SITE lung 
Tut!OR brcnchJolar-alveolar adenoma 

Overall 
 Rates(aJ 5/50( 	IO.O) 
 2/47( 4.3) 0/49( 	 0.0) I/50( 	 2.0) 
Adjusted 
 Ratas(b) I2.82 
 6.67 0.0 5.88 

Terrnmat Rates(cJ 3/32( 9.4) 
 I/27( 3.7) 0/22( 0.0) I/17( 5.9) 

Standard Rates(d) P=-­

Prevalence Rates(d) P = 0.8446 

Canbind analYsJs(d) P=-­
CoclTan-Armitasa Test(e) p : 0.2034 
Fisher Exact Test(e) p = 0.2690 p : 0.0378• P=O.l210 

SITE lung 
TUtlOR bronchJalar-alveolar adenoma,bronchJolar-atveolar carcuuna 

Ouerall Rates{a) 
Adjusted Rates(b) 

5/50( 10.0) 
12.82 

2/47( 4.3) 
6.67 

2/49( 4.1) 
6.90 

2/50( 	 4.0) 
11.76 

Termmal 
 Rates(c) 
 3/32( 9.4) 
 I/27( 3.7) l/22( 4.5) 2/17( 11.8) 

Standard 
 Rates(d) 
 P=-­

Prevalence Rates(d) p : 0.6500 
Canbmd analYSJs(d) P=-­
Coc!Tan-Armitage Test(eJ p : 0.4552 
Fisher Exact Test(eJ p : 0.2690 p = 0.2510 p = 0.2425 

SITE lYmPh node 
TUUOR maUshant LY!l',phoma 

Overall 
 Rates(a) 
Adiusted 
 Rates(b) 
Terminal 
 Rates(c) 

14/50( 28.0) 
22.86 


7/32( 21.9) 


10/47( 21.3) 
25.93 

7/27( 25.9) 

16/49( 32. 7) 
27.27 

6/22( 27.3) 

10/50( 20.0) 
17.65 

3/17( 17.6) 

Standard 
 Rates(d) p : 0.2111 
Prevalence Rates(d) p: 0.7303 
Canbmd analYSJs(d} p : 0.3966 
Cochran-Armitaga Test(e) 
Fisher fu:act Test(e) 

p : 0.39I3 
p : 0.3576 p = 0.4367 p = 0.3071 

(IIPT360Al BAIS2 

.~ 
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SfUDY No. 0105 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANIMAL HOUSE BBF1 
SEX FEHALE PAGE 6 

Grwp Name Control 10 ppm 50 PPm 250 ppm 

SITE SPleen 
TUMOR mali9hant Lymphoma 

Overall Rates(a) 3/50( 6.0) 1/47( 2.ll 5/48( 10.4) 3/50( 6.01 

Adiusted Rates(b) 9.38 0.0 9.09 5.88 

Ternnnal Rates(c) 3/32( 9.4) 0/27( 0.0) 2/22( 9.1) l/17( 5.9) 


Standard Rates(d} p = 0.1477 
Prevalence Rates(d) p = 0.4432 
Combmd analYsis(d) p = 0.2031 
Cochran-Armitase Test(aJ p = 0.8517 
Fisher Exact Test(e) p =0.3471 p = 0.3578 p = 0.3392 

SITE liver 
TUMOR hepatocellular adenoma 

Overall Rates(a) 3/SO( 6.0) 3/47( 6.4) 7/49( 14.3) 26/49( 53.1) 

Adiusted Rates(b) 9.38 11.11 30.43 64.00 


Ternnnal Rates(c) 3/32( 9.4) 3/27( 11.1) 6/22( 27.3) 9/17( 52.9) 


Star<lard Rates(d) P=-­
Prevalence Rates(d) p <0. OOOln? 

Ccmbmd analYsis(d) P=-­
Coclran-Armitage Test{e) P <0.0001** 
Fisher Exact Test(e) p = 0.3673 p:::: 0.1836 P =O.OOOln 

SITE Liver 
TUHOR hepatocellular carcmoma 

Overall Rates(a) 
 0/50( 0.0) 0/47( 0.01 0/49( 0.01 14/49( 28.6) 

Ad.iusted Rates(b) 
 0.0 0.0 0.0 23.33 


Terminal Rates(c) 0/32( 0.01 0/27( 0.0) 0/22( 0.01 3/17( 17.6) 


Star<lard Rates(d) P <O.OOOln? 
Prevalence Rates(d) ? <O.OOOin? 
Combind analYSJs(d) P <O.OOOin? 
Coctran-Armltage Test(e) P <O.OOOln 
Fisher Exact Test(e) p = 0.5000 p = 0.5000 P = O.OOOI:u: 

(IIPT360AJ OA1S2 



STUDY No. 0105 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
AN !HAL HOUSE DOF1 
SEX FENALE PAGE . 7 

Gr1:X..!P Name Control 10 ppm 50 PPm 250 PPm 

SITE Liver 

TutiOR hepatocellular adenoma,hepatocellular carcinoma 


Overall Rates(al 3/50( 6.0) 3/47( 6.41 7/49( 14.31 33/49( 67.31 

Adjusted Rates(bl 9.38 11.11 30.43 69.70 

Terminal Rates(c) 3/32( 9.4) 3/27( 11.11 6/22( 27.31 10/17( 58.81 

Stardard Rates(d) ]J ( 0.0001**-? 

Prevalence Rates(d) p <0.0001**? 

Canbind analYSJs(d) P <O.OOOln? 

Codran-Armitage Test(el 
FistEr E:<act Test(e) 

p <0.0001** 

p = 0.3673 p = 0.1836 p <0.0001** 


SITE pituitary gland 

TUHOR adenoma 


Overall Rates(aJ 9/49( 18.4) 11/47( 23.41 4/48( 8.31 9/50( 18.01 

Adiusted Rates(b) 23.08 31.03 13.64 27.78 

Termmal Rates{c) 7/32( 21.9) 8/27( 29.61 3/22( 13.61 4/17( 23.51 

Standard Rates(d} p "' 0.0154"' 

Prevalence Rates(d) p = 0.6810 

Comb1nd analYSis(d) p = 0.2327 

Coctran-Armitage Test(e) p = 0.9190 

Fisher Exact Test(e) p =0.4032 p = 0.1655 p = 0.3839 


SITE uterus 

TUNOR h1stiocY1ic sarcoma 


Overall Rates(aJ 11/50( 22.01 12/47( 25.51 10/49( 20.41 11/50( 22.01 

Actiusted Rates(b) 9.38 14.81 8.00 11.76 

Term mal Rates(c) 3/32( 9.41 4/27( 14.81 1/22( 4.51 2/17( 11.8) 

Standard Rates(d) p =0.3283 

Prevalence Rates(d) p = 0.5439 

Canbmd analYSis(d) p = 0.3747 

Coctran-Arrnitase Test(e) p = 0.8778 

Fisher Exact Test(e) p = 0.4643 p = 0.4662 p ::: 0.4072 


(IIPT360AI DAIS2 

~~. 



STUDY No. 0105 IIEDPLASTIC LESIONS-INCIDEIICE AIID ST.ITISTICAL ANALYSIS 
All! HAL HOUSE DDF1 
SEX FEllALE PAGE 8 

Group Name Control 10 ppm 50 ppm 250 ppm 

sITE Harden an gland 
TUMOR adenoma 

Overall Rates(a) 4/50( 8.0) 3/47( 6.4) 3/49( 6.1) 2/50( 4.0) 
Adiusted Rates(b) 12.50 8.57 10.34 5.88 
Tennmal Rates(cl 4/32( 12.5) 1/27( 3.7) 2/22( 9. 1) 1/17( 5.9) 
Standard Rates(d) P=-­
Prevalence Rates(d) P =0.7361 
Canbind analYSJs(d) P=-­
Coclran-Annltase Test(el p = 0.4405 
Fisher F;!:act Test(el p " 0.4567 p = 0.4788 p -" 0.3574 

(IIPT360AJ BAIS2 

(a): Nunber of tumor-beanng ammals/number of ammals exammed at the site. 
(b): Kaplan-MeJre estimated tunor mcidenca at the end of the studY after adjusting for mtercurrent mortality, 
{c): Observed tumor incidence at terminal kill. 
(d): Beneath the control incidence are the Pvalues assoctated with the trend test. 

Standard method Death analYSIS 
Prevalence mettvJd : Incidental tumor test 
Camblnd analYsts ; Death anaLYSIS + Incidents ltumor test 

(e): The Cochran-Armitaga and Fisher's exact test compare directly the overall 1nc1dence rates. 
? ~ The conditional probabities of the largest and smallest possible out comes can not estimated or th!s P-ualue 1s beyond the estunated P-value 
-­ : Thare 1s no date utuch should be statistic analYSiS 

Significant difference ; *" : P ~ 0.05 u : ? ~ 0.01 

,, 



STUDY No. 0!05 NEOPLASTIC LESIONS-INCIDENCE AND STATISTICAL ANALYSIS 
ANI HAL HOUSE BDF!
SEX FENALE PAGE · 2 

GrouP Nama Control 10 ppm 50 ppm 250 ppm 

SITE ALL SITE 

TUMOR mali9hant lymphoma 


OJerall Rates(al 
Adjusted Rates(b) 

17/50( 34.0) 
31.43 

11/47( 23.4) 
25.93 

2I/49( 42.9) 
36.36 


13/50( 26.0)

23.53 

Terminal Rates(c) 
Standard Rates(d) 

10/32( 31.3) 
p = 0.1222 


7/27( 25.9) 8/22( 36.4) 4/I7( 23.51 


Prevalence Rates(d) 
Comb1nd analYsJs(d) 

p =0.7122 

p "' 0.2719 


Coclran-Armitase Test(e) p = 0.4812 

Fisher E:l:act Test(e) p = 0.2613 p = 0,3399 ? =0.3333 


SITE ALL SITE 

TOIIOR hemang 1oendothe l i oma 


Overall Rates(a) 
Adiusted Rates(b) 

1/50( 2.0) 
3.13 

0/47( 0.0) 
0.0 

2/49( 4.1) 
9.09 

3/50( 6.0) 
5.88 


Term1nal Rates(cl 
Standard Rates(d) 

1/32( 3.1) 
P =o. oosz:u? 


0/27( 0.0) 2/22( 9.1) l/I7( 5.9) 


Prevalence Rates(d) p =0.2357 
Ccmbind analysJs(d) p =0.0286* 
Cocrran-Armitase Test(el p = 0.1244 
Fisher Exact Test(e) p = 0.4796 p = 0.5000 p = 0.3235 

(IIPT360) BAIS2 

(a): Nurrber of tumor-bearlns animals/number of animals e~am1ned at the site. 

(b): Kaplan-He1re estimated tuner Incidence at the end of the study after acUusting for mtero.rrent mortality. 

(c): Observed tunar mcidence at termmal kill. 

(d): Beneath the control incidence are the Pvalues associated with the trend test. 


Standard method Death analYSTs 

Prevalence method ; Incidental tumor test 

Car.bind analYsTs ; Death analYsTs + Incidenta Ltumor test 


(eJ: The Coctran-Armitage and Fisher's exact test compare directlY the overall mcidence rates. 

~ ~ The cmditiooal Probabities of the largest and smallest possible out comes can not estimated or th1s P-value 1s beyond the estimated P-value 

-- ; There is m date utuch should be statistic analYSIS 


Si91ificant difference ; * ' P ~ 0,05 u ; P ~ 0.01 

"' 



APPENDIX Q 1 

IDENTITY AND PURITY OF TETRACHLOROETHYLENE 

PERFORMED AT THE JAPAN BIOASSAY LABORATORY 

(TWO-YEAR STUDIES) 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO-YEAR STUDIES) 

A.Lot no.PDL5382 

1. Spectral 	data 

Mass Spectrometry 

Instrument: Hitachi M-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 


Molecule Weight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 


Test Substance 163.9 




Infrared 

Instrument: Hitachi 270-30 

Cell: Fixed Thickness Cell(NaCl) 

Slit: Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined Literature Values 

Results: \lave Number 
(CM" 1 ) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750-· 820 750 -· 820 
860~~ 950 860~ 950 
1080~1180 1080~1180 

1240~1280 1240~~1280 

1340-,1380 1340~1380 

1860~1920 1860~1920 

2450~-- 2500 2450~2500 



z. 	 Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone(O. Zmm ¢ X50m) 


Column Temperature: lBo·c 


Flow Rate: lml/min 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: 1~1 

Results: Major peak and two 	 impurities 

Retention Time 
 AREA 
Retention Relative to 
 (percent of 

Peak No. Time(min) Maijor Peak 
 major peak) 

1 3. 245 0.93 0.065 
2 3.37 0.96 0.15 
3 3.498 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO·YEAR STUDIES) 

B.Lot no.PDJ5835 

1. 	Spectral data 

Mass Spectrometry 

Instrument: Hitachi H-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: ?OeV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 


Molecule Weight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 


Test Substance 164.0 




Infrared 

Instrument: Hitachi 270-30 

Cell: Fixed Thickness Cell(NaCl) 

Slit: Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined Literature Values 

Results: Wave Number 
(CW 1 ) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750~ 820 750~ 820 
860~· 950 860~- 950 
1080~1180 1080~-1180 

1240~1280 1240~1280 

1340~1380 1340M1380 
1860~1920 1860-·1920 
2450~- 2500 2450~2500 



2. 	 Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(0.2mm¢ X50m) 


Column Temperature: 180'C 


Flow Rate: 1ml/min 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: ltd 


Results: Major peak and two impurities 

Retention Time AREA 
Retention Relative to (percent of 

Peak No. Time(min) Maijor Peak major peak) 

1 3.24 0.93 	 0.068 
2 3.368 0.96 	 0.15 
3 3.497 1.00 	 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO-YEAR STUDIES) 

C.Lot no.CTQ5124 

1. Spectral data 

Mass Spectrometry 

Instrument: Hitachi M-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 


11olecule \Ieight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 


Test Substance 163.9 




Infrared 

Instrument: 	 Hitachi 270-30 

Cell: 	 PiKed Thickness Cell(NaCl) 

Slit: 	 Medium 

1 11

: ! ,t,,j I ,; I i 1,: I 1, 't \~ ~' t o"'t1 y 'i1 	 11 1. 
11 1 

11 
: I l; :··;; j I I "j 

:! ! : 

.---"~~y.,rc
• 	 i;' 
'i;: _, ,.. ' _, 

I 	 i 

I 	 ~ l 
j ,.' I j .,.. ,I 

Infrared Spectrum of TETRACHLOROETHYLENE 

Determined 	 Literature Values 

Results: 	 Wave Number 
(CM" I) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750- 820 750- 820 
860~- 950 860- 950 

1080-1180 1080--1180 
1240--1280 1240~- 1280 
1340-1380 1340-1380 
1860~-1920 1860-1920 
2450-2500 2450-2500 



2. Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone(O. 2mm ¢ X50m) 

Column Temperature: 180'C 

Flow Rate: lml/min 

Detector: FID(Hydrogen Flame Ionization) 

Injection Volume: 

Results: Major peak and two impurities 

Retention Time AREA 
Retention Relative to (percent of 

Peak No. Time(min) Maijor Peak major peak) 

1 3.25 0.93 0.065 
2 3.37 0.96 0.15 
3 3.495 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TiO-YEAR STUDIES) 

D.Lot no.CTN5675 

1. Spectral data 

Mass Spectrometry 

Instrument: Hitachi M-808 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 

Molecule Weight 

Theory 165.8(JAPAN PIIARMACOPOEIA X I) 

163.9(Calculated without isotope) 

Determined 

Test Substance 163.9 



Infrared 


Instrument: 
 Hitachi 270-30 

Cell: 
 Fixed Thickness Cell(NaCl) 

Slit: 
 Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined Literature Values 

Results: Wave Number 
(CW 1 ) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750~- 820 750~ 820 
860~ 950 860- 950 

1080--1180 1080~1180 

1240~1280 1240~-1280 

1340r-1380 1340--1380 
1860-1920 1860~1920 

2450~-2500 2450~2500 



2. Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone (0. 2mm ¢ X50m) 

Column Temperature: 180'C 

Flow Rate: lmllmin 

Detector: FID (Hydrogen Flame Ionization) 

Injection Volume: 11'1 

Results: Major peak and two impurities 

Retention Time AREA 
Retention Relative to (percent of 

Peak No. Time(min) Maijor Peak major peak) 

1 3.245 0.93 0.064 
2 3.367 0.96 0.15 
3 3.495 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO·YEAR STUDIES) 

E.Lot no.CTJ4392 

1. Spectral data 

Mass Spectrometry 

Instrument: Hitachi H-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 

Molecule Weight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 

Test Substance 164.0 



Infrared 

Instrument: 	 Hitachi 270-30 

Cell: 	 Fixed Thickness Cell(NaCl) 

Slit: 	 Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined 	 Literature Values 

Results: 	 Wave Number 
(CW 1 ) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750~- 820 750~ 820 
860--- 950 860~ 950 
1080~1180 1080~1180 

1240~- 1280 1240~1280 
1340~1380 1340~1380 

1860-·1920 1860~- 1920 
2450~- 2500 2450~2500 



2. 	 Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: l!ethy1 Silicone ( 0. 2mm <P X50m) 

Column Temperature: 1ao·c 

Flow Rate: lml/min 

Detector: 	 FID(Hydrogen Flame Ionization) 

Injection Volume: 1~1 

Results: Major peak and two impurities 

Retention Time AREA 
Retention Relative to (percent of 

Peak No. Time(min) Maijor Peak major peak) 

1 3.243 0.93 0.061 
2 3.368 0.96 0.15 
3 3.495 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 
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INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO-YEAR STUDIES) 

F.Lot no.CTF5106 

1. Spectral data 

Mass Spectrometry 

Instrument: Hitachi M-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 


i!olecule Weight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 


Test Substance 164.0 




Infrared 

Instrument: Hitachi 270-30 

Cell: Fixed Thickness Cell(NaCl) 

Slit: Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined Literature Values 

Results: Wave Number 
(CW 1 ) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750~ 820 750~ 820 
860~- 950 860~ 950 
1080~-1180 1080Ml180 
1240-1280 1240~1280 

1340~1380 1340~1380 

1860~1920 1860~1920 

2450~- 2500 2450~ 2500 



2. 	 Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone(0.2mm¢ X50m) 

Column Temperature: 180'C 

Flow Rate: lmllmin 

Detector: FID(Hydrogen Flame Ionization) 

Injection Volume: 1J:Ll 

Results: Major peak and two impurities 

Retention Time 
 AREA 
Retention Relative to 
 (percent of 

Peak No. Time(min) Maijor Peak 
 major peak) 

1 3.24 0.93 0.065 
2 3.363 0.96 0.16 
3 3.488 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



INDENTITY AND PURITY OF TETRACHLOROETHYLENE PERFORMED AT THE JAPANBIOASSAY 
LABORATORY(TWO-YEAR STUDIES) 

G.Lot no.SAN5885 

1. 	Spectral data 

Mass Spectrometry 

Instrument: Hitachi M-80B 

Ionization: EI(Electron Ionization) 

Ionization Voltage: 70eV 
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Mass Spectrum of TETRACHLOROETHYLENE 

Result: 


Molecule Weight 


Theory 165.8(JAPAN PHARMACOPOEIA X I) 


163.9(Calculated without isotope) 


Determined 


Test Substance 163.9 




Infrared 

Instrument: Hitachi 270-30 

Cell: Fixed Thickness Cell(NaCl) 

Slit: Medium 
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Infrared Spectrum of TETRACHLOROETHYLENE 

Determined 	 Literature Values 

Results: 	 Wave Number 
(CM" I) 

Test Substance Substance 
(Performed by the WAKO PURE 

CHEMICAL INDUSTRIES,LTD.) 
750~- 820 750~ 820 
860~ 950 860~ 950 
1080~1180 1080~1180 
1240~-1280 1240~1280 

1340~1380 1340~1380 
1860~1920 1860~1920 
2450M2500 2450~2500 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

04/20/90 3. 238 0.93 0.064 
3.363 0.96 0.15 
3.49 1.00 100 

09/04/90 3. 243 0.93 0.061 
3.363 0.96 0.15 
3.488 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Conseguently,Tetrachloroethylene was stable as the chemical when stored for 

about 5 month at temperatures to 5'C. 



APPENDIX Q 2 

STABILITY OF TETRACHLOROETHLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-YEAR STUDIES) 



STABILITY Or TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


A.Lot no.PDL5382 


1.Sample storage: Tetrachloroethylene were stored for about 4 month at 5'C. 


Previous determined of test After determined of test 
(07114/88) (11/22/88) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: FiKed thickness Cell(NaCl) 


Slit: Medium 


Results: l/ave Number 

(CM" I) 


750~ 820 750~- 820 

860N 950 860~ 950 

1080~1180 1080~1180 


1240~·1280 1240~1280 


1340~1380 1340~1380 


1860~ 1920 1860~·1920 


2450-2500 2450-·2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(0.2mm¢ X50m) 


Column Temperature: 180'C 


Flow Rate: 1ml/min 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: ltd 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

07/14/88 3.245 0.93 0.065 
3.37 0.96 0.15 
3.498 1.00 100 

11/22/88 3. 248 0.93 0.065 
3.37 0.96 0.15 
3.498 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Tetrachloroethylene was stable as the chemical when stored for 

about 4 month at temperatures to 5'C. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY
(TWO-WEEK STUDIES) 


B.Lot no.PDJ5835 

1.Sample storage: Tetrachloroethylene were stored for about 5 month at 5'C. 

Previous determined of test After determined of test
(10/05/88) (03/09/89) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 

Cell: Fixed thickness Cell(NaCl) 


Slit: Medium 


Results: Wave Number
(CM- 1 ) 

750~- 820 750~ 820
860-- 950 860~ 950
1080~-1180 1080~1180
1240~1280 1240~1280
1340~1380 1340~1380
1860-·1920 1860--1920
2450~-2500 2450~2500 

3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone(O. 2mm ¢ X 50m) 


Column Temperature: 180'C 


Flow Rate: lml!min 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: 




Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

10/05/88 3.24 0.93 0.068 
3.368 0.96 0.15 
3.497 1.00 100 

03/09/89 3. 247 0.93 0.061 
3.37 0.96 0.15 
3.497 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Tetrachloroethylene was stable as the chemical when stored for 

about 5 month at temperatures to 5'C. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


C.Lot no.CTQ5124 


l.Sample storage: Tetrachloroethylene were stored for about 4 month at 5"G. 


Previous determined of test After determined of test 
(02/15/89) (06/23/89) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: Fixed thickness Cell(NaGl) 


Slit: Medium 


Results: Wave Number 

(CM" 1 ) 


750~- 820 750~ 820 

860~ 950 860~ 950 

1080~1180 1080~1180 


1240~-1280 1240~1280 


1340~1380 1340~1380 


1860~-1920 1860N1920 

2450~2500 2450~2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(O. 2mm ¢ X 50m) 


Column Temperature: 180"C 


Flow Rate: 1rnl/rnin 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

02115/89 3. 25 0.93 0.065 
3.37 0.96 0.15 
3.495 1.00 100 

06/23/89 3. 25 0.93 0.065 
3.37 0.96 0.15 
3.495 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Tetrachloroethylene was stable as the chemical when stored for 

about 4 month at temperatures to 5"C. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


D.Lot no.CTN5675 


1.Sample storage: Tetrachloroethylene were stored for about 4 month at 5'C. 


Previous determined of test After determined of test 
(05/17/89) (10/02/89) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: Fixed thickness Cell(NaCl) 


Slit: Medium 


Results: Wave Number 
(CM" I) 

750-· 820 750~ 820 

860~ 950 860~ 950 

1080~-1180 1080~1180 


1240~1280 1240~1280 


1340~1380 1340~-1380 


1860~1920 1860~1920 


2450~2500 2450~2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(O. Zmm ¢ X 50m) 


Column Temperature: 180'C 


Flow Rate: lml/min 


Detector: FID(IIydrogen Flame Ionization) 


Injection Volume: 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 


Date Time (min) 
 Major Peak Major peak) 


05/17/89 3.245 0.93 0.064 
3.367 0.96 0.15 
3.495 1.00 100 

10/02/89 3.247 0.93 0.068 
3.37 0.96 0.15 
3.495 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Tetrachloroethylene was stable as the chemical when stored for 

about 4 month at temperatures to s·c. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


E.Lot no.CTJ4392 


l.Sample storage: Tetrachloroethylene were stored for about 4 month at 5'C. 


Previous determined of test After determined of test 
(09/28/89) (01/22/90) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: Fixed thickness Cell(NaCl) 


Slit: Medium 


Results: Wave Number 
ccM- 1 l 

750~- 820 750~- 820 

860~- 950 860~ 950 

1080~1180 1080~-1180 


1240~- 1280 1240~1280 


1340~1380 1340~1380 


1860~1920 1860~1920 


2450M2500 2450~-2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(O. 2mm ¢ X50m) 


Column Temperature: 180'C 


Flow Rate: lmllmin 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

09/28/89 3. 243 0.93 0.061 
3.368 0.96 0.15 
3.495 1.00 100 

01/22190 3.245 0.93 0.068 
3.367 0.96 0.15 
3.493 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Ietrachloroethylene was stable as the chemical when stored for 

about 4 month at temperatures to 5·c. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


F.Lot no.CTF5106 


1.Sample storage: Tetrachloroethylene were stored for about 4 month at 5'C. 


Previous determined of test After determined of test 
(01/09/90) (05/14/90) 

2.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: Fixed thickness Cell(NaCl) 


Slit: Medium 


Results: Wave Number 
(CM" I) 

750~ 820 750-- 820 

860~ 950 860~ 950 

1080~-1180 1080~-1180 


1240~-1280 1240--1280 

1340~-1380 1340~-1380 


1860~1920 1860~1920 


2450~2500 2450~2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(0.2mm¢ X50m) 


Column Temperature: 180'C 


Flow Rate: lml/min 


Detector: FID(Hydrogen Flame Ionization) 


Injection Volume: 



Results: Major peak and two impurities 

Retention Time Area 
Retention 
 Relative to (percent of 

Date Time(min) 
 Major Peak Major peak) 

01/09/90 3. 24 0.93 0.065 
3.363 0.96 0.16 
3.488 1.00 100 

05/14/90 3. 243 0.93 0.068 
3.363 0.96 0.15 
3.49 1.00 100 

4. Conclusions: Gas chlomatography indicates two impurities with areas 
totaling<0.3% of the major peak.The infrared spectra agreed with the 
previous determine of test values. 
Consequently,Tetrachloroethylene was stable as the chemical when stored for 

about 4 month at temperatures to s·c. 



STABILITY OF TETRACHLOROETHYLENE AT THE JAPAN BIOASSAY LABORATORY 

(TWO-WEEK STUDIES) 


G.Lot no.SAN5885 


1.Sample storage: Tetrachloroethylene were stored for about 5 month at 5·c. 


Previous determined of test After determined of test 
(04/20/90) (09/04/90) 

Z.Spectral data 

Infrared 

Instrument: Hitachi 270-30 


Cell: Fixed thickness Cell(NaCl) 


Slit: Medium 


Results: Wave Number 

(CM"' ) 


750~ 820 750~- 820 

860~ 950 860- 950 

1080~-1180 1080~-1180 


1240~1280 1240-1280 

1340~1380 1340~-1380 


1860~1920 1860~1920 


2450~2500 2450~2500 


3.Gas Chromatography 

Instrument: Hewlett Packard 5890A 


Column: Methyl Silicone(O. 2mm ¢ X50m) 


Column Temperature: 18o·c 


Flow Rate: 1ml/min 


Detector: FID(Uydrogen Flame Ionization) 


Injection Volume: 



2. Gas Chromatography 

Instrument: Hewlett Packard 5890A 

Column: Methyl Silicone(O. 2mm </> X50m) 

Column Temperature: 1ao·c 

Flow Rate: lml/min 

Detector: FID(Hydrogen Flame Ionization) 

Injection Volume: l{.d 

Results: Major peak and two impurities 

Retention Time AREA 
Retention Relative to (percent of 

Peak No. Time(min) Maijor Peak major peak) 

1 3.238 0.93 0.064 
2 3.363 0.96 0.15 
3 3.49 1.00 100 

3. 	Conclusions: The results of the Mass spectra agreed with the theoretical 
values and the infrared spectra agreed with the Litrature values. 
Gas chromtography indicated two impurities with areas totaling<0.3% of the 
major peak. 



APPENDIX R 1 

CONCENTRATION OF TETRACHLOROETHYLENE IN INHALATION CHAMBER 

(TWO-TEAR STUDIES) 



CONCENTRATION OF 1,2-DICHLOROETHANE IN INHALATION CHAMBER 
(RAT : TWO-YEAR STUDIES) 

Concentration(ppm) 
Group Name 
 Mean ± S.D. 

Control 
 0. 0 ± 0. 0 

50ppm 
 4 9. 9 ± 0. 6 

200ppm 
 19 9. 8 ± 1.8 

600ppm 
 59 8. 9 ± 4. 9 

CONCENTRATION OF 1, 2-DICHLOROETHANE IN INHALATION CHAMBER 
(MOUSE : TWO-YEAR STUDIES) 

Concentration(ppm) 
Group Name Me an ± S.D. 

Control 0. 0 ± 0. 0 

10ppm 1 0. 0 ± 0. 1 

50ppm 50. 1 ± 0. 3 

250ppm 25 0. 2 ± 1.6
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