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OTC 
Vol.- 
Subvol. 
1 

3 
4.a. 

4.b. 

4.d. 
, 

Triclosan Safety Studies Submitted to OTC Docket 81N-033P 
(Antigingivitis/Antiplaque drug products) 

Author(s) 

Borzelleca, J.F.,- 
Frankos, V.H., 
Johnson, E.H., 
Jordan, W., 
Squire, R.A., 
and Weil, C. 
Ciba-Geigy and- 
Triclosan 
Industry 
Alliance _ 
None 
Yau, E.T. and 
Green, J.D. 

Yau, E.T. and 
Green, J.D. 

Yau, E.T. and 
Green, J.D. 

Yau, E.T. and 
Green, J.D. 

Title 

Report of the expert 
panel on the safety of 
triclosan in toothpaste 
and oral rinse products. 

Summary current 
available safety data on 
triclosan. 

None 
FAT 80’023 2-year oral 
administration to rats- 
Volume 1 of 4. 

NOTE: pages 1 to 304 
out of 1542 

FAT 80’023 2-year oral 
administration to rats- 
Volume 2 of 4. 

NOTE: pages 305 to 677 
out of 1542 

FAT 80’023 2-year oral 
administration to rats- 
Volume 3 of 4. 

NOTE: pages 678 to 
1103 out of 1542 

FAT 80’023 2-year oral 
administration to rats- 

Date 

12/l 5/l 99 
2 

8/l 5/l 994 

None 
l/9/1 986 

1/9/l 986 

l/9/1 986 

l/9/1 986 

Repor 
t# 

None 
85152 

85152 

85152 

85152 

* 

Laboratory 

Environ 
Corporation 

Triclosan 
Industry 
Alliance 

None 
Research 
Department, 
Pharmaceuti 
cals Division, 
Ciba-Geigy 
Corporation, 
Summit, 
New Jersey 
Research 
Department, 
Pharmaceuti 
cals Division, 
Ciba-Geigy 
Corporation, 
Summit, 
New Jersey 
Research 
Department, 
Pharmaceuti 
cals Division, 
Ciba-Geigy 
Corporation, 
Summit, 
New Jersey 
Research 
Department, 
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OTC 
Vol.- 
Subvol. 

5 

6 

7.a. 

7.b. 

Author(s) 

Goodman, D.G. 
(PWG consisted 
of Goodman, 
D.G., Cullen, 
J.M., Newberne, 
P.M., Squire, 
R.A., Ward, 
J.M., and Sauer, 
R.M. 
Goodman, D.G. 
(PWG consisted 
of Goodman, 
D.G., Cullen, 
J.M., Newberne, 
P.M., Squire, 
R.A., Ward, 
J.M., and Sauer, 
R.M. 
Chambers, P.R. 

Chambers, P.R. 

Title 

Volume 4 of 4. 

NOTE: pages 1104 to 
1542 out of 1542 

Pathology working 
group report on 
triclosan go-day 
subchronic toxicity study 
in Sprague-Dawley rats. 

Pathology working 
group report on 
triclosan chronic 
toxicitylcarcinogenicity 
study in Sprague-Dawley 
rats. 

FAT 80/023/S: Potential 
tumorigenic and chronic 
toxicity effects in 
prolonged dietary 
administration to 
hamsters- Volumes 1 to 
3. 

FAT 80/023/S: Potential 
tumorigenic and chronic 
toxicity effects in 
prolonged dietary 
administration to 
hamsters- Volumes 4 to 
5. 

NOTE: 2345 total oases. 

Date 

1/23/l 990 

1/23/l 990 

3/30/l 999 

3/30/l 999 

Repor 
t# 

Repor 
t 
Numb 

TUG 
75619 
7289 
6. 

Repor 
t 
Numb 

&G 
756/9 
7289 
6. 

PATHCO, 
Inc., 
Ijamsville, 
MD 

Huntingdon 
Life Sciences, 
Ltd., 
Cam bridges 
hire, 
England. 

Huntingdon 
Life Sciences, 
Ltd., 
Cambridges 
hire, 
England. 

, 

I 
I 

i 

Laboratory 

Pharmaceuti 
cab Division, 
Ciba-Geigy 
Corporation, 
Summit, 
New Jersey 
PATHCO, 
Inc., 
Ijamsville, 
MD 
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a 

0 

OTC 
Vol.- 
Subvol. 
7.c. 

8 

9 

10 

11 

12 

Author(s) Title Date 

Chambers, P.R, 

Schmid, H., - 
Dotti, A., Keller, 
B., Kouchakji, 
G., 
Luetkemeier, H., 
Wilson, J., 
Biedermann, K., 
and Marbot, H. 
Schmid, H., 
Dotti, A., Keller,, 
B., Kouchakji, 
G., 
Luetkemeier, H., 
Wilson, J., 
Biedermann, K.,, 
and Marbot, H. 
Schmid, H., - 
Dotti, A., Keller, 
B., Kouchakji, 
L 
Luetkemeier, H.,, 
Wilson, j., 
Biedermann, K., 
and Marbot, H. 

Schroeder, R.E. 
and Daly, I.W. 

Schroeder, R.E. 
and Daly, I.W. 

FAT 80/023/S: Potential 
tumorigenic and chronic 
toxicity effects in 
prolonged dietary 
administration to 
hamsters- Volumes 6 to 
7. 

NOTE: 2345 total pages. 
13-Week oral toxicity 
(feeding) study with FAT 
80’023/R in the hamster, 
Final Report Part 1. 

NOTE: Pages 1 to 272 of 
962 

13-Week oral toxicity 
(feeding) study with FAT 
80/023/R in the hamster, 
Final Report Part 2. 

NOTE: Pages 273 to 594 
of 962 

13-Week oral toxicity 
(feeding) study with FAT 
80’023/R in the hamster, 
Final Report Part 3: 
Appendix A: Pathology 
Report. 

NOTE: Pages 595 to 962 
of 962 
A range-finding study to 
evaluate the toxicity of 
lrgacare MP (C-P sample 
No.: 38328) in the 
pregnant rabbit. 
4 segment II teratology 
study in rabbits with 
lrgacare MP (C-P sample 

3/30/l 999 

1 O/27/1 99 
4 

1 O/27/1 99 
4 

1 O/27/1 99 
4 

5/6/l 992 

4/l 6/l 992 

Repor 
t# 

Repor 
t 
Numb 

YBG 
75619 
7289 
6. 

35649 
0 

35649 
0 

35649 
0 

91- 
3655 

91- 
3666 

Laboratory 

Huntingdon 
Life Sciences, 
Ltd., 
Cambridges 
hire, 
England. 

RCC, 
Research and 
Consulting 
Company 
Ltd., Itingen, 
Switzerland 

RCC, 
Research and 
Consulting 
Company 
Ltd., Itingen, 
Switzerland 

RCC, 
Research and 
Consulting 
Company 
Ltd., Itingen, 
Switzerland 

3io/dynamic 
i, Inc., East 
Vlillstone, 
\lew Jersey 

Go/dynamic 
;, Inc., East 
Millstone. 
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, OTC Author(s) Title Date Repor Laboratory 
Vol.- t# 
Subvol. 

No.: 38328). New Jersey 
13 Schroeder, R.E. A range-finding study to 5/6/l 992 91- Bio/dynamic 

and Daly, I.W. evaluate the toxicity of 3654 s, Inc., East 
lrgacare MP (C-P sample Millstone, 
No.: 38328) in the New Jersey 
pregnant rat. 

14 Schroeder, R.E. A segment II teratology 4/l 6/l 992 91- Bio/dynamic 
and Daly, I.W. study in rats with 3665 s, Inc., East 

lrgacare MP (C-P sample Millstone, 
No.: 38328). New jersey 

15 Hoberman, Dose-range 7/22/l 992 403- Argus 
A.M., et al. developmental toxicity 01 OP Research 

(embryo-fetal toxicity Laboratories, 
and teratogenic Inc., 
potential) study of C-P Horsham, 
sample No. 38328 Pennsylvania 
administered orally via 
the diet to Crl :CD- 

1 
1 (ICR)BR presumed 
pregnant mice. 

16 Hoberman, Developmental toxicity 1 o/22/1 99 403- Argus 
A.M. et al. (embryo-fetal toxicity 2 010 Research 

and teratogenic Laboratories, 
potential) study of C-P Inc., 
sample No. 38328 Horsham, 
administered orally via Pennsylvania 
the diet to Crl :CD- 
1 (ICR)BR presumed 
preqnant mice. 

17 Denning, H.J., Triclosan: effects on 12/l 992 D92/1 Environment 
Sliwa, S., and pregnancy and post- 05 al Safety 
Willson, G.A. natal development in Laboratory, 

rats- Volume 1 Unilever 
Research, 
Bebford, 
Enqland 

Triclosan: effects on 12/l 992 D92/1 Environment 
pregnancy and post- 05 al Safety 
natal development in Laboratory, 
rats- Volume 2, Unilever 
Appendices l-l 7 Research, 

Bebford, 
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OTC Author(s) Title Date Repor Laboratory 
Vol.- t# 
Subvol. 

England 
19.a. Morseth, S.L. Two-generation 3/l 8/l 988 2386- Hazleton 

reproduction study in 100 Laboratories 
rats- FAT 80’023- America, 
Volume 1 of 2. Inc., Vienna, 

Virginia 
NOTE: pages 1 to 519 of 
982 

19.b. Morseth, S.L. Two-generation 3/l 8/l 988 2386 Hazleton 
reproduction study in 100 Laboratories 
rats- FAT 80’023- America, 
Volume 2 of 2. Inc., Vienna, 

Virginia 
NOTE: pages 520 to 982 
of 982 

20 VanDijk, A. “C-Triclosan: 3/1/l 995 33778 RCC 
Absorption, distribution, 1 Umweltche 
metabolism and mie AC, 
elimination after Itingen, 
single/repeated oral and Switzerland 
intravenous 
administration to mice. 

21 Van Dijk, A. “C-Triclosan: 7/l 7/1996 3419 RCC 
Absorption, distribution 98 Umweltche 
and excretion (ADE) mie AC, 
after single oral and Itingen, 
repeated oral Switzerland. 
administration to male 
rats. 

22 VanDijk, A. ‘“C-Triclosan: 11/11/199 35170 RCC 
Absorption, distribution, 4 7 Umweltche 
metabolism and mie AC, 
elimination after Itingen, 
single/repeated oral and Switzerland 
intravenous 
administration to 
hamsters. 

z-E%&xn, 2’14’g5 ?17’ EyFhe 
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24 Sagelsdorff, P. - 
and Buser, G. 

25 Eldridge, S. - 

26 Molitor, E., 
Persohn, E,, and 
Thomas, H. 

27 Molitor, E. and 
Persohn, E. 

28 
J 

Thomas, H. 

Title 

metabolism and 
elimination after 
single/repeated oral and 
intravenous 
administration to 
hamsters. 
Investigation of the 
binding of lrgasan 
DP300 to human, 
hamster and mouse 
plasma proteins in vitro. 

Cell proliferation in 
rodent liver. 

The effect of FAT 
80/023/Q (Irgasan DP 
300) on selected 
biochemical and 
morphological liver 
parameters following 
subchronic dietary 
administration to male 
and female mice. 
The effects of FAT 
80’023/Q (Irgasan DP 
300) on selected 
biochemical and 
morphological liver 
parameters following 
dietary administration to 
male rats. 
The effect of FAT 
80/023/R and the model 
inducers 
phenobarbitone, 3- 
methylcholanthrene, 

1 Date 

7/l 9/l 995 

l/l 3/l 993 

5/22/l 992 

8/2/l 993 

9/l 6/l 994 

Repor 1 Laboratory 1 
t# 

Itingen, 
Switzerland 

CB Ciba-Geigy 
95/07 Limited, 

Toxicology 
Services/Cell 
Biology, 
Basel, 
Switzerland 
PAI 
Pathology 
Associates, 
Inc., 
Durham, 
North 

Toxicology 
Services/Cell 
Biology, 
Basel, 
Switzerland 

CB Ciba-Geigy 
92/28 Limited, 

Toxicology 
Services/Cell 
Biology, 
Basel, 
Switzerland 
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3TC 
rlol.- 
iubvol. 

Author(s) Title Date 

29 Persohn, E. 

30 Stankowski, L.Fy 

31 Jones, E. and - 
Wilson, L. 

32 Brooker, P.C., - 
Gray, V.M., and 
Howell, A. 

33 Heidemann, A. 

34 Henderson, 
L.M., Ransome, 
S.J., Brabbs, 
C.E., Tinner, - 

pregnenolone-16~ 
carbonitrile and 
nafenopin on selected 
biochemical and 
morphological liver 
parameters in the Syrian 
hamster. 

FAT 80’023/R 
(TRICLOSAN): 
Assessment of replicative 
DNA synthesis in the 
course of a 13-week oral 
toxicity study in the 
hamster (RCC Project 
356490). 
Ames/Salmonella plate 
incorporation assay on 
test article 39316 
(CC#14663-09) 

Ames metabolic 
activation test to address 
the potential mutagenic 
effect of triclosan. 

Analysis of metaphase 
chromosomes obtained 
from CHO cells cultured 
in vitro and treated with 
triclosan. 
Chromosome aberration 
assay in Chinese hamster 
V79 cells in vitro with 
FAT 80/023/Q 

An assessment of the 
mutagenic potential of 
triclosan using the 
mouse lymphoma TK 

9/l 9/l 994 

12/2/l 993 

9/9/l 988 

8/l 1 /1988 

12/l 7/l 99 
0 

9/l 5/l 988 

Repor 
t# 

CB 
93147 

PH 
301- 
CP- 
OOl- 
93 
KA880 
169 

ULR 
21418 
8731 

17910 
0 

KM88 
0170 

Laboratory 

3asel, 
Switzerland 

Ciba 
Limited, 
Toxicology 
Services, Cell 
Biology, 
Basel, 
Switzerland 

PharmakonU 
SA, Waverly, 
Pennsylvania 

Huntingdon 
Research 
Center, 
Cambridges 
hire, England 
Huntingdon 
Research 
Center, 
Cambridges 
hire, England 
CCR- 
Cytotest Cell 
Research 
GmbH & 
Co.KG, 
Huntingdon 
Research 
Center, 
Cambridaes 
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0 

0 

>TC Author(s) Title Date Repor Laboratory 
JOL- t# 
jubvol. 

A.)., Davies, locus assay. hire, England 
SE., and Loyd, 
A. 

35 SanSebastian, Rat hepatocyte primary 6/24/l 993 PH PharmakonU 
J.R. culture/DNA repair test 311- SA, Waverly, 

on 39317 CP- 
OOl- 

Pennsylvania 

93 
36 Riach, C.G. Triclosan: assessment of 9/21/l 988 4667 lnveresk 

genotoxicity in an Research 
unscheduled DNA International 
synthesis assay using Limited, 
adult rat hepatocyte Musselburgh 
primary cultures. , Scotland 

37 Henderson, Triclosan mouse 8/l 2/l 988 KC880 Huntingdon 
L.M., Produlock, micronucleus test. 168 Research 
R.J., Haynes, P., Center, 
and Meaking, K. Cambridges 

hire, England 
38 Volkner, W. Chromosome aberration 4/23/l 991 21830 CCR- 

assay in bone marrow 5 Cytotest Cell 
cells of the rat with FAT Research 
80/023/Q CmbH 81 

Co.KC, 
39 Lucker, P.W. Safety (tolerance) and June, 1990. 19/88 lnstitut Fur 

pharmacokinetics of Klinische 
triclosan (TCS)- an 02.03 Pharmakolog 
expertise. Volume I, .TN ie 
pages l-458 out of 952. Bobenheim, 

Crunstadt, 
Germany. 

40 Lucker, P.W. Safety (tolerance) and June, 1990 19/88 lnstitut Fur 
pharmacokinetics of Klinische 
triclosan (TCS)- an 02.03 Pharmakolog 
expertise- Volume II, .TN ie 
pages 459-952 out of Boben heim, 
952. Grunstadt, 

Germany. 
41 Beiswanger, Analysis of blood plasma 1 O/24/1 99 89-A Indiana 

B.B. and Tuohy, samples for free 0 (old date 111 School of 
M.A. triclosan, triclosan- was Dentistry, 

glucuronide, triclosan 1 O/l 7/l 99 Oral Health 
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a OTC Author(s) Title Date 
Vol.- 

Repor Laboratory 
t# 

Subvol. 
sulfate and total triclosan 0, but I Research 
from subjects using a think this is Institute, 
triclosan dentifrice or a incorrect) Indianapolis, 
dentifrice, bar soap and IN 
deodorant. 

42 Purchase, R., The free and conjugated 4/28/l 988 720/Y The British 
Butterworth, triclosan concentrations, 88 Industrial 
K.R., and Butle,r, clinical chemical analysis 
W.H. 

Biological 
and haematology of Research 
blood samples from a Association 
human volunteer study. (BIBRA), 

Carshalton, 

43 Safford, B. 

44 Barnes, E. 

Surrey, UK 
A critical assessment of January, D91/0 Environment 
the 65-week in-use 1991 07 
human trial with 

al Safety 
Laboratory, 

toothpaste containing Unilever 
0.2% triclosan. Research, 

Bebford, 
England 

Mentadent P toothpaste: July, 1991 D91 /O Environment 
background study in 52 al Safety 
man- haematological 
and biochemical data. 

Laboratory, 
Unilever 
Research, 
Bebford, 

Barnes, E. 

46 Barnes, E. 

Barnes, E. 

England 
Mentadent P toothpaste: July, 1991 D91 /O Environment 
background study in 52 al Safety 
man- haematological 
and biochemical data: 

Laboratory, 
Unilever 

Appendices 1 to 4. Research, 
Bebford, 
England 

Mentadent P toothpaste: July, 1991 D91 /O Environment 
triclosan toothpaste 53 
study in man 

al Safety 

haematological and 
Laboratory, 
Unilever 

biochemical data. Research, 
Bebford, 
England 

Mentadent P toothpaste: July, 1991 D91 /O Environment 
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OTC Author(s) Title Date Repor Laboratory 
Vol.- t# 
Subvol. 

triclosan toothpaste 53 al Safety 
study in man Laboratory, 
haematological and Unilever 
biochemical data: Research, 
Appendices 1 - 5. Bebford, 

England 
48 Wnorowski, G. Acute oral toxicity limit 3/l 1 /1994 2800 Product 

test for triclosan (Irgasan Safety Labs, 
DP300) Lot No. East 
5.2.0211 .o Brunswick, 

New Jersey 
49 Wnorowski, G. Dermal sensitisation test- 4/4/l 994 2635 Product 

Buehler method for Safety Labs, 
triclosan (Irgasan East 
DP300) Lot No. Brunswick, 
5.2.0211 .o New Jersey 

50 Duchosal, F. 4-Hour, acute inhalation 6/5/l 990 25459 RCC 
and Thevenaz, toxicity study with FAT 7 Umweltche 
Ph. 80/023/Q in rats. mie AC, 

Itingen, 
Switzerland 

51 Various Various published Various Not Not 
studies on the safety of applic applicable 
triclosan able 
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