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R
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D
  20857 

 
 

N
D

A
 20-231/S-050 

   C
olgate-Palm

olive C
om

pany 
A

ttention: B
oyce (M

ack) M
. M

orrison Jr., Ph.D
. 

 
 

     A
ssociate D

irector of R
egulatory A

ffairs, N
orth A

m
erica 

909 R
iver R

oad 
P.O

. B
ox 1343 

Piscataw
ay, N

J 08855-1343 
  D

ear D
r. M

orrison:  
 Please refer to your supplem

ental new
 drug application dated Septem

ber 20, 2006, received 
Septem

ber 21, 2006, subm
itted under section 505(b) of the Federal Food, D

rug, and C
osm

etic 
A

ct for C
olgate Total®

 Toothpaste (0.24%
 sodium

 fluoride and 0.30%
 triclosan dentifrice 

paste). 
 This supplem

ent provides for a change in form
ula of the C

olgate Total®
 A

dvanced C
lean Plus 

W
hitening Toothpaste variant by changing the level for the inactive ingredients carrageenan and 

flavor in the approved form
ula. 

 W
e have com

pleted our review
 of this supplem

ental new
 drug application, as am

ended.  This 
supplem

ent is approved, effective on the date of this letter, for use as recom
m

ended in the 
agreed-upon labeling text.  
 The final printed labeling (FPL) m

ust be identical to the draft labeling (1.0 oz. sachet, 4.2 oz., 
6.0 oz. and 7.8 oz. tube and carton labeling subm

itted Septem
ber 20, 2006), and m

ust be 
form

atted in accordance w
ith the requirem

ents of 21 C
FR

 201.66.  
 Please subm

it an electronic version of the FPL according to the guidance for industry titled 
Providing Regulatory Subm

issions in Electronic Form
at - N

D
A.  A

lternatively, you m
ay subm

it 
20 paper copies of the FPL as soon as it is available but no m

ore than 30 days after it is printed.  
Individually m

ount 15 of the copies on heavy-w
eight paper or sim

ilar m
aterial.  For 

adm
inistrative purposes, designate this subm

ission "FPL
 for approved supplem

ent N
D

A
 20-

231/S-050.”  A
pproval of this subm

ission by FD
A

 is not required before the labeling is used. 
 W

e rem
ind you to rem

ove the w
ord “N

EW
!” from

 the principal display panel (PD
P) after 180 

days of m
arketing. 

 If you issue a letter com
m

unicating im
portant inform

ation about this drug product (i.e., a “D
ear 

H
ealth C

are Professional” letter), w
e request that you subm

it a copy of the letter to this N
D

A
 and 

a copy to the follow
ing address: 

 



N
D
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 20-231/S-050 

Page 2 
 

 
 

 
M

ED
W

A
TC

H
, H

F-2 
 

 
 

FD
A

 
 

 
 

5600 Fishers Lane 
 

 
 

 
 

 
R

ockville, M
D

  20857 
 W

e rem
ind you that you m

ust com
ply w

ith the requirem
ents for an approved N

D
A

 (21 C
FR

 
314.80 and 314.81). 
 If you have any questions, call Elaine A

braham
, R

.Ph., R
egulatory Project M

anager, at (301) 
796-0843. 
 

Sincerely, 
 

{See appended electronic signature page} 
 

Joel Schiffenbauer, M
.D

. 
D

eputy D
irector 

D
ivision of N

onprescription C
linical Evaluation 

O
ffice of N

onprescription Products 
C

enter for D
rug Evaluation and R

esearch 
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e m
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