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Meeting Objectives: 

1. Review the protocol submittec 
comment no. PR 4 in docket r 
study to demonstrate that 10% 
over-the-counter (OTC) exten 
minor aches and pains of mus 
backache, strains, and sprains 

I 

2. Discuss the usefulness of this 
effectiveness of ingredients in 
temporary relief of minor ache 
arthritis, simple backache, stn 

General Comments on Trolamine 

The Agency provided the following 
to be an OTC indication. (The spon 

ions, Clinical ResearchlChattem, 

nical Research, Whitehall- 

allel, Design, Vehicle 
cacy of a Topically Applied 

led March 8,2001, 
eptance as a well-designed 

is an effective ingredient in an 
duct for temporary relief of 
ed with arthritis, simple 
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algesic drug product for 

and joints associated with 
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for the treatment of OA, then it 
approval as a prescription product 
may be sufficient to determine i 
minor aches and pains of arthrit 
minor aches and pains of muscl 
recommend two efficacy trials, one 
arthritis claim, and one for the 

The sponsor should provide ab 
concentration of trolamine sali 
condition of proposed maxim 

1. It is unclear if the cone 
of chronic, maximum use, w 
with someone who uses the p 

2. As this is a salicylate, the ag 
of Reye’s syndrome in the 
used to relieve aches and pai 

Comments on the Trolamine Sali late Protoc 

1. 

2. 
3. 

4. 

5. 

6. 

The principal,investigator 
of the pain the subject is exp 
someone with, training enou 
someone with radiographi 
nonarthritic cause.) 
The principal investigator 
There should be a sufficient s 
The inclusion criteria should 
(the OTC marketplace for 
degrees of OA). The sponsor 
experience moderate pain 
experience only mild pain, the 
compromised. 
The agency recommends that 
addressing the claim of tern 
one which addresses the cl 
other, If one study fails, ne 
The protocol did not clea 
washout period. The sponsor 
washout period and specify 
the rescue medication shoul 
prevent confounding the resu 
The protocol needs to clearly 
affected area (e.g., knee). Th 

-ew Drug Application (NDA) route for 
lesigned and powered OA protocol 
ctiv for the temporary treatment of 
Yici e nt to support the indication for 
s, skains, and sprains. Thus,‘we 
t-y relief of minor aches and pains of 

eva uate i the maximum systemic 
d through absorption under the 

under conditions 
salicylate toxicity (particularly 

ut the possibility of occurrence 
f teenagers and children (i.e., if 

le to diagnose OA as the cause 
the investigator should be 

es not always cause pain and that 
fact be having pain from a 

ations are not clearly stated. 
:c&ely power the study. 
Q functional capacity classification 
vou 1 d probably attract people with all 

the study to those who 
tudy to those individuals who 

f product to be applied to the 
to define the maximum use 
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7. 

8. 
9. 

10. 

11. 

12. 

condition (the quantity of p 
treatment area, and the n 
one day). 
If the product is suppose 
efficacy for the acute pain re 
within the first 24 hours, and 
study duration (21 days) is ac 
sponsor to extend the trial to 
information gathered fro 
actual use and safety data for 
efficacious, people will 
The use of patient diaries was 
The physician global assessm 
the subject’s global assessme 

d safely, the size of the 
at can be treated at once or in 

protocol should establish 
cacy endpoint should be at least 

of using the first dose. The 
e agency encourages the 

open label portion. The 
uld be beneficial in providing 

ected that, if the product is 

f this product were to be OTC, 

Exclusion Criteria 

All types of inflamm 
The study should inc 
a nonsteroidal anti i 
population is likely 
medication. The sp . , 
stable dose chronic 
that have washed out 
Individuals who have 
one week from baselin 
Forty-eight hours may 
Patients with liver 
acetaminophen as the r 
Subjects with inflame 

nit daily therapy with 
and/or analgesic, because this 

unct to their systemic 
ng the study - one group on 

ittent NSAID use 

may not be useful as m 

Statistical Power 

f OA in the subject history form 

; The agency stated that studies incorporate enough 
subjects to allow detec efficacy differences in 
treatment populations. 

l In addition, the protoco scribe the process of 
randomization to allow 
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l If the sponsor has more 
hours and relief at 21 da 

13. The agency further stressed th 
each of the suggested protoco 

At the close of the meeting, tI 
protocol(s) for comment befol 
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caky endpoint (relief within 24 
sted for multiple endpoints. 

ducting multi-center studies for 
nuscle aches and pain). 

sponsor to submit the revised 
.es. 
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