TABLE 2.1

PAIN RELIEF SCORES (First Period)

UCLY?
Number of Subjects®

Relief Scores
Day 1
Day 2
Day 3
Day 4
Day 5
Day 6
Day 7
Day 8
Day 9
( o Day 10
: Day 11
Day 12
Day 13
Day 14

ACTIVE

Mean (LCL. UCL)*

44
43
4.4
43
4.1
43
4.0
4.2
4.2
4.0
4.1
4.1
4.1
4.0

15

(3.7, 5.1)
(3.8,4.9)
(3.8,4.9)
(3.8, 4.9)
(3.5, 4.8)
(3.7,4.8)
(33,47
(3.6, 4.9)
(3.6, 4.8)
(3.4, 4.6)
(3.5, 4.8)
(3.4, 4.8)
(3.5,4.7)
(3.4, 4.6)

-

PLACEBO

3.0
29
2.6
2.6
25
2.6
2.6
2.6
2.6
2.5
2.6
25
2.5
2.6

Mean (LCL,

16

(2.2, 3.8)
@2.1,3.7)
(1.9,3.2)
(1.9,3.2)
(1.9, 3.1)
(1.9, 3.2)
(1.9, 3.2)
(1.9, 3.2)
(1.9, 3.2)
(1.9, 3.1)
(1.9, 3.2)
(1.8, 3.1)
(1.9, 3.2)
(1.9, 3.3)

* (LCL, UCL) equals 95% lower and upper confidence limit.

b Sample size is decreased by one subject due to Subject 156 not recording daily diary

relief scores.
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TABLE 2.2

PAIN RELIEF SCORES (Second Period)

UCL)*
Number of Subjects®

Relief Scores

Day 1
Day 2
Day 3
Day 4
Day 5
Day 6
Day 7
Day 8

Day 9

f : Day 10
Day 11
Day 12
Day 13
Day 14

ACTIVE
Mean (I.CL, UCL)*

4.8
4.7
4.8
4.9
4.7
4.7
4.8
4.8
4.6
5.0
49
5.0
4.9
4.9

16

(4.5, 5.1)
(4.4, 5.0)
(4.5, 5.1)
(4.5, 5.2)
(43,5.1)
(4.3, 5.1)
(4.4,5.3)
(4.4,52)
(4.2, 5.1)
(4.6, 5.4)
(4.5,53)
(4.6, 5.4)
(4.4, 5.4)
(4.4,53)

PLACEBO

33
3.8
3.7
3.7
3.8
33
3.7
3.8
35
3.6
3.7
3.7
3.9
39

Mean (LCL,

15

(2.6, 3.9)
(3.2, 4.4)
(.1, 4.3)
(.1, 4.3)
(3.2, 4.4)
(2.8, 3.8)
(.1, 4.3)
(.1, 4.4)
2.9, 4.2)
(3.1,4.1)
(.1, 4.4)
(3.2, 4.3)
(32, 4.5)
(322, 4.5)

* (LCL, UCL) equals 95% lower and upper confidence limit.

b Sample size is decreased b
relief scores.

Y one subject due to Subject 156 not recording daily diary
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: | TABLE 3

Concomitant Analgesic Medications (Combined Periods)

S

ACTIVE = PLACEBO  TOTAL  P-VALUE

Number of Patiehts 32 32 64 "
Number of Days of Concomitant Drug Use

Mean 234 1.37 1.86 0.289*

SD 4.53 2.38 3.62

Range 0.0-14.0 0.0-10.0 0.0-14.0

Not Reported 0 0 0
Number of Days Subjects Remained in Period

Mean 13.06 7.28 - 10.17 <0.001*

SD 3.16 5.39 5.26

Range 2.0-16.0 2.0-14.0 2.0-16.0

Not Reported ' 0 0 0

{j' ‘» Ratio of Number of Concomitant Drug Days to Days in Period

Mean 0.19 0.22 0.21 0.755°

SD 0.36 0.39 0.37

Range 0.0-1.0 0.0-1.5 0.0-1.5 i

Not Reported 0 0 0

* P-values for treatment comparisons from a one-way analysis of variance with a factor of
treatment.
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TABLE 3.1

. Concomitant Analgesic Medications (First Period)

i

ACTIVE - PLACEBO TJOTAL  P-VALUE
Number of Patients 16 16 32
Number of Days of Concomitant Drug Use
Mean 2.31 1.56 1.94 0.578*
SD 4.69 2.56 ‘ 3.73
Range 0.0-14.0 0.0-10.0 0.0-14.0
Not Reported 0 0 0
Number of Days Subjects Remained in Period 1
Mean , 12.13 5.62 8.88 <0.001*
SD 433 5.04 5.68
Range 2.0-16.0 2.0-14.0 2.0-16.0
Not Reported 0 0 0
(- Ratio of Number of Concomitant Drug Days to Days in Period 1
Mean 0.22 0.29 0.25 0.628°
SD 0.39 0.44 0.41 ‘
Range 0.0-1.0 0.0-1.5 0.0-1.5 —
Not Reported 0 0 0

* P-values for treatment comparisons from a one-way analysis of variance with a factor of
treatment.
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TABLE 3.2

Concomitant Analgesic Medications (Second Period)

ACTIVE PLACEBO
Number of Patients 16 16
Number of Days of Concomitant Drug Use
Mean 237 1.19
SD 4.53 2.26
Range 0.0-14.0 0.0-6.0
Not Reported 0 0
Number of Days Subjects Remained in Period 2
Mean ~14.00 8.94
SD 0.00 5.36
Range 14.0-14.0 2.0-14.0
Not Reported 0 0
Ratio of Number of Concomitant Drug Days to Days in Period 2
Mean 0.17 0.16
SD 0.32 0.34
Range 0.0-1.0 0.0-1.0
Not Reported 0 0

TOTAL

P-VALUE

32

1.78
3.57
0.0-14.0

11.47
4.53
2.0-14.0

0.16
0.33
0.0-1.0

0.355*

0.001*

0.910°

* P-values for treatment comparisons from a one-way analysis of variance with a factor of

treatment.
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FIGURE 1

§urvival Analysis of Time to Exit (Combined Periods)
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FIGURE 1.1

_ Survival Analysis of Time to Exit (First Period)
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FIGURE 1.2

Survival Analysis of Time to Exit (Second Period)
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Mean Relief

Pain Relief Scores (Combined Periods)

FIGURE 2

Mean Relief Scores

(Mean + or — Standard Error. Extrapolated)
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FIGURE 2.1
Pain Relief Scores (First Period)

Mean Relief Scores (First Period Data Only)
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Mean Relief

5.0

Pain Relief Scores (Second Period)

FIGURE 2.2

Mean Relief Scores (Second Period Data Only)
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