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1. Primary: Change From Bassline in Mean Pain Scor &t Endport (Up o Wee 14) | Tims Frame: Baselne, Week 14]
# snow Outcome Measure 1

2. Primary. Pabiert Giobal Impression of Changs (PGIC) | Time Frame: Week 14]
¥ show Outcome Measure 2

3. Secondey. Grange From Baseine m ean Sesp Qualty Score o EXcpon (9 0 Week 1) [ Teme Frame: Basedns, Week 14]
# Show Outcome Measure 3

Jesiing: Doub-

# Show Outcome Measure 3

4 Secondary. Change From Baseine in Weeldy Mean Sieep Qualty Score [ Time Frame Baseine. Week 1,2.3.4,5.6,7.8.8, 10, 11,1213 1]
# show Outcome Measure 4

5 Secondery. Pacarag of Partc s
# show Outcome Measure 5

Ot Sioep Assessed Usng WOS.SS [ Time Frame: B, Wewi 14]
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# show Outcome Measure &
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# show Outcome Measure 10
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# Show Outcome Measure 13
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Nt ertered

Reporting Groups
Description

Placebo. Plscebo mekched 1 pragabaln cagsdes oralytice Gy up 1o Wesk 1.

Pregabalin 300 mg 150 migram (mg) ocaly v Day 13 3 4 omwards: 150 mp.
e dose 49 1o Wesk 14
Pregaein ¢ y fokoweing @ 2 week Hraion ghase, Dey 1-3: 75 mp oralybrice iy, Day &8 150 my ocly hrice . Doy

ice dady and Day 12 onwards: 225 mj oraly bice daly faed 605e up 1o Week 14

fokowng @ 2 wesk iraton shase, Day 1-3 75 me orally trice dady, ey 3-8 154 mp ol e daiy. Day %11 200 mg oraly
ice dady and Day 1244 225 ndinen 3 oy "

Participant Flow. Overall Study
Placeba  Pregabalin300my  Pregabalin 450mq  Pregabalin 600 mg
STARTED 189 157 18 187

TREATED 184 184 182 186




Participant Flow.  Overall Study

Placebo  Pregabalin 300mg  Pregabalin 450mg  Pregabalin 600 mg
STARTED 189 187 184 187
TREATED 184 184 182 186
COMPLETED " 123 1 121
NOT COMPLETED ] 6 st 6
Adverse Event ] 37 ® ar
Unspecified 3 2 2 2
Lack of Efficacy 8 6 3 5
Lost 1o Follow-up 1 2 2 2
Withdrawal by Subject 8 " 4 9
Randomized but not Treated 5 3 2 1

P Baseline Characteristics
5 i Baseine Characiersics

Explanation of how the namber of participants.for analysis was determined. Includes whether analysis was per protocol, intention 1o Ureat, of another method.
Alsa provides relevant details such as imputation technique, as appropriate.

i ¥ Teg8B4SS 01

Baseline Measures

Pregabalin300  Pregabalin 450 Pregabalin 600

Placebo Total
mg my mg
Number of Participants i o 7 T3
units: participants]
Age
units: years] 481113 484 2108 480 =113 496 2113 5 2112
Mean + Standard Deviation
Gender
units: participants]
Female 168 167 169 169 673
Male 1 ” 13 7 6
Mean Pain Score !
units: Units on a scale] 668 + 148 676 £1.29 657 £131 659 £1.37

Mean + Standard Desiation
Mean Sleep Quality Score !
{umits: Units on a scale] 601 £190 594 =100 594 =170 5912180 595 =177
Mean + Standard Deviation

Percentage of Participants With Optimal Sieep Assessed Using
Mos-55 17 203 B 2457 17.03 &2
{units: Percentage of Participants]

Medical Outcome Study Sieep Scale (M0S-55) !
{units: Units on a scale]
Mean + Standard Deviation

B Oulcome Measures

5 vise A1 Outeoms Measares

1. Primry. Change From Basein i isan Pan Score al Endoor (Upto Week 14) [ Tme Frame: Baseline, Week 19

Measure Type Primary
Measure Title Seore )
5 of 11-0oit NRS ran 00worst possidk pai) Partcigants raed e pan dring gast 24 haurs saf assessmert done daly
ot awokening Baseline=Last T avalothepaimscores belos aking sty mecdeation w9 and inclcing Day 1. Fnal weekly endgort) meen pam score s defoed as e
7 pan dar whie e ooy mescaton
Time Frame Baseing, Week 14
Salety Issve o

Popuiation Description

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention o treat, or another method.
Alsa provides relevant details such as Imputation technique, 2 appropriate.

Full Analys:s SoL (FAS) incladed sl ndomized parte pants who foceived ot s 1030 o Sty macicabon, FeQartess of Meoition comphance. Nissa 8 wire mouled 13 s obsenaiton

o orward (LOCF) methad. (e of Jrcounts anshaed) 53608 Art A0 avaustie o s mogsare
Reporting Groups

Description
Placebo Plscebo malched I pragabale capsules orally baion Gedy o Wesk 14

Pregabalin 300 mg  Pregabain capsuse 150 milgram (mg) oraly tice iy fokown] a 2 week traton phase, Day 1-3 75 mg oraly e Galy and Day 4 amwarts: 150 mg oraly e Saly
ok 005k Up o Week 14,

[ 5 Pregabain cagsde 226 mg y tolowg a 2 ek tiabon phase, Day 1-3 75 mp araly ice day, Dey & 150 mg oraly ice dady. Day
12 onwards: 225 mg \

20 mgocaly

Measured Values

Placebo  Fregabalin300mg  Pregabalin 450mg  FPregabalin 600 mg

INumber of Participants Analyzed
184 184 181 186
[units: participants]
Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14)
[units: Units 00 a scale] -073 £014 -1.06 2014 -129 2018 096 + 0.4

Least Squares Mean + Standard Error

‘Statistical Analysis | fos Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14)

Groups ™ Placebn s Pregataln 600 g
Method @ AICOVA
P Value ™ 0261

Least Squares (LS) mean difference ™! 023

95% Confidence Interval (96100015)
) Addtonaldetals sbout e analyss, sch as nul ypobiess and pomer Cakulaton
Pt was calcuited using A s (ANOOVA) we iy R

121 Oer rekant method inormaton, such as adustments or darees of feedom

Hochbary's 890r0Bch wes wed 10 ectect 1o Tyoe | ertor vl 8005 Mvel Hochomey st pvaloes wes s

3] Addtonal e ek s vt 15 adustod for mutiphs comparsors and ® ne sgnfcance

o et rdered

T m ] T2y T Yo R Gy W S Ty T T A T
o et Dey 12-14: 25 mp el 0mg % "

Measured Values
Placebo  Pregabalin300mg  Pregabalin 450mg  Pregabalin 600 mg
Number of Participants Analyzed

Tunits: participants] s i E =
[units: Units on a scale]
Least Squares Mean = Standard Error
Week | (n=183,179,174,178) 038 =004 -120 2015 108 2005 123 2005
‘Week 2 (n=180,172,168,174) 062 +0.14 148 +015 -1.43 1015 159 2005
Week 3 (n=174, 164, 159,163) 075 =015 -1.42 2 0.5 -1.56 2 0.15 -1.90 2 0.15
Week 4 (n=165,157,155,156) 073 =015 152 2015 -167 2015 201 =015
Week 5 (=163, 150, 152,148) 082 2015 -167 2015 -1.69 2015 -1.99 2015
084 2015 -1.56 £0.15 -1.76 2 0.16 215 2016
091 =015 -150 2 0.16 -1.83 2016 -220 2 0.16
2015 4160 2016 -1.95 20.06 225 2006
2015 164 £0.16 194 2016 224 2016
-1 2006 175 016 -203 : 016 238 2017
109 £ 016 165 +017 192 2006 224 2017
Week 12 (n=141,121,135,119) -122 =016 162 2017 195 2016 229 2017
Week 13 (n=140,120,133,118) 05 + 016 166 +0.17 193 =047 226 =017

Week 14 (n=134,115,128.111) -1.08 +0.16 173 +017 -1.95 2017 -229 2 0.18

B Serious Adverse Events
5 o Sarous Adwrsa Evrs

Time Frame ot entored
Additional Description  The 581 eved sy sope AE nd 8 SAE. Homerer, what “
Ponsenous sebect, o ane subg nd
Reporting Croups
Description
Placebn Placebe mlched o pegataln capsues oraly ce daly up o Week 14
Pregabalin 300 mg e dody ness, Day 1375 Mg y 4 sowends: 150 mg
s €050 10 o Week 14
i fokowing & 2 woek haton phess, Day 1-3: 75 mp craly tice daly, Doy 44 150 mg orahy wice dsdy, Dy 9-11: 200 mg orally
y 12 cmwarts: 225 [
m i foowing a 2 week traion phese, Day -3 75 mg oraly ice daly, Dey &4 150 mg uraly eice iy, Day 8-11: 200 mg crally
y 12-14: 25 g oraly brce dady and ben I
Serious Adverse Events
Placebo Pregabalin 300mg  Pregabalin 450 mg Pregabalin 600 mg
Total, sefious adverse events
# participants affected | at risk 184 Q.17 /184 (1.09% B/182 .40%) 4186 2158

Blood and lymphatic system disorders




Limitations of the study, such as early termination leading to small numbers of parti lyzed and technical probl
unreliable of uninterpretable data
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