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.- ¢ Trial registration

. # Unique identification scheme . Bio|ogy for the
o International databases post-genomic era

home | mydetails | ISRCTN Register | mRCT | links | information | news

Welcome to Current Controlled Trials ( )PU‘J"’”‘ your protocol

Gurrent Controlled Trials allows users to search, register and share information about clinical trials. Access to all the information on this site is free; charges for the registration services offered \R ;];“R&L‘e‘hnsu

by Current Controlled Trials are available on request. Publication services are also available via the range of open access peer-reviewed journals published by our sister company, Eiolled

I
s : . (3 : ial- (3 = el
wm  Search for trials: um Register your trial: wsm Publish your trial:

Email updates

a5 Uniquely identified by an [SRCTH Apply for a unique identifier - the ISRCTN . Choose BiolVled Central's open access peer-

; " : Enter your email below to
reviewed Trials journal

get these and other
Select other BiolMed Central open access peer- periodic updates from
reviewed journals Current Controlled Trials
straight to vour inbox.

Latest papers citing ISRCTNs in PubMed m

e Searchacross multiple registers (including the NHS

ult actus in order to let us host and search your
in England and US ClinicalTrials.gav)

register

Latest ISRCTNs assigned (Total: 12936)

29 ottobre 2014. ISRCTNET7427351 - Effectiveness of regular weighing and feedback 15 gennaio 2015: Food Chem. Effects of functional olive oil enriched with its own
by community midwives in preventing excessive gestational weight gain: phenolic compounds on endothelial function in hypertensive patients. A randomised
randomised controlled trial (POPS 2) controlled trial

[ISRCTN03450153] [PubMed]

23 ottobre 2014- N Engl. J. Med High-dose rifapentine with moxifloxacin for

29 ottobre 2014 [SRCTN95282830 - The ACORN study: Coping and Relaxation in :
pulmonary tuberculosis.

Pregnancy ISRCTN44153044] [Pubbled]
29 ottobre 2014: ISRCTN40319192 - Adaptive study of IL-2 dose frequency on 07 attobre 2014: Trials. Effects of varenicline and cognitive bias modification on
requlatory T cells in type 1 diabetes (DiLfrequency) neural response to smoking-related cues: study protocol for a randomized controlled

study.
NSRCTH

301 TPubledl



B Home A Feadbadc - | |¥] Logon/ Register e
" + Trial registration - NEGATIVE RES#:&;&{.F lJSS;IEl:cIIE-IIﬁIIN
Konolled ' + Unique identification scheme BMIC Publishes research and data mﬁgﬁ%ﬁmﬂgﬁ %DA
Trals « International databases across biology and medicine sormuuie s cancgr - TISTAND
Research Notes o 2

250

home | mydetails | ISRCTN Register | mRCT | links | information | news

Introduction ( )Pub!ish your protocol

% l] 5 metaRegister of Controlled Trials (mRCT) - active re~ _..
_r ! TRIA
I] SEARCH FOR RESULTS ORDER = DIRECTION MAX " _SULTS ALL REGISTERS \?\ : O"Bmﬂl—'ﬁ
N oo
wiktker

active registers ; ISRCTN Register (Intenational) - copy of The Wellcome Trust (UK) - subset from
ISRCTN Register ISRCTN Register

mental health register Email updates

archived registers Enter your email below to
get these and other
periodic updates from

Current Controlled Trials
straight to vour inbox.

NIH ClinicalTrials.gov Register (International) - m

subset of randomised frial records

all registers

Action Medical Research (UK) - subset from (il UK trials (UK)- subset from ISRCTN Register,
ISRCTN Register UK trials only

tips on searching

Information

about mRCT

mRCT FAQs

The site should not be used to
diagnose ortreat a health
problem. Please consult yvour
doctar.

Terms & conditions

DUPLICATION

Your search result may
contain a number of different




Log on/ Reqgister

.. + Trial registration . . .
' ¢ Unique identification scheme b TRANSPLANTATION Editors-in-Chief:

. - Edward K Geissler (University of Regensburg, Germany)
» International databases RESEARCH Alan Jardine (University of Glasgow, UK)

home | mydetails | ISRCTN Register | mRCT | links | information | news

Introduction ( )Pubiish your protocol
% l] 5 - “~nicter of Controlled Trials (mRCT) - active registers

I SEARCH FOR RESu. "ORDER DIRECTION = MAXRESULTS ALL REGISTERS \R-.TRL‘:\LS

Open Acce s Journal
Relevan ‘

Those registers which appear below regularly update ta

pregabalin AND fibromyalgia ‘Descending V‘ ‘10perpage V‘

ecords inthe metaRegister of Controlled Trials (at least annually).

Find trials

Ewitker

active registers ot v oo o gt qIEINATIONA) - COY OF c2ll The Wellcome Trust (UK) - subset from
ISRCTN Register ISRCTN Register

mental health register Email updates

archived registers Enter your email below to
get these and other
periodic updates from

Current Controlled Trials
straight to vour inbox.

all registers

Action Medical Research (UK) - subset from 2l UK frials (UK) - subset from ISRCTN Register,
ISRCTN Register UK trials only

tips on searching

(LA NIH ClinicalTrials.gov Register (International) -
- N subset of randomised frial records

mRCT FAQs

The site should not be usedto
diagnose ortreat a health
problem. Please consult your
doctar.

Terms & conditions

DUPLICATION

Your search result may
contain a number of different




E Log on/ Register

" ¢ Trial registration

i ¢ Uriaue identifcation scheme BMC An open access journal specifically

¢ International databases . for conference publications
Proceedings

ome | my details | ISRCTN Register | mRCT | links | information | news

MeE@ReEYsIcr vt voine v 0CT) ( ) i
%I}]E Showing records: 1 to 10 of 41 \P\ ;l'RMLAJl;Sl
pen nAoume

SFARCH FOR RESULTS ORDER . 1ION MAX RESULTS

E— pregabalin AND fibromyalgia Relevance ¥

g

Ewitker

active registers ; 1 Fibromyalgia of Less Than One Year Duration. Study of Pregabalin
mental health register ¥ Status: Mot yet recruiting Email updates

hived reqi \ Source of record: NIH ClinicalTrials gov Register (International) - subset of randomised trial records
- registers ! Enter your email below to

- 5 2 Safety and Efficacy Study of Pregabalin in Fibromyalgia get these and other
periodic updates from
Status: Completed Current Controlled Trials
Source of record: NIH ClinicalTrials gov Register (International) - subset of randomised trial records Straight o your inbox.
Information m
_ Status: Completed
about mRCT 4 Source of record: NIH ClinicalTrials gov Register (International) - subset of randomised trial records
mRCT FAQs ? q
— Status: Recruiting
L]

The site should not be used fo Source of record: NIH ClinicalTrials.gov Register (International) - subset of randomised trial records

diagnose ortreat a health ) . . . . .
prablem. Please cansult your Randomized, Double-Blind, Placebo-Controlled Trial Of Pregabalin In Patients With Fibrom
doctar,

Terms & conditions Completed

Source of recorg NIH ClinicalTrials.gov Register (International) - subset of randomised trial records

DUPLICATION

Your search resultmay An Open-Lab  (rial of Pregabalin in Patients With Fibromyalgia
contain a number of different

L e T T rmnlatad



.' ¢ Trial registration

Cureat fl ¢ Ui identictionschene Your article will be freely available online
I

Trials « International databases

springer.com/opencholce J

home | mydetails | ISRCTN Register | mRCT | links | information | news
- - - D g . " -\‘.' . N
[ ..Back to search results | [ Print-frigndly emon]( )Pubiish Jour protocol

Randomized, Double-Blind, Placebo-Controlled Study Of Pregabalin In Patients With Fibromyalgia
>l | j{ TRIALS

EI] Link to the Information obtained from ClinicalTrials.gov on February 23, 2012
. . Open hoz s Journal
ClinicalTrials.gov record

Title of triallgrant title Randomized, Double-Blind, Placebo-Controlled Study Of Pregabalin In Patients With Fibromyalgia
Current status of trial Completed tu.”hher

active registers ] Sponsors and Pfizer
. | collaborators

mental health register Email updates

Information pro>*" =

archived registers

Enter your email below to
get these and other
periodic updates from

ClinicalTr' s.gov NCT00830167
all registers * | identifier

tips on searching % | Purpose Urnipare pregabalin with placebo for the duration of 15 weeks to evaluate Current Controlled Trials
the efﬂcacy and safety of pregabalin in patients with fibromyalgia. straight to vour inbox.

Condition(s) Fibromyalgia

Information Intervention(s) Drug Placebo m

Drug Pregabalin
Phase Phase I

about mRCT

IR R G ] Allocation: Randomized, Endpoint Classification: Safety/Efficacy Study, Intervention Model: Parallel Assignment, Masking: Double Blind (Subject, Caregiver,

Investigator), Primary Purpose: Treatment

Official title Randomized, Double-Blind, Multicenter, Placebo-Controlled Study To Evaluate Efficacy And Safety Of Pregabalinia; Cl-1008i%4, In The Treatment Of Fibromyalgia

The site should not he usedto
diagnose or treat a health
problem. Please consult your
doctar.

Terms & conditions

Primary outcome Numerical rating scale for pain 15 weeks Nao

Secondary outcome Patient Global Impression of Change (PGIC) 15 weeks No

Medical Outcomes Study - Sleep Scale (MOS-Sleep Scale) 15 weeks No
Quality of Sleep Score from the Daily Sleep Diary 15 weeks No
Fibromyalgia Impact Questionnaire (FIQ) 15 weeks No

Short-Form 38 Health Survey (SF-38) 15 weeks No

Pain Visual Analog Scale (Pain VAS) 15 weeks No

Assessment of Safety 16 weeks Yes

DUPLICATION

Your search result may
contain a number of different




International Clinical Trials Registry Platform (ICTRP)

The mission of the WHO International Clinical Trials
Registry Platform is to ensure that a complete view of
research is accessible to all those involved in health care
decision making. This will improve research transparency
and will ultimately strengthen the validity and value of the
scientific evidence base.




{@§ World Health
W Organization
International Clinical Trials

A Registry Platform
€  Search Portal

List By b SearchTips UTN P ICTRP website b Contactus

Hof Advanced Search

Search tips

Welcome Data Providers

- _ . - Data sets fr= .ata providers are updated every Wednesday . ~ing according to the following schedule:
The Clinical Trials Search Portal provides access to a central database containing the trial registration data sets Every we' .

pravided by the registries listed on the right. It also provides links to the full original records.

= Australian New Zealand Clinical Trials Registry, last data fil imy. *ed on 13 October 2014
= ClinicalTrials.gov, last data file imported on 13 October 2014

« EU Clinical Trials Register (EU-CTR), last data file imported on 7 Oc her 2014

« ISRCTN, last data file imported on 13 October 2014

« The Metherlands Mational Trial Register, last data file imported on 13 0 ber 2014

To facilitate the unique identification of trials, the Search Portal bridges {groups together) multiple records about the
same trial. More information

Please note: This Search Portal is nat a clinical trials registry. How to register a tral

For mohile users, please use this link http://apps who int/trialsearchfictrpmob aspx |t can be opened fram any }
smartphone Every 4 weeks:

It is now possible to export the results of the search into XML. Mare information Brazilian Clinical Trials Registry (ReBec), last data file imported on 13 Oc ser 2014
Chinese Clinical Trial Registry, last data file imported on 13 October 201:

Clinical Trials Registry - India, last data file imported on 13 October 2014

Clinical Research Information Service - Republic of Korea, last datafile in - ted on 13 October
2014

Cuban Public Registry of Clinical Trials, last data file imported an 13 Or  oer 2014
German Clinical Trials Register, last data file imported on 13 October ™ 14

Iranian Registry of Clinical Trials, last data file imported on 13 Octobs 2014

Japan Primary Registries Network, last data file imported on 13 Oc® ser 2014

Pan African Clinical Trial Registry, last data file imported on 16 5 wember 2014

Sri Lanka Clinical Trials Registry, last data file imported on 137 .ober 2014

Thai Clinical Trials Register (TCTR), last data file imported =~ 3 October 2014

Crawling the ICTRP database now requires a usemame/password. To request access to the crawling pages plea.

send an email to ictrpinfo@who int

= Call for public Cansultation: WHO Statement on Public Disclosure of Clinical Trial Results Mare information

. __________________________________________________________________________________________________________________W. ___________ 4 |
Disclaimer: Trials posted on this search portal are not endorsed by WHO, but are provided as a service to our users. In no event shall the World Healtn = »=ization be liable for any dam=="_uising from the use of the information linked to in this section. None of the information obtained
through use of the search portal should in any way be used in clinical care without consulting a physician or licensed health professional, VWWHO is not respohsi.. e _.apieteness andior use made of the content displayed for any trial record,

Copyright - World Health Organization - Version 3.2 - Version history - Faor crawlers
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International Clinical Trials

o
A Registry Platform
Search Portal
Home Advanced Search List By b SearchTips UTN » ICTRP website » Contactus
Fields can be left blank. Click on the field name hyperlink for an explanation of each search field
Look for trials with the exact phrase or contains
\ v\ Example: liver cancer OR breast cancer \ inthe Title
|AND [l |Example: Diphtheria NOT tetanus | inthe Condition
|AND 8 |[Example: transplant AND immunosuppressant ‘ inthe Intervention
U Searchfor dlinical trials in children
Ecruitment status is Recruiing \ v
Primary sponsar is or ‘ ‘
contains
Secondary 1D is or contains ‘ ‘
/
ouniries of recruitment are | Afghanistan ]
Nﬂama %JJ Free Text Country :
Algeria 3
Ameg
ndarra
Angola
Antigua and Barbuda
Argentina Clear

Date of registration is between

Search Tips

Nisclaimer Trials nnsted on this search noftal are not endorsed by WHO bt are nrovided as a senice to ournsers Inonn event shall the Warld Health Qroanization be liahle for anv damanes arisinn from the nse of the information linked toin this sectinn Mone of the information nhtained throonh nse




(IR, World Health
\ Organization
S VT

International Clinical Trials

B Registry Platform
€  Search Portal

Home Advanced Search List By P SearchTips UTN b ICTRP website » Contactus
—

pregabalin AND fibromyalgia | ‘ Search Psrch tips

Welcome Data Providers

o . N S Data sets from data providers are updated every Wednesday evening accarding to the following schedule:
The Clinical Trials Search Portal provides access to a central database containing the trial registration data sets Every week:

pravided by the registries listed on the right. It also provides links to the full original records.

« Australian New Zealand Clinical Trials Registry, last data file imported on 27 October 2014
+ ClinicalTrials.gov, last data file imported on 27 October 2014

+ EU Clinical Trials Register (EU-CTR). last data file imported on 27 October 2014

« ISRCTN, last data file imported on 27 October 2014

+ The Netherlands Mational Trial Register, last data file imported on 27 October 2014

To facilitate the unique identification of trials, the Search Partal bridges (groups together) multiple recards about the
same trial. [ore information

Please note: This Search Portal is not a clinical trials registry. How to register a trial

= For mohile users, please use this link http-//apps who int#rialsearch/ictrpmob aspx. It can be opened from any }
smartphone Every 4 weeks:

It is now possible to export the results of the search into XML More information Brazilian Clinical Trials Registry (ReBec), last data file imparted on 13 October 2014
Chinese Clinical Trial Registry, last data file imported an 27 October 2014

Clinical Trials Registry - India, last data file imported on 13 October 2014

Clinical Research Information Senvice - Republic of Korea, last data file imported on 13 October
2014

Cuban Public Registry of Clinical Trials, last data file imported on 13 October 2014
German Clinical Trials Register, last data file imported on 13 October 2014

Iranian Registry of Clinical Trials, last data file imported on 13 October 2014

Japan Primary Registries Metwork, last data file imported on 13 October 2014

Pan African Clinical Trial Registry, last data file imported on 27 October 2014

Sri Lanka Clinical Trials Registry, last data file imported on 13 October 2014

= Thai Clinical Trials Register (TCTR), last data file imported on 13 October 2014

Crawling the ICTRP database now requires a usemname/password. To request access to the crawling pages please

send an email to ctrpinfo@who int

Call for public Consultation: YWWHO Statement on Public Disclosure of Clinical Trial Results Mare infarmation

Disclaimer: Trials posted on this search portal are not endorsed by WHO, but are provided as a service to our users. In no event shall the World Health Organization be liable for any damages arising from the use of the information linked to in this section. None of the information obtained
through use of the search portal should in any way be used in clinical care without consulting a physician or licensed health professional. WHO is not responsible for the accuracy, completeness andlor use made of the content displayed for any trial record.

Copyright - World Health Organization - Version 3.2 - Version history - Far crawlers
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International Clinical Trials

M Registry Platform
Search Portal
Home Advanced Search List By b SearchTips UTN b ICTRP website b Contactus
Back to Search | Export results to XML
54 records for 34 trials found for: pregabalin AND fibrofyalgia tihatis this?) Show rec.ords per page

Recruitment status Main ID Public Title Date of Registration
Not recruiting NCT02187159 Treatment of Pain Associated With Fibromyalgia 08/07/2014
Not recruiting NCT02167471 Treatment of Pain Associated With Fibromyalgia 08/07/2014
Not recruiting NCT02146430 Treatment of Pain Associated With Fibromyalgia 2110512014
Not recruiting NCT01773993 Special Investigation of Pregabalin for Fibromyalgia (Requlatory Post Marketing Commitment Plan) 18/01/2013
Not Recruiting EUCTR2012-003197-57-BE Multiple dose Study to evaluate concentration of Lyrica in lactating women 11102012

@ NCT01432236 A Phasemmdv of Pregabalin in Fibromvalgia Subjects Who Have Comorbid Depression 08/09/2011
S
Not recruiting NCTO139/006 Fibromvalgia of Less Than One Year Duration. Study of Pregabalin 150712011
Recruiting NCT01387607 A Study For Pregabalin In Patients With Fibromyalgia J0/06/2011
Not recruiting ISRCTN20173707 Combination drug therapy for fibromyalgia pain 2810212011
Not recruiting NCT01280747 Examination of Pregabalin Access for Treatment of Indicated Pain Disorders: the ExPAND Study 19/01/2011
1234

Disclaimer: Trials posted on this search portal are not endorsed by WHO, but are provided as a service to our users. In no event shall the World Health Organization be liable for any damages arising from the use of the information linked to in this section. None of the information obtained
through use of the search portal should in any way be used in clinical care without consulting a physician or licensed health professional, WWHO is not responsible for the accuracy, completeness andior use made of the content displayed for any trial record,

Copyright - World Health Organization - Version 3.2 - Version history - For crawlers
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W Organization

International Clinical Trials

e ool
Home Advanced Search List By b Search Tips UTN b ICTRP website b Contactus
[ Epotemwal |
54 records for 34 trials found for: pregabalin AND fibromyalgia fanstis tnis?) Show rec:nrds per page

Recruitment ; -
stalus Main ID Public Title
Mot NCT02187159 Treatment of Pain Associated With Fibromyalgia 08/07/2014
recruiting
Mot NCT02187471 Treatment of Pain Associated With Fibromyalgia 08/07/2014
recruiting
Mot NCT02146430 Treatment of Pain Associated With Fibromyalgia 210512014
recruiting
Mot NCT01773993 Special Investigation of Pregabalin for Fibromyalgia (Requlatory Post Marketing Commitment Plan) 18/01/2013
recruiting
Mot EUCTR2012- Multiple dose Study to evaluate concentration of Lyrica in lactating women 1110/2012
Recruing ~ 003197-57-BE
Mot NCT01432235 = A Phase 3b Multicenter Study of Pregabalin in Fibromyalgia Subjects Who Have Comorbid Depression 08/09/2011
recruiting Recruitment,  y.is 1p Public title Date of
status registration
EUCTRZ011-|In this fibromyalgia pain study in patients taking medication for depression. neither subjects nor investigators will know treatment assignments. The study is to determine if
Authorised  |002480-19- |pregabalin demonstrates improvement compared to placebo (inactive substance}in improving pain associated with fibromyalgia. Subjects will be randomly assigned by 17117201
ES chance(like the flip of a coin) to receive either pregabalin or placebo in one treatment period and then switch to the opposite for the second treatment period.
Not EUCTR201 1_The study objective is fo determine if pregabalin demonstrates improvement compared to placebo in improving pain associated with fibromyalgia. Neither subjects nor
. investigators will know treatment assignments. Subjects will be randomly assigned by chance to receive either pregabalin or placebo in one treatment period and then switch to [23/07/2012
Recruiting |002480-19-T . .
|the opposite for the second treatment period

Mot NCT01397006 Fibromyalgia of Less Than One Year Duration. Study of Pregabalin 15/07/2011
recruiting
Recruiting ~ NCT01387607 A Study For Pregabalin In Patients With Fibromyalgia 30/06/201
Mot [SRCTN20173707  Combination drug therapy for fibromyalgia pain 28/02/2011
recruiting
Mot NCT01280747 Examination of Pregabalin Access for Treatment of Indicated Pain Disorders: the ExPAND Study 19/01/201

recruiting
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M Registry Platform
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€  Search Portal

List By b SearchTips UTN P ICTRP website P Contactus

Note: This record shows only the 20 elements of the WHO Trial Registration Data Set. To view changes that have been made to the source record, or for additional information about this trial, click an the URL below to go to the source record in the primary register.

Register:
Last refreshed on:
Main ID:

Date of registration:

ClinicalTrials gov
21 July 2014
NCT02187139

08/07/2014

Primary sponsor: Daiichi Sankyo Inc.
Public title: Treatment of Pain Associated With Fibromyalgia
Scientific title: A Randomized, Double-Blind, Placebo- and Active-Controlled Study of DS-5565 for Treatment of Pain Associated With Fibromyalgia
Date of first enrolment: July 2014
Target sample size: 1200
Recruitment status: Not vet recruiting
URL: http://clinicaltrials gov/show/NCT02167159
ay type: Interventinnal
Study design: Allocation: Randomized, Endpoint Classification: Safety/Efficacy Study, Intervention Model: Parallel Assignment, Masking: Double Blind (Subject, Caregiver, Investigator, Outcomes

Countries of recruitment

Assessor), Primary Purpose: Treatment

Contacts

Name:; INC Research Name:; Domenico Merante, MD
Address: Address:

Telephone: Telephone:

Email; SM_DS5565_FM_Info@incresearch.com Email:

Affiliation: Affiliation: Daiichi Sankyo Inc.

Key inclusion & exclusion criteria
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Example: "Heart aftack” AND "Los Angeles”

Clin icalTrialsogov Search for studies: ‘ Search

A service of the U.S. National Institutes of Health Advanced Search | Help  Studies by Topic | Glossary

Find Studies About Clinical Studies Submit Studies Resources About This Site

Home > Find Studies > Search Results > Study Record Detail Text Size v

Trial record 30 of 46724 for:  (NOT NOTEXT) [CITATIONS]
4 Previous Study | Returnto List | Next Study »

Randomized, Double-Blind, Placebo-Controlled Trial Of Pregabalin In Patients With Fibromyalgia.

This study has been completed. ClinicalTrials.gov Identifier:
NCT00333866

Sponsor:

Pfizer First received: June 2, 2006

Last updated: April 25, 2013
Information provided by (Responsible Party): Last verified: March 2009

Pfizer

History of Changes
QII TextView = Tabular View = Study Results Disclaimer@ a Study Record
P Purpose

This study, will compare pregabalin with placebo for the duration of 14 weeks to evaluate the efficacy and safety of pregabalin in patients with fibromyalgia.

Condition Intervention Phase

Fihrnmuyalnia Nrin nrenahalin Phace 1



This study has been completed. ClinicalTrials.gov Identifier:

NCT00333866
Sponsor:
Pfizer First received: June 2, 2006
Last updated: April 25, 2013
Information provided by (Responsible Party): Last verified: March 2009
Pfizer History of Changes

Full Text View  Tabular View  Study Results Disclaimer [ How to Read a Study Record

Results First Received: November 20, 2008

Study Type: Inferventional

Allocation: Randomized:  Endpoint Classification: Safety/Efficacy Study; Intervention Model: Parallel Assignment;  Masking: Double-

L Dl Blind; Primary Purpose: Treatment

Condition:  Fibromyalgia

Drug: pregabalin

Interventions:
Drug: placebo

B Participant Flow
= Hide Participant Flow

Recruitment Details
Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and locations

Recruitment from 73 centers in North America [Canada (12) and Mexico (4)], South America [Venezuela (3)], Europe [Denmark (2), France (5), Germany (5), ltaly (6), Netherlands (5), Portugal (4)
Spain (4), Sweden (4), Switzerland (3) and United Kingdom(5)] and Asia [India (4) and Korea (3)] and Australia (4).




Study Type:

Study Design:

Condition:

Interventions:

P Participant Flow
# Show Participant Flow

B Baseline Characteristics

# Show Baseline Characteristics

B Outcome Measures
iJ Show All Quicome Measures

Interventional

Allocation: Randomized; Endpoint Classification: Safety/Efficacy Study;  Intervention Model: Parallel Assignment;  Masking: Double-
Blind; Primary Purpose: Treatment

Fibromyalgia

Drug: pregabalin
Drug: placebo

1. Primary: Change From Baseling in Mean Pain Score at Endpoint (Up to Week 14) [ Time Frame: Baseline, Week 14 ]

ﬂ Show Outcome Measure 1

2. Primary: Patient Global Impression of Change (PGIC) [ Time Frame: Week 14 ]

iJ Show Outcome Measure 2

3. Secondary: Change From Baseline in Mean Sleep Quality Score at Endpoint (Up to Week 14) [ Time Frame: Baseline, Week 14 ]

+ Show Outcome Measure 3



3. Secondary: Change From Baseline in Mean Sleep Quality Score at Endpoint (Up to Week 14) [ Time Frame: Baseline, Week 14 ]
# Show Outcome Measure 3

iJ Show Outcome Measure 4

5. Secondary: Percentage of Participants With Optimal Sleep Assessed Using MOS-55 [ Time Frame: Baseline, Week 14 ]
# Show Outcome Measure 5

6. Secondary: Change From Baseline in Medical Quicomes Study (MOS): Sub-scales at Week 14 [ Time Frame: Baseline, Week 14 ]
# Show Outcome Measure 6

7. Secondary: Change From Baseline in Fibromyalgia Impact Questionnaire (FIQ) Subscale Scores at Week 14 [ Time Frame: Baseline, Week 14 ]

i'J Show Qutcome Measure 7

8. Secondary: Change From Baseline in Fibromyalgia Impact Questionnaire (FIQ) Total Scores at Week 14 [ Time Frame: Baseling, Week 14 ]

+ Show Outcome Measure 8

9. Secondary: Change From Baseline in Short Form-36 (SF-36) Health Survey at Week 14 [ Time Frame: Baseline, Week 14 ]
# Show Outcome Measure 9

10. Secondary: Change From Baseline in Multidimensional Assessment of Fatigue (MAF) at Week 14 [ Time Frame: Baseline, Week 14 ]

iJ Show Outcome Measure 10

11. Secondary: Change From Baseline in Hospital Anxiety and Depression Scale (HADS) at Week 14 [ Time Frame: Baseline, Week 14 ]
# Show Outcome Measure 11

12. Secondary. Change From Baseline in Pain Visual Analogue Scale (VAS) Scores at Week 14 [ Time Frame: Baseline, Week 14 ]
+ Show Outcome Measure 12

13. Secondarv: Total Dailv Acetaminophen Dose [ Time Frame: Week 14 1




SUTC 11

12. Secondary: Change From Baseline in Pain Visual Analogue Scale (VAS) Scores at Week 14 [ Time Frame: Baseline, Week 14 ]

+ Show Outcome Measure 12
13. Secondary: Total Daily Acetaminophen Dose [ Time Frame: Week 14 ]

+ Show Outcome Measure 13

P Serious Adverse Events

iJ Show Serious Adverse Events

B Other Adverse Events
| Show Other Adverse Events

P Limitations and Caveats
i'J Show Limitations and Caveats

P More Information
i'J Show More Information

For Patients & Families

For Researchers

For Study Record Managers

A TOTOP



= Hide Participant Flow

Recruitment Details

Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and locations

Recruitment from 73 centers in North America [Canada (12) and Mexico (4)], South America [Venezuela (3)], Europe [Denmark (2), France (5), Germany (5), ltaly (6), Netherlands (5), Portugal (4),
Spain (4), Sweden (4), Switzerland (3) and United Kingdom(5)] and Asia [India (4) and Korea (3)] and Australia (4).

Pre-Assignment Details

Significant events and approaches for the overall study following participant enrollment, but prior to group assignment

No text enterad.

Reporting Groups
Description

Placebo Placebo matched to pregabalin capsules orally twice daily up to Week 14.

Pregabalin 300 mg Pregabalin capsule 150 milligram (mg) orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily and Day 4 onwards: 150 mg orally twice daily
fixed dose up fo Week 14.

Pregabalin 450 mg Pregabalin capsule 225 mg orally twice daily following a 2 week tifration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12 onwards: 225 mg orally twice daily fixed dose up to Week 14.

Pregabalin 600 mg Pregabalin capsule 300 mg orally twice daily following a 2 week fitration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12-14: 225 mg orally twice daily and then 300 mg orally twice daily fixed dose up to Week 14.

Participant Flow: Overall Study

Placebo Pregabalin 300 mg Pregabalin 450 mg Pregabalin 600 mg
STARTED 189 187 184 187
TREATED 184 184 182 186



Participant Flow: Overall Study

Placebo Pregabalin 300 mg Pregabalin 450 mg Pregabalin 600 mg
STARTED 189 187 184 187
TREATED 184 184 182 186
COMPLETED 141 123 133 121
NOT COMPLETED 48 64 51 66
Adverse Event 23 37 38 47
Unspecified 3 2 2 2
Lack of Efficacy 8 6 3 5
Lost to Follow-up 1 2 2 2
Withdrawal by Subject 8 14 4 9
Randomized but not Treated 5 3 2 1

B Baseline Characteristics

=| Hide Baseline Characteristics

Population Description

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

Full Analysis Set (FAS) included all randomized participants who received at least 1 dose of study medication, regardless of medication compliance.
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Baseline Measures

Number of Participants
[units: participants]

Age
[units: years]
Mean + Standard Deviation

Gender
[units: participants]

Female
Male

Mean Pain Score [

[units: Units on a scale]
Mean + Standard Deviation

Mean Sleep Quality Score L

[units: Units on a scale]
Mean + Standard Deviation

MO0S-Ss !

[units: Units on a scale]
Mean + Standard Deviation

Percentage of Participants With Optimal Sleep Assessed Using

[units: Percentage of Participants]

Medical Outcome Study Sleep Scale (MOS-SS) ™!

Placebo

184

48.1 = 11.3

168

6.68 = 1.48

6.01 =1.90

20.33

60.02

Pregabalin 300

mg

184

48.4 = 10.8

167

17

6.76 = 1.29

5.94 +1.70

25.27

Pregabalin 450

mg

182

48.0 = 11.3

169

13

6.57 = 1.31

5.94 +1.70

24.57

Pregabalin 600

mg

186

496 = 11.3

169

17

6.59 = 1.37

5.91 +=1.80

17.03

Total

736

48.5 £ 11.2

673

63

6.65 = 1.36

5.95 +1.77

87.2

60.47



P Outcome Measures

= Hide Al Outcome Measures

1. Primary: Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14) [ Time Frame: Baseline, Week 14 ]

Measure Type Primary

Measure Title Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14)

Measure Description  Daily pain diary consists of 11-point NRS ranging from O(no pain) to 10(worst possible pain). Participants rated their pain during past 24 hours, self-assessment done daily
at awakening. Baseline=Last 7 available pain scores before taking study medication up to and including Day 1. Final weekly (endpoint) mean pain score is defined as the
mean pain score from the last 7 pain diary entries in the study while the participant was on study medication.

Time Frame Baseline, Week 14

Safety Issue No

Population Description

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

Full Analysis Set (FAS) included all randomized participants who received at least 1 dose of study medication, regardless of medication compliance. Missing data were imputed using last observation
carried forward (LOCF) method. 'N' (number of participants analyzed) signifies participants evaluable for this measure.

Reporting Groups
Description
Placebo Placebo matched to pregabalin capsules orally twice daily up to Week 14

Pregabalin 300 mg Pregabalin capsule 150 miligram (mg) orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily and Day 4 onwards: 150 mg orally twice daily
fixed dose up fo Week 14.

Pregabalin 450 mg Pregabalin capsule 225 mg orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12 onwards: 225 mg orally twice daily fixed dose up to Week 14.



Measured Values
Placebo Pregabalin 300 mg Pregabalin 450 mg Pregabalin 600 mg

Number of Participants Analyzed

. - 184 184 181 186
[units: participants]

Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14)
[units: Units on a scale] -0.73 £0.14 -1.06 +0.14 -1.29 = 0.14 -0.96 +0.14

Least Squares Mean + Standard Error

Statistical Analysis 1 for Change From Baseline in Mean Pain Score at Endpoint (Up to Week 14)

Groups [ Placebo vs. Pregabalin 600 mg
Method ANCOVA
P Value & 0.2361

Least Squares (LS) mean difference 1 -0.23

95% Confidence Interval (-06110015)

[11  Additional details about the analysis, such as null hypothesis and power calculation:

P value was calculated using Analysis of Covariance (ANCOVA) with treatment and center in the model, and the baseline mean pain score as covariate.
[2]1  Other relevant method information, such as adjustments or degrees of freedom:

Hochberg's approach was used fo protect the Type | error rate at 0.05 level, Hochberg adjusted p-values were presented.
[3]1  Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priori threshold for statistical significance:

No text entered.



Pregabalin 600 mg Pregabalin capsule 300 mg orally twice daily following a 2 week tifration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12-14: 225 mg orally twice daily and then 300 mg orally twice daily fixed dose up to Week 14.

Measured Values

Placebo Pregabalin 300 mg Pregabalin 450 mg Pregabalin 600 mg

Change From Baseline in Weekly Mean Sleep Quality Score

[units: Units on a scale]

Least Squares Mean = Standard Error
Week 1 (n=183,179,174,178) -0.38 £0.14 -1.20 £ 0.15 -1.08 +0.15 -1.23 £0.15
Week 2 (n=180,172,168,174) -0.62 +0.14 -1.48 £ 0.15 -1.43 £ 0.15 -1.59 +0.15
Week 3 (n=174, 164, 159,163) -0.75 £ 0.15 -1.42 = 0.15 -1.56 = 0.15 -1.90 = 0.15
Week 4 (n=165,157,155,156) -0.73 £ 0.15 -1.52 £ 0.15 -1.67 +0.15 -2.01 £0.15
Week 5 (n=163, 150, 152,148) -0.82 £ 0.15 -1.67 £0.15 -1.69 +0.15 -1.99 +0.15
Week 6 (n=159,145,148,144) -0.84 +0.15 -1.56 +0.15 -1.76 £ 0.16 -2.15 £ 0.16
Week 7 (n=155,140,144,133) -0.91 = 0.15 -1.50 = 0.16 -1.83 = 0.16 -2.20 = 0.16
Week 8 (n=149,133,142,127) -0.99 +0.15 -1.60 +0.16 -1.95 +0.16 -2.25 £ 0.16
Week 9 (n=146,128,141,126) -1.11 £ 0.15 -1.64 +0.16 -1.94 +0.16 -2.24 £0.16
Week 10 (n=144,125,139,126) -1.14 £ 0.16 -1.75 = 0.16 -2.03 £ 0.16 -2.34 £ 0.17
Week 11 (n=143,123,137,121) -1.09 = 0.16 -1.65 = 0.17 -1.92 =+ 0.16 -2.24 £ 0.17
Week 12 (n=141,121,135,119) -1.22 = 0.16 -1.62 = 0.17 -1.95 = 0.16 -2.29 = 0.17
Week 13 (n=140,120,133,118) -1.05 = 0.16 -1.66 +0.17 -1.93 £ 0.17 -2.26 +0.17

Week 14 (n=134,115,128,111) -1.08 £ 0.16 -1.73 £0.17 -1.95 £0.17 -2.29 £0.18



b‘ Serious Adverse Events
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Time Frame No text entered.

Additional Description The same event may appear as both an AE and a SAE. However, what is presented are distinct events. An event may be categorized as serious in one subject and as
nonserious in another subject, or one subject may have experienced both a serious and nonserious event during the study.

Reporting Groups
Description

Placebo Placebo matched to pregabalin capsules orally twice daily up to Week 14.

Pregabalin 300 mg Pregabalin capsule 150 milligram (mg) orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily and Day 4 onwards: 150 mg orally twice daily
fixed dose up to Week 14.

Pregabalin 450 mg Pregabalin capsule 225 mg orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12 onwards: 225 mg orally twice daily fixed dose up to Week 14.

Pregabalin 600 mg Pregabalin capsule 300 mg orally twice daily following a 2 week titration phase, Day 1-3: 75 mg orally twice daily, Day 4-8: 150 mg orally twice daily, Day 9-11: 200 mg orally
twice daily and Day 12-14: 225 mg orally fwice daily and then 300 mg orally twice daily fixed dose up to Week 14.

Serious Adverse Events

Placebo Pregabalin 300 mg Pregabalin 450 mg Pregabalin 600 mg

Total, serious adverse events

# participants affected / at risk 41184 (2.17%) 2/184 (1.09%) 8/182 (4.40%) 4/186 (2.15%)

Blood and lymphatic system disorders

-1



P Limitations and Caveats
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Limitations of the study, such as early termination leading to small numbers of participants analyzed and technical problems with measurement leading to
unreliable or uninterpretable data

No text entered.

B More Information

= Hide More Information

Certain Agreements:

Principal Investigators are NOT employed by the organization sponsoring the study.

There 18 an agreement between Principal Investigators and the Sponsor (or its agents) that restricts the PI's rights to discuss or publish trial results after the trial is completed.
The agreement is:

The only disclosure restriction on the Pl is that the sponsor can review results communications prior to public release and can embargo communications regarding frial results for a period that
is less than or equal to 60 days. The sponsar cannat require changes to the communication and cannot extend the embargo.

The only disclosure restriction on the Pl is that the sponsor can review resulfs communications prior to public release and can embargo communications regarding frial results for a period that
Is more than 60 days but less than or equal to 180 days. The sponsor cannot require changes to the communication and cannot extend the embargo.

Other disclosure agreement that restricts the right of the Pl to discuss or publish trial results after the trial is completed.

Restriction Description: Pfizer has the right to review disclosures, requesting a delay of <60 days. Investigator will postpone single center publications until after disclosure of pooled data
(all sites), <12 mo from study completion/termination at all participating sites. Investigator may not disclose previously undisclosed confidential info other than study results.

Results Point of Contact:

MName/Title: Pfizer ClinicalTrials.gov Call Center

—~ i —~ 0 e
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