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Anderson et al. N Engl J Med. 2015 Mar 12;372(11):1031-9. doi: 10.1056/NEJMsal1409364.
Prayle AP et al. BMJ. 2012 Jan 3;344:d7373. doi: 10.1136/bm|.d7373.
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http://www.nejm.org/doi/full/10.1056/NEJMsa1409364
http://www.bmj.com/content/344/bmj.d7373

& COMPARE

Turner EH et al. N Engl J Med 2008; 358:252-260 doi: 10.1056/NEJMsa065779. TRACKING SWITCHED OUTCOMES IN CLINICAL TRIALS

myrfa (CCO) opentrials@okfn.org



http://www.nejm.org/doi/full/10.1056/NEJMsa065779
https://pixabay.com/en/files-paper-office-paperwork-stack-1614223/
https://pixabay.com/en/files-paper-office-paperwork-stack-1614223/

we have an information dissemination problem

ABSTRACTS OF THE IDSA 38th ANNUAL MEETING

&11 Reduction in the § i and Camplications of lafl A and B in Patients
Treated with O ir (e Time-1o-T: Soudy Group) '

JOHN JTREANOR, Univ of Rochester, Rochester, NY

Oseltamivir is an oml inhibitor of U enzyme A and D vie
ruses with significant virologic and clinical el'ﬁcu:y in man. Gndnmmt was smdled ina
multicenicr, pra:cbn-mmmnnt. double-blind, sy arified
who met a case definiti i oftwer Z100°F with at least one re-
spiratary {cough, sore tlw:l, nasal congestion) and at least ene constitutional symptom
(aches'pains, Paligue, and ehills ) were randornized 2:1 10 T5mg oseltami.
\lr w or nlx:bu (P) po hid for § days, 1459 patients wece earollcd at 164 US sindy

g fram 13 1o B0 yeacs, 16% were vaccimited

smethod st ey, VS.

Iw.. s e 5 pesoans v s smagar BN fever were hdf.pmd-m predictors of influ-
etiza infeetion. The median duration of illness, defined as the 1ime to alleviation of all 7

major flu symptoma, was 120.5 hrs in influenza-infected P reciplents and 96.3 his in O
reeipieats (p< 0.0004). The median duration of each of the individual symptoms in-
eluded in the symptom scores was also decreased by cselamivir, as follows: chills!
sweats (34% reduction), coogh (31%6), fatigue (33%), headache (29%5), myalgia (24%),
nasal congestion (42%), sore throat (2082), and fever (33%). Severity of illaess, as mea.
sured by the area under the curve of symptom scores, was reduced by ueatment
(P=1049 score.hours, O=837 scor.hours, modian difference 203, 95% C1 117-289),
Lower respiratory teact complications reduced with O included broochitis (P 4%, O 2%)
and pnesmonia (P 2%, 0 0.3%). The scsuls of tus study arc very —~ 1o those icporicd in
a phase 1l trial conducted in the US. as® l[:.\AC, 1998) and dcmnnslrm a mnsuum
beneficial effect of early antiviral of & with in pop
including adalescents, the elderly and others with co-morbid conditians,

Jefferson T et al. BMJ. 2014 Apr 9;348:92545. doi: 10.1136/bmj.q2545.

globalismpictures (CC BY) opentrials@okfn.org



http://www.bmj.com/content/348/bmj.g2545
https://www.flickr.com/photos/globalismpictures/10582954426
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https://commons.wikimedia.org/wiki/File:Architectural_Drawing_of_%22The_House_of_Tomorrow%22_5.JPG
https://commons.wikimedia.org/wiki/File:Architectural_Drawing_of_%22The_House_of_Tomorrow%22_5.JPG

Chalmers |, Altman DG. Lancet. 1999;353:490-3
doi: .

s TBITTEE O & a7 o a opentrials@okfn.orgi8
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http://www.thelancet.com/journals/lancet/article/PIIS0140-6736(98)07618-1/fulltext
https://pixabay.com/en/sewing-thread-yarn-sew-thread-949155/

b

OpenTrials

All the Data, on All the Trials, Linked

N o O bk Wb

Introduction

we (still) have a problem
OpenTrials overview
technical aspects

data sources

user examples

. workshop

opentrials@okfn.org



trial registers

structured data
on methods
and results

academic regulatory
journals documents

OpenTrials

Users checking and improving
matches, uploading more
information

trial paperwork
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OpenTrials

Moot Paects  Fsemchers  Trospareosy (D)

For researchers

Mertrazine and Cobazol to Treat Major Depression

s > e ertn o

Overview

Genditicn: Major Dopression  Teatment; (I Mertrazine, (B Gobazol (B June 2004 - March 2010

@D Fatcipants e Menand women  Aged 18-65

WARNING

Rogistrios Regulatory doguments. Paperwork
PHASE 1 - = —
ot in: Eransegmert Patert risematin west | ©
@ A ncthar Sacsamcme B case et o @
Papers Structured data e
e page @ e v sy @
Frctocon paee SADE fm AKRO ey
Ll [oYTep— Ettcs it Apcrovst
[ Lo
Methodoloegical rigour Conducted in
Marptsnd, USA
The methedological pour of his tial was scored in a systematic raview in iy
Septemibor 2012, whero It was scored s being at *high isk” of bias from “aliccation i
concealmant”, “unclear for “mathod of Fandomisation”, and “unclear” for *bindng”, ek
” . s
abénat wht tis s, e
Individual Patient Data e
Maasarictn, b
We besieve individual patient data may be avaltale for this trisl on appication. *hk

That is because A was: sponsared by Bioet and conducted after 2007, The trial Principal ivwestigator
datn sharing policy and data application detaits for this srganisation are avallable. You P
sharing, We are wware of two P
pication for this data.

Sponsor
. X Biotes
Help us improve this data ok
* Dadupicate: we think them s 2 mor rgisiry srtries that might match this on,
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G S FEBUNS! 158 MK fuazy-Fas eh S0 results for s bial was 2 days m.‘r.Mg dgemes for daa
a0, Tha last r maarch for results for this trial was 52 days aga by OpenTrals on this pagel
- earians, and 27 cays 500 by an OponTials site wisie Ssarch for results B
-
Tl 25 0001 UregiStNed Tpls: Lpiond any trisk InfOrMATian you have on trials we rorts e st i
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Martia Dur
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https://pixabay.com/en/boxes-drawers-mailboxes-1834406/
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Trials by year

Since Jan 2006, all major trial sponsors completed 25,927 eligibl
haven't published results for 11,714 trials. That means 45.2% of

missing results.
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https://pixabay.com/en/code-data-programming-code-944504/
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where does our data come from?

online (automated) > m

attribution
data donations > and

licensing
‘ Y r
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HTML

<div id="trial-info-2" class="floater-
50"><div class="info-
title">ClinicalTrials.gov
Identifier:</div><div
class="identifier'>NCT01013220</di
v><div class="info-date">First
received: November 12, 2009</div>
<div class="info-date">Last updated:
December 15, 2014</div><div
class="info-date">Last verified:
December 2014 </div><div
class="info-date"> <a
href="/ct2/archive/NCT01013220"
titte="Historical versions of study
NCT01013220 on ClinicalTrials.gov
Archive Site - opens in new window"
onclick="openNewWindow('/ct2/archi
ve/NCT01013220"); return
false;">History of
Changes</a></div></div>

structured data
\

XML

<primary_outcome>

<measure>employer purchase of
depression management
product</ asur

<time_fra two safter
interventi¢</time_frame>

ty_isge>No<ffety i

</piary_ofome>

<s dary flitcom

< sure

elity epres.

management model purchased

to evidence-based models

</measure>

<time_frame>two years after
intervention</time_frame>
<safety issue>No</safety_issue>

</secondary_outcome>

<number_of_arms>2</number_of_ar

ms>

API

"id": "a5d82296-8ch8-11e6-988b-
0242ac12000c",

"source_id": "nct

"identifiers": {

nct": "NCT02920840"

T

"public_title"; "Brain-oscillation
Synchronised Stimulation of the
Prefrontal Cortex",
"target_sample_size": 18,

"gender": "both",

"has_published_results": false,

"status": "ongoing",

"recruitment_status": "recruiting”,

"registration_date": "2016-09-
26T00:00:00.000Z"

http://api.opentrials.net/vl/search?q

=depression&page=1&per_page=20

harder

> easier
opentrials@okfn.org


http://api.opentrials.net/v1/search?q=depression&page=1&per_page=20
http://api.opentrials.net/v1/search?q=depression&page=1&per_page=20

| A

G

1 |NCT_ID v

OFFICIAL_TITLE |~

pMiD [~]

2 [NCTO0002762

MENSTRUAL CYCLPy

19487378

3 |NCT00002879

A PHASE Il TRIAL OY

18470909

4 |NCTO0003134

A Phase Il Trial of 19

15066728

5 [NCTO0003596

A Phase Ill Randon®

18430910

6 |NCT00003762

Randomized Phased

19188136

7 |NcTOO003829

“A Phase Il Study o

8 |NCT00003849

A Phase Il Trial of Oy

15657404

NCT00003996

A Phase Il Trial of P

10 [INCT00005601

A Phase Il Trial of Oy

18569634

11 [NCTO0005829

Phase Il Study of G)

12 |NCTD0005963

Phase Il Trial of Do#

16118507

13 [NCT00006007

A Phase |l Study of¥

16303865

14 |NCTO0006010

Phase Il Trial of Ge®|

21555932

15 [NCTD0006305

Bypass Angioplasty

19502645

16 |NCT00009893

Phase Il Trial Of GeM

15558814

17 [NCT00017186

Phase Il Study of G)

18224661

18 |NCT00022139

A Phase Il Trial of P

17921712

19 |NCTD0022646

A Phase Il Clinical ™

16135464

20 |NCT00025025

Colorectal Cancer 9|

15026650

21 |NCT00026403

A Phase Il Study of¥

17577035

2 |NCT00027612

Pilot And Phase Il ™

20063115

23 [NCT00027963

The Efficacy Of Gal

17853395

24 |NCT00028925

Phase Il Trial of Ora

15935387

25 [NCT00032032

Phase I/11 Study O

16730134

26 |NCT00040859

A Phase Il Study of¥

16303863

27 [NCT00040885

Docetaxel And Infli¥

19665818

28 |NCT00043069

Osteoporosis Prevé|

19468757

29 |NCTO0045162

Randomized Phase

16648503

30 |NCT00045201

Phase | Trial of OSI¥

31 [NCT00049673

A Randomized Phah

23257128

32 |NCT00053027

Phase Il Trial of Rit¥

18470509

33 [NCT00054418

A Phase Ill Randon®

19075260

34 [NCT00054457
T

A Phase Il Study O¥
- - —1

16457828

data
donations
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L

Results
U.5. Food and Drug Administration (FDA) document segment

Clinical study repart

Report to funder

Journal article

Clinical study report synopsis

Conference abstract or proceedings describing results

reeing with our Terms of Use. The contributions will be moderated before being displayed

Press release describing resulis
European Public Assessment Report (EPAR) document sectior

|
Study documents
Patient information sheet / Consent form
IRE/HREC approval documents

Investigator's Brochure
Grant application
Case report form

Trialists' webpage ke a trial's webpage (e.g. hitp2/www.somewhere.com/data. pdf
Trial protocaol
Analytic code -
Which category best describes your contribution? v Document Document
User uploads :
approval live on
Comments document .
process trial page

Tell us about what you're sending

A

opentrials@okfn.org



licensing and attribution

licensing

e data used in OpenTrials needs to be offered to us without restrictions...

e ..because we want to offer everything to our users as Open Data (freely used, modified, and
shared by anyone for any purpose) - opendefinition.org

O there may be legitimate concerns/caveats (e.g. pharma regulatory approval applications)
factual information (such as the existence of a trial) may not be copyrightable
e data providers: explicit licenses are good - helps others know how they can use your data

O we can help advise on a suitable, more permissive license - get in touch!

attribution

e all contributors (large and small) receive attribution on OpenTrials pages
e OpenTrials requests (but doesn’t require) attribution by our users when using data

discussions with data providers

® more on that later + good news! )
8 opentrials@okfn.org


https://en.wikipedia.org/wiki/Open_data
http://opendefinition.org
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iImported: trial registers No. of trils vs. Year

45000
40000
35000

ClinicalTrials.gov

30000
A service of the LS. National Institutes of Health 25000
20000
i+ European Clinical Trials Database 15000
= 10000
Eudrac |
= 5000
T m

1999 2001 2003 2005 2007 2009 2011 203 2016 2017

Mo, oftrials

International Clinical Trials Year

MM Registry Platform
@M Search Portal

348,245 deduplicated trials

opentrials@okfn.org



| - Publ®ed ¢
Imported: publications

~510,000 publications
(~27 OOO Ilnked Wlth trlals) '?:i:g:lk:\aa‘::hez\z:z:gtriZ:I(:se:iL:r)"“lD associated with it on PubMed: both in the XML on PubMed,

and in the originating journal article. The ID given is NCT023528702. We believe the correct ID, which
we have found by hand searching, is NCT02352870.

This comment is being posted as part of the OpenTrials.net project(1l , an open database threading
together all publicly accessible documents and data on each trial, globally. In the course of creating
the database, and matching documents and data sources about trials from different locations, we
e rr O r S fo u n d I n SO m e re g I Stry I D S have identified various anomalies in datasets such as PubMed, and in published papers. Alongside
documenting the prevalence of problems, we are also attempting to correct these errors and
anomalies wherever possible, by feeding back to the originators. We have corrected this data in the

H OpenTrials.net database; we hope that this trial's text and metadata can also be corrected at source,
= fGEdbaCk Vla PUbMed COmmonS in PubMed and in the accompanying paper.
Many thanks,

Jessica Fleminger, Ben Goldacre*

[1] Goldacre, B., Gray, J., 2016. OpenTrials: towards a collaborative open database of all available
information on all clinical trials. Trials 17. doi:10.1186/s13063-016-1290-8 PMID: 27056367

opentrials@okfn.org



(ﬁ( Cochrane
Imported: risk of bias scores i Schizophrenia

<QUALITY_ITEM CORE_ITEM="YES" ID="QIT-@1" LEVEL="STUDY" NO="1">

<NAME=Random sequence generation (selection bias)-</NAME=

<DESCRIPTION=

<P=Selection bias (biased allocation to interventions) due to inad

</DESCRIPTION>

<QUALITY_ITEM_DATA/>

</QUALITY_ITEM> . .

<QUALITY_ITEM CORE_ITEM="YES" ID="QIT-02" LEVEL="STUDY" NO="2"s> M h d I l

<NAME>Allocation concealment (selection bias)</NAME> Et 0 0 oglca "gour

<DESCRIPTION=

<P=Selection bias (biased allocation to interventions) due to inad

</DESCRIPTION>

el The methodological rigour of this trial was scored in a
<QUALITY_ITEM CORE_ITEM="YES" ID="QIT-83" LEVEL="GROUP" NO="3"> . . . . "
<NAME>Blinding (performance bias and detection bias)</NAME> systematic review, where it was scored as bemg at "low

<DESCRIPTION=>

:?;:EE;‘;;‘F?SEE bias or detection bias due to knowledge of the allo riSk" Df bias fﬂl’ lllse':luer.“:e generatiﬂn“, |Iunclearh fOI’
<QUALITY_ITEM_DATA/>

</QUALTTY_ITEM> "allocation concealment”, "unclear” for "attrition”, "high

<QUALITY_ITEM CORE_ITEM="NO" ID="QIT-@7" LEVEL="GROUP'" NO="7"=>

::.;EE;I:;_JF?S;:Q of participants and personnel (performance bias)</N riSk" Df blaﬁ fﬂr "repﬂrting", "lDW risku ﬂf bias fﬂr "UthEI‘
<P=Performance bias due to knowledge of the allocated intervention
</DESCRIPTION> biases", "unclear" for "blinding (performance)”, and "low

<QUALITY_ITEM_DATA/>

</QUALITY_ITEM> R - B e e . "
<QUALITY_ITEM CORE_ITEM="NO" ID="QIT-@8" LEVEL="GROUP" NO="8"> risk" of bias for "blinding (detection)".
<NAME=Blinding of outcome assessment (detection bias)</NAME=

<DESCRIPTION>

<P=Detection bias due to knowledge of the allocated interventions

</DESCRIPTION=>

<QUALITY_ITEM_DATA/>

</QUALITY_ITEM>

opentrials@okfn.org



Imported: research summaries

~22.000 research summaries

created for ethics committee

provides ‘lay summary’ explanation of
the trial for a non-medical audience

Health Research Authority

This study is being carried out to see if the drug MPDL3280A can reduce the size of tumours in
patients with bladder cancer before surgery. MPDL3280A is currently being investigated in a
number of tumour types and has been shown to have activity in bladder cancer which has
spread beyond the bladder.

MPDL3280A is designed to stop a protein called PD-L1 (programmed death-ligand 1) being
expressed on the cancer. PD-L1 helps to camouflage the cancer, preventing the body's
immune system from identifying the cancer and fighting it. MDPL3280A works against PD-L1,
allowing the immune system to recognise the tumour cells as foreign bodies and attack them.

There are strict inclusion and exclusion criteria for this trial. Broadly speaking, patients with
histologically confirmed transitional cell carcinoma of the bladder (T2-T4a — this indicates how
far into the bladder the cancer cells have grown) are eligible.

If a patient is eligible for the study and decides to take part, they will be enrolled into the study
and will receive up to two 3-weekly cycles of MPDL3280A. 4-8 weeks after being enrolled, the
patient will have an operation to remove the bladder (cystectomy) as per normal practise.
Treatment with MPDL3280A in the window between enrolment and surgery will not delay this
surgery. Following the operation, they will attend three hospital visits (4, 12 and 24 weeks after
cystectomy) and their disease progress/survival will be followed over the next 2 years. The
clinical team will compare the patient's tumour tissue samples, scan results and blood results
from before and after treatment with MPDL3280A in order to see how well the drug works and if
it is safe. Many of the procedures involved in this study are offered as standard care and
participation in this trial will not delay surgery.

The study is being carried out in England and will also take place in 5 other European countries
(France, Germany, Italy, the Netherlands, Spain)

opentrials@okfn.org
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searchable and linked: FDA Drug Approval Packages
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ongoing: clinical study reports

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

the

YODA

obbvie

PROJECT

TMC435 (simeprevir) Clinical Study Report — Final Analysis
TMC435-TiDP16-C216

SYNOPSIS

Name of Sponsor/Company Janssen Research & Development®

Name of Finished Product To be determined

Name of Active Ingredi TMC435 (simeprevir)

* Janssen Research & Develop is a global ization that operates through different legal entities in various

countries, Therefore, the legal entity acting as the sponsor for Janssen Rescarch & Development studies may
vary, such as, but not limited to Janssen Biotech, Inc.; Janssen Products, LP; Janssen Biologics, BY; Janssen-
Cilag International NV; Janssen, Inc; Janssen Infectious Discases BVBA (formerly known as Tibotec BVBA);
Janssen R&D Ireland (formerly known as Tibotee Pharmaceuticals); or Janssen Research & Development, LLC
(including the former Tibotee Ine. entity). The term “sponsor” is used to represent these various legal entities as
identificd on the sponsor list,

Status: Approved

Date: 4 Octaber 2013

Prepared by: Janssen Infectious Diseases - Diagnostics BVBA
Protocol No.: TMC435-TiDP16-C216

Title of Study: A Phase 3, randomized, double-blind, placebo-controlled study to investigate the efficacy,
safety and wlerability of TMC435 versus placebo as part of a treatment regimen including peginterferon
a-2a (Pegasys®) and ribavirin (Copegus®) or peginterferon a-2b (Peglntron®) and ribavirin (Rebetol®)
in treatment-naive, genotype 1, hepatitis C-infected subjects

Study Name: TMC435-TiDP16-C216 (QUEST-2)
EudraCT Number: 2010-021174-11

NCT No.: NCT01290679

Clinical Registry No.: CRO17380

Coordinating Investigator: MD.

TErAny
Study Centers: The study was conducted at 76 sites in 14 countries,
Publication (Reference):

Manns M, Marcellin P, Poordad Fred FP, et al. Simeprevir (TMC435) with peginterferon/ribavirin for
treatment of chronic HCV genotype-1 infection in treatment-naive patients: Results from QUEST-2, a
Phase 3 trial: Poster at The International Liver Congress 2013, April 24 - 28 2013, Amsterdam, The
Netherlands; Journal of Hepatology 2013 Suppl 1(58) S568.

Study Period: 18 January 2011 to 5 February 2013
Phase of Development: Phase 3

Objectives: The primary objective was to demonstrate the superiority of TMC433 versus placebo as part
of a treatment regimen including pegylated interferon alpha-2a (PeglFNu-2a)/ribavirin (RBV) or
PeglFNu-2b/RBV, with respect to the proportion of treatment-naive hepatitis C virus (HCV) genotype |
infected subjects with sustained virologic response (SVR) 12 weeks after the planned end of treatment
(SVRI12).
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Approved, Date: 4 October 2013
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opentrials.net/workshop

All the data, on all the trials

OpenTrials is a linked database for all the available information, on every trial ever conducted. It is built and updated with
your help.

Find trial by title, identifier or other keywords (e.g. "heart attack”)

explorer.opentrials.net

opentrials@okfn.org


https://explorer.opentrials.net
http://opentrials.net/workshop

Thank youl!

Any questions?

opentrials@okfn.org / opentrials.net / @opentrials

OpenTrials team: Ben Goldacre, Stephen Abbott Pugh, Chris

Hovey, Paul Walsh, Vitor Baptista, Evgeny Karev, Victor Nitu,

Georgiana Bere, Lieke Ploeger, Sam Smith, Ben Meghreblian,
Sarah McNeill, Jessica Fleminger
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