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,35. Kazde badanie naukowe prowadzone z udziatem ludzi jeszcze
przed rekrutacjq pierwszego uczestnika musi byc zarejestrowane w
publicznie dostepnej bazie danych.”

,36. Badacze, autorzy, sponsorzy, redaktorzy i wydawcy majq
moralne obowiqzki zwigzane z publikowaniem i
rozpowszechnianiem wynikow badan naukowych. [...]

Nalezy publikowac lub w inny sposob udostepniac publicznie
zarowno wyniki pozytywne jak i negatywne oraz wyniki
nierozstrzygajgce. [...]

Deklaracja Helsiriska Swiatowego Stowarzyszenia Lekarzy (WMA)

www.gcppl.org.pl
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Rejestry: EU Clinical Trials Register ‘GCP@

www.clinicaltrialsregister.eu
Uruchomiony w 2011 r., obejmuje badania rozpoczete po 1 maja 2004 r.

Tylko badania kliniczne interwencyjne, Z osrodkami/osrodkiem w UE/EOG
Tylko faza Il do IV

Obejmuje wybrane pola z bazy EudraCT (baza niejawna)

Dane wprowadzajg (przez EudraCT) odnosne agencje lekowe narodowe

Nie jest portalem
pierwotnie
dla pacjentow

EU Clinical Trials Register

Home & Search Joining a trial Contacts About

Clinical trials

The European Union Clinical Trials Register allows you to search for protocol and results information on: T | ko W 1 Z
* interventional clinical trials that are conducted in the European Union (EU) and the European Economic Area (EEA); y J Q *
* clinical trials conducted outside the EU / EEA that are linked to European paediatric-medicine development. M I k‘

Learn more about the EU Clinical Trials Register including the source of the information and the legal basis. a n g I e S I m

The EU Clinical Trials Register currently displays 35894 clinical trials with a EudraCT protocol, of which 5889 are clinical trials conducted with subjects less than 18 Za Wi e ra ( p OWi n ie n )

years old.
The register also displays information on 18700 older paediatric trials (in scope of Article 45 of the Paediatric Regulation (EC) No 1901/2006). St reszcze n i a

wynikow badan
I’lease enter search term... X

Examples: Cancer AND drug name. Pneumonia AND sponsor name.

How to search [pdf]

Advanced Search: Search tools °



Rejestry: ClinicalTrials.gov ‘GCP@
www.clinicaltrials.gov

Rejestr amerykanski, prowadzony przez U.S. National Library of Medicine.

Zawiera bardzo wiele badan prowadzonych poza USA
Zawiera tez badania fazy |, badania nieinterwencyjne, epidemiologiczne i inne

m U.S. National Library of Medicine , : : : : ‘ Pe*ni niefo rmalnie
Cl. - IT - l ; ind Studies v About Studies v Submit Studies v Resources v About Site v .
Inicaktriats.gov rOIQ . reJeStru

Swiatowego”

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

L. Find a study c sees sptionan
Explore 319,963 research studies in

all 50 states and in 209 countries. Status ©
ClinicalTrials.gov is a resource provided by the O Recruiting and not yet recruiting studies
U.S. National Library of Medicine. X
I kb : @ All studies
IMPORTANT: Listing a study does not mean it has
been evaluated by the U.S. Federal Government. Condition or disease @ (For example: breast cancer)
Read our disclaimer for details. I X ‘

Before participating in a study, talk to your health
: F Other terms @ (For example: NCT number, drug name, inves
care provider and learn about the risks and

potential benefits. m

Country @
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6.10.2012 Official Journal of the European Union C 302/7

Commission Guideline — Guidance on posting and publication of result-related information on
clinical trials in relation to the implementation of Article 57(2) of Regulation (EC) No 726/2004 and
Article 41(2) of Regulation (EC) No 1901/2006

(2012/C 302/03)

Z dniem 21.07.2014 .
stafo sie obowigzkowe

publikowanie Dotyczy wstecznie

wszystkich badan Termin publikacji:

do 1 roku po
zakonczeniu badania

streszczen wynikow

europejskich badan

klinicznych w bazie
EudraCT

z pozwoleniem
od 2004 .

www.gcppl.org.pl
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Trials with a EudraCT protocol (1)

Paediatric studies in scope of Art

1 result(s) found for: nafithromycin. Displaying page 1 of 1.

EudraCT Number: 2016-001246-26 Sponsor Protocol Number: W-4873- gi.t Date
201

Sponsor Name: Wockhardt Bio AG

Full Title: A Phase Il, Randomized, Double-Blind, Multicenter, Comparative Study to D

Tolerability, Pharmacokinetics and Efficacy of Oral Nafithromycin Versus Oral Moxifloxd

Medical condition: Community-Acquired Bacterial Pneumonia

Disease: Version SOC Term Classification Term
Code
19.0 100000004862 10010120 Community {
pneumonia
Population Age: Adults, Elderly Gender: N

Trial protocol:

ampleted) BG (Completed)

Trial resylts: View results

/

|

www.gcppl.org.pl

Download PDF

Clinical Trial Results:
A Phase II, Randomized, Double-Blind, Multicenter, Comp
Pharmacokinetics and Efficacy of Oral Nafithromycin Vers
Community-Acquired Bacterial Pneumonia (CABP) in Adul

Summary

EudraCT number 2016-001246-26
Trial protocol LV BG.

Global end of trial date 08 Jul 2017
Results information

Results version number vi(current)

This version publication date 18 Apr 2019

irst version publication date 18 Apr 2019
ither versions

Trial Information
Subject Disposition
Baseline Characteristics
End Points

Adverse Events

More Information




Clinical data sharing

w badaniach komercyjnych

More data
has been
created in
the last two
years than in

the entire
previous
history of the
human race

Zrédto: G. Zajgc, A. Pszczétkowska, AstraZeneca
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EUROPEAN MEDICINES AGENCY

2 October 2014
EMA/240810/2013

European Medicines Agency policy on publication of
clinical data for medicinal products for human use
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i i ] e Help Login or register [
EUROPEAN MEDICINES AGENCY

Clinical data

Home Find Clinical Data v About v

Log in with an EMA account

EMA account holders should log in with

390 their login credentials.
—— ¥ Username
v ¥ 2801 ) g
o — ! Forgot username
Online access to clinical data for medicinal products S

for human use I
Forgot password
= N BN =II I I =l I s

Not sure if you have an EMA account?

Data on this website Latest clinical data published [IRemember me
This website contains clinical data published Inovelon (RUFINAMIDE) 5

under the European Medicines Agency EMEA/H/C/000660/11/0037 published 4 No EMA account:

(EMA) policy on the publication of clinical December 2018 New users need to create an EMA account
data. The cllnucgl data have_ been submitted Ameluz (5-AMINOLEVULINIC ACID) to access clinical data on this website. Once
by pharmaceutical companies to support EMEA/H/C/002204/11/0020 published 12 you have created an EMA account, please

L nic cnmclhiabina maalinatina~ fac hitanaa

www.gcppl.org.pl Portal ,,Clinical data” (https://clinicaldata.ema.europa.eu/)
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(] Fotow |

CIinica|Stud)E| S Get Started: Search Studies

DataRequestcom

Home About Us Mission Sponsors/Funders How It Works Independent Review Panel Metrics FAQs News

3089 Studies Listed for Data Sharing
531 Proposals Submitted
0 Proposals with Data Access Provided

6
e‘ Proposals Published

See All Metrics Here '

the

Forgi: <
YO DA ent nity AstraZeneca Group of Companies - Data Request Portal
PROJECT s

B AstraZeneca's Transparency Policy <
B Getting Started <
& How to Submit a Request <
Discovery consists of looking at the same L) e et e s $
thing as everyone else and thinking : &Ptz sharnz fereement <
something different. atic Johnson & Johnson - B Data Access and De-ldentification Methods ¢

SI-BONE \

Albert Szent-Gyorgyi

wiedgements

OUR MISSION OUR MODL &% REQUEST DATA

A equ

ailable

www.geppl.org.pl Platformy konsorcjow/firm farmaceutycznych (przyktady)
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INTERNATIONAL COMMITTEE of
MEDICAL JOURNAL EDITORS

Home > Recommendations > Browse > Publishing & Editorial Issues > Clinical Trials

,Clinical trials that begin enrolling Clinical Trials
participants on or after 1 January 2019
must include a data sharing plan in the trial's registration.”

,Data sharing statements must indicate the following:

« whether individual deidentified participant data (including data dictionaries) will
be shared (“‘undecided” is not an acceptable answer);

« what data in particular will be shared,;

» whether additional, related documents will be available (e.g., study protocol,
statistical analysis plan, etc.);

« when the data will become available and for how long;

» by what access criteria data will be shared (including with whom, for what types
of analyses, and by what mechanism).”

www.gcppl.org.pl



