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Pharma on trial?

Bad Pharma-

Ben Goldacre

Bestselling author of Bad Science

How drug companies
mislead doctors and
harm patients
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Trust — It starts here...



http://www.makehappy.co.uk/our-thinking/the-curious-incident-of-trust-in-the-workplace/

Trust Is vital for successful collaboration
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“Improving the sustainability of healthcare systems through better adherence to
therapies:@ multi-stakeholder approach)’

Background briefing

Introduction: why does adherence matter?

“Drugs don't work in patients who don't take them”' — as the former U.S. surgeon general C.
Everett Koop said. However, policy makers, health managers and healthcare professionals...
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http://www.usatoday.com/n



http://www.usatoday.com/news/health/2007-03-28-taking-medicine_N.htm

Where are we now................ Elblili=2
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Bringing medicines to life
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_ Industry performance on different drivers of reputation

Health stakeholders’ expectations of industry’s performance

Bringing medicines to h:fe ———> Show where there is misalignment between industry performance and
health stakeholders’ expectations of industry



So, what can be done?
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Clinical trial transparency

Pharmafile ‘ Home | | News ‘ | Compare Services ‘ | Jobhs | | Events ‘ [

search the Pharmafile website
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Related content

Movartis extends trial
transparency

UPDATED: J&J in ‘game-
changing' data disclosure plan

GSK and Sanofi expand
transparency

Europe to vote on greater trial
transparency

Courtannuls EMA data decision

B SHARE o 4D &7

-h and Development Medical Communications

Manufacturing and Production

J&J reveals more on transparency policy
Published on 03/02/14 at 01:24pm

Johnson & Johnson's pharma subsidiary Janssen has given Pharmafile
more details on its new transparency policy, which will see both
histerical and future data made available to third parties.
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J&J sets new pace

for sharing trial data

Chooses Yale to act as independent clinical data request review body

Johnsen & Johnson (J&)) has enlisted
Yale University to review requests
from researchers to access clinical data
held by its pharma business Janssen.

It is the first time a pharma company has
taken the step to introduce a third party
independent reviewer as pressure grows
on the industry to improve transparency
of drug data following concerns that some
drugs, such as Roche’s Tamiflu, were not as
effective as their manufacturers caimed.

Yale, through its Yale School of Medicine's
Open Data Access (YODA), will act as an
independent body to review and make
final decisions regarding all requests
for Janssen’s clinical trial data for its
treatments, including clinical study reports
(CSRs) and de-identified patient-level data.

J&) has also set up a new website
(www.clinicaltrialstudytransparency.
com) to enable researchers to make
online requests for data access.

Richard Lehman - an adviser to the
YODA pioject - said the move was
a “game-changer” for pharma.

"This is a new
standard for
responsible and
independent data
sharing"””

He said: “The project will be wide
open and will provide help to companies
who want to follow in J&)s footsteps.

It will leave organisations who are still
discussing whether data sharing is even
a good thing looking very out of date.”

PHARMACEUTICAL MARKET EUROPE

Other companies making headway in
improving transparency include GSK, which
along with joining the AllTrials campaign,
has set up an online system to provide
researchers with access to anonymous
patient-level data about its medicines.

J&) is the first company to make a
commitment of this kind, however, with
CMO Dr Joanne Waldstreicher explaining
the company’s decision represented
a “new standard for responsible,
independent clinical data sharing".

As for how the collaboration with Yale
will work in practice, &) said that YODA
members may reach out to Janssen
researchers with questions during its
review of a request, but the final decision
on data sharing will be made by YODA.

J&)'s plans don't just stop with pharma
products and the company intends to
introduce a data sharing process for its
medical device and consumer products.




Disclosure of transfer of value
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Responsible Transparency

Clinical Trials le Data Sharing hiedia

Foout Efpia

The pharmaceutical industry recognises that it has a responsibility to show
leadership in advancing responsible transparency. The industry supports
measures that will enhance relationships between industry, healthcare
practitioners, patients and citizens at large and advance public health

The EFPIA Code

The Disclosure Code has besn approved by
the General Assembly on 24 June 2013, The
final edited versions of the Code has been
submitted to Compliance Committes
comments, and has besn reviewsd by legal
counsel.

B read more
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EFPIA HCP/HCO DISCLOSURE CODE

EFPIA CODE ON DISCLOSURE OF
TRANSFERS OF VALUE FROM
PHARMACEUTICAL COMPANIES TO
HEALTHCARE PROFESSIONALS AND
HEALTHCARE ORGANISATIONS

FINAL EDITED VERSION
Following General Assembly Approval
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Congresses and Medical education
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http://www.ipcrg2014.org/

Shared principles for interaction with HCPs

e Lawful promotion of regulated
products

e Compliance with health care and
anti-corruption laws, regulations
and industry codes

e Medical and governmental
decisions that are free from
Improper industry influence

Ultimate goal: improve the
quality of patient care
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We must communicate better...



http://www.thetruckersreport.com/speak-out-survey-asking-drivers-about-hos-impact/

Industry ambassadors...



http://www.helpmates.com/files/2013/03/dv1492004.jpg

One Issue Is an issue too many, but...




Trust — It ends here...



http://www.makehappy.co.uk/our-thinking/the-curious-incident-of-trust-in-the-workplace/
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