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Topics

“Meaningful Transparency” - What we
do and why It Is important

What, When: Information Disclosure
How: User Friendly
More Transparency to Come....
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Disclaimer

The following presentation and opinions
expressed by the presenter do not

necessarily reflect the views of
Pfizer Inc. or IFPMA
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Evolving Expectations on “Transparency”
Ready, fire, aim?

Resource
Constraints |5

Legislative
Oversight

> Pharmaceutical
Industry
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Corporate Reputation
“Transparency & honesty” matter most

What shapes your trust in a How important are these
company? factors to corporgte ..,

U.S. 2006 i
reputation?

uality products and services Transparent and honest practices

ntiveness to customer needs Company | can tru

Strong financial performance High quality products or services

Fair pricing Communicates frequently
A well-known brand Treats employees well
Good employee relations Good corporate citizen
Socially responsible Prices fairly
Visible CEO Innovator
Dialogue with stakeholders Top leadership

Employee/CEO blogs Financial returns
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Goal of Transparency
Key Focus on Impact

To provide meaningful information and
Insight that enables patients to have
iInformed conversations with their
physicians about health care treatment
options.

Benefits:
-~ Empowered decision-making
—  Confidence in the system and medicines

Meaningful disclosure is an ethical
obligation.
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“Meaningful” Transparency

Useful information to decision-making
User Friendly

Information, yes.

But information needs context
Not communicating just to communicate

Meaningful Information requires:
Public and available
Aggregated, organized, searchable
Consistency of data
Audience understanding

Is more always better?
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Know your Audience

Who are you publishing to
and how will they use your information

Audiences
Patients
Healthcare providers
Academic researchers
Journal editors
Third party payers
Lawyers
Industry competitors

Uses

Guide/inform treatment decisions at physician and patient levels
By editors when reviewing manuscripts

By industry to inform clinical programs

Re-analyze individual study data

To conduct meta-analyses and reviews Credit:

GSK

Andrew Freeman



Words of caution?

“It’'s about knowledge but what we
have is bureaucracy.”

— Senior European Regulator

“Transparency is a means to an end,
not an end fto itself.”

— Executive at global health care company
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External Medical Communications Team
“Timely, accurate, fair balanced”

Chief Medical Officer

Pﬁzer

VP, Department Head

Pubs / IIR / Medical
Education Grants

Transparency
Initiatives

Medical Information
(Europe)

Field Based Medical
Governance

Medical Information
(U.S. and Canada)

EMC Business
Operations

Medical Information
(Asia Pacific & RoW)

EMC Business
Excellence
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Meaningful Disclosure
Providing Information

Industry has done a lot;
but there Is more to do

B r' International
£ 1”‘: lllllll

—J
e %2 Publication

= (] Professionals



Where Are We Now
Misaligned Expectations?

“l didn’t do it.
No one saw
me do it. No
one can prove
anything”

“You cannot
escape the
responsibility
tomorrow by
avoiding it
today”

Bart

Abraham Simpson Credit:
Lincoln Moira Daniels AZ




My Brother-in-Law — the doctor

Medical institution
heavily involved
with pharmaceutical
Industry

Reasonably
skeptical

Should be among
the most informed
and confident
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Clinical Trials — What to Disclose
Industry Joint Position (revised Nov 2009)

International

W .
Federation of
\ f Pharmaceutical
Manufacturers & I

Mot Mliadictmes, Mow |'|--|-|'. IFPMA Associations

Minimum: All clinical trials in patients

Maintain protections for privacy, intellectual property and contract rights
Reqistry

No later than 21 days after initiation of patient enroliment

Unique identifier — transparency and avoid multiple postings

Include Minimum Trial Registration Data Set (WHO May 2006)

Results

Plus failed development studies if significant medical importance

No less than one year after approval

Cite the article if published; if not published use ICH E-3 summary
format
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Protocol registration

4 Early work by ICMJE,

WHO and others

Is this clinical trial fully registered? A statement from the
International Committee of Medical Journal Editors

 Enables studies to be
tracked to publication

J Enables review of submitted

manuscripts against the .
Cli lT Is. ﬁa\'w&
protocol summary e lianeoy GRR ON

Browse |  Besowces | g\ Wh

C]ml alTrials. g d regularly upd ted nformation about fet de(all and privately supported clinical research i human volmteers. ClinicalTrials.gov gfj

ou information b a trial's purpose. who may participate, locations, and phone numbers for more detaﬂs.Bafnre searching, you may want to learn mor
b t clinical trials.

Search Clinical Trials
Example: heart attack, Los Angels

d Helps reduce duplication E— =

Search by Specific Information
Focused Search - search by disease, location, treatment, sponsor.

Browse

. . = rowse by Condition - studies listed by disease or condition
Browse by Sponsor - studies listed by funding organization
rovides opportunities for Bl st b

participation

Credit:
Andrew Freeman
GSK



Pioneered by industry

Results in the public

Results registration

GSK Clinical Study Register
Launched October 2004

domain irrespective of

outcome and whether or
not studies are accepted
for publication

Home \ Search \ Contact

Trial Results \ Inttiated Trials | Recruiting Trialz | Terminclogy | Education

Trial Results Trisl Results by Product

|Search this site:

Clinical Study Register

col Summari

The GlaxoSmithKline (GSK} Clinical Study Register
provides an easily accessible repository of data from
GSK-Sponsored Clinical Studies, supplementing
communication in journals, at scientific meetings, in
letters to healthcare professionals, and in approved
prescribing information. Itis important to emphasise
that approved prescribing information must continue to guide
appropriate use of GSK medicines. This information may vary ——
from country to country. Before prescribing any product

mentioned in the Register, Healthcare Professionals should consult prescribing
information approved in their country.

ult Summar

Useful Links

¥By Therapeutic Area
?By Product
*Publication Web Sites

Trial Results by Product

Censistent with the company’s policy of putlic data disclosure, this clinical trial results section includes result summaries
of completed Phage 1 through Phase 4 Lilly-spensored clinical studies conducted on Lilly marketed preducts since July 1,
2004. For Phase 1, 2, and 3 clinical trials, Lilly discloses results when a drug’s indication is approved and it is
commercially available. Phase 3 trial results for secondary indications of marketed drugs that fail te support the
hypothesis being tegted, or which are contrary to the intended cutcome, will be disclosed as soon as possible after the
data analysis is completed but no later than 1 year after the trial has completed. For Phase 4 clinical trials, Lilly discloses
the results as soon as possible after the data analysis is completed but no later than 1 year after the trial has completed
For studies that are under review by peer-reviewed journale that prohibit pre-publication resulis disclosure, the results
will be posted on the registry at the time of the publication.

The results and citations are in
IPDF formst. If you do not have
Adobe? Acobat? Reader™
installed. you can download it
for free by clicking the link
below.

AR
Mdoke In addition, summaries of the results of core safety and efficacy registration trials for Lilly products and indications

approved since July 1, 1994, will be made available. Results will be posted by Lilly whether they are favorable or
unfaverable to any Lilly product.

Included are trial result summaries that are completed to date. The company will continue te disclose additional
summaries and publication citations as they become available.

To view the result summaries, select from the list of product names (e.g., Gemzar&/gemcitabine hydrochloride) located
below

Lilly Clinical Trials
Launched December 2004

Credit:
Andrew Freeman
GSK



'What Does It Look Like?

The study listed may incuds aeproved and non-aperoved wses, formulations or treatment regimens. The resulls
reported i any sngle shudy may not refiect the overall results oktained on studies of a product Bsfore prescricing any
product menfionad in this Register, healthcare professionals should consult prescribing mformation for the eroduct
approved in their courtry.

Study No.. USAZI206

Title: A randomised. double-kind, parallel groue, mulli-centre study comparng the safety and efficacy of a
remifentaril ard propofol regimen versus a fentany! and erogofol regimen, including an invesiigation of the
ehamacokingtics of remifentamil and remifentand acid, in Intensive Care Unit patients requiring analgesia and sedation
in association with shor-term mechanical ventilation

Rationals: |t was proposed that a remifertanil-based treatment regimen could offer advantages over a standard
analgesia and sedation regimen for subjscts in the Intensive Cane Unit [ICL]

Phasa: Il

Study Paried: 12 July 1939 0 13 Jurs 2000

Study Design: A randomized, double-blind, parallel group shady. There were 3 phases: cpen-label randomised pilat
ase. open-lakel pracice phase: and randomised double-blind phase.

Gentraz: 21 centres in J countries [Germany (8], Spain [4] United Xingsom [4] Belgivm [4] and The Nethedands [1]).

Indication: Analyzsic and sedslon in citicaly 1l patients

Treatmant: For al subjacts the study was divided info £ periods:

Soresning: from 1CU enfry urdil staring shudy drug intravenous infusion

Treatment from starting untl slopping study drug ogicid infusion (masimum of T2 hours treatment and 1 houe
weaning). During the mantzrarce phase (from starting study druy urtil staring extubation], sulbjects in the douile-
Elind phase recaived study deug at a starting infusion rate of GmLh (remifentaril Smicrogfoath [1.13microghkgimin]
femtarmyl 1 Smiceogka'h [00025microgky'min]), which was fitrated using a pre-defined slgorithm fo 3 {arget Sed
Agitation Scale (SAS) score of 4 [subject was calm and co-operative] with no or mild pain. If and when the opicid
infusiom rate reached BmL'h (remifentanil 12microghath, fentanyl 2microga'h), any requirement for additional
sedation was provided by a bolus dose of propofol (up to 0 3maky) ard the mitiation of & propofol mfusion 5t & staring
rate of 0.5mglg'h. During the exueation phase [from starting the edubation process uetl subjacts was extubabed)
proeofol mfusion was stoeped and study drag infusion was reduced fo 4mbh over 3 pesicd of up fo 1 hour. Opee-lake
sedation (progofol) and analaesa (fentamyl) were used Postexiubation, study drug was reduced by 23% of the ratz at
the start of extubation and then by 25% decrements at 20 minute intenvals. Ceen-label s=dafion (progofal) and
analgesia (fentaryl) wers used

Fost-treatment: from stopping study drug witl 24 hours [ates, ICL) dischange, or death which ever acocurred first.
Follow-ug: from 24 hows after stopging study doag until ICU discharge, end of Day 7 afizr entzring the 10U o death,
whichever came first

Objectives: o compare the efiectivensss of the remifentand and propofal regimen with the f2ntanyl and proeofo
regimen in terms of the level of sedation provided and the doses of opicid and propafol reguired; to compars the
adverse event (AE) and hasmadmamic profle of the 2 freatment regimens; ard to examine the pharmaccknetic [PK]
profile of remifemtanil snd remifentanil acid ik sukjects with rormal renal function and mild reral imeaiment.

Primary OutcomalEfficacy Variable: The between-sulject variakilty arowd the mean percentags of howrs of
optmal sedation [defined as a SAS score of 4), evaluated from the start of study drug infusion urtil either start of
exfulbation or 72 hows after the start of shudy drug infusion [whichever came first)

Facondary Ouicomel/Efficacy Vanablais): Meanm percentage of hows subjacts were optimally sedated [5A5=4)
inagzguately sedated [SA5=5 § or 7), excessively sedatzd (5A5=1.2 or 3], dangerously agdated (S3AS=T) o
wnrousakle [SAS=1); mean percentage of howrs with no'mid pain during the treaiment and post-reatment genods;
time ketwesn star of extubation and aciual exiukation; total fime on mechanizal vendlation within the treatment period;
time ketwesn extubation and |CU discharge; time from start of the study until 1ICU discharge. Chher secondary eficacy
endeomts were: weighted mean infusion rates of remifentand, fentaryl, and proeofol; total exposurs fo study opiod
and proeofol mcluding frequency of oeioid infusion rabe changes and propofol infusion rate changes [from staring the
opicid infusion untl i was discontnued); incidence of supelemeniaey oper-atel propofol and fertanyl bolus doses
sdministered for stimulating procedwes during the Treatment Period; incidence of open-label propofol and fenianyl
kalus doses administersd for rescue reaiment during the Maintenance Phase; incidence of supplementary open-labs|
proeofol, fentary], mosphine ard bupivacaine baolus doses sdmmnisterzd for analgesialsedation during the Extubation
and Post-Extubation Phases. PH secondary endgonts included remiferianl and remifertanil acd blood
concentrations. Safety endpaints were: haemaodynamic garameizrs during and after trzatment (mear artedal presswee
[MAP] ard heart rate [HR]); respiratory function [post-sxbubation only- respirsiory rate [RR], fractional insgirsd cxygen
| comcentration [Si0d and peripheral cavaen saturation [Sp0s]) mciderce of adverse events,
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Clinical Trials — Where to Disclose
“Central sources and Portals”

o
A~
ClinicalStudyResults.org

Imagine you had someone to tell you
ey where the needle is ?

ClinicalTrials.gov

A service of the U.5. National Institutes of Health - LN
myPortal Search Ongoing Trials Search Trial Results News Learn More

' Sources

The IFPMA Clinical Trials Portal emhodies the industry's commitment to make information availahle to patients and
physicians ahout clinical trials of new medicines and candidate medicines developed by R&D pharmaceutical

companies.

The Portal does this hy providing links to high guality information on clinical trials from many company and

government-sponsored wehsites through its search engine.
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http://www.clinicaltrials.gov/ct2/home

Clinical Trials — Where to Disclose
National Registries ar.10)

Mandatory transparency requirements are in place (or soon will be) for
the following countries. Most have (or will have) their own registry:

v'Argentina
v'Brazil

v'Croatia
v'Czech Republic
v'Europe
v'France*

v'India

vIran

vsrael

vitaly

v Africa
*Pan African Registry
v'Australia
v'Canada
v Chile
v'China
v'Cuba
v’ Germany

v'Malaysia
v'Netherlands
v'Norway
v'Peru

v'South Africa
v'Spain
v'Chinese Taipei
v'United States
v Turkey

* Includes mandatory results posting

Voluntary registration is in place or pending in additional countries

v'Hong Kong
v'Japan

v'Latin America
v'"New Zealand

v'Sri Lanka
v'Chinese Taipei PMS it
v' UK Jacqueline Sayers,

Roche



Pfizer Publication Policy

Supports ICMJE guidelines on authorship

Requires
—~ Recognition of medical writers in the publication
author (if meet criteria)
acknowledgement
— Medical writers work under the direction of the authors
— Disclosure of funding source(s)
study, writing support, other support
— Disclosure of potential conflicts of interest

Pfizer marketing colleagues are not involved in preparation,
planning or content development of publications

$112 International
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Pfizer Medical Education Grants

Pfizer Changes Its Funding of Continuing Medical Education in the U.S.

Support to Focus on Academic Medical Centers, Hospitals,
Associations and Medical Societies

Eliminated Direct Support for Commercial CME Providers

— In 2008, _eliminated direct funding support for CME programs by for profit
(comme_rmal?v{)rowders, iIncluding medical edication and communication
companies (MECCs)

~ In 2009 implemented a quarterly competitive grant review process to
encourage more innovative, high-quality granf applications and align with
resource availability throughout the year by way of a periodic rather than
continuous review

— Require all ma%or grant applicants to meet criteria equivalent to ACCME’s
highest level ot accreditation

— In addition, Pfizer will continue to publicly report all CME grants provided
in the U.S. at www.pfizer.com along with grants and charitable
contributions made by Pfizer to US patient, scientific and medical
organizations and healthcare related support to civic organizations

llllllllllllllll
lllllllllll
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http://www.pfizer.com/

Pfizer Physician Disclosure

Disclose payments to:

All practicing healthcare professionals who can prescribe medicines
(includes physicians, NPs, PAS)

Major institutions for ongoing clinical trials (before July 1, 2009)

All principal investigators and other entities for Phase I-1V clinical trials
sponsored by Pfizer beginning after July 1, 2009

Disclose payments for:

Clinical development and commercial consulting
Promotional speaking

Phase I-IV clinical trials

Investigator-initiated research

Educational items

Meals and business-related travel



Pfizer Physician Disclosure

2009 Data (Starting July 1st) Posted March 2010
Annual report if the recipient receives 2$500 in aggregate
Include meals or business-related travel expenses 2$25

2010 Data (full year) Posted March 2011
No threshold of $500 or de minimus of $25

2011 Data will be posted quarterly starting June

Ehe New JJork Times Ehe New JJork Times

...........................................................................................................................................

Apr|I 1, 2010 N Apnl 12, 2010
! Senator Charles Grassley: “It's a : ' Data on Fees to Doctors Is Called Hard to Parse
' real milestone for the transparency | : By DUFF WILSON
|
|
|
|

campaign to have one of the : Pfizer recently became the latest big drug maker to start

biggest drug makers in the world | i disclosing payments to doctors who act as consu_ltan_ts or

respond with an initiative like this.” | i speak_ers. B_ut many folloyve_rs of the pharmaceutical industry
_._ I are still finding it far too difficult to follow the money.


http://www.nytimes.com/
http://topics.nytimes.com/top/reference/timestopics/people/w/duff_wilson/index.html?inline=nyt-per
http://topics.nytimes.com/top/news/business/companies/pfizer_inc/index.html?inline=nyt-org
http://www.nytimes.com/

Meaningful Disclosure
User Friendly

Need to ensure that information Is
accessible and understandable to
the specifics of audiences
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My Mother — the patient

Relatively well informed
but seeks more
Information on
medication, treatments

Lots of sources — more
IS not necessarily better
for her

Should be better
empowered with
aggregated sources
and perspective

Publication



Pfizer Pipeline Transparency

a Pfizer Pipeline: Dur Medicines in Development as of February 28, 2008 | Plizer: the world's lar - MicrosofE T - |E’|5|
Fle Edit Wiew Favorites Tools  Help | '.i.
( e : ; = !
@ Back = @ - @ @ \-_h ‘ p Search "L\g‘ Favarites @ ‘ D:rjg' = .-V_-:I < ﬂ .‘ﬁ
Address I@ hiktp: ffvavave, plizer, comfresearchipipelinefpipeline. jsp j Go | Links ** @ -

@ Phaer Pipeline -~
Ll .
I R e e Rl
Home = Research & Development = Pipeline Text Siz :.
>, — -
> Pipeline Pfizer Pipeline — Our Medlicines in Development Lookin "
Phases of § -
Development Cur pipeline of new medicines in development is the largest in the pharmaceutical ISeIec
Therapeutic industry, facusing on a broad range of unmet medical needs spanning 10
Areas Therapeutic Areas. Pfizer invests mare than §7 billion annually in the research and ISE'EC .-
B ——— development of new products across more therapeutic areas than any other -
Post Marketing campany in aur industry. Relying on the strength of our pipeline and scientific talent,
Commitments Pfizer has generated a steady stream of breakthroughs over the years. Qur o] n
[&] Done [ | [ | [&diacalintrane
ﬂfrstart| £ @ (0] [2]3 Microsoft off... +| | O] Inbox - Miroscf... || €] Plizer Pipelines.. _95% I @& |« =@ | O|F[E = X
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http://media.pfizer.com/files/research/pipeline/2008_0228/pipeline_2008_0228.pdf

Product Labels / Med Guides

All Products | Wyeth.com - Microsoft Internet Explorer provided by Plizer Inc

==l
L

File Edit Wiew Fawvorites Tools  Help

@Back - O - |ﬂ @ Lh /._jSearch “{/'_n'\'sv‘Favorites @‘ [‘:\:- .,___'\; lu_fl - _J ﬂ ﬁ

Address I@ Rkt ] ey weveth, comfproducts

Ral= |Links|@ -

Wyeth.com Heslth Care Professionals Warldwide

| Search |

Wyeth i Dur | Patient | Research & [ About | | Mews | Investor

Products Health Clinical Trals Wyeth Relations

Printer-friendly Page &,  E-mail This Page @

All Products

OTC Products

Prescription Drugs

Wyeth Family of Products

- Yyeth is a world leader in the research and

Animal Health Products development of innovative, high-quality health care
products. Our product portfolio spans the range of top-
selling pharmaceutical and biotechnology products,
consumer health care products, and animal health
care products.

T vz
Password: I:l View Products by Therapy Areas ¥iew Products Alphabetically

m| Y AN ACIDEIGKILNIOQIRTUZ

Resulks 1-20 of 76

Health Care Professionals Log In

Fargot your password

e
2
L
L
=
Al
=
r=
W

Brnein Product Therapy Areas Links
Advil® Brands &iches and Pains v, sdvil,com
Alavert® Allergies vy, alavert, com
Anbesol® Cral Health v, snbesal, com
Antivenin (Micrurus Fulvius) (Equine Origin) Infectious Disease Prescribing Information

Morth American Coral Snake

BeneFI¥#& Coagulation Factor IX Hernatology
{Recombinant}

=
@ T T T e meerme
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http://www.wyeth.com/

Pfizer US Post Marketing
Commitments 2007

More timely US PMC information e o

‘Adress [@) htto: jvmw-stq2.pfizer.compfizer helofpme]_a99_hb_index.isp _;Ji(}ﬁn ks | @ snagn: Ejlﬂ‘ 1

— Pfizer site updates weekly T ————

More complete US PMC information |© i '

About Pfizer As part of the regulatory approval process for new medicines and new uses for existing medicines, Pfizer may

News be required to conduct additional studies and testing to further support the safety and effectiveness of our

e products. These studies are called Post Marketing Commitments. This website provides information about how
post marketing commitment studies are conducted, as well as status information on active Pfizer post

For Investors marketing commitment studies.

— Additional PMCs unreported by FDA

— Information on revised and
renegotiated PMCs

Easier to use
— User-friendly design for lay public
- Clarifies redundant, multiple records ™

What We Do
Meodicines & Praducts.
Health Resources
Animal Care
Business to Business

In This Section

I ‘m 5

Matketing Commitment
& » Pfizer Sites

Plizer RSD Si
#

How We Help
» Research and
Development
= Product Pipeling

Copyright @ 2002-2007 Pfizer Inc. Alrights reserved |

The product information provided in this st is irtended only for residents of the United States. The products discussed herein may

t Marketing Commi

nt - Microsoft Internel Explorer provided by Plizer Inc

Edt  View Favortes Tools Help ‘.
ek - - (D (2] )| @seach [odFavorkes @hvedn (B | [T)- Sp W - 2] &

Addross [) http: jwwa-staz. pfizer compfizer helpjpme/ _a33_hb_mn_speciic_detal jsp

@ Working for a healthier world"

Seaesh Bser o, Research & Development
2'3] Post Marketing Commitments

=] @60 |unks| @ snaar:

to Map | Privacy

. Who We Are Home > How We Help: Research & Development > Post Marketing Cormitments » Product.Specific PMCe
Greater context for public A
p i anwds e Abiioewunt  Gommifmunt; Qe Abproval  Due Date  PMC Description
- Careers Date
Forlimston Clindamyein — cjoo0in 60767 Other Submitted 08/13/1999 05/04/2001 02/28/2007 11:04 AM (GMT5:00) added

Phosphate (PID-000005): Tost

. . .
03/30/2007 10:21 AM (GMT-4,00) added
J— P rOVI d eS e d u Catl O n al l I l ate rl al S u C h What We Do ag[““’““e Geodon  20-825 Pre-Clinical  Ongoing  02/05/2001 04725/2001 (PID-000005) Dot

tesponse study for QT effect
Health Resources 03/30/2007 10:25 AM (GMT-4.00) added

- L Ziprasidone o (PID-000005): Sudden
Animal Ca e Goodon 20825 Clincal Trial - Subrnitted 02082001 047252001 oo death study of ziprasidane
, ) Business to Business and other atypical antipsychotics.

Ziprasidone 03/30/2007 10:30 AM (GMT-4:00) added
How We Help HEI A Geodon 20825 Clinical Trial ~ Ongoing ~ 02/05/2001 0B/30/2008 (PID-000005); Podiatric

study development process, ==
glossary, FAQs

= Post Marketing
Commitments
»WWhat are PMC7
Product 8pecific PMCs
+Active PMCs
Summaries
+FAQS

exarmining the short-term efiicacy and
Geodon 20625 Clinical Trial ~ Ongoing  02/05/2001 03/31/2006 safety of ziprasidone as add-on therapy in
ipolar patients currently taking mood
stabilizers (e.g., lthium, valproate) and
long-term efficacy and safety of
ziprasidone in bipolar disorder
(3/30/2007 10:37 AM (GMT-4.00) added
(PID-000005): Conduct an
Goodon 20919 Clical Tial - Subrnitte 0B/12/2002 1051/2004 _ocoocrvon of the reproductive toxiciy of
IM ziprasidone

Ziprasidone
HCl

ary

Ziprasidone
HCl

= Champions of Innovation
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Feb 2010
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Filz  Edit  Wiew

Favarites

Disclosure of Company Grants to Organiza

Tools Help

Policy Disclosure

Advocating For and Disclosing Policies to Public

Qe - @ - [x] [2] @o

pSearch *Favorites @| Ezf_év ,,; Iy_}] - I_J ﬁ .ﬁ

Corporate

Responsibility

Our Corporate

and Resources

Researching MNew
Medicines and Vaccines
to Address Unmet
Needs

Improving Access to

Health Care

Ensuring Confidence in
the Safety and Quality
of Dur Products

Conducting Ourselves
Ethically and
Transparently

Ethical Sales and
Marketing Practices

Grants to
2rganizations

Foztering a Fair,
Environment

Managing Our

DOur Impact on Local
Communities

Executing the Basics

Philanthropy at Merck

re patients come first l':'. MERCK

HOME | ABOUT MERCK | PRODUCTS |

NEWSROOM |

INVESTOR RELATIONS |

Address I@ htkp: f e, merck, comf corporate-responsibility fbusiness-ethics-transparency fethics-financial-support-third-parties/ approach. html

=S

Patients & Caregivers | Healthcare Professionals | Worldwide

CAREERS |

Responsibility Approach
Summary Data, Awards

Medicines, Waccines and

Disclosure of Cormpany

Transparent and Cpen

Environmental Footprint

Adwvocacy and Dutreach

Disclosure of Company Grants to Organizati
Listenitng. responditng and working toward a healtiier future

CEriensy Approach Pricrities and Goals

=g =

The following three principles guide aur approach to providing financial support

to medical, scientific and patient organizations:

1} Independence

Merck respects the independence of
medical, scientific and patient
organizations and refrains from using
our financial support to influence the
policies of organizations or to promote
specific medicines. To support
independence, Merck will suppart anly
organizations that obtain funding fram a
variety of sources.

2} Transparency

Merck supports transparency of our
interactions with medical, scientific and
patient organizations including financial

Listings of Granits

Starting October 2008, Merck is
reporting grants over F500 provided
by the Company's Global Human
Health divizion to U.S. organizations in
support of independent accredited
educational programs for heafth care
professionals. Click here for listings
of grants [ £ PDF* 169KE). Over the
course of 2003 Merck will expand this
dizclozure to include other grants.
terck wil updste these lists on a
quarterly basis.

support that we provide them. We believe this is an imporant step in building
public trust with hoth Merck and those with whom we provide support. Making
public our support also enhances the visihility of Merck's cormmitrment to help

advance health and science.

SOOI IVERR L PV
Activities

*  Corporste Responsibility
Mews Releases

#2006 — 2007 Corporste
Responsibility Report

* Ereguerntly Ssked
Guestions

MERCEK LINKS

# mplemerting ethical
business practices

#  Corporste governance
# Merck's Code of Conduct

#  Ethical zales & marketin

practices
l_ l_ I_ l_ I_ |4 Internet

*fStartl 94 & @ el |Z| Inbox - Micros... | =] PW!: Upcomin. .. I E Microsoft YWord I @ Microsaft Pow, ., I @ Eli Lilly and Co... ”@ Disclosure o... 98% ' & |« @@5 1:24 PM
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Medicine Safety

http://pfizer.com/responsibility/medicine_safety/

—

4
ABOUT PFIZER PRODUCTS RESEARCH & DEVELOPMENT INVESTORS m
TextSize AA A | Site Search ﬁ

R ty > Medicine Safety

Partnering to
Manage Risk

Risk Medicine

Values and
c L
Safety Timeline

Global Health

Community S A
Programs Minimizing patient risk:
U.S. Patient Your role in medication safety
Assistance
Programs

» Medicine Safety

Environment
Health and
Safety

for you or your depender
Diversity hosd
Education

how to reduce your
re

Patient Resource Kit:

NEXT: V¥

States.
p Te

Pfizer Safety Portal

Copyright © 2002-2008 Pfizer Inc. All rights reserved. This information is intended only for residents of the United

The product information provided in this site is Intended only for residents of the United States.
The products discussed herein may have different product labeling in different countries.

Pfizer Inc Is a pharmaceutical company committed to helping people improve their health by discovering and developing medicines.

Designed to provide broader

public insight and
Information on medicine
risk, benefit-risk balance

Drug safety in R&D process

Taking Medicines Responsibly
- At your doctor’s visit
- After your prescription is
filled

Risk Perception

Resources
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- @y for Medical
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Trial Participant Education

“Speaking Books”
Lower literacy audiences
Content includes:

* CT Objectives
 Patient Rights and Role

Partners include:

« WMA

« Steve Biko Centre
e South Africa




User Friendly Case Study
IFPMA'’s Trial Portal

s 1D International

s & Publication
£ % rotessionals



IFPMA In brief

* IFPMA — International Federation of Pharmaceutical
Manufacturers & Associations

°* Non-profit, non-governmental organization founded in
1968, representing over 45 national and regional industry
associations and 25 R&D companies

Advocates policies that encourage discovery of and access to
life saving and life enhancing new medicines to improve the
health of patients everywhere



R&D Industry Commitment to
Transparency

Commitment #1 Commitment #2
Industry will make information Industry will also post summary
about all ongoing trials in patients  results of all completed trials
publicly available in patient after drug approval
A WORLD’S FIRST September 2005

Creation of the FIRST global clinical trials portal
To facilitate access to worldwide online CT information
sponsored by R&D based pharmaceutical companies.

$I1LD International
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Access Clinical Trials Information

rmyPortal

Imagine you had someone to tell you
IFFM& vméqre th!; needle is 7 .

Clinical w ,

Trials
Portal

myPortal Search News Learn More About us

IFPMA Clinical Trials Portal is hrought to wou by IFPMA on behalf of its Member
Companies and Azsociations,

hundreds of diseas
thousands of trials
billions of people

IFPMA Clinical Trials Portal ensures

b Afree and easy-to-use interface for patients and health professionals alike to
ongoing clinical trials, clinical trial results and complementary information on
related issues.

b Mon-promotional and reliable information.

b Industry's commitment to the transparency of clinical trials,

Murnber of Clinical Trizks made availab: by
the IFPMA Portal - Data per region

. Mission Staterment ==
—

Clinical Trial Quick Search ' myPortal i\) '
- . ~
Q ‘CEIHCEI' Search J = | You are a patient?

Gain abetter understanding of clinical

Advanced Search: trials thraugh personalized information.

b Clinical Trials b Clinical Trial Results a You are a physician?
b Pediatric Clinical Trials b Pediatric Clinical Trial Results

Libvise and guide yaur patients with

4 sl adadl dlata amoelimical driale

No need to visit 10 different websites to find non-promaotional

International
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Publication
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sources

The Portal provides links to clinical trials conducted by R&D
industry posted on company/industry association websites and
government websites listed below.

i
Government Ciicattviats ll]

1 L Bl
websites | } | Ferroies W

AsiraZerEca( f__; Bayer % Bristol-Myers Squibb
Company &

Boehringer g
Industry |||| Ingelheim @G:-!-x-ﬂ-nt*ﬁ' ~-
association :
) NOovARTIS U'"'D"

websites

Menarini

-~ {
o pﬁzer

ClinicalStudyResults.org



http://www.gsk.com/index.htm
http://www.clinicalstudyresults.org/
http://www.clinicalstudyresults.org/
http://images.google.com/imgres?imgurl=http://rich-mazzarella.net/pfizer_logo_small_gif.gif&imgrefurl=http://rich-mazzarella.net/&usg=__OKlS4T_eUKskC3o9R-4MS752sx4=&h=120&w=200&sz=16&hl=en&start=9&um=1&itbs=1&tbnid=N7taF3csYZx6HM:&tbnh=62&tbnw=104&prev=/images%3Fq%3Dpfizer%2Blogo%26um%3D1%26hl%3Den%26tbs%3Disch:1

Number of Clinical Trials made available by the
IFPMA Portal - Data per region

bl

Region of the Americas

64205

European Region

56260
South-East Asia and Western Pacific Region

African Region

Eastern Mediterranean Region

694

IFPMA Portal in numbers

°*The IFPMA Portal features trials from 160+ countries (Nov 09)

Number of results of completed clinical trials made
available by the IFPMA Portal - Data per condition

Total: 8750

Cancer

11%

Cardiovascular diseases
5%

HIV/AIDS

Diabetes

6%

MNeurological disorders and mental health

15%

Other
60%

& ilmemalinnal
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= $53 for Medical
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Find information on ongoing / completed
clinical trials

I FP M n Imagine you had someone to tell you

i whers e neele 7 "4 *Search by Medical Condition
Trials s
Portal M. OF Drug Name
W «Search a particular country or city
‘Search Ongoing Clinical Trials | » Search integrates synonyms, connected

. | terms and translations

\{ General Search Tips

If wour search cannot find what you are
looking vou might wart to consider these
tips:

Terms to search for:

kl leukernia |

Terms to exclude:

Criteria languages: = x
| | “ou can phrase your search criteris)

any of the site languages . A dictions| 8 s * Home Search Study Topics Glossary *
a common terms will include transatio Chn‘calTr‘als' oy ‘ [ Search ]
[ TS Aservice of the U.S. National Institutes of Health 2arc

Trials conducted in:

B Results language: Full Text View Tabular View esults Posted
| united states All results will, however, be shown
original languacge.
£ h, Assessment and Determination of Chemotherapy Resistance in Newly-Diagnosed or First Relapse Leukemia Patients

This study is currently recruiting participants.

Werified by University of Califomia, Irvine, January 2010
Search J Clear J
First Received: February 27,2008 Last Updated: January 7, 2010 History of Changes

Synonyms, connected terms and translations included in the search jeycémis fewkasmis leycarmia ey

Sponsor: | University of California, Irvine

1234567

Print Information provided by: | University of California, Irvine

ClinicalTrials.gov Identifier: | NCTO0631059
Total results returned: 2752

Title: Assessment and Determination of Chemotherapy Resistance in Newly-Diagnosed or Fi
Relapse Leukemia Patients
Infobox Description: The objective of this protocol is to collect leuke The ohjective of this protocal is to collect leukermia cell specimens from adults (18 years of age) diaghosed with acute leukemia at time of initial diagnosis and, if applicable, at time of

P Purpose

Status: Recruiting specimens from adults (18 years of age) diagnosed with acute leul first relapse. These specimens, in conjunction with a de-identified data set, will be utilized progpectively to determine potential chemotherapy resistance in this patient population.
Sponsor: University of .. time of initial diagnosis and, it applicable, at time of first relapse The specific aims of this study are as follows:
Location{s): United States, Orange specimens, in conjunction with a de-identified data set, will be

. . . A . N To collect peripheral blood specimens from patients diagnosed with acute leukemia at time of initial diagnosis and, if applicable, at time of first relapse To evaluate the leukemia cells in
praspectively to determine potential chemotherapy resistance in thi the blaod specimens for chemotherapy resistance utilizing the Hem{A)+ tachnalogy

population. The specific aims of this study are as follows: To
peripheral blood specimens from patients diagnosed with acute leuld

[Californis)

To develop a body of evidence from acute leukemia patients that demonstrates the applicability of the Hem({&)+ assay to determine the following:

Juleli=ssecy Predict responders and non-responders to common chemotherapeutic agents Track treatment results and comparison to prediction results from the assay Identify optimal

chemotherapy doses for each patient ldentify the most efficacious pharmaceutical agent combinations

Con n Interve n
Leukemia Other: Hem{A)+ Technolagy
Study Type: Interventional 2
pscdis T Temmbrannt Caan | olal Aot ST : ceg 4
Page refrieved from: hilp:clinicatrisl TODE31059

The IFPMA assumes na responsahilty for the contert of third party webstes. For mare informetion, please read our grivacy policy




Find information on clinical trial results

L il -Search by Medical Condition
ort or Drug Name

Portal

*Search integrates synonyms, connected
~ terms and translations

\," General Search Tips

k crohn disease If your zearch cannat find what you are |
loaking oL
— tips: N
@ = + X
Criteria lan|
o can phr
Terms to exclude: ey TS &
COmman terd
SYNONYMSE. A
ClinicalStudyResults.org
w Results lar
AI! r.esults AboutUs = How Can My Company ate? UsefulLinks
ariginal lang
Search J Clear J These clinical study results are supplied for informational purposes only in the interests of scientific disclosure. They are not intended to substitute for the FDA-approved package insert or
* ‘ other approved labeling.
Synonyms, connected terms and translations included inthe search jizocoiltis cro.
granuiomatous crohn's disease jleltis, terminal krankhelt, crobn crohn's enteritis crohy Drug Details
aranuiomatols & morbus crofn léocolite crohn's leokoltis = & — 238 maia
crohn lieits reGJ‘Ona.r ehteris reGJ‘Ona.r Company Business Partner Drug Name Generic Name Unigue 1D Studied Indications or Disease Fhase Approved Drug Label
Narme
Erint Abbott Hurnira Adalimumab MOZ-404 Inflammatary Bowel Disease Fhase Il hitn it peab bt carmipdfih urmira.pdf
Laboratories

Crohns Disease
Total results returned: 47

Clinical Study  Protocaol Mo. M02-404: A Multicenter, Randomized, Double-blind Placebo-controlled Study of the Human Anti-THF Monocloneal Antibody Adalimumab for the Induction and

Title: Protocol No. M02404: A Multicenter, Randomized, Double-blind Pla Summary - Mainignance of Clinical Remission in Subjects with Crohn's Disease

the Human Anti-TNF Monocloncal Antibody Adalimumab for the Induction Caolambel JF, Sandborn W, Rutgeerts P, et al. Adalimumab for Maintenance of Clinical Response and Rerission in Patients with Crohn's Disease: The CHARM Trial

Clinical Remission in Subjects with Crohn’s Disease Gagtroenterology 2007; 132:52-65.

Infobox intion: _ .

SeonEorYAEToTTERCrET Description: Protocal  No.  MO2-404: A Apbott Laboratories (sbott) will Use reasonable eforts to include accurate and up-to-date Infarmation, consistent with Abbott policies and procedures, on the

L . DO'_“’”""““' P.I"'celm'co'm olled Study .Df the H ClinicalBtudyResults.org web site. However, because, among other reasons, the status of studies often changes, Abbott can make no, and makes no, warranties or representations

Phase: Fhase Antibody  Adalimumab  for the Induction a of any kind as to the currency or completeness of the information contained therein. Persons accessing and using infarmation posted by Abhott on the ClinicalStudyResults.org web

Drug Hame: Humira Remission in Subjects with Crohn's Disease site do 5o at their own risk, Abhott disclaims all warranties, express or implied, including warranties of merchantability of fithess for a paricular purpose. Abbott shall not be liable far
Rutgeerts P, et al. Adalimumab for Maintenan any darnages, including without limitation, direct, incidental, conseguential, indirsct or punitive darnages, arising out of access to, use of, ar inability to use infarmation posted by
Rarmission ! in F.'atients with  Crahn's  Dicl Abbott on the ClinicalStudyResults.org web site, ar any errors of omissions in the content thereor,
Gastroenterology 2007; 132:52-65. Abhott Laf Compary No document provided

Mmores==

Study
Backio Search Results

@ 2010 ClinicalStudyResults.org | Privacy Palicy | Contact Us

Page retrieved trom: httpeibaenew clinicalstudyresutts orgfdrugoetails?orug id=1596

The IFPMA assumes no responsability for the content of third party websites. For more information, please read our privacy policy
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Access to the Portal in 6 languages

Enter your search
Criteria in:

*English
*French
German
«Japanese
*Spanish
*Swedish via
Fass.se website

More language soon

No dictionary needed: the same unigue tool is available in your
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Spelling suggestions

lFP“ A Imagine you had someone to tell you
Clinical

where the needle is ?

Trials
Portal

Wb s 7

myPortal Search Ongoing Trials Search Trial Results News Learn More

"_Search Clinical Trial Results

Terms to search for: use synonyms

( \," General Search Tips
Q crol If your search cannot find what you are

7 looking you might want to consider these
Croa_kerjs & tips:
Crocidolite Ashestos [
Crocodile tears syndrome 3 Criteria languages:
Crocodiles == You can phrase your search criteria in
Crocus Autumn any of the site languages. A dictionary of
crohn's ... common terms will include translations as
Crabhea SYNONYms.
Cronkhite-Canada syndrome Results language:
Croomia All results will, however, be shown in their
Cross ... - | original language.

l Search |! Clear ,

Not sure of the spelling? The Portal will suggest names for

Publication
[> Professionals



Easy-to-understand explanations

:-Search Ongoing Clinical Trials

Terms to search for: USE SYNONYIMS

# . (' General Search Tips

Q ‘ crohn disease ‘ . If wour search cannct find what you are
o looking you might want to conzider these
'@ tips:

Terms to exclude: Criteria languages:

| | You can phtase your search criteris in
any of the site languages. A dictionary of

S

* comman terms will include tranzlations as
ESYMONYME.
Trials conducted in:
Results language:
| Uz | Al results will, however, be shown in their
— ariginal language.
-

Search J Clear J

Synonyms, connected terms and translations included in the search jieocoiitis crohn-ententis coflitis

granwiomatons crofin's disease lleiis farminal iranichelt, crobn cronn's enderitis crohn disease crohns ententis
grahiomatons ST
crohn ifeitis,_regional enteritis, reqional

Erint
TULAT TESUTLS TEIONTIE . 0

Title: A Phase 3, Multi-Center, Randomized, Placeho-Controlled Study te Evaluate the Clinical
Efficacy and Safety of Induction and Maj~2-— S — ARLAL A obis n
Crohn8#39;s Disease {CD) Whe Have Ha ? randoemized”: "Randomization Frovided b

Lo o . . o IFPMA
Medical Therapy The process of assigning trial subjects to trestment or contral () comeu
Infolyox Descrip groups using an element of chance to determine the | Fortal
Status: Active, not recruting ahatace assignments in order to reduce bias.
Sponsor: Bristol Myers-=... in patie M. — eSS RS T ST T T T T e R
Location{s): Australia safety ofthis treatment will also be studied.

MOre==

Complicated trial postings are suddenly much easier to

Professionals




Make Portal yours

( myPortal i’é|i-."

~,
'u Wou are 3 patient?

Gain a better understanding of clinical trials
through personalized information.

”~
t,g_ You are g physician?

Abvise and guide your patients with updared
data on clinical trials.

@ Save Time

Sawe time and resources with free
rpPortal emall alers, specifically defined
to meetyour needs.

o Save your search

b Repeatyour search

b Receive an email when a new matching
trial is posted

I Join now {it"s free!l)

«Save your search and
receive an email each
time a clinical trial is
posted in the medical
catergory your are

N
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Helping you understand the
Drug Development Process

Understand the drug development process
through an easy-to-use interactive module
hy innovation.org.

Aoprmd § 505

et ol By w e,

Nw ke s e

Inside Innovation: The Drug Discovery Process

=

child-specific needs.

Learn more about Clinical Trials

IFPRA provides access to on-going clinical trials and results of completed clinical trialz. Use the navigation to get answers to
guestions you may have.
Printer Friendly Format

-

. IFPMA CLINICAL TRIALS PORTAL

: Why is the pharmacewtical industry developing a portal for searching information on clinical trials?
: What information can I find by use of the portal?
: How does the portal work?

How can | print out my search results?

o
o
1]
o

2. CLINICAL TRIALS

O What is a clinical trial?

O Why participate in a clinical trial?

@: Where do the ideas for trials come from?

& Who sponsors clinical trials and where are they conducted?
O What is a protocol?

O What is a placebo?
O What is a control or control group?

@ What are the different types of clinical trials?
& What are the phases of clinical trials?

Understand the drug development process and find answers to
frequently asked questions about trials in general or focusing on |

ciety
Medical

. ')'hlil:a!inn




Contact us

Please visit our website to find out more:

www.ifpma.org/clinicaltrials

Contact person: Laetitia Bigger, IFPMA
Email: L.Bigger@ifpma.org




What’s Next
More Transparency to Come
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It’s an Evolutionary Journe

POLITICAL CONTRIBUTIONS
TRIAL REGISTRATION on clinicaltrials.gov

TRIAL RESULTS on clinicalstudyresults.org.

PIPELINE

U.S. POST MARKETING COMMITMENTS on pfizer.com

GRANTS AND CHARITABLE CONTRIBUTIONS
MEDICINE SAFETY WEBSITE
EXPANDED TRIAL RESULTS REGISTRATION

EU Post Marketing Commitments
HCP payment information on Pfizer.com

Pilots underway

ISMPP,


http://images.google.com/imgres?imgurl=http://rich-mazzarella.net/pfizer_logo_small_gif.gif&imgrefurl=http://rich-mazzarella.net/&usg=__OKlS4T_eUKskC3o9R-4MS752sx4=&h=120&w=200&sz=16&hl=en&start=9&um=1&itbs=1&tbnid=N7taF3csYZx6HM:&tbnh=62&tbnw=104&prev=/images%3Fq%3Dpfizer%2Blogo%26um%3D1%26hl%3Den%26tbs%3Disch:1

Questions for the Future

“Whose data is it?”

“What additional categories of meaningful
information should be disclosed?”

“Where does public need to know end and
intellectual property begin?”

“When is the optimal time for disclosure?”

$I1LD International
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Initiatives / Issues

— e B\ PO UFA V
Patient Level /A% —\Standardizatio
Data B oL
Industry

Publication N EFPIA, IFPMA,
Standards FDA & EMA JPMA, PhRMA
Transparency
Initiatives

FDAAA
NIH Next
US Health CareN\{ef Steps
Reform S e
State

Legislation



Change will continue,
it’s inevitable...and good...
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Welcome to the 6t" Annual
Meeting of ISMPP

Delivering Value and Driving
Advocacy in Medical Publications

April 19-21, 2010



