GLOBALforum gf
AUGUST 2012
VOL 4 • ISSUE 4

INFORM

IN THIS ISSUE
SPECIAL REPORT:
Health Canada,
EMA & FDA
Page 83
REGISTER NOW
6 th A nnual
Clinical Forum
8-10 October 2012
Wo r l d F o rum
T he H ague ,
THE Netherlands

ADVISE

REACH

EDUCATE

CONTENTS
INFORM
10
Open Forum
Andrzej Czar necki
President’s Message
Ling Su
Executive Director’s Message
Paul Pomerantz

4
6
8

inform	10
Pricing and Reimbursement of
Medicines: Who Will Pay for
Innovation? ( Part 1)
11
Alberto Grignolo, PhD
The Payer/Reimbursement
Environment in the United States:
Current and Future
13
C harles A. Stevens
Trends in Pharmaceutical Pricing,
Reimbursement and Market Access
in Europe
16
Dr. Florian Turk
Convergence of Sponsors, Regulators
and HTAs during Medicines
Development in EU
20
	Dr. Franz Pichler,
Dr. Mel D Walker
The Payer/Reimbursement
Environment in Japan: Present
and Futures
23
Toshio Nagae
ADVISE
Megatrends in Clinical Safety
and Pharmacovigilance
Barton Cobert
An Auditor’s View of Labeling SOPs
Joe McMillan

26
27
30

ADVISE
26

REACH
40

gf
EDUCATE
82

I Was Blind, but Now I See:
Using Unblinded Data to Improve
Quality at a Research Site
Patricia W. Brown,
Melissa P. Ball, Brian Hunter
A Comparison of Regulatory
Evidence Techniques used by
Pharma and Regulators
re: Investigator Misconduct
in Clinical Trials
Sherri Hubby

32

36

reach	40
North America
DIA 2012: Kamen Keynote Highlights
Opening Plenary
Gates Foundation: Partnering for
Global Health
Christine Tarlecki and
Chris M. Slawecki
Student Perspective: Emerging
Professionals SIAC Showcase
Yelena Yankovskaya
Student Perspective: PET&D
SIAC Showcase
Jerry Lunbao Huang
Student Picture Collage
Student Perspective:
“Getting a Job Forum”
Ben Francis
Student Perspective:
Spotlight on DIA 2012
Michael Cronin
Nanomedicine at DIA 2012
Christine Tarlecki
Medical Communications
Workshop 2012

41
45

47
48
50
52
53
54
56

1

gf

GLOBAL FORUM
Editorial Office:
Drug Information Association (DIA),
800 Enterprise Road, Suite 200,
Horsham, PA 19044-3595,
USA; phone - 215.442.6100;
fax: 215.442.6199.
Copyright © 2012, Drug Information Association.

PUBLISHING
I N F O R M AT I O N

The Global Forum (ISSN: 1944-1991) is
published six times a year, in February,
April, June, August, October, and December.
Periodical postage paid at Horsham,
Pennsylvania, and additional mailing offices.

Paul Pomerantz, Executive Director
Andrzej Czarnecki, MD, PhD, DSc,
Editor-in-Chief

ISSUE 4

Global Forum Staff

2

membership fee is for a year’s subscription.
Prices include postage and are subject to
change without notice. Notify DIA eight weeks
in advance of address change with a copy

Judy Connors, Managing Editor

of the mailing label. Back issues of most

Chris Slawecki, Senior Copywriter

previously published issues are available from DIA.

Joe Krasowski, Marketing Communications
Manager

PUBLICATIONS MAIL

Mission

AGREEMENT NO. 41103506

The Global Forum provides a multidisciplinary,
neutral forum for communicating information
related to drug development and lifecycle
management on a global basis. The Global
Forum disseminates content that is relevant to

VOL 4

Thirteen dollars of each member’s annual

members’ professional experiences, including
international industry and regulatory updates
and news of the association and its programs.
The magazine is circulated six times a year as a
benefit of DIA membership.

Publishing and Subscription:
Drug Information Association (DIA),
800 Enterprise Road
Suite 200, Horsham, PA 19044-3595, USA.

Contact Information
for Advertising:
Worldwide Advertising Sales,
Frank Cassera - SAGE Publishing
frank.cassera@sagepub.com
Subscription Information,
Customer Service - 215.442.6100
Membership Services,
Mike McGovern - 215.442.6129
Senior Marketing Manager,
Mike Keller - 215.442.6173
The Global Forum (ISSN: 1944-1991) is a
publication of the Drug Information Association.

RETURN UNDELIVERABLE CANADIAN
ADDRESSES TO CIRCULATION DEPARTMENT,
PO BOX 1051, FORT ERIE, ONTARIO L2A 6C7
Postmaster: Send changes of address to
Global Forum, 800 Enterprise Road, Suite 200,
Horsham, PA 19044-3595, USA.
Design: Imagevolution - 610.867.4460
Cover Illustration: Copyright © BIGSTOCK.com
DIA is a neutral organization that does not
advocate for or against any issue. The views
expressed by the individual authors or
interviewees in the Global Forum are theirs and
do not necessarily represent the views of the
Drug Information Association.

CONTENTS
CHI NA

The 4th China Annual Meeting

62

Europe
African Regulatory Conference
Promotes Access to New and
Improved Medicines
The Hague, The Netherlands:
A City Full of Surprises

63

LATI N AMERICA
Questions and Answers
Dr. Charles S chmidt
JAPAN
“I Have Two Questions”
Alberto Grignolo, PhD
INDI A
5th Regulatory Conference: Evolving
Global Regulatory Environment
IT Life Sciences Summit 2012:
Technology Enabled Pharmaceutical
Business Transformation
EDUCATE

68

72
74

77
80
82

Regulatory roundup :
DIA 2012: Regulatory Collaboration
21st Century Innovation
83
DIA’s 1st RIM Conference
85
DIA 2012: PDUFA V Analysis & Impact 88
In Every Issue
Association News
Call for Nominations

90

PATIENT PERSPECTIVE
My Experience as a Patient
Advocate Fellow

91

3

gf

GLOBAL FORUM

OPEN
FORUM

Supporting Innovation

ISSUE 4

DIA’s last Annual Meeting had a
theme focusing on “Innovation.” It
is a topic discussed continuously
in the recent years as innovation
becomes more and more difficult
in the pharmaceutical industry.
Positive collaboration in any area
is important but it is certainly
crucial in breaking many barriers
when moving science into new
territories.
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A N DR Z E J
CZARNECKI

The Plenary talk delivered by
Dean Kamen received a truly
deserved standing applause. It
covered topics very close to our
hearts but not directly related to
pharmaceuticals. The innovations
Dean spoke about have and,
hopefully, will have an even much
greater impact on the quality of
life and health of large populations
that live in many parts of the
world. Providing fresh, injectionquality water by using a portable
device, which requires a finite
amount of electricity, which is
being “reused” by the device,

is a breakthrough innovation
for human health. Its wide use
should be facilitated as quickly
as possible for the benefit of a
substantially large percentage of
the world’s population deprived
of clean water. One should not
forget that such devices have an
important use in well- developed
areas struck by natural disasters,
which we experience in different
parts of the globe nearly every
year.
Naturally, there are innovations
that have application and can
benefit large populations, as well
as the ones that benefit a limited
number of individuals. Another
innovation Dean presented to us
was an artificial upper limb that
successfully replaces a lost one
and provides all functionality of the
natural limb, i.e. all movements
and activities that one uses in
everyday life. In addition, this
device has the shape, size, and
weight matching the natural lost
limb. The functionality shown
on a short film was absolutely
impressive and of unimaginable
value for those affected by
the disability. A real shadow
put on this innovation was
Dean’s comment that there is
no regulatory process, which

approves such devices making
them available to the needing
individuals.
The above example is a perfect
one in illustrating the theme of
our meeting, “Collaborate to
Innovate,” without a collaborative
effort it is difficult to achieve any
real progress. Regulatory activities
were discussed in several other
sessions of the Annual Meeting.
As in the “Oxford Debate” last year
in Geneva (Euromeeting - Open
Forum, June 2011), the issue of a
need for successful collaboration
was a hot topic in reference to
the regulatory activities in other
regions of the world with a main
concern raised that they do not
meet the expectation of people
and public health.
Support for the development
of truly new medicines and
treatments require not only new
ideas, policies, encouraging
documents and guidelines.
Apart from all commitments and
innovatory science, it also requires
imagination on every step any
novelty has to take to be useful
for us and to benefit the societies.
Dean, in his talk, covered many
concepts applicable across any
area of development. I believe that
each of us involved in research
and development should be
listening to his examples again
and making use of some of the
ideas and solutions.
The special topic of this issue,
in the INFORM section, deals
with the other end of already
available innovations, i.e. how
they are being made available

to us, populations and patients;
in other words, how we can get
access to them when needed.
The first part of “Pricing and
Reimbursement” review provides
some details on how these issues
are handled. Four articles in
this section cover the three ICH
regions, which work together
and reach agreements on many
scientific and regulatory topics
despite being geographically far
apart. It is interesting to learn how
differently ICH regions approach
the “access to medicine” concept.
In the October Global Forum this
overview will be followed by the
series of articles covering several
other countries. All of the pricing
and reimbursement information
will form a broad and up to date
“compendium” on how older and
newer pharmaceutical products
are being made available to
millions of patients.
On behalf of the DIA membership
I would like to thank Alberto
Grignolo, who serves as an editor
of the INFORM section in these
two issues. His thorough work will
help us understand pricing and
reimbursement policies, which
cover a substantial proportion of
the world’s population.
Finally, I encourage everyone to
look through other sections of this
issue. By experience we already
know that there is something
interesting for everyone.
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For my first President’s Message
for our Global Forum member
publication, I’d like to revisit some
of the remarks that I delivered
during the plenary session of our
48th Annual Meeting: DIA 2012
– Collaborate to Innovate, from
which many of us have recently
returned.
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It was and will always remain
a tremendous honor to be the
first DIA President elected from
China. I am grateful for this honor
not only for myself personally,
but for the message that this
honor delivers to every other DIA
member, volunteer and contributor
in China – that our contributions
and leadership are valued as we
work with our colleagues from
other DIA regions to advance
DIA’s vision: That DIA will serve as
the global forum for knowledge
exchange that fosters innovation
to raise the level of health and
well-being worldwide.

I am fortunate that my years of
service – in industry, as an active
DIA volunteer for fifteen years,
and now as President of the
DIA Board of Directors – include
many personal and professional
experiences that give me insight
into the challenges that DIA and
our industry, regulatory, scientific,
academic, patient and other
stakeholders collectively face
today and will face tomorrow.
I would even suggest that
several characteristics of DIA’s
evolution in China not only mirror
China’s emergence in our global
marketplace, but reflect essential
components of our changing
industrial, regulatory, economic,
and scientific environments, and
essential aspects of DIA as well.
In 2008, DIA established our
first office, and our first Advisory
Council, in China. This same year
we signed a memorandum of
understanding with the SFDA’s
China Center for Pharmaceutical
International Exchange to foster
collaboration and coordination,
and from which I quote, “to
advance China’s participation in
global drug development through
information sharing and training.”
From this start, DIA began to

present educational programs in
China. These programs have since
grown into more than ten different
educational offerings presented
per year, including our DIA China
Annual Meeting this past May,
which attracted over twelve
hundred participants. The sharing
of information and knowledge,
participation in global drug
development, and the importance
of training, are hallmarks of DIA’s
vision.
At the same time, the global
aspects of our collective network
are no less important, and are
in fact complementary, to our
regional focus. No region stands
alone in today’s marketplace.
Just as our industry grows more
global through worldwide supply
chains and shared scientific
and regulatory exchanges, DIA’s
regions collectively create DIA’s
global network and create deep
and strong ties among regions.
Even a summary review of
our newly refurbished website
illustrates the depth and strength
of our global collaborative
network. You can peruse our
website from the “Global”
perspective or you can specify
which one of our six regions
(China, Europe, Japan, India, Latin
America or North America) you are
most interested in.
From there, you’ll quickly discover
the breadth and depth of our
collaborative reach. In September,
for example, we will present
our 2nd Workshop on Clinical
Data Management in China
with the China Pharmaceutical

University and Jiangsu Branch
of the Chinese Pharmaceutical
Association as co-sponsors.
Shift your focus to Mexico, where
we will present our 2012 Latin
American Conference on Clinical
Research in collaboration with
ACROM, the Alliance of CROs
of Mexico, in October. Our US
Conference on Rare Diseases &
Orphan Products will also convene
in October through collaboration
with the US FDA, National
Institutes of Health, EURORDIS
(Rare Diseases Europe), the US
National Organization for Rare
Diseases and other groups. At
the World Forum in the Hague,
DIA Europe will convene our
Clinical Forum 2012: The
Empowered Patient and write one
more chapter in DIA’s ongoing
collaborative engagement with
one of our most important
stakeholder groups – patients.
Looking even further into our
future, planning is already
underway to bring international
and regional regulatory
leadership together in Singapore
for our 2nd Asian Regulatory
Conference, where we will jointly
discuss regulatory aspects of
harmonization initiatives being
led by the ICH, the APEC, the
Association of Southeast Asian
Nations, and other organizations,
in early 2013.

Collaboration and innovation
are more than the themes
we gathered around at our
annual meeting in Philadelphia.
Collaboration and innovation will
remain the cornerstones upon
which we begin today to build
the global healthcare landscape
of tomorrow. Working to improve
the lives of others by developing
and providing safe and effective
healthcare products has always
been, and remains, a most noble
endeavor. I look forward to the
opportunities we will have in the
coming year to collaborate, and
to innovate, in serving both our
regional and global health care
communities. Thank you for
reading, and for the opportunity to
serve as DIA President.
7
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Preparing DIA for Future Needs
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Preparing DIA for future needs
and solid positioning in the global
marketplace is an enormous task,
particularly in the context of our
current uncertain economic times,
both nationally and internationally.
Ultimately, the best way to control
the future is to create it, which
clearly illustrates the value of
laying the groundwork for what
lies ahead. At the EuroMeeting in
March, DIA’s Board of Directors
and Global Management Team
embarked on doing just that,
through scenario planning.

VOL 4

8

PAU L
POMERANTZ

Exe c u t ive Direc t o r

Scenario planning is a strategyrelated methodology many
organizations employ to test
their long-term assumptions and
explore the uncertain landscape
of their future marketplace. DIA
began our scenario process
through a series of personal
interviews with a wide range
of DIA leaders, stakeholders,
and thought leaders, in early
2012, on the future of global
pharmaceuticals, health care
and regulation. In Copenhagen
in March, we developed a set

of scenarios based on this
feedback and, in June at the
Annual Meeting, outlined what
critical factors we felt could
potentially influence the future of
DIA and its global positioning. The
process will conclude with the
development of the DIA Strategic
Agenda at our Board of Director’s
retreat this November.
This process is designed to
identify deeply held assumptions
and beliefs, and to test those
assumptions and beliefs
against the critical uncertainties
that all organizations face
on a variety of levels. Critical
uncertainties include things like
Geopolitical Power & Influence,
Concentration of Power,
Economic Conditions, Healthcare
& Drug Development Marketing
Landscape, Globalization of Drug
Development, Health Information
Technology, and the Regulatory
Environment, just to name a few.
These drivers of change are the
most uncertain (because we don’t
know where they will lead) and
the most critical (because we
don’t know their impact on our
business) to our future success,
and our ability to remain viable
and relevant.
These critical uncertainties are
then crafted into a set of four
plausible and relevant scenarios
that represent what the future

could potentially hold. Scenarios
are not prescriptions, but are
carefully crafted tools that
help stakeholders consider the
implications of these future
possibilities on their organization.
No single scenario ever captures
the future with accuracy. Instead,
the set of scenarios, as a whole,
contains various elements that
could possibly be experienced
in the future; these are used
for discussion and planning
purposes. By exploring the
strategic implications of different
scenarios, organizations are able
to create strategies that robustly
address a broad set of challenges
and opportunities, and are better
armed to deal with the future.
The following question was
identified for the scenario planning
process to answer during the
exercises held at the EuroMeeting
and the Annual Meeting:
How do we successfully
position DIA to be the leader
in convening and creating
the platform for strategically
relevant stakeholders to share
information and create new
knowledge that enables the
future pharma and health
landscape?
DIA aspires “to be the leader in
convening and creating a platform
to share information and create
new knowledge.” This desired
future value proposition helps
inform our organization’s future
decision -making so we can
achieve our optimal potential
of knowledge stewardship and
stakeholder engagement. DIA’s
scenario planning is a long-term
process that works on a 15-year
timeframe; however, individual
components of it will be integrated

with the annual operating plan
process, which is linked directly
with the Strategic Agenda. The
following questions were identified
as those to focus on:
1. How do we create a
proactive and dynamic
knowledge center in which
knowledge is created,
shared, and accessed
globally?
2. How do we build and
expand the community of
interest to fully encapsulate
the new science and key
stakeholders involved with
application of the new
science to improve the
health of people around the
world?
3. How do we build this more
proactive stance from
the existing trust in and
neutrality of DIA? How will
neutrality be defined in
the ever challenging, and
changing, landscape?
Another area that we will explore
in the coming months is what
we called the “keep, stop, start”
model. Too often, organizations
do things a certain way simply
because that is the way they
have always been done. So, DIA
will be evaluating our internal
processes and procedures to
make well-informed decisions
about what we can do better by
“keeping” effective policies and
practices, “stopping” what is no
longer productive, and “starting”
some new initiatives to keep our
organization moving forward.

Few associations have undertaken
this process with such an
extensive and transformative
approach. But, we sincerely
believe that effective leadership
has a vision for not only today
but also for tomorrow. Through
this process, we dedicate our
organization to developing a plan
that will make DIA the driving
force in our business space, which
will create a better and healthier
future for all people globally. I am
very proud of and thankful for
the elected, volunteer and staff
leadership who have joined me in
this process. The success of our
journey will be found in our ability
to imagine a future with a radically
different business landscape that
challenges assumptions of what
our future holds.
As this process moves along
and the strategic propositions
DIA needs to focus on are made
clearer, I look forward to keeping
you informed via this column.
Thank you for joining and for your
contributions to our journey. As
always, I invite your remarks on
this undertaking or any other
DIA initiative on which you
wish to comment.

9
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and update you on advances in a
specific area of research, drugs,
diagnostics or devices.

Pricing and Reimbursement of Medicines:
Who Will Pay for Innovation? (Part 1)

Alberto
Grignolo
PhD

11

Special
Section Editor

Back in the 20th century, life was easy. The hard
part was obtaining regulatory approval for a new
medicine. After that, financially sound markets,
vast pharmaceutical sales organizations detailing
to individual doctors and relatively permissive
advertising and promotional practices helped
sponsors achieve very handsome pricing and
commercial success for their new medicines.
What a difference a millennium
milestone makes. The landscape
for the commercial success of
medicines has changed radically
in the majority of world markets.
Economic pressures on both
governmental and private payers
have dramatically increased the
burden of proof on sponsors
to demonstrate the value of

innovation for both patients and
for those who pay for medicines.
The outcome all too often today is
that what is touted as “innovation”
fails to impress those who are in
a position to pay for it, and does
not qualify for reimbursement. The
race for “reimbursable innovation”
is on, and it is of Olympic
proportions.
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In this 2-part series, the Global
Forum has asked a number of
experts to describe the current
and future environment for pricing
and reimbursement of medicines
around the world. In this issue we
examine this topic in Europe, the
United States and Japan. Readers
will immediately recognize these
as the “ICH regions,” the cradles
of regulatory harmonization. But,
whereas ICH has brought these
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regions closer together in terms
of regulatory convergence, they
remain far apart in the area of
medicines reimbursement –
ranging from nearly full coverage
in Japan to sadly inadequate
coverage in the United States,
to deep fragmentation and
heterogeneity of Health
Technology Assessment (HTA)
practices in Europe. The contrast
is stark, but, there is a common
denominator nonetheless: the
stronger-than-ever preference
of payers everywhere to pay for

demonstrated therapeutic value.
Read on.
Speaking of convergence: read
about the emerging dialogues
among sponsors, regulators and
payers in the European Union –
during drug development. Is it the
shape of global things to come?
In part 2 (October issue) we will
go farther afield in Asia and Latin
America. Please join us.

The Payer/Reimbursement Environment
in the United States: Current and Future

Charles A.
Stevens, JD,
MBA
V i c e P re s i d e n t
& Ge n e r a l
M a n a g e r, Co m m e rc i a l i z a t i o n
Strategy
PA R E X E L
Co n s u l t i n g

13

The payer, reimbursement and
patient access landscape in the
United States has consistently
taken a backseat in the
product development process
to the regulatory approval
requirements of the Food and
Drug Administration (FDA). For
many years, sponsors were most
worried about and invested the
most resources in developing
strategies and tactics that drove
a product through the approval
process. FDA approval was often
akin to crossing the finish line in
a marathon; today it is simply an
important mile marker along the
marathon route. Today’s market
has shown that a new regulator,
the “payer regulator,” is playing a
very important role in determining
if a product will be commercially
successful post approval. Unlike
the FDA, which is a single body
that outlines the process and
requirements for product approval

at the outset, payer bodies in the
United States are very diffuse
and up until now have not offered
actionable guidance on what type
of product will meet standards for
reimbursement approval.
The healthcare reimbursement
and payment system in the
United States is not only very
complex, but is also very large
from a monetary perspective.
In total, healthcare spending in
the United States constituted
18.2% of GDP (Gross Domestic
Product).1 The payment system
is comprised of a variety of both
public and private legal entities.
Healthcare in the United States is
paid for by hundreds of separate
legal entities who offer thousands
of different insurance coverage
products. Government and public
sector payers are now the largest
payer of healthcare in the country,
accounting for upwards of 50%

gf
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of all expenditures. This spending
comes from programs such as:
Medicare, Medicaid, Children’s
Health Insurance Program, Bureau
of Indian Affairs, Veterans Health
Administration, TRICARE and the
Public Health Service. Despite
the large number of government
programs, the greatest number of
Americans receive insurance from
private healthcare payers. In 2010,
that number was estimated to be
at 195.6 million people, with 49.9
million or 16.3% of the population
having no health insurance.2
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The market is beginning to
understand that there is more
to product development and
development success other than
just obtaining FDA approval.
Success is being measured by
the value that a new product or
technology offers to the market.
Value as defined by benefits in
clinical outcomes and safety visa-vis cost. This was driven home
by Janet Woodcock, MD, in her
address at DIA’s 2010 Annual
Conference when she said, “And
so, even in the United States, we
can approve drugs and we’ll get
them on the market, but for them
to be successful, they are going to
need to have demonstrated value
… If you can show tremendous
value for your drug, even in a
small patient population, the
payers are going to pay for it,
because there’s a population out
there that will truly benefit. And I
believe that’s the future.”3
Dr. Woodcock’s statement speaks
to the value that the market in
general, but specifically payers in
the United States, are looking to
see from new products receiving
FDA approval. Public and private
payers have been working to limit
drug costs while encouraging use
of products that provide patients

with the best outcomes. To date
these have been demonstrated
by payers developing coverage
policies that require the use of
generic and established branded
products before granting access
to newer expensive agents
whose limited data sets come
from controlled registration trials.
Medicare, through the Medicare
Modernization Act (MMA) of 2003,
established a drug payment rate
for Part B drugs under its Average
Selling Price (ASP) system.4 This
“de facto” price control system
requires sponsors to report the
average selling price of their
products quarterly, and then
uses that ASP as the basis for
reimbursement six months in the
future. This lag time in updating
reimbursement rates limits
the ability of sponsors to take
significant price increases.
The future of the payment and
reimbursement system in the
United States very much lies
with passage of the Affordable
Care Act (ACA). Provisions within
the ACA created the PatientCentered Outcomes Research
Institute (PCORI) and have begun
to focus all market stakeholders
on understanding Comparative
Effectiveness Research (CER)
and how “real world” data can
be used by payers to make
coverage decisions.5 There are
several private payers who have
begun to analyze their own
internal claims data to determine
which therapies provide the best
value as measured in outcomes
and costs to their patients. One
example is WellPoint’s policy
change regarding the use of Zyflo,
Singulair and Accolate.
WellPoint analyzed claims data of
55,000 patients and sent quality
of life surveys to 800 patients

to better understand how their
physicians were prescribing
oral asthma drugs in the “real
world” community clinical setting.
WellPoint determined that its prior
authorization process for denying
use of several products first line,
due to a lack of FDA indication,
was actually adverse to patient
outcomes. The analysis of these
data led WellPoint to remove its
prior authorization and prescribing
restriction for Zyflo, Singulair and
Accolate. The benefit of this policy
change was realized by all three
major stakeholders: patients,
providers and the payer.
Patients were able to experience
better outcomes without
having to be previously treated
with therapies that were not
successful, and providers were
able to more easily treat patients
without having the added burden
of having treatment decisions
denied by the payer. For its
part, WellPoint realized cost
savings as a result of patients
being treated early with the most
appropriate therapy. They also
saved resources that were being
committed to managing a prior
authorization process.
There are also examples of
an emerging and growing
collaboration between government
regulators and payers.
Collaboration between FDA and
the Centers for Medicare and
Medicaid Services (CMS) has
been occurring for some time on
an informal basis, but now it is
being formalized. The FDA and
CMS signed a Memorandum
of Understanding (MOU) in
the summer of 2010 to share
information and then announced
plans in September to establish
a process for the parallel review
of medical products.6,7 The two

agencies have separate and
unique missions as mandated
by Congress; nonetheless, FDA

and CMS interaction is certain
to increase to ensure that both
agencies have the data and
expertise needed to make
appropriate decisions.
All of these market changes
require sponsors to rethink their
product development planning to
include stakeholders who will be
key drivers of product success
post regulatory approval. The
ACA, payer coverage decisions
and increasing patient costs for
treatment through co-payments
and co-insurance make patients,
their providers and caregivers
important development
stakeholders.
As the figure above demonstrates,
sponsors must actively embrace
new market concepts and bring
many key stakeholders together
to support product success

post approval. Principles of
personalized medicine and
CER also will drive trial designs,

discussions with regulators and
shape post approval observational
research.
The future state of the payer and
reimbursement environment in
the United States will continue to
evolve, especially now that the
Supreme Court has upheld the
ACA.8 This evolution will be driven
largely by the need to reduce
overall cost of care, requiring
sponsors to establish product
development teams that include
clinical, regulatory and commercial
expertise. Doing so will provide
the best opportunity to develop
products that offer a level of value
that will be embraced by “payer
regulators” as the reimbursement
landscape in the United States
continues to change.
References/citations from this article are available
upon request.
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C omma n d health
eco nomies in “postpharmerging” markets
The EU healthcare systems are
mostly in a post-pharmerging
phase and defined by some
common system characteristics:
i) price has been suspended
as allocation mechanism and
been replaced by bureaucraticcorporatistic rationing framing the
purchasing processes,
ii) mounting healthcare
expenditure due to growing
demand (as an income effect of
increasing welfare), malfunctions
in the systems (e.g., moral hazard)
and inefficiencies in health care

delivery as well as iii) enormous
and increasing economic
pressure.1 In consequence the
systems are trying to maintain
coverage and quality while
managing margins and expenses
through efficiency gains,
alternative funding strategies and
further fine-regulations of health
service and goods allocation
mechanisms.
Although there are wide variations
in how the pharmaceutical
industry is regulated by
individual market states, the
need for negotiating price and
reimbursement terms following
marketing approval – replacing
market price as allocation
mechanisms - means there is
a considerable amount of time
before patients are allowed
access to new drugs (delays
of more than nine months

between market authorization
and market access are common
in many markets). Supply side
and demand cost-containment
measures are in place throughout
the region. Supply side efforts
include price controls (such as
general price freezes, general
price cuts, individual price cuts,
reference pricing), reduced
reimbursement rates, negative
lists of unreimbursable drugs
(with erectile dysfunction,
baldness and smoking cessation
products being the most
common), parallel trade, and
(unofficially) the delays created
by pricing and reimbursement
negotiations. Demand side
efforts include promotion of
rational use guidelines, generic
substitution, prescribing
budgets, limits on sales and
pharmaceutical spending, profit
ceilings, promotional expenditure
restrictions, prescribing budgets
and targets, prescribing guidelines
and restrictions, prescribing
audits, prior authorization, step
therapy protocols, incentives for
generic prescribing, generics
substitution, reimbursement
reductions, and patient outof-pocket payments increased
copayments and restricting who
can prescribe certain expensive
products.
Exemplary system
transformatio ns
sig nalin g the likely
directio n for
pharmaceutical market
access i n the European
Unio n
After a first wave of microregulations trying to manage
pervasive effects created by the
multiple demand- and supply-side
regulations, most markets in the
EU are currently facing a second

wave of reforms with the aim to
improve efficiency, quality, and
allocation efficiency while helping
to manage margins and expenses.
The future outlook and different
facets of the further system
transformation will be described
by three main trends observed
across jurisdictions: i) valuebased pricing, ii) more exacting
evaluation of new drugs and
iii) harmonization across
jurisdictions.
i.Value-based pricing: Two main
changes can be seen as a move
towards value-based pricing
in EU countries: the efficiency
frontier approach in Germany as
well as the proposed introduction
of value-based pricing in the
United Kingdom. In Germany, the
efficiency frontier approach as laid
out in the Institute for Quality and
Efficiency in Health Care (IQWiG)
methods2 was understood as
value-based pricing. The efficiency
frontier can be extrapolated to
assess whether additional benefits
of drugs are worth additional costs
compared with current therapies
in a therapeutic field. According
to the law before 1 January 2011,
this would yield a maximum
reimbursable price for a new drug
or a drug of relevance, as defined
by the National Association of SHI
Funds. This stands in the tradition
of Australia3 and Canada4. In a
recent consultation paper from
the UK Department of Health, a
new value-based approach to
the pricing of branded medicines
was proposed and will probably
replace the Pharmaceutical
Price Regulation Scheme (PPRS)
after 2013.5 A system known
as “therapeutic innovation and
improvement weighting” will be
developed to reward therapeutic

advances. In the event that the
data available at the time of
launch are insufficient to permit a
full assessment of a new drug’s
value, the VBP system would
likely set a contingent or interim
price and then conduct a full
value assessment as soon as
possible. The NHS will be required
to reimburse therapies already
approved by NICE and treatments
included in the VBP system.
ii.More exacting evaluation
of new drugs: This trend is
reflected by the introduction of
an early benefit assessment in
Germany similar to that operated
by the Scottish Medicines
Consortium6: In December
2010, the German government
passed the Pharmaceutical
Market Restructuring Act,
more commonly known as
Pharmaceutical Restructuring
Act, legislation designed to
overhaul the German pricing and
reimbursement system.7 For all
new drugs (and all subsequent
extensions of indications for these
drugs) launched in Germany
after December 31, 2010,
manufacturers will be required to
submit a value dossier at the time
of launch of new chemical entities
and within four weeks of launch
in the case of new indications
for an established drug. Based
on the value dossier, the Federal
Joint Committee of Physicians,
Dentists, Hospitals, and Health
Insurance Funds will conduct a
rapid assessment of the benefit
of new drugs. This assessment
will seek to determine the patients
and diseases for which a drug
offers additional benefit and what
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competing therapies
(if any) are available in Germany.
All new drugs will be assessed
for their additional benefit in
comparison with appropriate
therapeutic alternatives. As
required in other countries such as
France or Canada, the extent of
additional benefit of the new drug
will be categorized:
(i) remarkable additional benefit;
(ii) considerable additional benefit;
(iii) minor additional benefit; (iv)
additional benefit not quantifiable;
(v) no evidence of additional
benefit; and (vi) less benefit than
the comparator. The dossier must
include all studies conducted by
the manufacturer and information
on the approved indication,
benefit, additional benefit in
comparison with appropriate
therapeutic alternatives, costs
of treatment, number of patients
and patient groups experiencing
a therapeutically relevant
additional benefit, and any
special requirements to ensure
appropriate use of the new drug
and the predefined comparator. A
similar trend can be observed in
France: The French government’s
recent announcement of its
intention to restrict reimbursement
to drugs that can be shown to be
at least as good as alternatives
that are already reimbursed might
signal the reintroduction of the
former ASMR VI rating that was
applied to drugs excluded from
reimbursement because they
were deemed inferior to their
respective comparators as well
as the French government’s
plan to call on the EU to adopt

more-exacting standards for
marketing authorization, based
on comparative data relative to a
reference product (if one exists).
iii.Harmonization: European
health ministers first considered
initiatives to harmonize HTA
activities in the EU as long ago
as 1991. In recent years, steps
have been undertaken to increase
the availability and transparency
of health technology pricing
and reimbursement information
across countries. For instance,
the Pharmaceutical Pricing and
Reimbursement Information
project commissioned by the
European Commission provided
a framework for comparability
of pharmaceutical pricing and
reimbursement data and policies,
developed a core set of indicators,
and conducted comparative
analyses based on country
profiles8. The Organisation for
Economic Co-operation and
Development carried out a similar
project that generated a taxonomy
of pharmaceutical pricing and
reimbursement policies, and
analyzed the cross-national
impact of these policies9. Both
initiatives also focused on the
role which health technology
assessment (HTA) and economic
evaluation play in informing pricing
and reimbursement policies.
The EU has influence on market
access in the form of the EU
Transparency Directive (89/105/
EEC), which defines rules with
regard to the procedures and
timing of drug pricing in member
states. The Transparency Directive
is intended to facilitate the free
movement of medicines within
the EU. The directive states that
pharmaceutical pricing procedures

must be completed within 90
days, with the possibility of a
further 90 days for reimbursement
decision making.
On March 28, 2011, the European
Commission (EC) launched a
public consultation with regard
to the pricing and reimbursement
of medicines in the EU. All
interested parties were invited
to share their views on the EU
Transparency Directive which has
not been amended since 1989
despite substantial changes in the
pharmaceutical market. It’s main
driver has been the expectation
that transparent pricing and
reimbursement procedures
contribute to maintaining a
dynamic pharmaceutical market
and can help diminish the strain
on public health budgets. The
consultation should help the
Commission determine how to
best update the existing rules to
reduce pharmaceutical prices,
guarantee transparent national
procedures and facilitate a
broader and timely access to
medicines. The consultation
addressed the following key
issues: i) the consistency of
current transparency rules with
the development of increasingly
innovative medicines, ii) the
evolution of cost-cutting measures
at national level, iii) delays in
pricing and reimbursement
procedures and the potential
of developing an EU system of
penalties for such delays, iv) the
role of the European Court of
Justice’s case law in interpreting
current rules and v) the
opportunity to expand the scope
of the Transparency Directive to
include medical devices.

Furthermore, the EC has
reportedly given serious thought
to the creation of a “EuroNICE,” a pan-European HTA
agency. In February 2010, the
European Medicines Agency
and the European network for
Health Technology Assessment
(EUnetHTA) launched a new
initiative to identify ways for
European HTA organizations to
make better use of European
Public Assessment Reports
(EPARs) in assessing the relative
effectiveness of medicines. The
European Medicines Agency
publishes EPARs for all drugs
that are authorized through the
agency’s centralized procedure.
EPARs provide summaries of the
committee’s scientific conclusions
but omit information of a
commercially confidential nature.
The European collaboration
around HTA is set to continue,
given that HTA was listed as a
high priority in the European Union
Health Programme 2008–2013.
Co nclusion
Pharmaceutical pricing,
reimbursement and market
access will undoubtedly become
more challenging for drug
manufacturers in the years to
come. Given the enormous and
increasing economic pressures
on all European countries,
postmarketing cost-containment
measures will be a focus of
governments’ strategies, but
politicians will also seek to

strengthen prelaunch controls
by stricter regulation of prices,
stronger linkages between value
and prices and more exacting
reimbursement decision. To
what extent EU initiatives will
act as counterpoint to observed
decentralization with complex
set of regional and local cost
containment measures (e.g., Italy,
Spain) will become more apparent
with the outcome of the European
consultation on drug pricing and
reimbursement.
References/citations from this article are available
upon request.
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Traditionally, the focus for
medicines development has
been meeting well established
regulatory requirements in terms
of efficacy, safety and quality. In
recent years, this has evolved to
accommodate the needs of Health
Technology Assessment (HTA)
bodies whose recommendations
increasingly influence coverage
decision making. Significant
regulatory interaction with HTA
and coverage bodies was almost
non-existent, until the last 3 years
or so when a variety of initiatives
have emerged that aim to bring
these stakeholders closer. In
particular, pilot interactions have
been conducted to inform the
development of new medicines
both in terms of early scientific
advice for individual products
as well as the development of
joint regulatory-HTA guidance
documents related to specific
disease areas. The geographical
focus for these interactions has
largely been in Europe although
other countries (e.g. Australia
and Canada) have also seen
major moves towards greater
cooperation.

Convergence between HTA and
Regulatory communities has
been reinforced by the economic
crisis, political needs and the
stakeholders themselves. Despite
considerable diversity in health
systems across the 27 member
states of the European Union, a
common theme is the concept of
universal coverage through third
party public payers. Pressure on
the payer’s healthcare budgets
has lead coverage decision
makers to increasingly adopt HTA
to assess the additional benefits
for patients and the economics of
reimbursing new medicines. As
a result, Europe has moved to a
system where there are effectively
two gatekeepers at the time of
launch, the regulator and the
coverage body, representing the
third party payer(s). Conflicting
decisions by these gatekeepers
and variance in the access to
medicines across the different
member states can result in
unwelcome public pressure on
governments. As a result, the EU
Commission has taken several
steps to improve interactions,
including the directive on Cross
Border Health Care which forms
a legal basis for the cooperation
of HTA agencies within Europe1.
They have also provided the

EMA with a mandate to interact
with HTA agencies, and actively
support structured information
sharing between governmentappointed HTA agencies through
the EUnetHTA collaboration.2
These interactions are also being
driven by the needs of the various
stakeholders involved; regulators
want to ensure that their decisions
remain real world relevant
(external validity); HTAs want their
evidentiary needs incorporated
into drug development plans in
order to facilitate their appraisals;
coverage bodies want to be
able to make informed decisions
increasingly close to the time of
licensure as well as to increase the
value delivered to the healthcare
system; and industry wishes to
have clearer and more predictable
drug development requirements.
It is therefore unsurprising that
a wide range of initiatives have
developed across Europe, both
nationally and internationally, in
response to these needs.
A recent study by Frønsdal et
al.3 reviewed and compared all
the of the regulatory-HTA and
regulatory-payer interactions that
have developed in recent years.
In the context of Europe, at the
national level, much of the activity
has been centred on parallel
scientific advice being offered by
the local regulatory authority and
either the local HTA agency or
the local coverage decision body.
The first such parallel scientific
advice initiative within Europe was
between the Swedish Medical
Products Agency (MPA) and
the Dental and Pharmaceutical
Benefits Agency (TLV) from
September 2009- June 2010
and proved the feasibility of the
concept. Since then several other
jurisdictions have established or

are developing parallel advice
pilots. At the pan-European
level, the EMA and EUnetHTA
have been collaborating since
February 2010 on making the
EPAR more useful for HTA, in
particular focussing on how the
EPAR can contribute to relative
effectiveness assessments.
Since June 2010, the European
Healthcare Innovation Leadership
Network, facilitated by Tapestry
Networks, has been undertaking
pilots of multi-stakeholder advice
aimed at informing early stage
drug development. Following
the success of this initiative, the
EMA now hosts parallel scientific
advice meetings for industry that
also include HTA and coverage
body representatives. In 2012,
EUnetHTA commenced a series of
multi-HTA scientific advice pilots
that are being developed with a
view to including regulatory input
at a later stage.
Although there are a variety of
interactions developing at the
HTA regulatory interface, joint
or parallel advice appears to be
dominant. While the experiences
are generally positive, there is
considerable diversity in these
approaches and their outcomes.
For industry, receiving a more
integrated external perspective will
be critical to ensure development
efforts are as efficient as possible,
not only in terms of evidence
generation but also in terms of
earlier, more decisive action to
halt a compound’s development
where it is unlikely to show
sufficient value for HTA and
payers. Culturally, the provision
of increasingly integrated
advice will represent a burning

platform to drive greater clinicalcommercial convergence in
R&D and is already beginning
to break down regulatory and
access functional silos. One
of the major challenges for an
industry where only three in ten
medicines delivers a commercial
return is the increasing evidentiary
burden, especially resulting now
that HTA-related requirements are
being incorporated into clinical
development plans. In some
cases, meeting these demands
may demonstrate the added
value of a new medicine with a
greater degree of certainty but at
a development cost that renders
the drug commercially non-viable.
In other cases, the required
data may not even be feasible
to collect, but this is where it is
hoped that input from regulators,
clinicians and patients may ensure
greater pragmatism.
The value, and challenges,
of these interactions is not
just limited to the industry
stakeholders. A key benefit from
the perspective of the regulatory
and HTA stakeholders has been
the ability to learn from and about
each other. For example, HTAs
may learn from the experience of
regulators with their track record
of providing advice to companies
that improves the evidentiary
quality of drug submissions. At
the same time, regulators may
learn from HTAs about the need
to incorporate endpoints that are
more relevant to the overall impact
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on patients in the real world. They
can also learn from each other’s
methods, with regulators having
more experience with isolating
efficacy from study noise while
HTA may be better at interpreting
results from real world data.
Working together should result in
development plans that are more
likely to generate data useful for
HTAs as well as remaining feasible
from an experimental design
perspective. The challenges,
identified by Frønsdal et al., relate
to resource requirements, capacity
of the agencies in conducting
interactions, legal constraints
in sharing information, and the
differences in organisational remit
or political mandate.
As it has been a relatively short
time since regulators, HTAs and
coverage bodies started working
together with industry, sharing
the experiences developed by
participating stakeholders will
be useful to improve outcomes
from existing interactions as well
as to inform the development
of new initiatives. In recognition
of this, Health Technology
Assessment international (HTAi)
has established a new Interest
Sub-Group on HTA-Regulatory
Interactions for the purpose
of identification, comparison
and sharing of learning’s from
the experiences of these early
collaborations.4 As these
interactions mature, they will help
drive the model for innovative
medicines development, and in
addition may lead to a clearer
understanding of the appropriate
links and limitations between
regulatory and coverage
engagement.
References/citations from this article are available
upon request.
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The number of Japanese patients
suffering from diabetes, cerebral
infarction, cataract, IHD and
asthma who see physicians
increased in the 2000’s as
shown in the graph on page
24 on the left. The number of
hypertensive patients increased to
approximately 7% of population in
Japan for 2010 and will continue
to increase to 8% for 2020 and
8.5% for 2030 illustrated in the
graph to the right on page 24.
Hypertension is an epitome of
the Japanese disease picture;
it reflects our aging society and
changing life-style leading to a
“sustained increase” in medical
expenditures. Hence Government

and Payers will continue to
conduct “Cost-containment”
to manage the anticipated
increased expenditure including
reimbursement or National Health
Insurance (NHI) prices for medical
products. Cost-containment is/
will be represented by “Cost-cut
& Cheaper,” namely “C&C” in my
wording.
The NHI system is applied to
everyone in Japan. At present,
each patient pays 30% of medical
expenditure and the Payer
(NHI scheme) pays remaining
70% in principle. The Japanese
Government would not change
this proportion in order to protect
people from financial difficulty, but
will accelerate C&C to maintain
the NHI system, which is unique
in the world and possibly a
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model for other countries in the
future. According to 2009 OECD
data, the medical expenditure
was 8.5% of GDP for Japan as
compared with 17.4% for the
United States, 11.8% for France,
11.6% for Germany and 6.9%
for Korea. Medical expenditures
for Japan are not expected
to increase drastically but will
gradually increase in singledigit percentages in the 2010’s
due to lack of strong financial
affordability.
C&C is/will result from “allocation”
of limited resources in Japan
including medical costs and dug
costs reflecting low economic
growth, increased patient
numbers, and more expensive

new therapies to meet unmet
medical needs and so on. The
Government will continue to
decide the allocation and NHI
pricing for medical products
reflecting discussions and
recommendations of the Central
Social Insurance Committee
consisting of payers, medical
professionals, specialists in
academia and industry and
others. Payers (NHI) actively
discuss at the Committee
although payers accepted all of
medical expenditures based on
review of reimbursement invoice
for individual patients within
approved indications and dosage
regimens. But payers would like
to increase their voice and restrict
reimbursement. Payers would
significantly increase their interest
and intention to reduce cost of
total medical expenditure due to
lack of sustained ability to pay in
the future. Value for money will
be one of the major issues as
a tool for payers to argue their
position. The Government plans
to introduce Health Technology

Assessment (HTA) in the 2014
fiscal year as a trial but the
pharmaceutical industry does not
agree with its introduction, as they
felt that HTA will not be supportive
of reimbursement in general.
Pharmaco-economics & Outcome
Research (PEOR) is not mandatory
in Japan at the moment. But
in reality, many pharmaceutical
companies have submitted and/
or will submit PEOR report for
individual new products, when
they apply for reimbursement.
More pharmaceutical companies
are expected to conduct PEOR
studies to demonstrate “Value for
Money” for NHI pricing negotiation
with the Health Authorities and for
promotional activities to medical
professionals for new products.
Patients would pay much more
attention to the amount of their
own payment based on “Value for
Money” reflecting their reduced
financial affordability as a general
trend.
In my experiences with 100+
projects, sensitivity analysis
has shown that NHI price is the
most sensitive tool to determine
the value of medical products.
So it is recommended that
pharmaceutical companies

discuss reimbursement or
NHI pricing strategy for new
products as a part of commercial
assessment for GO/No-go
decision-making during period
from drug discovery to postmarketing, as shown in the figure
above. Also the reimbursement
strategy after marketing will be
critical to optimize the value of
medical products as product
life-cycle management, because
the Government will continue
to revise or decrease the NHI
price for reimbursement every
two years reflecting discounts
to hospitals and pharmacies off
the NHI price for each product
which is a part of “C&C.” The
more discount, the more price
cut. So it is recommended that
pharmaceutical companies
discuss reimbursement or the
pricing strategy without resorting
to heavy discount if they are to
optimize long-term profit of the
products.
In terms of the NHI price for new
products, there are two methods
for the Government to use.
One is “Comparative” method
to determine NHI price for new
products by comparing NHI price
for existing product(s) in case
where similar drugs are already

marketed. Another is “Cost-based
method” for only selected new
products including orphan drugs
by calculating acceptable R&D
costs and other limited costs in
case of no similar drug available,
such as “First-in-class” with totally
different pharmacological action.
The two methods will continue to
be used, but modification and/or
changes will take place every two
years in consideration of “C&C.”
The commercial assessment
including patient numbers
forecast for each product should
be realistic and not self-serving,
because the NHI price will reflect
that number: More patients
meaning cheaper price and fewer
patients meaning higher price
when the price is determined by
Government based on cost-based
method. In cases where the actual
number of patients is much higher
than forecasted for the product,
the Government will apply an extra
price cut.
Coming back to resource
allocation: According to the
Japan Generic Association,

generics accounted for 23.3%
of all prescriptions and 9.6% of
all drug expenditures for 2011. It
is possible that the Government
will discuss revising the pricing
scheme for existing pioneer drugs
after patents expire and promote
the use of generics in order to
save costs. The attitude of Payers,
Policy-makers (Government),
Patients, Physicians, Pharmacists
and Pharmaceutical companies
(6P) towards Reimbursement
will change in consideration of
economic environmental changes.
There will be many issues in
Japan, whereas a lot of business
opportunities for pharmaceutical
companies exist in the Japanese
market at present and in the
future. The opportunities are and
will be much greater than the
issues in Japan.
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we are doing around the globe and
how advances in each region can
have a worldwide impact. This
is where Upcoming Events now

VOL 4

resides, in an easy-to-read sidebar
box for each region outlining their
educational offerings.
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DIA 2012:
Kamen Keynote Highlights
Opening Plenary
On Monday June 25, in the
Terrace Ballroom of The
Pennsylvania Convention Center,
Philadelphia Mayor Michael A.
Nutter welcomed attendees to DIA
2012: Collaborate to Innovate:
“We could not be more excited
to have your DIA 48th Annual
Meeting here in Philadelphia, the
city of brotherly love and sisterly
affection.” Mayor Nutter also
called Philadelphia, home to more
than one hundred colleges and
universities, “the birthplace of
modern medicine.”

After concert thereminist Mano
Divina and the Divine Hand
Ensemble, one of Philadelphia’s
most innovative musical
collectives, took attendees on
a musical tour through DIA’s six
major regions (China, Europe,
India, Japan, and Latin and
North America), DIA Worldwide
Executive Director Paul Pomerantz
further noted the significance of
our host city.
“Today, Philadelphia represents
one of the world’s most
established hubs for health care
delivery and for biopharmaceutical
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innovation. It is also home to
DIA, where 48 years ago a
small group of regulatory and
industry professionals convened
to consider how they could
collaborate to improve the
science needed to advance new
therapies,” said Paul.
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“From these roots, DIA has
grown to become a global,
nonprofit network of thousands of
stakeholders who share one goal:
To provide access to life-saving
and life enhancing medicine.
DIA is, in fact, a collaborative
endeavor, and each of you plays
an essential role in our present
and our future,” Paul concluded.

volunteers, and contributors in
China, as we join our colleagues
from other DIA regions here and
work together to advance DIA’s
vision: That DIA will serve as
the global forum for knowledge
exchange that fosters innovation
to raise the level of health and
well-being worldwide,” Dr. Su
began.
“I am fortunate that many personal
and professional experiences give
me insight into the challenges that
Dr. Yves Juillet, Immediate Past President

In introducing the 2012 DIA
Board of Directors, DIA Board
President Dr. Yves Juillet first
thanked all outgoing Directors,
and congratulated all incoming
Directors, for their service. Yves
then introduced DIA’s incoming
President, and first DIA Board
President from China, Dr. Ling Su.
“It is an honor to welcome you to
DIA’s 48th Annual Meeting as the
first DIA President elected from
China. I thank you for this honor
not only for me personally, but
also on behalf of DIA’s members,

Paul Pomerantz, DIA Worldwide Executive Director

DIA and the industry collectively
face today and will face tomorrow.
I would even suggest that several
characteristics of DIA’s evolution
in China not only mirror China’s
emergence
in our global
marketplace,
but reflect
essential
components of
our changing
industrial,
regulatory,
economic,
and scientific
environments,
and essential
aspects of DIA
as well.”

DIA North America and “Drug Information Journal” Volunteer Recognition
award winners take a bow at DIA 2012

“Yet the global aspects of our
collective network are just as
important. No region stands
alone in today’s marketplace,” he
continued. “Just as DIA’s regions
collectively create DIA’s global
network, our industry grows more
global through worldwide supply
chains, scientific and regulatory
exchanges, and collaborations
with organizations such the
World Health Organization,
the International Council on
Harmonization, the Bill and
Melinda Gates Foundation, and
other esteemed organizations
that have joined us here in
Philadelphia, which create deep
and strong ties between regions.”
“Collaboration and innovation are
more than the themes around
which we will center our time
together here in Philadelphia.
Collaboration and innovation
will remain the cornerstones
upon which we begin to build
tomorrow’s global healthcare
landscape,” Dr. Su concluded.
After presiding over the annual
volunteer recognition award
ceremony, Dr. Juillet delivered his
presidency’s farewell address.
“In starting, it always important to
refer to the key words expressed

Dr. Juillet. “It has been both a
great responsibility to serve as
President of your DIA Board of
Directors but even more a great
pleasure to meet many of you, to
learn from you and, above all, to
have fun together.”
The plenary spotlight then turned
to DIA 2012 Annual Meeting
Chair Craig H. Lipset, whose
welcome message focused on the
Collaborate to Innovate program
theme.
Mayor Michael Nutter welcomes attendees to
Philadelphia

in DIA’s Vision and Mission: DIA
is the neutral, non-profit, global
forum for knowledge exchange
that fosters innovation to raise
the level of health and well being.
I think that every single one of
these words is very important,” he
began.
“My second message is about
you, our DIA participants,
members, and volunteers: DIA
is FOR you, and exists to meet
your professional development
needs. But DIA also exists thanks
TO you and your service as
speakers and session chairs,
and as program committee,
SIAC, regional advisory council
and board members. This is
the second unique aspect of
DIA: DIA is based on voluntary
participation whatever one’s origin
– from government authority,
industry, academia, CROs and,
increasingly, patient groups.”
“One of my main objectives as
President was to identify, assess
and refine existing educational
opportunities and to create new
ones that meet the changing
needs of members, volunteers,
and other people within DIA. This
has been a tremendous and very
positive experience,” concluded

colleagues from our own
organization, but how we create
sustainable and mutuallybeneficial connections with other
organizations. Organizations that
are complementary, as well as
organizations once viewed purely
as competitive,” he continued.
“It is increasingly appreciated
that drug development is not
sustainable in isolation, but that
here too ‘it takes a village’.”
After addressing “collaboration,”
Craig shared and illustrated his
definition of innovation: “Take an
idea and generate value.”
“In some areas of our business,
value can be rather easy to
quantify. Did your idea make
money? Was someone willing
to pay for it?” he asked. “But
in the world of medical product
development, value can have
a few measures. Reduce risk.
Reduce time. Improve quality.
Improve access for patients.”

DIA 2012 Program Chair Craig Lipset

“Collaboration has long been a
central part of how new medical
products are developed, with
different disciplines bringing
together expertise from basic
science to
regulatory
science, clinical
operations to
pharmaceutical
sciences and
supply chain,”
he began.
“But today,
collaboration
means much
more. Because
it is no longer
about how
we work
together with

“Whatever your measure of
value, it is simply not enough to
have a good Idea. In each of our
organizations there is no shortage
of ideas. The challenge is if we
have a process to identify those
ideas likely to generate value.”

Annual Meeting Program Chair Craig Lipset and Keynote Speaker Dean Kamen
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and technological challenges
of developing this prosthesis,
Dean proposed that shutting the
voices of science and technology
out of public debate on what is
reasonable risk and reasonable
reward, especially in regulatory
review and approval, will only hurt
the public – in this case, soldiers
returning from war without an
arm (or both arms) – the most.
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Dean Kamen delivers his Keynote Address
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“So, welcome to DIA 2012, the
premier collaboration space in our
industry,” he concluded. “You will
be surrounded by ideas, but it is
up to you to get value from them.
It is up to you to take action. Bring
these ideas back. Share them.
Develop them. And prove that we
are not numb to collaboration and
innovation.”
“Innovation is like love: Everybody
wants it. Nobody knows what it
is,” began Keynote Speaker Dean
Kamen, founder and president of
DEKA Research & Development
Corporation. Dean provided
two examples of collaboratively
developed technological
innovations which help two
populations that are vastly
different in size and need.
His first illustration was the
prosthetic arm developed
upon the request of, and in
collaboration with, the US Defense
Advanced Research Projects
Agency. Accompanied by a video
illustrating the physiological

Next, Dean turned to DEKA’s
global clean water and electricity
initiatives. He began by explaining
that 1.1 billion people in the
world lack access to clean and
safe water, and 1.6 billion lack
access to safe electricity, most of
whom live in regions where the
infrastructure to support traditional
water and electricity mobilization
simply does not exist.
Their challenge: What cell
phone technology has done
for communication, what can
DEKA do for water? Their
solution: DEKA’s miniature vapor
compression distiller, two of which
they delivered to Bangladesh and
ran for six months powered by
cow dung.
Their innovation complete, DEKA
turned to the Coca-Cola company
for collaboration. The company
had previously asked DEKA to
develop a new machine that
would produce their product in
Africa and other emerging markets
in real time; which they did, in
exchange for their agreement to
distribute DEKA’s water distillers in
these same markets.
For the final part of his Address,
Dean explored the educational
and cultural frameworks within
which today’s youth grow. Of
the hundreds of athletes that
high schools and colleges turn
out, those who make it big

Dr. Ling Su, President, DIA Board of Directors

professionally become, for better
or worse, role models for young
people. The problem, Dean
explained, is not the education
system but the surrounding
culture that glorifies professional
athletes and entertainers at the
expense of scientists and other
innovators whose ambitions
seem more altruistic. “I started
an organization about twenty
years ago to get kids to think that
science and technology is cool,”
he explained. That organization
is FIRST: “For Inspiration and
Recognition of Science and
Technology.” He invited attendees
to visit the FIRST demonstrations
outside the Terrace Ballroom,
and noted that 22,000 schools
from more than 60 countries
participated in this year’s annual
FIRST robotics competition.
But these students are not just
building robots – they’re building
confidence and self-respect.
“Once they’ve tasted the power of
knowledge – that it can be fun and
exciting – they won’t go back,” he
enthused.

Gates Foundation:
Partnering for Global Health

Christine
Tarlecki

Chris M.

Slawecki

As part of the DIA 2012
program theme Collaborate to
Innovate, executive leadership
from the Bill & Melinda Gates
Foundation presented its session
on Partnering for Impact in
Global Health. This session was
introduced by Dr. Vincent I.
Ahonkhai, who serves as Senior
Regulatory Officer, Global Health
Delivery, for the Foundation: “The
name of this session itself, as
taken from your meeting program,
reflects the theme of this DIA
conference – partnerships and
collaborations.”

Before the presentations, Dr.
Trevor Mundel, President of
the Foundation’s Global Health
Programs, delivered a prerecorded
message to attendees. “I wanted
to take a moment to express my
encouragement and gratitude
for the conversations that will
take place at DIA 2012,” said Dr.
Mundel.
Nicole Bates, DrPH, Deputy
Director, Global Policy &
Advocacy, moderated the session
and delivered its first presentation,
which overviewed the
Foundation’s Decade of Vaccines
(DoV) effort.

At the World Economic Forum
in 2010, Bill & Melinda Gates
called on the global community
to accelerate efforts in vaccine
development and delivery,
noting how ten vaccines that
already exist have the potential
to save more than 20 million
lives by 2020. Dr. Bates first
presented “the investment case
for vaccines”: 49% of illness and
death among the world’s children
under five could be prevented by
vaccines. “There’s a clear health
benefit of vaccines,” she said,
“But we also know there’s a clear
economic benefit from the cost
savings they lead to.”

She also presented the DoV
Vision & Mission. We envision a
world in which all individuals and
communities enjoy lives free from
vaccine-preventable diseases. The
mission of the Decade of Vaccines
is to extend, by 2020 and beyond,
the full benefits of immunization
to all people, regardless of where
they are born, who they are, or
where they live.
“We find ourselves at a unique
moment now,” Dr. Bates
continued, poised between the
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Dr. Vincent I. Ahonkhai, Senior Regulatory Officer,
Global Health Delivery, Bill & Melinda Gates
Foundation
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Dr. Nicole Bates, Deputy Director, Global Policy &
Advocacy, Bill & Melinda Gates Foundation

Dr. Amrit Ray, Janssen Pharmaceutical Companies of
Johnson & Johnson

promises and challenges

presented by unprecedented
middle-income growth in emerging
countries, coverage deficits and
delivery challenges. To meet
these challenges and realize
these promises, the Foundation
has embarked on numerous
partnerships and collaborations
with public and private
organizations. Outputs include the
Global Vaccine Action Plan, which
outlines six specific objectives for
the DoV collaboratively developed
by more than 290 organizations
from the public and private
sectors from 140 countries. “What
made this partnership unique is
that it looked across the whole
vaccine spectrum,” she said.
Subsequent presentations
illuminated different types of
partnerships in this life-saving
chain. Dr. Ken Duncan, Deputy
Director, Global Health Discovery,
overviewed A Partnership for
Tuberculosis Drug Discovery, the
TB Drug Accelerator Program,
managed by the Global Alliance
for TB Drug Development (“TB
Alliance”) designed to combat
a disease that kills more than
one million people each year
even though it is treatable.
Dr. Duncan presented and
reviewed the Alliance’s new
drug discovery, preclinical
and clinical development, and
regimen development pipeline.
This Alliance has help create a
new working paradigm full of
integration and cooperation, and
“also avoids the redundancy and
duplication of efforts that we know
exist.”
Next, Dr. Amrit Ray (Janssen
Pharmaceutical Companies of
Johnson & Johnson) presented
Strategies for Patient Safety &
Surveillance in Low- & MiddleIncome Countries (LMIC) in a

context where many people have
grown distrustful of vaccines, no
matter how noble their intent or
purpose. “I’m here to talk about
surveillance and monitoring and
who is watching these from the
risk and safety perspective,” he
began.
Dr. Ray cited data from a 2008
survey of 55 LMIC: Four out of
every five people in the world
live in an LMIC. 53% of these
countries have no national budget,
and nearly one-third have no
national legislation, for conducting
pharmacovigilance. To illustrate
this “PV infrastructure gap”: In
2010, the US FDA received an
average of 1845 spontaneous
safety reports per day; in nearly
40% of LMIC, spontaneous
reporting rates are less than one
hundred per year. But he also
pointed out progress made along
the way, such as a countryspecific surveillance initiative in
Namibia. “This exemplifies the
local tailoring, this exemplifies the
innovation, and this exemplifies
the partnerships that are
available,” he suggested.
Dr. Ray concluded by inviting
attendees to contribute to the
Safety Surveillance Working Group
of the Gates CEO Roundtable
– comprising representatives
from academia, industry,
development banks, international
technical agencies, and national
regulatory authorities – which
has been tasked to develop and
deliver a strategic report on the
pharmacovigilance/surveillance
needs of LMIC by the end
of 2012. Through enhanced
surveillance of drug and vaccine
usage, we can improve the safety
of patients globally, concluded
Dr. Ray.

Dr. David Reddy, CEO of the
Medicines for Malaria Venture
(MMV), Switzerland, delivered the
final presentation which focused
on the development of pyramax
for treatment of uncomplicated
malaria in Africa, Latin America,
and the Asia/Pacific region. Dr.
Reddy began by presenting the
global burden of malaria: 216
million cases, which lead to
655,000 fatalities, were reported
in 2010; 86% of these victims
were less than five years old. “I
think the key thing is that one
child is dying a minute from
malaria, mainly in Africa,” he
summarized.
Pyramax was developed in
partnerships between the MMV
and a South Korean generic
drug company. It was the first
new chemical entity to receive
approval (in February 2012) in the
European Union under Article 58
of Regulation (EC) No 726/2004,
which allows the Agency’s
Committee for Medicinal Products
for Human Use (CHMP) to give a
scientific opinion, in cooperation
with the WHO, on medicines for
human use intended exclusively
for markets outside the EU. “It is
centered upon the same quality of
drugs to be used in the EU,” Dr.
Reddy explained. “The difference
is that these drugs will not be
used in the EU.”
Dr. Reddy concluded by
summarizing the MMV’s
“relentless focus on malaria”: 140
partnerships across 47 countries,
resulting in four new medicines
launched between 2009 and
2012, with seven more projects
in clinical development that will
address key unmet medical needs
in malaria.

Student Perspective: Emerging
Professionals SIAC Showcase
At DIA 2012,
the Emerging
Professionals
SIAC
presented
their first SIAC
Showcase:
Optimize Your
Yelena
Transition
into the
Yankovskaya
Pharmaceutical
Arena (Session
PharmD, is a
271). The
Managed Markets
Emerging
Fellow at Mayes
Professionals
College of HealthSIAC offers
care Business and
forums,
Policy, Philadelphia
workshops,
College of
networking
Pharmacy.
opportunities
and other
resources to DIA members and
student members who are new
to the global pharmaceutical
industry. This was also my first
opportunity to attend a DIA Annual
Meeting. When I registered for
the meeting, I knew this session
would be a good fit for me, as a
student on the cusp of beginning
my career in pharmacy. But I did
not consider another emerging
professionals community: Not
students, but people who have
already been in the workforce
and are now entering the
pharmaceutical industry.

Since I knew I would be writing
about this session, I grabbed
a DIA pen and notepad at the
check-in table, and figured I would
jot down some good things to
mention. However, I ended up
writing almost nonstop because
the speakers had so many
invaluable things to share. At
first, I was afraid it would be hard
coming up with things to write;
I soon realized my real dilemma
would be determining what to
include and, more precisely, what
to omit. I decided to condense
my impressions of the Emerging
Professionals SIAC showcase to
five take-away points. Perhaps
you are a student, an emerging
professional, or a mentor with
whom these words will resonate.
1.Work on your soft skills
because now, more than ever,
they are essential. Speaker and
consultant Susan Morris defined
soft skills as “non-technical”
skills such as communication
skills, working with others, and
managing oneself, and cited
globalization as the main reason
behind this need.
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2.Observe those who are
successful. Session chairperson
Yasmin de Faria Krim, PharmD
(Janssen Pharmaceutical
Companies of Johnson &
Johnson, Belgium) emphasized
the role of mentorships and the
many opportunities that the
Emerging Professionals SIAC
offers in this area. But whether
you are the mentor or mentee,
the speakers agreed that you
will only get as much out of it as
you put in. Read: It can be a big
commitment of your time and
effort, but it will be worth it.
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3.Make a career plan and put it
in writing. Ask yourself: Where
are you in your career now?
Where do you want to be, and
what will it take to get there?
Put this down on paper, then
do it! Easier said than done, but
planning your career plan is a
critical first step.
4.Forget the concept of a
career ladder; today’s careers
are a zigzag. Whether you are
a student or someone with
experience in another industry
entering pharma, change can
be daunting. Don’t be afraid
of leaving your comfort zone.
Peter Fiske’s Put Your Science
to Work was suggested to those
looking for practical advice
on transitioning into a science
career. If you are looking to
expand your knowledge base,
explore www.coursera.org,
where you’ll find an impressive
variety of courses offered by top
universities, for free!
5.Speaker Sandra Wiejowski,
PharmD, RPh (Abbott
Laboratories) put it best: You
interview every day. We all know
it takes just a few seconds
to make our first impression.

But we do not always know
when our performance is being
scrutinized, so put your best
foot forward every day!
If you are interested in the
Emerging Professionals SIAC,

you can learn more on the DIA
website. If you are already a DIA
member, there is no additional
cost to join this or any other SIAC.
I joined right after attending this
showcase!

Student Perspective:
PET&D SIAC Showcase

Knowing how
to manage a
career is like
understanding
how to keep
the body fit
and strong.
Constant
Jerry
exercise,
practice
Lunbao
and positive
Huang
thinking, along
with highi s a P h ar mD
quality input,
Ca n d i d a t e
keep it healthy
2 0 1 3 – R e guand growing.
l a t o r y A ffa ir s
It’s important
F o c u s a t St .
to monitor your
J o h n ’s Univ e rcareer in the
s i t y Co l le ge of
same way as
P h a r ma c y &
your annual
A l l i e d H e a lt h
checkup, to
keep track of
P ro f e s sions.
your career
development at the current pace
and determine if it needs new
focus or energy. If your work life
is becoming stalled, you must
consider revitalizing it. DIA 2012’s
SIAC Showcase Re-energize Your
Career! (Session 285), presented
by the Professional Education,
Training & Development Special
Interest Area Community (PET&D
SIAC), was developed for
professionals who have served
in their field for many years but

are looking for techniques for
self-improvement and personal
satisfaction through further career
growth.
Speaker Ilyssa Levins (Center
for Communication Compliance)
provided three proven career
catalysts to make our careers
more enjoyable and more
rewarding: Volunteerism,
thought leadership and personal
positioning.
Session chair Daniel Mudgett
(Medidata Solutions Worldwide)
started off by introducing
the PET&D SIAC, and the
opportunities it provides to
network, share experiences,
ask questions and learn from
our colleagues all over the
world. Ilyssa provided several
basic recommendations before
discussing her three career
energizing strategies. She quoted
from Donald Trump – “You gotta
have the Goods” – which means
that, above all, one needs to
be good at what one does.
One must constantly improve
one’s craft, ask for constructive
feedback, and attend workshops
and seminars such as DIA 2012.
It is important to seek out a
peer mentor and a sponsor. A
mentor is someone at my own
professional level who I can trust

and ask how I can improve myself
(Of course, I will also need to
be open to both compliments
and criticisms). A sponsor (or
advocate) is someone at a higher
level who will support my growth
and champion my capabilities.
One way to acquire a mentor
is through networking, which
Ilyssa warned is a “dry but clear
topic.” Networking is important
because we all need a support
system that shares information
and services among individuals
and groups with whom we have
a common interest. Ilyssa also
quoted from Power Networking:
“Networking is making links from
people we know to people they
know, in an organized way, for a
specific purpose, while remaining
committed to doing our part,
expecting nothing in return.”
Ilyssa stressed two rules to always
keep in mind: (1) Work hard and
2) Be nice to people. Do what
you have to do at work first. Be
prepared and organized, and in
control of the situation; when
you’ve done your own work, ask
for more work to “go the extra

mile.” “Be nice to people” means
to have compassion. Some people
will make you uncomfortable but
will have no power over you if you
take consistently take “the high
road.”
Ilyssa concluded with her three
important but often underutilized
career catalysts, volunteerism,
thought leadership and personal
positioning. She defined
volunteerism as joining groups
that allow you to extend your
current skills and build new ones
while networking. While it can be
difficult to find time to volunteer in
your busy daily schedule, you can
find volunteer opportunities at your
current workplace. Volunteering
can exercise your current skills or
give you the chance to try out new
ones. You can learn what works
and does not work for you, from
others, during volunteering. It also
allows you to network through
expanded opportunities and new
relationships. Last but not least,
volunteering is a great vehicle to
find mentors and create natural
opportunities to ask for guidance.
The value of volunteering seems
far greater than most expect.
Ilyssa defined thought leadership
as proactively getting involved in
industry issues and unmet needs:

Identify the opportunity to become
a thought leader, grab an issue
that’s important to people and get
involved in it.
Personal positioning is defining
and communicating your point
of differentiation. Your career,
like every branded product, has
its own position – its unique,
meaningful place relative to your
competition in the mind of your
customer. Personal positioning
is about finding the uniqueness
in one’s true self. She provided
a worksheet for the audience
to complete: “I am a (frame
of reference) that (benefit /
positioning) by (reasons-tobelieve) to (end-benefit)”.
Ultimately, it is important for us to
figure out our SWOT: Strengths,
Weaknesses, Opportunities and
Threats. The most basic part is to
evaluate your skills and organize
them into different groups; it is
also very important to identify
your competitive advantages as
you search for a job. Look at the
business culture and climate of
your potential employer; also look
for on the job initiatives, volunteer
opportunities and mentor
relationships.
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Student Perspective:
“Getting a Job Forum”

Every industry
has undergone
a process
of evolution
to weather
the storm of
our wavering
financial
Ben Francis
climate. This
has impacted
is a Ph D s tu recruitment,
d en t in Ph a rcausing the
ma c om et r ics &
conveyor
belt process
Co n trol Th e or y
of “schoolat th e U n iv e runiversitysity of L iv e rgraduate-job”
p ool, U K .
to operate far
less smoothly
than in
previous years.
Consequently,
university
graduates have been compelled
to evolve and hone their job
hunting skills. But with so many
job search sites offering advice on
how to manufacture your CV, how
can today’s budding professional
make an application to their dream
job unique and more importantly,
successful?
Chair Danny Benau, PhD
(University of the Sciences in

Philadelphia [USP]) opened the
DIA 2012 Student Forum with
top tips on effective networking.
His realistic one liner “If you
don’t network you’re dead!”
printed in bold on an opening
slide reinforced how important
business networking is, was, and
will always be. Networking serves
to get your foot in the door of your
potential employer. As internet
networking sites such as LinkedIn
become increasingly popular,
students were instructed to use
these websites as their “secret
service” to gather intelligence
on the job market sectors most
relevant to them. But while
internet networking is important,
some situations require the good
old-fashioned approach of faceto-face networking. In these
cases, students were encouraged
to dress well, find mentors and
communicate the passion they
feel for their work. Students also
heard the corresponding warning
to not gain a negative reputation
by using your network to beg for a
job, backstab other applicants or
pester potential employers!
Three networking interactions
were further discussed: Escalator
talk, elevator talk and the

informational interview. Each
interaction has its own intention
and duration: Less than a minute,
just over a minute, and a coffee/
lunch break. Dr. Benau concluded
by stressing the importance of
being aware that at conferences,
meetings and similar places,
anyone could be a potential
employer or collaborator, so
engage everyone with a consistent
level of integrity and interest.
Next, Kelleen Flaherty, MS (USP),
focused on how to reveal yourself
on paper. She explained the
difference between the shorter
resume and longer CV, two forms
of paper communication that
serve to relay a person’s specific
qualifications for the job and
should always be tailored towards
this perspective. Above all: Do not
lie on your resume and include
every job, even your teenage retail
shifts!
In addition to your resume and
CV, another ace up your sleeve
can convey your personal skills
during the interview process:
A capabilities sheet, a detailed
“Who What Where Why?“ of
your academic and professional
endeavours. Keleen explained
that the “When?” will be provided
on your resume. “If you write
down all the things you can do,
you start to realize, ‘Hey, I’m
pretty awesome!’” she remarked.
Surprisingly, a quick (five minute)
listing exercise led students to
realize the depth of their academic
professional arsenals!
The final part of the Student
Forum featured role play between
Stephen Sonstein, PhD, MS
(Eastern Michigan University) and
Dr. James Parmentier (University
of Medicine & Dentistry of New
Jersey) which re-enacted two

application processes they
had previously instigated as
employers. Their role play served
to illustrate the classic “Experience
versus Education” dilemma. One
applicant could be seen as newly
educated and willing, and the
other was clearly experienced
and versatile. Presented first was
a high level job, with the forum’s
opinion on who to hire being
split. For the second, more entry
level job, the forum’s preference
leaned toward the newly-educated
applicant who enthusiastically
shared what he knew about his
potential employer.
This discussion highlighted
one of the main aspects
of application processes –
subjectivity. Employers can take
many steps to try and remove
it, but a sharp applicant can
manipulate subjectivity to add
more evidence about their desire
and qualifications for the job
by, for example, demonstrating
their knowledge of the company
and personnel involved in the
employment process.
So who wins in the battle of
Experience versus Education?
Ideally, this battle never takes
place because an applicant has
plenty of both. For those who
must choose sides, Dr. Sonstein
suggested that experience gets
you a job while education can
encourage upward mobility from
that position.
Recent graduates, you have your
mandate: Network effectively,
know your passion, find mentors,
write effective resumes and
CVs, know your capabilities and
document them, construct a game
plan tailored to the employing
company and then channel all
these into your interview! And

keep your chin up: DIA’s 2012
Student Forum is evidence
that DIA provides instruction
and support to aspiring young
professionals.

Student Perspective:
Spotlight on DIA 2012

As a PharmD
candidate at
St. John’s
University I was
well aware of
opportunities
for pharmacists
in the
Michael
pharmaceutical
industry.
Cronin
Throughout
the drug
is a PharmD Candevelopment
didate at St. John’s
University School of process,
numerous
Pharmacy & Allied
individuals
Health Professions.
from a variety
of professional disciplines use
their unique skill sets to bring a
new drug product from bench
to bedside. To explore these
professional opportunities, I joined
with a group of several likeminded students to establish a
DIA student chapter at St. John’s
this past March. Our group grew
quickly and eleven of us traveled
to Philadelphia for the 2012
annual meeting in June. There we
first experienced DIA as a global
organization and began to put our
career aspirations into action.
For first time students, the
DIA annual meeting can be
intimidating. The sheer size of the
conference and realization of just
how many people come from all
over the globe to take part can

leave one at a loss for words.
The opening plenary session
showcased even more than great
music from a local ensemble
or the inspiring words of Dean
Kamen: It displayed the worldwide
scale of DIA and how it serves
to improve public health globally.
Along with my fellow students, I
was feeling more than a bit out of
place in this new environment.

Fortunately, it was apparent right
from the beginning that DIA is an
organization committed to student
involvement. Programming
specifically developed for students
and first time attendees, such as
the Student Forum and “speed
networking” session, also served
to raise our comfort level, and that
uneasy feeling soon dissipated.
Once I found my voice and my
footing, and learned to keep up
with the acronyms, the conference
became an opportunity like no
other.
DIA’s annual meeting truly
highlights what the organization
is; a neutral forum where drug
researchers and developers,
government officials, and
employees of pharmaceutical
and biopharmaceutical
companies can meet, debate
and exchange information. This
year’s conference was entitled
“Collaborate to Innovate,” and it
was aptly named.
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The numerous sessions provided
give a snapshot of where the
pharmaceutical industry is now
and where it is heading. It was
easy for me to design a schedule
that catered to my personal
interests using the DIA Annual
Meeting app on my iPhone. I
found myself not sticking to any
particular track but choosing
instead based on the specific
topics of each session. I went
to the meeting with an interest
in regulatory affairs and patient
safety. Gaining insight into
the ongoing dynamic between
regulatory personnel working for
pharmaceutical companies and
government officials, particularly
at CDER, was most beneficial.
This dynamic was highlighted
because this meeting took place
at a remarkably appropriate
time: During our time together,
the Supreme Court ruled on the
constitutionality of the Affordable
Care Act (ACA) and the Senate
approved PDUFA V. While these
monumental decisions were being
made in Washington, DC, meeting
presenters were speaking about
regulatory issues that were
literally hanging in the balance.
A prime example is the
regulatory framework for the
development and approval of
biosimilars. The provision for
biosimilar development is included
within the ACA; but because
there was a legitimate chance
that, during our meeting, part or
all of the ACA would be declared
unconstitutional and struck down,
all biosimilars presentations came
with the same basic disclaimer:
Tomorrow, all of this progress
may be irrelevant and effort to
bring biosimilars to the US market
would start again from scratch.
This underlying subplot came
to a head during the interactive

CDER Town Hall on the last day
of DIA 2012. The Supreme Court
ruling that upheld the ACA was
announced while attendees were
asking, and the CDER panelists
were responding, to questions.
Many in the audience cheered
while others let the more staunch
supporters of the ACA have their
day in the sun. But everyone
present was calculating the
implications of this ruling in their
own workplace and on their own
profession.

This dramatic scene drew a
fitting conclusion to the entire
DIA Annual Meeting. This was
the living and breathing DIA,
which I was hoping to see when
I came to Philadelphia. All of my
expectations were fulfilled and
then some. It was amazing to
take part in such a monumental
occasion, and to have the
opportunity to witness it first
hand.

Nanomedicine at DIA 2012

Christine
Tarlecki

DIA 2012
featured many
forward-thinking
speakers who
shared their
expertise on
hot topics
and exciting
medical
and biopharmaceutical
products from

around the world. One such
session was Nanotechnology:
Regulatory Challenges and
Opportunities (Session 307),
presented as part of the
Nonclinical & Translational
Development/Early Phase Clinical
Development track.
This session focused on the FDA’s
approach to regulations within
nanotechnology in products.
Various case studies offered
new insight on the importance
of nanotechnology progress,
especially challenges and
breakthroughs. In addition, the

session discussed regulators’
experience with nanomedicines
as well as pertinent evolving
perspectives and trends.
Joseph C. Scheeren,
PharmD (Bayer Healthcare
Pharmaceuticals), who served
as session chair, introduced the
presentations and the presenters’
intent to educate attendees on all
perspectives of nanomedicine.
The first speaker was Kathleen
K. Eggleson, PhD (Center for
Nano Science & Technology,
University of Notre Dame), who
enthusiastically explored Frontiers
in Nanomedical Development:
An Academic Perspective.
Dr. Eggleson began with the
basics of nanotechnology – The
National Nanotechnology Initiative
definition: “Nanotechnology is
the understanding and control
of matter at the nanoscale,
at dimensions between
approximately 1 and 100
nanometers, where unique
phenomena enable novel
applications.”
Using gold as her example, she
explained how certain properties
become unique as they get
smaller, increasing the surface
area and becoming more reactive.
They also retain enhanced
permeability and retention (EPR)
on the physiological scale. “Using
nanometals is a prime way to
combat infections, and especially
in disease states of cancer
and inflammation. This more
personalized medicine can target
problems in the brain, kidney or
liver,” she explained.
While nanomedicine has a
very real place in the future of
healthcare, Dr. Eggleson also
pointed out the perceived risks
of nanotechnology. She cited

a survey in which nearly half
of the participants had heard
“nothing at all” and many others
were unwilling to make any
judgment comparing the risks and
benefits of nanotechnology. And,
unfortunately, the nanotechnology
knowledge gap is widening
between those with more
education and those with less,
according to her slides.
Next, Lawrence Tamarkin,
PhD, (CytImmune Sciences,
Inc.) presented the Industry
Perspective: A Case Study
CYT-6091: A Model Cancer
Nanomedicine. Dr. Tamarkin
wants to change the way we
treat cancer. Current methods
don’t always have much
success, and standard radiation,
chemotherapy and surgical
regimens are very invasive to the
body. But using nanotechnologybased therapeutics can reduce
the size of tumors and leave
surgery, if needed, as a final
option. Nanomedicines can
specifically target and treat
the tumor, reducing the tumor
burden and ultimately improving
patient outcome. The promise
of nanotechnology for cancer
patients lies within its safe
delivery of the therapeutic so
that the medicine stays within
leaky tumor blood vessels, but
does not pass into healthy tissue.
CYT-6091 has its therapeutic
coated on nanoparticles of gold
that can pass into and then
stay within the tumor. His three-

pronged treatment approach is
to target the tumor, manufacture
the therapeutic to defined
specifications, and ensure that the
manufacturing process is robust,
reproducible and cost‐effective.
To round out the session
discussion, Ritu Nalubola,
PhD (Office of Policy, Office
of the Commissioner, FDA),
addressed FDA’s Regulation
of Nanotechnology Products.
“Providing regulatory clarity to
industry and consumers is key,”
said Dr. Nalubola. The FDA must
always regulate the effectiveness
and safety of the therapeutic
product on the patient, and also
consider the impact of pertinent
regulatory statues on the product.
Dr. Nalubola further noted that
the FDA is still considering use of
nanotechnology. “FDA does not
categorically judge that all nano
is inherently benign or harmful,
and will continue post-market
monitoring and offer advice
and guidance as needed within
collaborations,” she concluded.
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Shining Light on the Value of Medical
Communications was held this March and
discussed several key topics of great interest.

A brief overview of highlighted sessions is given below.
Session Title: Globalization –
Impact on Call Centers and
Medical Information
Session Chairperson:
Timothy E. Poe, PharmD
Faculty:
Tom Gesell, PharmD
Erica Espinoza, RN, BSN
Michael Burman, PharmD
This session explored globalization
of medical information and call
centers. A number of factors
appear to be driving globalization
of medical communication
activities and were presented
to allow some common
understanding of benefits and
challenges of using a global
system. To explore utilization
of off-shore call centers, a
“case study” of one company’s

experience was presented.
This case provided insight into
the process of out-sourcing
pharmaceutical call center
processes off-shore, which
process are easier to off-shore
and which require more intensive
oversight and monitoring. A
second case was presented that
examined a regional approach
to medical information contact
centers that included discussion
of regional expertise, core content
and contact centers. Each of
these presentations provided
practical information regarding
challenges, surprises, and rewards
of being part of a globalization
effort.
Following the presentations,
audience participation was
encouraged and there were a
number of questions, comments
and insights on globalization
efforts. The session received very
positive feedback and reinforced
the value of covering this
important topic.

Session Title: What If…
Session Chairperson: Sara Doshi,
PharmD
Faculty:
Lesley Fierro, PharmD, MS
Rebecca Vermeulen, RPh
Juan C. Nadal, MD
An interesting session, presented
in a format a bit different than
most, featured a panel of three
experts with extensive experience
in medical communications for the
pharmaceutical industry. The panel
was presented with a number of
timely scenarios and was asked
to respond as to how they and
their organization would react,
adapt, embrace these changes,
and what, if any, impact would
be felt by their organizations and
the medical communications
community. Examples of some of
the scenarios included:
• What if…after recent litigation,
off-label information could
now be disseminated by sales
representatives or via any
other pharmaceutical company
employee? The panel discussed
the feasibility of such a prospect
given the possibility of an FDA
guidance document in the near
future.
• What if…pharmaceutical
sales representatives were
no longer allowed to call
upon or visit physicians? The
panel discussed the potential
expanded role for in-house and
field based Medical Information
organizations.
• What if…our interpretation
of the Sunshine Act is too
stringent or too liberal? The
panel concurred that the impact

of reporting Medical Information
Healthcare Professional
requests would likely result
in a decrease in volume and
potentially impact safety.
We then opened the discussion
up for audience commentary
and follow up. The audience
actively participated and provided
additional insights, questions, and
challenges to the panel. It was
a well received session and the
format kept everyone engaged
and on their toes!
Session Title: Clinical Trial
Manuscripts: Navigating
the Process of Submission,
Review, Acceptance, and
Publication
Session Chairperson: Michael
Mihm, PhD
Faculty:
Thomas Melby
John Bauer, PhD
Stephen Valerio, MS
Stephen Valerio led off the session
with insights for successfully
coordinating a portfolio of clinical
manuscripts for product launch.
Key learnings included the
central role of a cross-functional
publication planning committee
that includes the input functions
for an integrated clinical plan
(Medical, Statistics, Medical
Writing, Early Phase, etc), paying
close attention to the audience
of a particular journal and
matching journal selections to that
audience, and the critical need for
proactive communication of the
data dissemination plan to key
users of the information (Medical,
Medical Communications,
Investigators/Thought Leaders,

Marketing/Sales). John Bauer
provided a Journal Editor’s
perspective: manuscript reviewers
are scientific experts, and will
be looking for clear explanation
of the study purpose, a study
design that is well matched to
study objectives, and clinical
conclusions that are supported
by (and don’t over-reach!) the
data presented. His insider’s
perspective included ensuring
that all reviewer comments are
addressed in some fashion,
and being transparent in terms
of the goals and scope of a
given manuscript when making
choices about what additional
data or information to include
during a revision. Tom Melby
provided practical tips for medical
writers to achieve the highest
likelihood of journal acceptance,
including: a systematic review
of reviewer comments, parsing
out each individual comment
to appropriate authors to
address (lead investigator versus
statistical authors versus medical
writer), and the development
of a thorough response letter,
providing detailed responses to
each reviewer for all comments
and concerns. Tom’s final tip
was to feel empowered to
respectfully challenge/ negotiate
with journal reviewers regarding
which comments should result in
changes in the manuscript versus
which are more appropriately
handled as clarifications in
the response letter. Proactive
planning and communication, an
understanding of the audience
of a particular journal and the
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process of peer review, and a
systematic, thorough response
process to editor and reviewer
comments are key best practices
that can guide a manuscript
through review to acceptance and
publication.
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Session Title: Strategic
Document Planning: Life Cycle
Management of Clinical Data
for Maximum Value in Medical
Communications
Session Chairperson:
Kelly Hill, MS, ELS
Faculty:
Christine Colby, PharmD
Kelley Kendle
The lifecycle of clinical data spans
across clinical development,
and its value can be maximized
by strategic cross-functional
planning. As the body of safety
and efficacy builds, strategic
planning provides a framework for
informed decisions, adaptation
of key elements, and support for
go/no decisions. The role of the
medical communicator in this
process is multi-faceted, providing
product knowledge and technical
expertise to support product
development. Developing high
quality documents with focused
messaging across the broad range
of communication required during
a product’s lifecycle is key. Clinical
information is a commodity that
can be provided in a multitude
of forms ranging from the first
IB to NDA to publications. It
supports initial marketing as well
as follow-on development in
other indications or formulations.
The audience for this information
is broad and includes patients,
regulatory authorities,

stockholders, investigators,
internal stakeholders, consumer
advocates, and formularies,
among others. An essential
strategic planning tool is the
publication plan, a cross functional
effort initiated prior to first-inman studies and which aligns the
product profile using anticipated
information from clinical studies
with messaging and commercial
strategy. This broad perspective
can alleviate the danger induced
when information is limited
to the “current” need, avoids
isolated decision-making, and
reduces short-sighted focus
which may damage the product’s
commercial success. Informed
and efficient cost and clinical data
dissemination is a goal in today’s
pharmaceutical industry. Effective
strategic planning for clinical data
is a critical profit consideration, as
well as an industry best practice.
Session Title: Riding the Waves
in the Dissemination of OffLabel Information
Session Chairperson:
J. Lynn Bass, PharmD
Faculty:
Monica Kwarcinski, PharmD
Alan Minsk
Ramineh Zoka, PharmD, MS
On December 27, 2011, the
FDA issued an impactful Draft
Guidance for the industry entitled
“Responding to Unsolicited
Requests for Off-Label Information
About Prescription Drugs and
Medical Devices.” The guidance,
although not legally binding, has
been anticipated and provides
the agency’s current perspective
of how unsolicited requests
for off-label information should
be handled by pharmaceutical

companies. The guidance
recently drew a large amount of
discussion during the Medical
Communications Workshop when
scenarios were presented by the
audience to a panel of experts.
As noted by the panel, several
important items are specifically
addressed in the guidance:
• Confirmation that companies
may respond to direct, private,
and public requests to firms,
and those requests made in
public forums.
• Differentiation between solicited
and unsolicited requests.
However, several questions remain
unanswered by the draft guidance
including:
• Definitions of ‘public forums’
• Differentiation between written
and verbal responses
• Does the guidance concern
all company ‘representatives’
such as contracted, promotional
speakers?
• How does this guidance affect
the communication on products
not currently approved or
cleared for any purpose?
Comments were accepted
through March 29, 2012. No
specific date for a final guidance
has been provided. In conclusion,
the draft guidance essentially
represents a written version of the
industry’s current best practices
on responding to unsolicited
requests for off-label information
and opens the opportunity for
robust discussions between
departments within each individual
company. This draft guidance
may represent the best picture of
what is expected in an ‘official’
guidance on this debatable topic.

Session Title: Utilizing Digital
Tools to Build Customer
Relationships
Session Chairperson:
Pete Guillot, MBA
Faculty:
Meredith Ressi, MBA
Poonam Bordoloi, PharmD
Sean Turbeville, PhD
It seems like everyone is
experimenting with new ways
to connect with customers. In
this session, the presenters
shared research data on how
healthcare professional (HCP)
customers wanted to interact
with pharma companies as well
as two best practices to use
when implementing new tools for
building customer relationships.
Meredith Ressi, President of
Manhattan Research, offered data
from two studies her organization
conducted on HCPs in 2010
and 2011. Data showed that
physician’s time on the Internet
went from 8 hours a week in
2010 to 11 hours a week in 2011.
Much of the growth coincided
with launch of the Apple iPad.
At the time of the study, about
30% of physicians had iPads
and the ownership trend was
moving higher. Also trending was
physician’s use of online vs. offline
sources, where offline use was
declining in almost every channel
type. HCP’s reported that their
trust in online sources was equal
to that of offline sources. HCPs
most often turned to search
engines (e.g., Google, Bing) for
finding answers to their inquiries.
Poonam Bordoloi, PharmD,
showed how Sanofi Aventis was
making progress in utilizing social
media channels by starting with
an effective internal social media
policy. Poonam shared how Sanofi
developed a cross-functional
task force of medical, legal,

communications, and regulatory
to develop a corporate guidance
for social media. Three key
success factors developed by the
task force for implementing social
media programs were (1) social
media goals and strategy must be
able to withhold changes in social
media environment, (2) minor
changes to procedures should be
expected as the program moves
through implementation, and (3)
programs should be monitored
continuously.
Sean Turbeville, PhD,
demonstrated how Onyx is
using new digital tools to help
connect customers with medical
resources. Onyx supports an
Early Access Program for one of
its drugs currently under review
by the FDA. By geographically
mapping callers who call the EAP
program, Onyx is better able to
position medical resources near
patients who need them.
In closing, research tells us that
customers will demand new ways
for accessing medical resources.
Being prepared to meet customer
needs is a critical capability of
today’s medical communications
organization.
Session Title: Getting Hip with
Apps
Session Chairperson:
Craig Klinger, RPh
iPads and other tablet devices
have transformed how information
can be shared. Specialized
medical and business apps that
have been developed for these
devices have become valuable
tools for field-based medical to
provide answers to unsolicited
requests from healthcare providers
in real time. Some companies
have begun to provide iPads to
their field based medical teams.

Once business requirements are
established, it is important to
have discussions with company
compliance, regulatory and
legal experts, to develop a
guidance document for proper
use of the iPad by field medical.
It is also very important to
incorporate the IT department
to set up connectivity to the
company infrastructure as well
as security parameters on the
device. Determining what types
of materials can and cannot be
put on the device is important to
protect company assets.
It is also imperative to have a
proper training program in place to
roll out the device to field-based
medical teams. This training has
to include not only how to use
the device, download and use the
apps, but also the compliance
regulations around the use of the
device. It is also important to build
in a workshop during training to
help the user understand how to
properly use the device during an
interaction.
With over 2000 medical apps
alone, it is important to identify
key apps that all users should
download and use right away. A
few key examples are: PubMed
On Tap, for literature searches;
Black Bag, a subscription
service for daily news alerts by
therapeutic area; MicroMedex
Drug Information, which provides
drug information and links to
package inserts. As new apps
are continually being developed,
establishing a way of evaluating
these apps for your organization is
very important.
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Session Title: Knock, Knock,
Who’s There? It’s the Patient
Session Chairperson:
Rebecca Vermeulen, RPh

ISSUE 4

Helping patients be more
empowered in their care is a
key consideration for the future
of healthcare. Patients are
becoming active participants in
managing their health decisions.
Holli Kawadler, PhD, Director
for Uniting Against Lung Cancer
emphasized the desire of patients
who want to be informed while
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also calling attention to the fact
that it is not always easy for
patients given the way information
is presented today. This session
focused on the importance of
patient centered communications
and a recent initiative the FDA
is leading called PMI or Patient
Medical Information. Bryon
Pearsall, RPh, JD, Health Science
Policy Analyst with the Office
of Medical Policy at CDER,
shared the intent of the initiative
is to ensure that information
is presented to patients in a
consistent manner and in a way

that is clear, simple and easy
to understand. This initiative
will lead to future expectations
for manufacturers who will be
responsible for creating materials
that present benefit and risk
information in a way that enables
patients to understand and
make individual decisions. Nayan
Acharya, Senior Director, Global
Patient Safety at Elli Lilly and
Company shared his views
on how the industry needs to
work collaboratively to achieve
these goals.

UPCOMING
EVENTS
NORTH
AMERICA
Introduction to Portfolio
Management and Performance
Metrics
Begins August 2|Online
New Drug Product Development
and Life Cycle Management
August 6-7|Horsham, PA
Clinical Project Management
August 8-10|Horsham, PA
Pragmatic Approaches to Drug
Safety Across the Premarketing
and Postmarketing Continuum
August 13-15|Horsham, PA
Regulatory Affairs Part I & II: The
IND & NDA Phases
August 13-16|Boston, MA
Navigating Chemistry,
Manufacturing and Controls in
Drug Development
September 10-11|Horsham, PA

DIA/FDA Biosimilars Conference:
Guidances, Science, and BsUFA
September 12-13|Washington, DC

DIA/FDA Industry PDUFA V
Conference
October 18-19|Arlington, VA

Unwrapping FDA’s 2012 UFA
Package: What’s Inside the
Statute, What’s Next?
Presented by DIA and FDLI
September 20|Washington, DC

US Conference on Rare
Diseases & Orphan Products:
Shaping the Future Now
October 22-24|Washington, DC
Register by October 1 and Save!

EDM and ERS/eCTD: The
Content Continuum from
Document Authoring through
Submission Delivery
October 8-11|Baltimore, MD
Register by September 17 to Save!

DIA/FDA: Revitalizing
R&D Productivity in Drug
Development
October 23-24|Bethesda, MD

Project Information,
Communication, and Knowledge
Management
Begins September 27|Online
Register for both events
and save up to $500! Offer
expires September 20.

Introduction to Comparative
Effectiveness Research (CER): A
Primer
Begins September 11|Online

Principles and Practical
Approaches to Global
Benefit-Risk Management
October 9-10|Silver Spring, MD

Good Clinical Practices for the
Clinical Research Professional
Begins September 11 |Online
Introduction to Clinical Data
Management
Begins September 12|Online

Global Labeling 2012:
Impact on Risk Management
& Other Global and Regional
Initiatives
October 11-12|Silver Spring, MD

DIA’s Annual Canadian Meeting:
Evolutions in Risk Thinking
November 5-7|Ottawa, ON
Canada
Register by October 19 and Save!
DIA Workshop: Regulatory
Considerations for Drug/Device
Combinations and Companion
Diagnostics
November 7-8|Washington, DC
FDA Information Day: Individual
Case Safety Reports (ICSR)
November 29-30|Silver Spring, MD
DIA Adaptive Design Conference
November 29-30|Washington, DC
DIA Data Monitoring Committee:
Best Practices and Future
Directions
November 29-30|Washington, DC
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UPCOMING
EVENTS
CHINA
CONFERENCE
2nd Workshop on Clinical
Data Management
September 23-24
Nanjing

Training for Clinical Quality
Compliance
September 25
Nanjing
Training on GCP Regulatory
Audit and Inspection
September 26-27
Nanjing
ICH Pharmacovigilance Training
October 22-24
Beijing
2012 Statistical Workshop
October 26-27
Beijing
2nd Best Ethics Practices in
Clinical Research - Training
November 2-3
Beijing
2nd Best Ethics Practices in
Clinical Research - Training
November 5-6
Chengdu
Quality and Compliance
Requirements and Practices
for Vaccine - Workshop/
Training
November (Date TBA)
Beijing

EUROPE
Dr Brigitte FrankeBray, DIA European
Director, with ARC
delegates
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African Regulatory
Conference Promotes Access
to New and Improved
Medicines

The third DIA African Regulatory
Conference (ARC), co-organised
by the DIA and the IFPMA
(International Federation of
Pharmaceutical Manufacturers
and Associations), Africa
Regulatory Network (ARN) and in
partnership with The Bill & Melinda
Gates Foundation and The World
Bank, took place in Accra, Ghana
from 3-4 May, 2012.
The meeting provided a platform
for key stakeholders active
on the continent, including

representatives from health
ministries, local and multi-national
pharmaceutical companies, to
meet to exchange views, discuss
topics of interest and identify
focus areas for ongoing efforts to
increase patient access to new
and improved medicines. The
conference’s main aim was to
facilitate access to safe, effective,
affordable, quality medicines for
the whole continent.
After her opening address to
more than 160 participants from
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37 countries, including 26 African
nations, Dr. Brigitte Franke-Bray,
Director DIA Europe, said, ”We
were very pleased to be taking
the lead in setting up and running
this conference. This was a
classic example of the DIA’s global
skills, experience and contacts
being focused on a region in a
way that benefits all the major
stakeholders.” She added, “The
information exchange facilitated
by the conference surely must
benefit all Africans in the longrun.”
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Conference Faculty
The 3rd African regulatory
Conference was Chaired by Mr.
Fernand Sauer, Former Executive
Director of the European
Medicines Agency, EU. His
programme advisors were Ms.

Affairs IFPMA, Switzerland;
Mr. Joseph Mthetwa, Senior
Programme Manager for Health
and Pharmaceuticals, SADC
Secretariat, Botswana; Ms.
Margareth Ndomondo Sigonda,
Pharmaceutical Coordinator
NEPAD, South Africa; Pr. Jean-

Overall, the conference’s
objectives were to provide a
platform to foster collaboration
between African regulatory
authorities and the pharmaceutical
industry, to share information
and best practices and to openly
discuss issues facing African
regulatory authorities and industry.
Presentations were made
by regional and international
speakers, including regulators.
The format of the conference
included panel discussions to
maximise contributions around
the key topics. Simultaneous
translation was available both in
English and in French.
Conference Topics
• African Medicines Registration
Harmonisation (AMRH)
• Management of variations
• Inspections/GMP/Quality
• Counterfeits/Pharmacovigilance/
Safety
• Transparency/Good regulatory
practices
• Dossier evaluation
(requirements, frills, samples
etc.)
• Clinical Trials

Delese Mimi Darko, Head, Drug
Evaluation & Registration, Food
and Drugs Board, Ghana; Pr.
Papa Amadou Diop, Director of
Pharmacy & Laboratories, Ministry
of Health & Prevention, Senegal;
Dr. Alexander Dodoo, Director,
Centre for Tropical Clinical
Pharmacology & Therapeutics,
Ghana; Ms. Monica Eimunjeze,
Technical Assistant DG - NAFDAC,
Nigeria; Ms. Mandisa Hela,
Registrar, Medicines Regulatory
Agency, South Africa, Dr. Ekopimo
Ibia, Director, Global Medical &
Regulatory Policy, Merck Research
Laboratories, USA and Dr. Yves
Juillet, Senior Vice-President,
Industrie Santé, France, (DIA
Immediate Past President).
Other distinguished members of
the faculty were Dr. Odette Morin,
Director, Regulatory & Scientific

Baptiste Nikiema, Director
of Pharmacy, Medicines &
Laboratories, Ministry of Health,
Burkina Faso; Dr. Safiatou
Ouattara, Coordinator of
Regulatory Harmonisation &
Pharmaceutical Cooperation
(CHRCP) UEMOA, Burkina Faso;
Dr. Lembit Rägo, Coordinator,
Quality Assurance and Safety,
Medicines, Department of
Essential Medicines and
Pharmaceutical, Policies, WHO,
Switzerland; Dr. Stanley Sonoiya,
Health Coordinator, East African
Community, Tanzania and Dr.
Emilienne Yissibi, Consultant,
HPPN, OCEAC, Cameroon.
In his final remarks, Conference
Chairperson Fernand Sauer
stressed that all Africans had
the right to safe, affordable,
effective quality medicines. To
achieve this they required sound,
updated regulations matched by

smart and competent regulators
with adequate Information and
Communication Technology (ICT).
In addition, it was necessary
to cooperate more closely with
legitimate operators in order to
ensure a clean supply chain.
Progress also depended on there
being trust and integrity from all
parties concerned with patients
and citizens having their fair share
of voice. Support from reliable
partners was also a key element,
said Mr. Sauer.

The Singapore regulatory
authority representative shared
her agency’s experience with the
current regulations: Less data
was required once one or more
recognised ministries of health
approved a product, while at the
same time approval times also
decreased. The presentation
underlined the importance of
effective life-cycle management
and the transparency and
predictability of health ministries
through their website publications.

Turning his attention to
harmonisation in Africa, he
observed that there had been
some progress in this area since
2010, for example, the NEPAD/
AMRH initiative. However,
there was now a need to focus
on regional harmonisation,
with pooling of expertise and
acceptance of joint scientific
assessments at the core. National
formal recognition processes
needed to be enforced now
together with regional registration
as a long-term goal. For the next
ARC, he suggested increased
participation of non-English
speakers and break-out sessions
for a better feed-back from the
audience.

Delegates learned that
African medicines regulatory
harmonisation could be a
good option for easier access
to essential medicines for the
treatment of communicable and
non-communicable diseases; it
would be aided by developing
partnerships and by sharing the
available human resources. The
EAC Joint Pilot Project conducted
with African regulators & WHOPQ assessors was a success
and highlighted the need to build
trust among regulatory staff and
the need to speed access to
medicine by minimising unjustified
regulatory work.

R eport on Session 1:
Different perspective
on trends in regulatory
environments
Medicines regulation lives in a
rapidly changing environment with
development of new technologies,
a shift towards personalised
treatment and in parallel
increasing public concerns about
safety and access, the audience
was told. The question was how
regulators could best contribute to
public health with the resources at
their disposal.

R eport on Session 2:
P roduct quality update
Conference delegates heard
that globalisation presented
challenges brought about by a
changing environment: where raw
materials were bought, products
manufactured and products sold
through a constantly shifting
global network. This increased
both supply chain complexity
and risks to product quality.
Crime involving the combined
threats of cargo theft, diversion,
counterfeiting and economically

motivated adulteration was on
the rise around the world the
conference was informed. There
was no single solution to securing
the supply chain and the quality
of the products. It required multilayer national strategies where
industry and regulators were
partners.
Regulatory tools reinforcement,
GMP inspections recognition
(PIC), licensed distributors and
wholesalers, (such as MCC),
were all part of the improvement
needed.
Supply chain integrity could be
reinforced through the use of
harmonised and standardised
coding and identification
systems for secondary packs of
pharmaceuticals, serialisation,
compliance programmes, thirdparty carrier programmes,
quality agreements, and material
qualifications. For example,
NAFDAC had already put in place
an effective anti-counterfeiting
programme and suggested that
if counterfeit products escaped
detection at borders they could
easily be detected by consumers.
Delegates heard that the Mobile
Authentification Service (MAS)
allowed consumers to check the
authenticity of their medication
through a scratch card (which
revealed a unique code) and
via mobile phone through SMS
provided information on the
product’s authenticity. In the
case of counterfeited products,
consumers received a message
alerting them that the pack may
be a fake, as well as a phone
number to report the incident.
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A late start due to audio-visual
technical difficulties was a
challenge both for presenters and
for the questions and answers
that followed. Nevertheless, the
session successfully provided
information on the status of
Regulatory Harmonisation
initiatives in Africa and generated
tremendous interest that was
manifested by the huge number of
questions from the audience.
NEPAD (New Partnership for
Africa’s Development) Planning
and Coordinating Agency (Mr. Paul
K. Tauni) provided a helicopter
view of the continent-wide publicprivate partnership project, the
African Regulatory Harmonization
(AMRH) that it coordinates under
its African Union mandate.
NEPAD’s role, among others, is to
foster political commitment, intergovernmental collaboration and
high level advocacy. These are
key factors that are considered
to be critical to the realisation of
the envisaged increased access
to quality-assured essential
medicines through sub-regional
streamlining, work sharing,
efficiency in governance, and
smart use of the limited resources
that are available. The project is
well aligned with the over-arching
Pharmaceutical Manufacturing
Plan for Africa whose success
will depend on a functioning
regulatory system.

The subsequent speakers
provided a status update on
harmonisation activities in their
respective Regional Economic
Communities (RECs), namely Mr.
Gordon Sematiko- East African
Community (EAC); Mr. Joseph
Mthetwa- Southern African
Development Community (SADC);
Dr. Sybil Ossei-Agyeman-YeboahEconomic Community of West
African States-West African
Health Organization (ECOWASWAHO); Dr. Safiatou OuattaraUnion Economique et Monetaire
Ouest-Africaine (UEMOA); Dr.
Emilienne Yassibi- Organisation de
Coordination pour la lute contre
les Endemies en Afrique Central
(OCEAC).
EAC has launched its AMRH
program and is now in the
initial implementation stage
with clear objectives, activities
and monitoring and evaluation
milestones. A pre-pilot project
that led to an expedited approval
of Abacavir and Amikacin based
on a joint review by 3 of the 5
EAC countries was presented,
indicating promising harmonisation
success.
The other RECs are still at
the planning stages of their
participation in AMRH, even
though they have developed
collaborations on multiple
regulatory processes among
member states.
The World Bank (Dr. Andreas
Seiter) summarised their fiduciary
and governance role on AMRH,
also addressing the economic
dividend to be realised if the
project were successful. Professor
Bartholomew Akanmori, WHO
Regional Office for Africa,
presented information on the

African Vaccine Regulatory
Forum (AVAREF), a consortium of
regulatory authorities and ethics
committees of various African
countries that collaborate to
facilitate and expedite regulatory
authorisation and monitoring
of (vaccine) clinical trials, in
collaboration with Stringent
Regulatory Authorities, industry
and donors.
Due to the abbreviated panel
discussion, adequate responses
could not be provided for all 20
plus written questions received.
The questions generally centred
on:
• Timeline and reasons for delay
on AMRH implementation in
other RECs or regions such as
Ethiopia, Sudan, South Sudan,
Somalia, etc.
• Language issue within RECs
• Plan for country-level staffing/
IT needs
• Cross-REC legislative and
sovereignty issues
• Why ECOWAS does not have
a single approach like other
RECs: currently has WAHO,
UEMOA
• Expansion of AVAREF to nonvaccines clinical trials
Written questions that were not
addressed were handed over to
NEPAD to handle via the AMRH
website.
Overall, the session
presentations spurred audience
interest and interaction postmeeting, as a result of which
it was recommended that the
presentations be made available
to meeting attendees online.

R eport on session 4:
Partnering to
strengthen Africa’s
regulatory and ethical
processes
During this session, discussions
covered the value of Prequalification and Certificates of
Pharmaceutical Products (CPP)
from the perspectives of the
WHO, a regulatory authority
and the industry, as well Good
Manufacturing Practice initiatives
by an African regulatory authority
(Uganda) and a representative of
the industry.
Delegates heard that prequalification was a useful tool
to promote access to quality
medicines in the defined areas
and that while it was a voluntary
mechanism it contributed greatly
to capacity building. The audience
was reminded that all public
assessment reports, prequalified
products, notices of concern,
results of GMP inspections were
shared on the WHO website.
The WHO Certification Scheme,
participants were informed, was
intended to assist countries that
were importing pharmaceutical
products but had no national
capacity to do a full assessment.
In addition, the CPP provided
confirmation of the approval of
safety, efficacy and quality in the
issuing country, the licence holder
and the GMP status of the site. It
also provided information on the
formulation and registered product
information e.g., SPC, PL, EPARs,
line extensions, variations, site
changes etc.
The conference learned that the
EMA issued CPP also covered
manufacturers inside and outside
the EU for Active Substance and

medicinal product manufacturing.
Limitations associated with
the CPP included different
requirements by country regulatory
authorities, management and
incorporation of Do and Tell
variations, dependence on the
honesty and competency of the
issuing authority, CPPs issued by
CPP dependant regulators and
counterfeit CPPs.
It was recommended that
electronic CPPs issued in a
secure environment might address
the challenge of counterfeit or
falsified CPPs. It was further
recommended that use of
information already in the public
domain should be encouraged
to complement sharing of
information. The WHO Certification
Scheme was being reviewed and
comments were invited. With
regard to GMP, it was stated that
poor quality medicines were not
only a health hazard but also a
waste of money for governments
and consumers alike. Increased
fragmentation and globalisation
of the supply chain posed a risk
to the quality of products, if not
managed. Strategies and lessons
learned in the building and sharing
of resources in the EAC were
described. There appeared to be
trend to conduct joint inspections,
strengthen weaker authorities
through working together and
sharing inspection reports. This
would improve efficiency but
would only reach full potential if
standards were harmonised and
trust built, delegates heard.

S ummary of session 5:
Safe medicines: H ow
to further develop
common ground for PV
and clinical trials in
A frica?
This session highlighted the
importance of collaboration
among individual national
regulators as well as
between regulators and the
pharmaceutical industry. It also
recommended strong political
will and commitment to ensure
establishment of relevant
system-wide pharmacovigilance
centres. Industry support in
capacity building, training and
provision of essential tools for
pharmacovigilance was offered,
provided mechanisms were in
place to prevent conflicts of
interest. Pharmacovigilance
during clinical trials would be
strengthened by harmonised
protocols and uniformly rigorous
trial monitoring by countries.
These would overcome the
challenge of scarce resources
by task sharing on a regional
basis. Patient reporting of
adverse events was strongly
encouraged.
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The Peace Palace in
The Hague, home to
the United Nations’
International Court
of Justice and the
Permanent Court of
Arbitration

The Hague, The Netherlands:
A City Full of Surprises
The Hague, the destination for
this year’s DIA Europe Clinical
Forum is a fascinating city with
an international flavour. Its two
seaside resorts add a certain
lightness and extra dimension
to the historic city, which for
centuries has been the political
and diplomatic centre of the
Netherlands. Situated between
two airports in the busy western
part of the Netherlands, its
accessibility is excellent.

The Hague exhales an elegant
and international atmosphere.
The words peace and justice
are synonyms for The Hague.
With the presence of the Peace
Palace, home of the International

Court of Justice, the Yugoslavia
Tribunal situated just across from
the World Forum, the venue for
the Clinical Forum, Europol, over
60 embassies, a large number of
international institutions and many
headquarters of multi-nationals,
all these institutions may be
regarded as a symbol of the city’s
cosmopolitan character.
Historical city
The historical city of The Hague
is situated on the North Sea,
offering its visitors the choice
between two seaside resorts,
Scheveningen and Kijkduin. The
city was founded around 1230 by
the Counts of Holland at the very

can have their special dinners
or events. Indeed, the Clinical
Forum’s Networking Dinner takes
place in one of the most famous
fish restaurants, The Harbour Club
in Scheveningen (buffet has meat
and vegetarian options included).
T he H ague: What sets it
apart ?

A small fishing boat entering the harbour of
Scheveningen; The Hague, Netherlands

spot where the present Houses
of Parliament stand. The original
buildings are still part of them.
Ever since its foundation it has
been the residence of the Dutch
Gentry, later Royalty. Since the
16th century The Hague has been
the seat of the Dutch Government.
Over the last decades The Hague
has grown, together with its two
resorts. Scheveningen is a lively
place with many nightclubs, a
casino, a yachting marina and the
magnificent Kurhaus Hotel, which
dates from 1885. Kijkduin is the
quieter of the two resorts and
provides great pleasure to those
who want to enjoy a quiet day at
the beach or a good stroll by the
seaside.
The culinary aspects are also
worthwhile mentioning. In
Scheveningen lovers of seafood
can really have a feast, whereas
The Hague as a true cosmopolitan
city, offers a wide variety of
international restaurants in all
price categories. Apart from the
regular restaurants there are many
picturesque sites where groups

What makes The Hague special?
Is it in the international ambiance
of peace and justice, the worldly
sophistication of a city centre, the
relaxing atmosphere of the beach
or is it more the rich cultural
heritage? The Hague offers an
exciting blend of versatility. It’s the
city where the ‘Girl with the pearl
earring’ by Vermeer meets 21st
century architecture and daring
innovations. A city of transparency
as well as hidden treasure, of art
and business. But most of all...
The Hague stands for royal class
treatment and tailor made service.
The Hague has everything that
should add colour and value to
attending the Clinical Forum.
The city breaths international

peace and justice, it hosts many
international organisations, mostly
of a judicial nature. These include
United Nations’ organisations
such as the International Court
of Justice and the Permanent
Court of Arbitration, which are
both situated in the Peace Palace.
The Hague also hosts the United
Nations Yugoslav Tribunal and
the Organisation for Prohibition of
Chemical Weapons. At the same
time The Hague is the residence
of Holland’s Queen Beatrix
and the centre of the Dutch
government.
It has been called the Green city
by the sea! It’s an image The
Hague more than lives up to. The
beauty of the coastal area with its
wide sandy beaches, enclosed
by endless rolling dunes, comes
to life in the seaside resorts of
Scheveningen and Kijkduin. The
many hotels, restaurants, bars
and clubs make Scheveningen
one of the best known trendy
resorts on the North Sea. Kijkduin,
on the other hand, is smaller and
more suited to those who life at a
slower pace.

One of the busy, atmospheric fish resaturants in Scheveningen, one of The Hague’s two seaside resorts
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Richly endowed with museums,
theatres and landmark buildings,
The Hague is ideal for those
who love culture. In addition
to paintings by Dutch masters
such as Rembrandt, Vermeer,
Jan Steen and Frans Hals, the
museums of The Hague offer an
extensive collection of works by
Van Gogh and his contemporaries.
The Municipal Museum of the
city boasts the largest Mondriaan
collection in the world. The many
art galleries and shops, as well
as the antique shops and the
antique market are ideal for art
aficionados.
The Hague is home base to the
Nederlands Dans Theater and the
Residentie Orkest, both renowned
around the world. The city’s
many other theatres offer a wide
selection of music, dance and
plays. The Netherlands Congress
Centre hosts the annual North
Sea Jazz Festival, the largest
indoor jazz event in Europe. At
Scheveningen’s Fortis Circus
Theatre, the famous musicals of

The courtyard at Noordeinde Palace, The Hague, one of the four official palaces of the Dutch royal
family and in use as the 'working palace' for Queen Beatrix since 1984

the world come to life each night.

Getting there

City of unique locations

Arrival by Plane

If you are thinking of attending
the 2012 Clinical Forum The
Hague is guaranteed to meet
your expectations. From mega
complex to teahouse, always the
right proportions and the right
atmosphere. And when the work
is done, enjoy the nightlife, an
elegant dinner, a thrilling dance
performance or a sporting event.
The Hague is a city of endless
possibilities.

• Amsterdam–Schiphol is very
popular with visitors travelling
to and from The Hague by air.
Trains go to and from the airport
to the city’s Hollands Spoor
and Central Stations. There is
also an hourly night train from
Hollands Spoor to Schiphol.
Journey time is approximately
30 minutes.
• The Hague–Rotterdam: The
Hague shares an airport with
Rotterdam, with a train service
to The Hague Central Station
by RandstadRail LineE, or an
Airport Shuttle to and from
Meijersplein Station.
Journey time is approximately
30 minutes.
Travel time from both airports by
car is also about 30 minutes. Taxis
are available at both airports and
cost approximately EUR 60–75.
Arrival by T rain

Claude Monet’s “Wisteria” on show at the Gemeentemuseum (Municipal Museum) in The Hague
family and in use as the 'working palace' for Queen Beatrix since 1984

The Hague has two main train
stations, serving domestic and
international routes. The Hague
Central Station, the biggest train
station, is within 5 minutes walk
of the city centre and Hollands

Spoor. The latter has the best
local public transport links via
tram and bus. Tram lines 9, 10,
15, 16 and 17 cover the short
distance from The Hague Central
Station to Hollands Spoor.
Connections:
The Hague Central Station:
• Amsterdam (45 minutes)
• Schiphol Airport (30 minutes)
• International connections to all
major cities including Cologne,
Berlin,Brussels, Frankfurt,
London, Prague, Moscow,
Basel and Copenhagen
• Domestics services to
Rotterdam, Eindhoven,
Amsterdam, Leiden and Delft

Hollands Spoor:
• International trains from
Antwerp and Brussels
• Schiphol Airport
Passport and V isa
Requirements
Delegates from countries within
the European Union need a
valid passport or ID to travel
to The Netherlands. All other
delegates should contact the
nearest Netherlands’ Embassy or
Consulate for visa requirements.
For more information and
to download the advance
programme go to http://
www. diahome. org/CF2012,
or contact the DIA Europe
Customer Services Team on
+41 61 225 5151.

Aerial view of the boulevard at Kijkduin
at sunset
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Questions and Answers
Dr. Charles Schmidt
Q: What inspired you to apply
for a pACLA voluntary board
member position?

A: We want to turn DIA LA into the
main forum of advocacy for our
industry

A: The opportunity to increase
the global awareness about our
region regarding drug and device
developments. Unfortunately there
are still misconceptions about
working with emerging countries,
and as members of pACLA we
can educate and coach DIA
associates about our challenges.

Q: What would be the
most pressing issues to be
addressed in Brazil?

Q: What aspects of your
new role are you particularly
looking forward to?

Q
A
&

A: I believe to be a share of voice
of DIA initiatives to my colleagues
in Latin America
Q: What are your personal
aspirations that could be
enhanced by service on
pACLA?
A: Want to facilitate, introduce,
and implement the educational
programs that already exist at
DIA in our region and also help
to create others educational
programs customized for us.
Q: What is one goal you have
set for yourself as a member of
pACLA to advance the mission
in this area?

A: We need to improve our
regulatory procedures. Our Central
Ethics Committee (CONEP)
needs to evolve to a plural
bioethics evaluation and move to
another step: from paternalism
to complete autonomy and
benevolence, and not just
beneficence. The Brazilian Local
Health Authorities (ANVISA) had
improved the expertise of their
human resources in the last years,
but they are still lacking of those
resources. At the end we need
more than 10 months to approve
international studies in the country
and this is not acceptable, in fact
it is not ethical!
Q: How do you see the industry
evolving in Brazil the next five
years?
A: The economic results of Brazil
are also reflecting in our industry.
The local pharmaceutical and
device industries are moving
fast to achieve international
recognition and there are many

initiatives supported by the
government on innovation. The
Brazilian biosimilars and generic
drugs are a reality and had
contributed to reduce our costs
in public health and start bringing
revenues for the country with its
exportation.

(Spanish and Portuguese). We
have different socio-cultural
aspects and also economics.
Unfortunately, our regulatory
authorities are still not integrated
as in Europe (EMA) and this
could be another goal for us as
members of pACLA.

Q: In your view, what should
be the priorities for DIA to
address in the Latin American
region?

Q: What is the current role
of the Industry in Latin
America and how do you see
it positioning itself in the
global market?

A: Increase the visibility of
the association in the region
and create a true forum of
independent discussion about our
issues and, for sure, educational
programs, too.
Q: What are the unique
challenges faced by the
Latin American market that
differentiate it from the other
global regions?
A: We are a big region and
we speak just two languages

A: We still don´t have a big
percentage of the global trials
in the region, nevertheless
our data quality is recognized
by international agencies and
sponsors. We are developing
our own identity in this industry,
learning from the rights and
wrongs from other countries
and regions. We are not just
a region of “copy and paste.”
We are positioning ourselves as
region that can deliver not just
patients but also intelligence.

Q: What would you advise to
other industry leaders looking
into applying for a DIA pACLA
position in the future?
A: I would say “move from your
comfort zone to where the magic
happens!”
Charles Schmidt, MD is
a member of the Advisory
Council of Latin America. He is
a pediatrician with a Masters
and PhD degree in Pediatric
Infectious Disease and more
than 20 years of experience in
managing and implementing
global trials in Latin America
and the leading international
CROs in the region. Dr. Schmidt
is a professor and coordinator
of the post-graduation program
in clinical research at Santa
Casa Medical School since
2007. He is also the founder
of the Brazilian Association of
CROs – ABRACRO.
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Forum Editorial
B o a rd me m b e r.
He c a n b e
re a c h e d a t
Alberto.
Gr i g n o l o @
PA R E X E L .c o m

The 33 Course Participants, Instructor Alberto Grignolo, four Facilitators and DIA Japan Director
Ko Sekiguchi (pictured at far right) gathered for a group photo at the conclusion of the 2-day IND/
NDA Training Course in Hakone, Japan

“I Have Two Questions”

Are Japanese audiences attentive,
yet reserved and reluctant to ask
questions during presentations?
Perhaps.
But there was no such reluctance
in Hakone – site of the First DIA
FDA IND/NDA Training Course
in Japan on June 14-15, 2012.
The instructor was peppered
with interesting, challenging and
probing questions during the two
days of the Course at a remote
lake resort nestled at the foot
of Mount Fuji. Even DIA Japan’s
Director Ko Sekiguchi and the
four dynamic Facilitators were
surprised (and pleasantly so)
by the energy and interactivity
of this spirited audience of 33

Japanese participants from 18
pharmaceutical companies – both
national and multinational.

It was a privilege for me to be
that instructor, and a true joy to
realize that the more than 400
PowerPoint slides that I presented
(in English, without simultaneous
translation) did not appear to
daunt our colleagues but resulted
in much learning, thoughtful
reflection and stimulating debates.
This Course has been delivered by
DIA to hundreds of “students” in
the United States and in Europe
for more than a decade. It is
typically scheduled for 4-5 days
and is taught by four or more

volunteer instructors drawn from
DIA’s Training Faculty with whom
I have been honored to serve for
many years. For this occasion in
Japan, it was decided to schedule
the course for two days only, in
order to minimize participants’
time away from the office, and to
utilize a single instructor (I must
have been a convenient choice,
since I am currently working in
Japan on an assignment with
PAREXEL, my employer). The goal
was to give participants a sufficient
understanding of IND and NDA
regulations and practices so as
to enable them to understand
the regulatory framework when
their colleagues or partners in
the US ask them to supply data
and documents “for the IND
and the NDA.” Such requests
can be mystifying if a context is
missing; this Course was intended
to provide that context. The
Course Evaluation Survey taken
immediately at the end of the
second day showed that 75%95% of participants agreed or
strongly agreed that the course
was relevant to their work, was
easy to understand and lived up to
their expectations.
The Hakone site was an inspired
choice; being far removed
from the hustle and bustle of
their Tokyo and Osaka home
offices, project meetings and
teleconferences helped our
participants “disconnect” from
everyday pressures, become truly
engaged in learning, and network
in the finest tradition of DIA. The
decision to deliver the Course
entirely in English was justified by
the fact that, well, one must work
with FDA in English and so this
would be good practice for the
participants. It also meant that
anyone registering for the Course
had to be sufficiently familiar with
the English language to be able

to benefit from this training. They
were, and they did!
The slides were drawn from the
full Course materials developed
and updated periodically by DIA’s
Editorial Board in the United
States. Our Japanese Facilitators
(Akiko Ikeda of Janssen, Miyuki
Kaneko of Pfizer, Yomei Matsuoka
of Daiichi Sankyo and Junichi
Nishino of Novartis) had worked
with me during the Winter and
Spring to select the body of slides
that would be most appropriate
for this 2-day offering and for
this audience; their thoughtful
recommendations were most
valuable and proved to be exactly
on target. The pace of the training
felt right, allowing adequate
time for both lecturing and Q&A,
in addition to conducting two
workshops. I am grateful to them
for their expert collaboration.
The first day was devoted to the
IND, and concluded with an IND
Amendments Workshop during

which we divided the audience
into five teams and challenged
them with a variety of scenarios
to enable them to work together
to utilize the day’s learnings and
solve them. They rose to the
occasion brilliantly, giving careful
thought to possible solutions
and demonstrating that they
had learned a great deal during
the day. On the second day the
training focused on the NDA and
concluded with a Post-Approval
Submissions Workshop where,
again, the same five teams (having
bonded on the first day) worked
together effectively to solve various
scenarios on the basis of what
they had learned. We did allow the
team discussions to be conducted
in Japanese, but the report-outs
to the reassembled plenary group
were in English.
A special word of thanks to
our four Facilitators for being
constantly present and active
throughout the two days, helping
participants stay focused and

Course Participants also included (left to right): Junichi Nishino (Novartis, Workshop Facilitator),
Miyuki Kaneko (Pfizer, Workshop Facilitator), Ko Sekiguchi (Director, DIA Japan), Alberto
Grignolo (PAREXEL, Course Instructor), Akiko Ikeda (Janssen, Workshop Facilitator), Yomei
Matsuoka (Daiichi Sankyo, Workshop Facilitator)
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work together with occasional
“bridging instructions” delivered
in Japanese, and getting plenty
of exercise when delivering a
microphone to a questioner
who had raised her/his hand.
The Facilitators had carefully
pre-assigned the members of
each Workshop Team to ensure
an appropriate mix; they had
also developed a quiz that was
administered during the official
dinner at the end of the first day
and resulted in friendly competition
among the five teams and, of
course, in an award to the winning
team. It is also my pleasure to
acknowledge the indispensable
logistic skills of Keiko Cambridge
from the DIA Japan staff, who
organized the venue, materials,
technology, meals and lodging
impeccably for everyone.
Now, back to those questions.
On the first day numerous
participants asked probing
questions relating to the IND,
clearly seeking to understand the
FDA’s requirements with a view
to developing future medicines
for the US market, and frequently
raising “out of the box” scenarios
that demonstrated lateral thinking
and creativity. Throughout
the NDA-focused second day,
several participants raised their
hands and stated: “I have two
questions”, proceeding to explore
aspects of how to complete Form
356H, how to select which NDA
Supplement is appropriate for a
given situation, how to prepare
for an FDA Meeting, how to map
the traditional NDA sections to the
CTD format, which CRFs to submit
in an NDA, when a manufacturing
plant should be ready for PAI,
advantages and disadvantages of
including non-US clinical studies
in an IND, and dozens more. This
interactivity is a testament to the
high motivation of this group to

learn; it allowed exploration of
topics that went beyond the slides
and, I believe, made the training
richer and more informative for all.
DIA has become renowned all over
the world for delivering important
and timely information, and for
creating bonds and networks of
professionals at the local and
global level. In our “Hakone
microcosm” this was proven yet
again. Thirty-three strangers
(some even working for the same

company but previously unknown
to one another) came together
with a true desire to learn, worked
together intensively, without
distractions, and in the end came
away with new knowledge, new
friendships and wide smiles –
captured in numerous farewell
photos of the entire group
and, notably, of each proud
Workshop Team. For an individual
professional, this is DIA at its very
best and most impactful, in Japan
and around the world.

Abstracts for 16th SMART
CDM Workshop Due

Abstracts are now being
accepted for the 16th Annual
Workshop in Japan for Clinical
Data Management SMART CDM
to be help February 7-8, 2013 at
Tower Hall Funabori, Tokyo. This
meeting focuses on SMART CDM,
to further teach all attendees,
from beginners to experts, to
take advantage of sophisticated
technology and information,
provide new perspectives
on international clinical data
management and create better
solutions for smarter CDM, as well
as opportunities to network with
colleagues in global Clinical Data
Management.
The workshop is embracing
themes around CDM, as well as
the abstract topics. Please select
a topic for your abstract.
Suggested Abstract Topics:
• Standardization, Safety,
Speedy, Strategy, Simplification
• Management, Metrics,
Metadata, Multinational
• Assurance, Asia, Adaptive
design, Accuracy

• Risk based approach,
Regulation, Reliability,
Relationship

• Technology, Teamwork,
Terminology, Translate
Authors will be notified by
September 30, 2012. Please
submit all presentation abstracts
using the online form.
For inquiries about abstract
submission, please contact Keiko
Cambridge, Program Manager,
Tel: +81.3.5575.2130, Email:
Keiko.Cambridge@diajapan.org
We look forward to receiving
your abstract applications!

UPCOMING
EVENTS
JAPAN

CONFERENCE
9th DIA Japan Annual Meeting
Importance of Development
Strategies for Life Cycle
Management of Safe and
Effective Medical Products
November 19-21|Tokyo

india
(L-to-R) Larisa Nagra
Singh, Chairperson,
Regional Advisory Council
of India, DIA, Kaushik
Desai, Director, DIA India,
Paul Pomerantz, Executive
Director, DIA Worldwide,
Zoher T. Sihorwala, VP
Global Regulatory Affairs,
Dr Reddyís Laboratories,
Arun Mishra, Director,
Global Regulatory Affairs
(Emerging Markets
and Asia-Pacific),
GlaxoSmithKline, UK
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5th Regulatory Conference:
Evolving Global Regulatory
Environment
April 13-14, 2012 | ITC Maratha, Mumbai

Our 5th DIA Global Regulatory
Conference 2012 brought together
experts and accomplished
leaders from the three streams of
Pharmaceutical Sciences on the
same platform. Deliberations at
the conference centered around
the “Evolving Global Regulatory
Environments”, a subject that
engages all associated with
different facets of the drug
development chain in India
and, not least, pharmaceutical

suppliers especially in relation to
manufacturing, quality control,
testing and packaging.
In his welcome address, DIA’s
Worldwide Executive Director Paul
Pomerantz encouraged all present
to engage in lively discussions
through which they could share
their ideas and expertise on how
India can thrive, as a sovereign
nation and internationally, in
our modern global health care
landscape.
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He expressed his sincere thanks
to the program committee,
especially Arun Mishra, Director,
Global Regulatory Affairs,
Emerging Markets and Asia
Pacific, GlaxoSmithKline, UK;
and Zoher T. Sihorwala, Vice
President, Global Regulatory
Affairs, Dr. Reddy’s Lab, both
of whom serve in regulatory
positions of global responsibility
for their respective employers as
well as active members of the
Advisory Council of India (ACI) at
DIA India, and the programme cochairpersons for this conference.
He also thanked Mahesh Zagade,
IAS, Commissioner, Food & Drugs
Administration, Maharashtra State,
for serving as the program advisor.
He expressed his confidence
that this conference would both
embody and advance the DIA
Vision: To be a global forum for
knowledge exchange that fosters
innovation to raise the level of
health and well being worldwide.

to achieve global regulatory
compliance. Also, key insights
will be provided into the crucial
pharmacovigilance space and the
growing options and potential for
careers in drug regulatory affairs.”

dissemination of vital information
and discuss current issues, DIA
has rightly designed this important
conference for the benefit of
industry, academia and regulatory
professionals.

She invited all to actively
participation in the conference,
which will greatly enrich the event
for the collective good of all
present as individual practitioners
and for the larger cause of our
profession.

In his keynote, Rajiv Malik,
President Mylan Inc, USA,
addressed the current gaps
between Industry and Health
Authorities, saying, “While
industry’s active engagement
with health authorities and
proactive pursuit of partnerships
has resulted in development of
new regulatory pathways and
significantly impacts on existing
pathways, industry’s work is not
done. There remain important
gaps in the regulatory landscape
on which Industry can and
is partnering with the health
authorities to address. Doing so
is a mutual interest of industry
and of FDA and other regulatory
authorities, both of which share
the common goal of increasing
patient access and bringing high
quality, affordable, safe, and
effective medications to patients
as quickly as possible.”

Kaushik Desai, Director, DIA India,
further added that with India
developing into a very strong
emerging country catering to
the globe, with expertise and
products in the area of clinical
research, manufacturing and
supply of high quality generic
drugs, regulatory professionals
will be in constant need to remain
updated to achieve and maintain
global regulatory compliance.
In line with the mission of

Larisa Nagra Singh, Chair, DIA
Advisory Council of India in her
welcome said, “Among the topics
that will be addressed at this
year’s conclave are an in-depth
account and analysis of the
regulatory environments in the EU,
US and emerging markets with
particular emphasis on biosimilars
and generics, as well as the
strategies and processes required

Larisa Nagra Singh
Chair, DIA Advisory Council of India

In a session on “Evolving
Regulatory Review Processes—
Transparency /Timeliness
/ Predictability,” through
presentations and discussions
between the session chair Arun
Mishra, Director, Global Regulatory
Affairs (Emerging Markets and
Asia-Pacific), GlaxoSmithKline,
UK and speakers Lawrence
Liberti, Executive Director, and
Prisha Patel, Portfolio Manager,
both from Centre for Innovation
in Regulatory Science (CIRS),
UK, it was noted that although
regulatory agencies across the
world share a common goal;
to provide safe, effective and
quality medicine to their people;

regulatory requirements, review
processes and timelines however
vary from one agency to another.
Regulatory agencies in established
markets (e.g. Europe, US, Japan,
Australia, etc.) are continuously
evolving their review processes
and practices to bring more
predictability and quality in their
regulatory review processes.
The session brought different
perspectives on enablers and
hinderers of good regulatory
review practices, the expectations
and requirements of the regulatory
review process to deliver the
needs today and for the future,
with a company viewpoint.
The session on “Negotiating
Regulatory Minefields in Drug
Development and Registrations
in India, Emerging Markets and
Developed Markets,” chaired
by Alberto Grignolo, PhD,
Corporate Vice President, Global
Strategy, PAREXEL Consulting,
aimed to compare and contrast
the contemporary regulatory
challenges existing in India, other
important emerging markets and
the more developed markets
(Japan, EU and US), and to
identify successful negotiation
strategies tailored to each
reality. It concluded that despite
the substantial “regulatory
convergence” taking shape
around the world today, it is still
important to “act locally” to be
successful. This session explored
how to do so through interactive
presentations on “Opportunities
and Challenges in Working
withRegulators in Developed
Markets” by Michael Rozycki,
Vice President, Regulatory Affairs
Asia Pacific, Allergan China;
“Opportunities and Challenges in
Working with Regulators in India”
by Dr V. V. S. Swaroop Kumar
from Incozen; and “Opportunities

& Challenges in working with
Regulators in Emerging Markets”
by Raj Long, Senior Regulatory
Consultant via telecom from
Switzerland.
Concluding day one of the
conference, Zoher T. Sihorwala,
VP Global Regulatory Affairs, Dr
Reddy’s Laboratories, chairing
a session on “Pharmaceutical
Industry and Talent Need—Focus
on Drug Regulatory Affairs,”
rightly brought out the fact that
since Indian Pharma Industry is
second to US in terms of number
of US FDA-approved world
class facilities, the question that
emerges is whether graduates
and postgraduates produced
by Pharmaceutical Institutions
meet requirements of Industry,
and if not, how do we bridge the
gap of what is required by the
industry and the one catered by
academia?
Dr. P. G. Shrotriya, CEO,
Pharmaceutical Consultants,
Elite Consultancy Services and
Kaushik Ray, Vice President,
Human Resources, Dr. Reddy’s
Laboratories, brought to light in
their discussion and presentations
that academia in India are at a
cross road and need support
and help to make a road map
for future. Human resource
development has to be frontal
priority for Pharmaceutical
Institutions in the country.
The highlight of day two
of the conference was a
heated discussion between
distinguished panelists, Deven
Parmar, Vice President, Global
Clinical Research, Wockhardt
Ltd; Dr Nandini Kumar, Former
Deputy Director General,
Senior Grade Co-investigator

NIH Project, National Institute
of Epidemiology; and Urmila
Thatte, Head, Department of
Clinical Pharmacology, Seth
G.S. Medical College, Mumbai
on “Human Subject Protection
in Clinical Trials,” chaired by
Shoibal Mukherjee, Vice President
- Medical, Quintiles. This panel
discussion assessed patient
vulnerabilities and attempted to
evaluate the adequacy of systems
in place for human subject
protection in India. Panelists
and members of the audience
energized by the enthusiasm
in the room suggested ways
in which systems for human
subject protection can be further
strengthened. A sense of the
house was sought to estimate
the level of satisfaction among
the audience regarding human
subject protection in clinical trials
underway in the country.
Among the topics that were
addressed at this year’s twoday conclave were an in-depth
account and analysis of the
regulatory environments in the EU,
US and emerging markets with
particular emphasis on biosimilars
and generics as well as the
strategies and processes required
to achieve global regulatory
compliance. Key insights
were provided into the crucial
pharmacovigilance space and the
growing options and potential for
a career in drug regulatory
affairs. For more on DIA’s
initiatives in India visit
www.diahome.org/en-IN.
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IT Life Sciences Summit
2012: Technology Enabled
Pharmaceutical Business
Transformation
September 6-7, 2012 | ITC the Maratha, Mumbai,

Globally, pharmaceutical
companies are faced with drugs
coming off patent, declining R&D
productivity, increased regulatory
scrutiny and compliance
requirements, pricing challenges,
and recession threat. In this
backdrop, India has attracted
attention in the past decade and
especially in the past five years,
both as a producer and consumer
of pharmaceutical products and
services. Global companies
are actively looking at India to
increase efficiencies across the
value chain from increasing Market
share, Clinical development,
Manufacturing and IT outsourcing.
Indigenous local pharmaceutical
industry too has made its mark
as one of the leading generics
manufacturers of world.
The Indian market in itself is
turning out to be an attractive
market for the pharmaceutical
companies with its growing and
affluent domestic population. The

Indian Pharmaceutical market is
estimated to reach USD 74 billion
sales by 2020, according to a
PricewaterhouseCoopers (PwC)
report. Local pharmaceutical
companies require open,
industry-specific and standards
based information technology
(IT) solutions to address unique
opportunities and challenges
to retain global competitive
advantage. The impact of IT
across the Pharmaceutical Value
Chain will play an important
role in helping to shape the
competitiveness and future of Life
Sciences industry.
DIA is hosting the first
IT Life Sciences Summit
2012: Technology Enabled
Pharmaceutical Business
Transformation on September 6-7,
2012 in Mumbai. Michael Davies,
Vice President, Global Sales,

Oracle Health Sciences, will be the
Guest of Honor. Anil Raghavan,
Managing Director, Quintiles
India, and Sairamkumar J, Global
Delivery Head, Life Sciences,
Cognizant have accepted serving
as Keynote Speakers at this
conference. They will set the stage
for an exciting two day summit
for technology, contract research,
pharmaceutical, biotechnology
and medical device organizations.
This summit provides a platform
for the Life Sciences industry,
regulators and the IT and IT
enabled services industry to
converge and consider IT
intervention for enhancing
competiveness, reducing costs
and bringing affordable medicines
to market.
Folks from Clinical Operations,
Regulatory Affairs, Data
Management, Drug Safety
and Pharmacovigilance,
Manufacturing, Finance, Sales
and Marketing, Research and
Development Life Science
Companies, IT software, hardware
and Services Organizations are
invited to attend this summit.
You will hear the latest
developments, case studies
and solutions from Life Science
industry experts. Sessions will
feature expert presentations on
the latest trends and technology
advances that are reshaping the
life sciences industry. Sessions are
segmented into Pre Clinical and
Discovery, Clinical Development,
Manufacturing, Commercialization,
Regulatory and Quality. We also
have special sessions on Social
Media in Life Sciences, Emerging
markets and Future technologies.

A panel discussion on thought
provoking topics is also scheduled
on both the days. Please join the
experts from the industry for some
very interesting discussions.
Attendees will have an opportunity
to meet with life sciences
organizations and technology
companies to build collaborative
relationships with peers, thought
leaders and current and future
vendor and partners.
DIA has added this summit in
the annual calendar of global
meetings and expects it
to be a major global
event.
For further information
please contact Manoj
Trivedi at Manoj.
Trivedi@diaindia.org
or +91.22.67653226.

UPCOMING
EVENTS
INDIA

CONFERENCE
IT Life Sciences Summit:
Technology Enabled
Pharmaceutical Business
Transformation
September 6-7, Mumbai

7th Annual Conference:
Discovery through
Commercialization
November 1-4, Hyderabad
WORKSHOPS
e-CTD Hands on Training
December, Bangalore
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accustomed to reading in the
former Best Practices section:
Time management, skill
development, technology, software

VOL 4

topics and more are examined for
day-to-day implementation in your
own jobs and offices.

Megatrends in Clinical Safety
and Pharmacovigilance

Barton
Cobert

If ever there was a “golden age” of stability in the world of clinical
drug safety and pharmacovigilance (PV), that age is now ending!
Drug safety is now becoming much more risk averse, globalized and
proactive. The parties involved have reached the realization that the
collection of safety data is only the beginning: signal analysis, risk
evaluation and risk minimization to better protect the public health
are now understood to be the real goals of drug safety and PV.
It has become clear that the idea
that when a drug is approved for
marketing it is deemed to be “safe
and effective” is far too simplistic;
a drug’s safety profile is barely
known at the time of launch.
Safety data is captured during the
entire life span of the drug. FDA
reviewed safety labeling changes
done from 2002-2005 and found

that new warnings (including
black boxes), precautions,
contraindications and adverse
reactions were added as long as
60 years after first approval! See
the chart below. The lesson here
is that eternal vigilance is the
foundation of drug safety and risk
minimization.
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Much work has been started
in the last decade to expand
the usefulness of PV. Several
“megatrends” are now underway
and are briefly summarized below:

ISSUE 4

We really need lots of
data!

VOL 4

28

The spontaneous reporting system
of adverse events (AEs) was,
and to a large degree, still is the
mainstay of collecting safety data
on marketed drugs. However this
system, relying on the voluntary
reporting of AEs by health care
professionals and the public
works slowly and haphazardly,
especially for older drugs. Many
efforts now in the US (FDA’s
Mini-Sentinel, the Observational
Medical Outcomes Partnership
(OMOP) and others), in Europe
(the European Network of Centres
for Pharmacoepidemiology and
Pharmacovigilance (ENCePP),
Vigibase and others), and
elsewhere are creating and linking
large (hundreds of millions of
lives) databases that will allow
prospective and retrospective
signal development and
evaluation. This will change the
way drug safety is done though,
as with all software, version 1.0
will not be too useful but 10 or 15
years down the road, version 3.5
will likely be the game changer.

But we have too much
data!
The downside of having enormous
amounts of data is that we do
not know what data is reliable,
preliminary or wrong. In the spirit
of openness and full disclosure,
early signals are being posted
on websites in the US, EU and
elsewhere often with disclaimers
saying that it is not known if this
signal will ultimately turn out to
be real or a false alarm. This puts
patients and practitioners in a
bind (e.g. do statins really cause
memory problems in the elderly?).
It is hard to know what is real and
actionable amid the mass of data
and noise.
We are harmonizing but
everyone is harmo niz ing
differe ntly.
Following the work of the
International Conference on
Harmonisation (ICH), which
began in 1989, many of the
regulatory requirements in drug
safety (both for the clinical trial
and post – marketing settings)
were harmonized. These
agreements are now starting
to unravel. Led by efforts in the
EU, the accepted standards for
expedited reporting (“15 day
reports”) and Periodic Safety
Update Reports (PSURs) are
now changing significantly. The
EU version of the PSUR is now
changing into a Periodic Benefit/
Risk Evaluation Report which
will no longer be a pure safety
document but a effectiveness/
efficacy/risk evaluation analysis.
Although there is much logic in

this approach, which is saying
that “one size does not fit all”, the
new requirements will produce
additional work for companies and
regulators.
Drug safety (like
everything else) is
glo balizing.
ICH comprised the regulators
and industry associations of the
US, EU and Japan with several
other countries observing but
not fully participating. Thanks to
the spread of the internet, social
media, smart phones, easy air
travel, webinars, the English
language and the outreach of
the Uppsala Monitoring Centre,
drug safety is now being done in
many more countries around the
world. In general, it is good to
have many sets of eyes looking
at data especially when there are
billions or trillions of datapoints.
However, there is now enormous
duplication of effort on the part of
the companies and the regulators.
Whether this will lead to better
pharmacovigilance, earlier
discovery of drug toxicity and the
rapid minimization of risk remains
to be seen.
The world is becoming
risk averse.
The public and the health
agencies are becoming far more
risk averse following multiple
drug withdrawals (Baycol, Vioxx
etc.), accidental or intentional
contamination of animal and
human food (melamine, heparin
and chondroitin) and the rise in
drug counterfeiting and theft. As
the world globalizes, as supply
chains stretch thousands of
miles, as more and more drugs
are being exported and imported
and as drugs are now becoming
commodities (the decision to buy

is made purely on the basis of
price), there is a feeling that we
are losing control. Health agencies
are acting in a more protective
and conservative manner, taking
more and more of the benefit/risk
judgments away from the patient
and practitioner. Many techniques
are now being developed and
studied in the PV world to pick
up toxicity earlier and with fewer
patients exposed. Maybe this will
work and maybe it won’t.
Reg ulatory
enforcement is
becomi ng str ong er.
Health agencies are visibly
becoming tougher and more
vocal in regard to industry
(and academia) adhering to all
regulatory and best practice
requirements. We are seeing
more warning letters, more health
authority PV inspections, and use
by the FDA of the Park Doctrine
which states that a responsible
corporate official can be held liable
for a misdemeanor and possible
subsequent felony without proof
that the corporate official acted
with intent or even negligence,
and even if such corporate official
did not have any actual knowledge
of, or participation in, the specific
offense - http://www.fda.gov/
ICECI/ComplianceManuals/
RegulatoryProceduresManual/
ucm176738.htm. In France,
current crises over the safety of
the diabetes drug Mediator and a
silicon breast implant are leading
to changes in the handling of drug
safety in France and elsewhere
in Europe. India and China are
also revamping their drug safety
systems.

S ocial media a nd ot he r
modern forms of
communication will
ch ange drug safety but
we don’t y et know how.
Many more individuals and groups
are now paying attention to
medications and drug safety. The
easing of access to data (FDA,
Health Canada, the EMA, the
MHRA (UK) and others have their
safety data available on line) and
the creation of multiple interest
groups using social media have
created a new and lightening
fast dynamic in drug safety.
FDA, Health Canada, AFSSAPS
(France) and other health agencies
now have Facebook pages and
FDA and others are also tweeting.
A safety problem or issue (whether
correct or not, whether fully
understood and investigated or
not) can go viral in minutes. Crisis
management is now the routine in
drug safety.
Nobody doubts the good
intentions of these efforts
which are increasing costs and
using more resources both in
government and industry. Whether
they will improve drug safety and
public health remains to be seen.
What can one do? Stay informed,
keep up with new requirements
and best practices, network with
global colleagues in the drug
safety world and, if you have the
time and energy, get involved in
the changes being made in drug
safety.

To learn more about
Drug Safety &
Pharmacovigilance,
check out DIA’s
upcoming training
courses:
Pragmatic Approaches to Drug
Safety Across the Premarketing
and Postmarketing Continuum
August 13-15
Horsham, PA
Premarketing Clinical Safety &
Pharmacovigilance
October 15-16
Boston, MA
Postmarketing Drug Safety &
Pharmacovigilance
October 17-18
Boston, MA
Other courses of interest in the
area of drug safety:
Electronic Reporting of ICSRs in
the EEA
August 20-22
Horsham, PA
Risk Management and Safety
Communication Strategies
October 1-2
Horsham, PA
Introduction to Signal Detection
and Data Mining
4-part online training course
October 1, 2, 8, 9
For more information about these
courses or to register, please visit
the DIA website at www.diahome.
org and select Meetings & Training.
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Joe
McMillian

One of the most dreaded phrases
in the pharmaceutical industry is
“SOPs.” Writing SOPs, reviewing
them, and finalizing them are often
approached with dread. They are
often ponderous tomes that no
one wants to read - yet they are
important. A written procedure is
the template for how labeling is to
be implemented and maintained
by the company and its affiliate
offices. They are a road map for
employees to follow in assuring
accuracy and consistency for
company product labeling. They
should reflect actual practice in
the company and its affiliate sites.
They are also the first thing that
an auditor or regulatory agency
inspector will ask for.
As auditors, we believe that SOPs
should have several elements:

First, SOPs should contain a
statement of the company’s and
the affiliate’s policy on labeling. It
can be simple. For example:
“It is the policy of [company
name] and its branch office in
[country name] to provide the
medical community and patients/
consumers with accurate, up to
date information on its products.
This procedure provides guidance
to site personnel in meeting that
responsibility.”
Next, the SOPs should define who
has the overall responsibility for
labeling in the affiliate office. Is it the
Medical department? Regulatory
affairs? Another department?
The SOPs should also define who
can initiate labeling changes, who
must review and approve the
changes, and the expected time
frames for review and approval.

To avoid rewriting SOPs when
personnel changes occur, the
SOPs should define the reviewers
by job title rather than name. The
names can be given and more
easily maintained by inclusion
in an addendum or annex to
the SOP. We also suggest
that backups for approvers be
identified on the addendum sheet.
A note of caution on use of the
word “should” and defining time
limits.
• Authors of SOPs commonly
use the word ‘should’ because
it’s a courteous way giving
direction. However, ‘should’
can also be interpreted as
‘optional,’ especially by those
who don’t want to meet the
defined requirement. So don’t
use ‘should’ for anything that is
required – use words like ‘shall,’
‘will’ or ‘must’ instead.
• Auditors love things that are
easily measurable, such as a
defined number of days. If your
SOPs say that the reviewers
have 5 days to review and
return the materials, the auditor
will begin counting days… is it
5 calendar days? …5 working
days? It’s better to give general
guidelines for timing, for
example:
“The review and approval
should be completed in a timely
manner, with 5 working days as
a general guideline.”
The SOPs should also define
regulatory agency requirements for
submission of labeling changes,
and the procedures and expected
time frames for notification to the
regulatory authority.
The SOPs should also identify
where archive files for labeling
changes are to be kept, and what
each file should contain.

Our suggestions for what each file
should contain:
• A copy of current labeling,
edited to reflect the changes.
• An approval sheet with approval
signatures of the reviewers, the
date the review was completed,
and required changes, if any.
– If there are any changes,
an updated copy of the
edited labeling, reflecting
the changes, with
subsequent approval by
the approver(s).
– A copy of the final version.
 ocumentation that it was
–D
submitted to the regulatory
authority.
• A copy of the Approved
labeling.
• A copy of notification to affiliate
and manufacturing personnel
who will be expected to
implement the changes.
A couple of final notes on the
archive files:
• Neatness doesn’t count.
As auditors, we become
uncomfortable if the files are
too neat and clean. We like
seeing notes, dog eared pages
and coffee stains… It tells
us we are looking at original
documentation.
• If you use post-it notes and
they are important to the
documentation, affix them to the
document with adhesive tape.
• Don’t use correction fluid
[Wite-Out] to make changes.
Auditors as well as regulators
don’t like it. Cross out the error
with a single line and write the

correction next to it along with
initials of reviewer making the
correction.
Finally, the SOPs should be
distributed to everyone involved in
the labeling process, and signed
by site management responsible
for all of the processes affected
by labeling changes, including
the country director. And the
SOPs should be reviewed and
reapproved at least every two
years to ensure they still reflect
current practice.
As mentioned at the beginning of
this article, SOPs will be expected
to reflect actual practice. An
auditor will read them as closely as
any of the company’s employees.
Then they will check to see if you
are following your SOPs.

Joseph McMillian, BS, MA, has
extensive experience in the pharmaceutical industry. Joe spent
9 years with American Hospital
Supply in sales and sales management and 21 years with Aventis
Pharma in sales, professional
education, scientific communications, and regulatory compliance.
Since 1989, he has been heavily
involved in international auditing of
adverse event reporting, labeling,
advertising and promotion, and
Privacy. In 2000, he joined Wyeth
Pharmaceuticals to develop a
labeling, advertising/promotion,
pharmacovigilance, and privacy
compliance function.
In May, 2008, Joe retired from
Wyeth as Assistant Vice President, Global Business Compliance, Global Compliance Auditing
Division. Since then he has been
mostly retired, with occasional
consulting projects.
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I Was Blind, but Now I See:
Using Unblinded Data to Improve
Quality at a Research Site
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Patricia W.
Brown

Cl i n i c a l Ne u ro sc i e n c e S o l u tions, Inc.

Melissa P.
Ball
T h e Ge o r g e
Wa sh i n g t o n
Un i v e r s i t y

Brian
Hunter

Cl i n i c a l Ne u ro sc i e n c e S o l u tions, Inc.

With the ever-increasing complexity of clinical trials in the United States, it has
become paramount for individual clinical research sites to become more advanced
in their ability to collect valid and reliable data and to be responsive to feedback
received from sponsors regarding the implementation of protocols. One very
important source of information for sites is the unblinded treatment group data
released by the sponsor at the conclusion of the study. Although this information
is routinely provided to sites, there is little guidance available indicating how sites
should interpret the data in order to improve future performance. This article
discusses how clinical researchers can develop a tool to analyze unblinded data and
also presents ways that research sites can use these data to monitor the integrity and
the quality of the data collected at their sites. Specifically, the methods discussed
will outline a process that can assist clinical researchers with the determination of
whether or not their sites have a high placebo response, subjects with inadequate
response to the investigational product (IP), or more subjects failing to complete the
trial than would be expected based on the data collected from the trial as a whole.
I Was Blind, but Now I
See: Using Unblinded Data
to Improve Quality at a
Research Site
Evidence-based medicine is
demanding information from
clinical trials to direct medical care.
Clinical researchers, in cooperation
with pharmaceutical companies,
face the task of translating ideas
into reasonable hypotheses and
designing appropriate studies to
test these hypotheses. The results
of these trials, however, are often
difficult to interpret due to high
rates of placebo response and
compounds showing less than
robust effects. With all of these

issues facing the research industry
today, it is imperative that research
sites worldwide continue to grow
in their expertise and ability to
conduct clinical trials in order to
bring new and valuable compounds
to market. This article is designed
to aid investigators in the evaluation
of their conduct of a clinical trial at
their site by specifically focusing
on the analysis of primary efficacy
data. Conducting these analyses
is only one aspect of a good quality
assurance program. Each site
must openly review and discuss
operational issues and outcome
findings with all site staff and
investigators (see Figure 1) (Brown
& Ball, 2007). Using these findings

is an opportunity to increase the
site’s research portfolio by having
concrete measures of the site’s
performance to provide to sponsors
during the site selection process.
The Process: Analysis of
Unblinded Data
Data Organization
Once unblinded information is
obtained by the site, the information
needs to be placed in a format that
allows for the comparison of the
primary and one or more secondary
efficacy measures for each subject
during the course of the trial.
Figure 1 highlights the subjects’
responses to the IP by displaying
the change in primary and
secondary measures from the
baseline visit to final visit. It is
also helpful to show the change
in scores for each subject as
a percentage. Averaging the
responses of all subjects in each
of the assigned treatment groups
will demonstrate the effectiveness
of the IP along with the number of
placebo responders, if any.

Comparing site-specific study
results to study-wide data will
allow the site to determine if their
collected data is consistent with
that of the entire sample (see
Figure 3). The results of this
comparison suggest how well the
protocol was implemented at the
site compared to all sites. Marked
discrepancies between site and
overall study data can have a
number of causes, including rater
drift, multiple rater changes, and/or
subject attrition early in the study.
Alternatively, consistency between
trends at the site and the overall
study data along with a low number
of placebo responders indicates
that the site implemented the
protocol well.
When there is a significant degree
of placebo response at the site
level, the resulting graph of the data
would show little or no separation
between the placebo group and
the other treatment groups, yet all

If the graph shows little separation
between groups as well as
low response overall, the data
suggest that the IP does not
produce the desired results or
that the effect was not captured
by the measurements used.
Consequences of results like these
may include the abandonment of
a compound or a new trial with a
different design.
Using these data, questions that
should be addressed by the site
include:

Figure 1: Efficacy scores for each subject
by treatment group

Data Interpretation
The fictitious data in Figure 1
shows optimal separation between
the treatment groups. While
the sample size is too small to
determine whether there is a
statistically significant difference
between these treatment groups,
looking at a graph of the results
is quite telling (see Figure 2). On
average, the subjects in the “high
dose” group had a greater response
to the treatment than the subjects
in the “low dose” and “placebo”
groups. Further, subjects in the
“low dose” group had a greater
response than subjects in the
“placebo” group.

groups would show improvement
(see Figure 4). This may occur
when a site does not take
precautions to minimize placebo
response. Individual sites must
take responsibility for their placebo
response rates, especially if the
study-wide response to placebo
was low.

Group

N

Mean Change

High Dose

6

22.17

Low dose

5

12.00

Placebo

5

4.60

Screening
Visit

Baseline Visit Final Visit

Change in
Scores

% Change

Primary

Secondary

Primary

Secondary

Primary

Secondary

Primary

Secondary

Primary

1

35

5

35

5

15

2

20

3

57% 60%

2

28

4

28

4

21

3

7

1

25% 25%

Placebo

3

27

4

27

4

12

2

15

2

56% 50%

Low dose

4

30

4

30

4

4

1

26

3

87% 75%

High dose

Secondary

Treatment
Group
High dose

5

24

4

24

4

11

2

13

2

54% 50%

Low dose

6

26

4

26

4

10

2

16

2

62% 50%

Low dose

7

31

4

31

4

5

1

26

3

84% 75%

High dose

8

29

4

29

4

7

1

22

3

76% 75%

High dose

9

32

5

32

5

13

2

19

3

59% 60%

High dose

10 29

4

29

4

20

3

9

1

31% 25%

Low dose

11 30

4

30

4

27

4

3

0

10% 0%

Placebo

12 22

4

22

4

19

4

3

0

14% 0%

Placebo

13 25

4

25

4

5

1

20

3

80% 75%

High dose

14 25

4

25

4

17

3

8

1

32% 25%

Placebo

15 27

4

27

4

20

3

7

1

26% 25%

Low dose

16 30

4

30

4

28

4

2

0

7%

Placebo

0%
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1. Was the site data consistent
with the overall study results?
Did our site find differences
between treatment groups?
2. Was the response to placebo
overall less than that of the IP?
If there was a comparator, did it
separate from placebo?

ISSUE 4

3. Is the percentage of placebo
responders at our site
consistent with that of the
entire study?
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If the site did not separate from
placebo, but other sites did, the site
should determine if there were any
trends in the placebo responders by
rater, gender, disease under study
(Wilcox et al, 1992) or if any other
rater issues were present.
These questions can be examined
by placing all placebo responders
together to evaluate their raters,
time of entry into the study, any
similar disease states, gender
or age. If, in a study of GAD
(Generalized Anxiety Disorder), the
placebo responders are all women
under 25, more careful review of
these types of potential subjects
should occur before the next
study is undertaken. If all placebo
responders occurred during first

weeks of the study opening, then
the site may wish to pursue slow
and steady enrollment during
subsequent similar trials or perform
more training prior to starting the
study. If the results suggest that
one rater may be contributing to
the placebo response, consider the
rater’s experience with the primary
efficacy measure and if re-training
on the measure is necessary for
future studies. Where available, look
at the rater’s performance across
trials to identify weaknesses with
particular measures and disease
states. If there are frequent changes
in raters, consider inter-rater
reliability in-service trainings with
the affected staff members and
implement strategies to minimize
rater changes (e.g., schedule study
visits in advance to ensure rater
availability) (Joseph et al., 2005).
Rapid enrollment is often is usually
desired, and is at times expected,
when performing clinical trials.
When evaluating study efficacy,
consider the enrollment time table.
Rapid enrollment may suggest
the site experienced pressure
to recruit subjects quickly. One
potential consequence of this
is investigators not showing
due diligence in assessing

Figure 2: Mean change in efficacy score by treatment group

the inclusion and exclusion
criteria or in explaining the
nature of the research during
the informed consent process.
These oversights may result in
inappropriate subjects being
enrolled or in increased attrition
rates. To prevent these errors,
investigators should be sure
to establish expectations with
potential subjects by explaining
that during the course of the trial,
some subjects may not improve
and, in fact, may decompensate.
When sites have higher than
expected discontinuation rates,
they should consider potential
factors leading to discontinuation
such as the number and severity
of adverse events, study visit
intervals, changes in provider (i.e.,
investigator or clinical research
coordinator facilitating the study
visits) (Joseph et al., 2005), and
compliance with the IP. Close
attention should be given to the
factors that are directly controlled
by the sites as these are the
best candidates for process
improvement. Things like provider
consistency and the use of visit
reminder systems for subjects are
typically determined by site-level
operations. If a site recognizes
that subject discontinuation is an

Figure 3: Mean change in efficacy scores by treatment group at site
vs. study-wide results

issue early in the trial, they have an
opportunity to make changes to
correct this.
Another question to consider is
if there is any reason to believe
that subjects were non-compliant
with IP. If pharmacokinetic [PK]
samples were obtained and results
show low levels, the subjects’
drug accountability or the number
of missed protocol visits should
be evaluated. Knowing whether
or not the subject maintained
therapeutic levels of the IP is
the clearest measure of dose
response and the most definitive
measure of compliance with the IP.
Recently, sponsors have started
releasing PK data, which can
be used in conjunction with the
unblinded efficacy data to evaluate
the comparator and the differing
responses across dose levels
of the IP. If IP noncompliance is
observed, consideration should be
given to exclude the subject from
future studies.
Finally, investigators should note
the number of protocol deviations
or violations that occurred and
compare this to the performance
of other sites. A general review of
study operations may show that the

protocol was implemented poorly
if multiple deviations are present.
Multiple deviations or violations,
especially if greater than other
sites, suggests that the site did not
understand the protocol. It may
also suggest that the staff do not
possess the skill set necessary to
conduct this particular protocol or
to manage the disease under study.
Findings from unblinded data
reviews must be shared with the
site staff and corrective actions
implemented. The effectiveness
of the actions can be evaluated
through on ongoing quality
assurance cycle (see Figure
5). Failure to follow the self
improvement cycle will place the
site in jeopardy of not developing
the clinical research expertise of its
staff and not securing future trials
with the sponsor. It is through these
experiences and careful analysis of
lessons learned that a team grows
and matures. A team’s ability to look
objectively at past performances
without assigning blame is
paramount to skill development.

Figure 4: Mean change in efficacy scores by treatment group at site
vs. study-wide results with placebo response

Conclusion
In summary, the interpretation
of unblinded data can be a very
powerful tool to measure a site’s
performance. The analyses
described provide opportunities
to foster the site’s expertise with
research, the clinical indication
under study, and the efficacy
measures utilized. To that end, it is
crucial that these analyses receive
careful review in the context of
study-wide performance and that
the site’s performance be shared
with the research staff. Frequently,
unblinded data reviews are
performed by sponsors to determine
whether or not a site (or investigator)
is the recipient of future trials;
therefore, sites must be poised
to address these concerns when
competing for studies. Ultimately,
understanding how best to improve
the outcomes of clinical trials is a
responsibility shared by both the
sponsor and the investigative site.
The site and sponsoring company
should form an alliance to ensure
that the best products are brought
to market (Brown & Ball, 2007).
Performing an unblinded data
analysis is just one way that the site
can be a contributing partner in this
alliance.

Figure 5: Mean change in efficacy scores by treatment group at site
vs. study-wide results with lack of separation
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A Comparison of Regulatory Evidence
Techniques used by Pharma and Regulators
re: Investigator Misconduct in Clinical Trials
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This article was written to compare and contrast regulatory inspectional techniques
used for investigating suspected cases of fraud and misconduct and how this
evidence may be used in legal trials. Investigative interviews used by regulatory
authorities, auditors and behavioural experts which are helpful in obtaining
evidence are also presented.
Sherri
Hubby

D i re c t o r, U.S .
Qu a l i t y A s su ra n c e a t P re mi e r R e s e a rc h
Gro u p

Regulators conduct interviews
to obtain information to support
the conduct of clinical trials.
For example, the FDA begins
with the issuance of their notice
of inspection, FDA-482 and
concludes the inspection with
documenting non-compliance
actions noted during the
inspection for possibly regulatory
action as listed in the list of
objectionable conditions observed
at the firm, otherwise known as
the FDA-483.
When legal action is contemplated
by the FDA, for example, being
able to accurately assess who are
the most responsible individuals
at the firm is critical to ensuring
that the most responsible person
is held accountable. This
information is collected by review
of the company’s organizational
charts, collection of names/
title of corporate officers in the

company, through interview of key
individuals at the firm and review
of their training and qualifications.
FDA collects the full legal name/
title of person’s being interviewed.
They also observe and document
the individual who is giving orders
to other individuals and through
review of documentation.
In order to hold companies
accountable for their actions,
it is important to establish
and document responsibility.
Evidence may be obtained during
interviews and record review
specifically intended to determine
responsibility and link individuals
to violations as demonstrated by
Table 1.

Table #1: Questions Asked by Regulators to Determine Individuals Responsible for Violations

Observations and Question Checklist to Determine Responsibility

Documents to support link responsibility
to Violations to determine:

Organisation and personnel
Regulators look for evidence such as statements made by individuals. admitting
their responsibility or attributing responsibility to others. For example, regulators make
observations based on the presence or absence of individuals in performing, directing and
approving specific duties/activites at significant times.
–What follow-up was done to see if orders were carried out (when; by whom; on whose
authority and instructions)?

• Organograms/Organizational Charts
• Company publications, letters, memos and instructions to
employees
• Signatures on documents and directives from individuals to
determine who should have known of the conditions because
of their specific or overall duties and positions

Regulators cover the following interview topics to identify operational decisions for all
departments, functions, and to identify key individuals responsible for areas of sponsor/
contracted activities such as
• Protocol development,
• Selection of investigators,
•8 Data Handling and Clinical Trial Support
-Data handling, data analysis and their control procedures.
-Clinical trial report preparation according to ICH standards.
-Validation of the computerised systems used.
-Audit trails (for paper and computer systems).
• 7 Monitoring
-Monitoring and follow-up by the sponsor.
-Number of visits at the site, scope and dates of the visits, content of the monitoring visit
reports, where these have been requested from the sponsor.
-Actions required by the monitor.
-Monitoring visits log. Monitoring plan and SOP
-Audit certificates
• Quality Assurance, Auditing and Performance Metrics
•8 Safety/Pharmacovigilance
-Identification of AE/SAE/SUSAR by the investigator and/or sponsor.
-Expedited Adverse Drug Reaction reporting to regulatory authority(ies),
investigators and IEC
-Serious adverse events notification by investigators.
-Management of the serious adverse events reported by investigators.
-Safety updates and periodic safety reports.
-Validation of computer systems used.
• Validation of Computerized Systems
• Vendor Services such as
-Translation of Patient information such as Informed Consents
-Monitoring – Selection and Training
-Selection of Investigators
-Auditing
-Clinical Trial Management
-Biometrics (Biostatistics, Data Management, Clinical Study Reports)
-Management of Investigational Medicinal Products
-IRB/IEC review and approval process
-Qualifications of individuals involved in clinical trial process

• Data Listing and Study report review and approval
signatures
• Adverse Event and Safety collecting, evaluating, or
reporting and responsibility for making final evaluations and
decisions
• Contract/written agreement and transfer of responsibility
• List of contractors and responsibilities
Selection of Monitors and Monitoring Visit reports and
supporting procedures
• Compliance with registration on clinical trials.gov website
• List of audited sites on clinical study being audited
• List of all individuals involved in the clinical trial process
with job descriptions and qualifications

Regulators ask questions regarding who has the power to make corrections as one
means of identifying responsibility. For example:
–How to correct or prevent adverse conditions; how much to spend and whom to hire to correct
or prevent adverse conditions; when to clean up?
–Who had the duty and power to correct the conditions, or to see they were corrected? What
was done after person(s) learned of the conditions? Upon whose authority and instructions
(be specific)?
–Who had the duty and power to prevent or detect the conditions, or to see they were
prevented or detected?

• SOPs relating to ensuring overall quality of organization
• Audit reports and Corrective and Preventative Action to see
who is listed as responsible for CAPA resolution
• Board meeting minutes and Project team meetings

Regulators looks for evidence to determine responsibility by asking the following types of
questions and observation of individuals accepting responsibilities for particular documents:
–Who issues the order of when to hire or fire personnel?
–What orders were issued (When, by whom, to whom, on whose authority and instructions)?
–What individual accepts the Notice of Inspection, Refuses Inspection and accepts the
Inspectional Observations.
–In the firm’s business relationships, who signs major contracts, purchase orders, etc? For
example, what funding, new equipment, procedures have been requested or denied?

• Procedures or Interviews supporting who has the ultimate
power to hire or fire individuals.
• Hiring Procedures, Company Policies/Practices
• FDA-482 and FDA-483
• Contracts
• Purchases Orders

Questions regulators ask surrounding effectiveness of the Quality Assurance Unit:
–Who designed and implemented the quality assurance plan?
–Who receives reports of Q.A and who acts or should act upon the reports?
–Who is responsible for auditing other facilities, contractors, vendors, GLP sites, etc.?
–Who decided corrections were or were not complete and satisfactory?

• Audit Plans/Schedules
• Audit Reports
• Quality Systems

Reference: 1FDA’s Investigator Operational Manual, (IOM), 2011 version
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Regulators use a variety of techniques to document evidence when regulatory action is anticipated. As
shown by Tables 2, 3 and 4, regulators such as FDA and the EMA differ in their approaches to document
evidence.
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FDA Evidence Techniques

EMA Evidence Techniques Helpful Hints:

Collection of Affidavits

No equivalent

Interviewing Key Individuals with
Responsibility must be supported by other
evidence practices/ procedures/ documents.

EMA’s uses a systematic approach, FDA uses the Establishment Inspection Report (EIR) to list the names
but does collect 6evidence to
and titles of individuals who supplied relevant information.
support findings.

Collecting copy of electronic documents to
support regulatory action

Same –may be used to support
regulatory requirements

Chain of custody of the original record is important, if the original
record is not produced.
FDA must be able to testify where, when and from whom the copies
were obtained, and that the copy is a true copy of the source
document, based on their review of the source document.

Collecting paper copy of documents to
support regulatory action

Same, but not focused more on
systematic failures rather than
copies of documents to support
legal action

Documents are collected as exhibits to the report to support regulatory
action and for informational purposes.

Videotaping inspection/close-out discussion
when inspected firm decides to record
conversations

No precedent available to compare
- Does not apply

FDA normally only videotapes inspection proceedings if industry
initiates the process to confirm accuracy of their records.

Use of Regulatory Notes: Defined as
contemporaneous, sequential handwritten
record of FDA’s daily investigatory efforts
used to link observations/findings and active
cases to support testimony.

10
Maintains records of national
and, if applicable, international
inspections otherwise known as an
inspectional file

Note: FDA Regulatory notes are considered government property,
viewed as confidential and protected under the Privacy Act, not
releasable outside FDA, except with permission of FDA management.
These notes contain information pertaining to open investigatory files,
trade secrets, and personal information protected under the Privacy Act.

Affidavits (legal statements) are collected to support anticipated legal
actions which may or may not hold up in court. Most companies do
not sign or acknowledge affidavits.

Table #3: Depicts how Regulatory Agencies handle refusals to provide information and the consequences of refusals

Regulatory Options
to Handle Refusal of
information

Regulatory Consequence

FDA Regulation References

EMA Regulations

Regarding Refusal to provide
access and copies of records:
FD&C Act 505(k) provides authority
to access and copy records required
for new drug applications and
abbreviated new drug applications,
Section 704(a) of the FD&C Act [21
U.S.C. 374(a)] provides the general
inspectional authority to inspect
medical device manufacturers.
11MHRA Requirements:
Regulation 47 provides enforcement
provisions of the Medicines Act,
1968 provides enforce the provisions
of the Regulations and to confer
powers to enter premises, conduct
inspections and seize documents
and take and test samples.

FDA Consequences:
Invokes Criminal Sanctions and could
result in issuance of Inspectional
Warrant.
FDA’s authority is listed on the front
and back of the FDA 482. If entry
is still refused, FDA is directed to
leave the completed FDA 482, leave
the premises and telephone their
supervisor immediately for further
instruction.
EMA Consequences:
Per Article 12 of Directive 2001/20/
EC allows EMA to suspend or prohibit
the clinical trial;*take action through
the courts, where warranted by
circumstances and where national
legal provisions so permit.

FDA Food, Drug and Cosmetic Act
(FD& C Act) Sections 301(f) and 704;
[21 U.S.C. 331 (f); and 374],
Public Health Service Act:
Section 351(c), 360A(a), (b) and (f);
360B(a); and 361(a)
FDA Medical Device Regs:
The Medical Device Amendments of
1976 provided additional authority to
inspect records, files, papers, processes,
controls, and facilities. It also provides
FDA the authority, under section 704(e)10
[21 U.S.C. 374(e)], to inspect and copy
records required under section 51911
or 52012 (g) of the FD&C Act [21 U.S.C.
360i or 360j(g)].

11
MHRA Reference:
47 to 52, Parts 2 & 3 of Schedule7,
and Schedule 9 provide for
inspection by the MHRA for GCP
and GMP. (Regulations 47 to
52 and Schedule 9) provides
for enforcement of these new
provisions.
EMA References:
Per Article 12 of Directive 2001/20/
EC allows EMA to inform Sponsor,
Ethics Committees and other
authorities of action to take for
corrections.
Per Article 9(2) of Directive 2001/20/
EC, the member states may notify
Sponsor if there are doubts about
the safety or scientific validity of the
clinical trial.

Reference: 1FDA’s Investigator Operational Manual, (IOM), 2011 version
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Table #2: Depicts Evidence Techniques used by Regulatory Agencies and Helpful Hints

Table #4: Evidence Building Techniques used by Regulators

Regulatory Tools for
Documenting Evidence

FDA Regulatory Decisions/
Supporting Information

FDA Regulations

EMA Regulations

Taking Photographs

-Supreme Court Decision: “Dow Chemical
v. United States”, 476 U.S. 227 (1986)
-U.S. District Court for southern District
of Iowa, 409 F. Supp. 529 decided 24
Feb 1976. : “United States of America v.
Acri Wholesale Grocery”

None – 2 U.S. court cases address FDA’s
right of regulatory agencies to take
photographs.

Not specifically defined

Collecting Samples

Note: The lack of a violative physical
sample is not a bar to pursuing
regulatory action.

FDA Policy annunciated in the 4/23/1991
memorandum from the FDA Director,
Office of Compliance

Physical sample not required to take
regulatory action. Concentrates
more on review of procedures.

C onclusio n:
As demonstrated by the information listed above, pharmaceutical companies can be prepared in advance to
know what to expect during a regulatory inspection where scientific misconduct is suspected. Case evidence
tools used by regulatory agencies to illicit information in support regulatory action has been presented along
with helpful tips to better work with the agencies such as the FDA, EMA and MHRA to avoid inspectional
surprises. Knowing this information in advance will allow industry to conduct “Mock Regulatory Inspections”
to ensure they are prepared for a regulatory inspection.
39
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you abreast of the association,
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membership, regulatory, and
legislative news while including
features such as career advice,
book reviews, patient perspectives
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and more.

REGULATORY ROUNDUP
DIA 2012: Regulatory Collaboration
21st Century Innovation
On Monday June 25, the DIA 48th Annual Meeting convened
an unprecedented panel discussion among senior regulatory
executives on Regulatory Collaboration / 21st Century Innovation:
Views of the Heads of Health Canada, the European Medicines
Agency, and the US FDA.
Margaret Hamburg

Paul Glover

Guido Rasi

The Point of View from Health
Canada was presented by Paul
Glover, MBA, Assistant Deputy
Minister, Health Products &
Food Branch, Health Canada.
Executive Director of the European
Medicines Agency (EU, UK) Dr.
Guido Rasi presented The Point
of View from the EMA, and The
Point of View from the FDA
was presented by Dr. Margaret
Hamburg, FDA Commissioner.
Dr. Yves Juillet, Immediate Past
President of the DIA Board
of Directors, introduced this
discussion by noting how it
exemplified the “neutral, global
forum” that DIA provides to
industry, regulatory, and other
thought leaders, to help advance
safe and effective medicines all
around the world. Each executive
made introductory and concluding
remarks; in between, they
responded to questions from the
audience.

Mr. Glover began by explaining
the two foundational theses, and
three basic priorities, for Health
Canada: These theses are to
remain true to the evidence as
a science-based organization,
and to become more transparent
in operating upon that premise.
Its priorities are to employ the
brightest minds to keep up with
changes in science and industry;
operational excellence; and
regulatory modernization, which
he further broke down into two
aspects, proportional oversight
and moving from being a domestic
to an international agency.
Dr. Rasi began by noting that the
challenges he and Mr. Glover face
are substantially the same. He
summarized his view of regulatory
collaboration in two key words:
Trust and role. “Trust each other
as regulators” is essential in our
modern global environment, he
explained, especially working
in up to 23 different languages
across 27 EU Member States.
“The second aspect of trust is,
frankly, the decline of trust in the
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pharmaceutical industries and in
regulators,” he continued.
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What is the role of the EMA?
“Are we the gatekeeper, or are
we the enabler? We are both,”
he suggested. “If we address
these two words – trust and
role – I believe that we can move
forward.”
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“We share a common goal
throughout our work: Trying to
advance the work of human health
and safety,” began Dr. Hamburg.
All three agencies also face the
same economic restraints, operate
in political systems, and deal with
global products from complicated
and geographically dispersed
supply chains. “Clearly, we need
to create a broader integration
of global regulatory activities,”
she said. Dr. Hamburg proposed
the term “partnership” as an
essential complement to Dr. Rasi’s
concepts of trust and role.
After responding to several
audience questions about drug
shortages and other current
topics, the three panelists shared
closing thoughts.
Dr. Rasi referred back to the
importance of his keywords:
Trust, role, and (now) partnership.
“The only way we can succeed

in science is to be more
international,” suggested Mr.
Glover. “The only way we can
be more transparent is to work
more collaboratively with our
stakeholders.”
Dr. Hamburg stressed the
importance of streamlining and
modernizing regulatory science,
which brings together many
supporting sciences (statistics,
chemistry, etc.) and assembles
them to support final regulatory

judgment. “In the interests of our
own mission, we need to create
a much more explicit framework
for collaboration with our global
partners,” she concluded.
This session was co-chaired
by Marie A. Dray (President,
International Regulatory Affairs
Group LLC) and Dr. Murray M.
Lumpkin (Commissioner’s Senior
Advisor and Representative for
Global Issues, Immediate OC,
FDA).

REGULATORY ROUNDUP
DIA’s 1st RIM Conference
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The complexities of globalization,
mergers and acquisitions
and other factors continue
to challenge professionals
responsible for managing the
regulatory information critical to
drug development, approval and
marketing. In response, DIA’s
Regulatory Affairs Special Interest
Area Community collaborated with
an expert program committee to
develop and present Regulatory
Information Management (#12005)
in Philadelphia, PA.
This committee consisted of
Sarah Powell, RAC (Liquent),
Linda Bowen, MS, RAC, FRAPS
(Sanofi), Dominique Lagrave,
PharmD (Dendreon Corporation),
and Andrew Marr, PhD (Marr
Consultancy, Ltd.). Sarah’s
welcoming remarks noted that
while this was the first DIA
conference specifically dedicated to

regulatory information management
(RIM), she hoped it was the first of
many – because the need for RIM
won’t go away any time soon.
David N. Hovland, PhD (Allergan,
Inc.) delivered the keynote
address on Considerations for
the Development of an Effective
RIM Paradigm: Challenges
& Opportunities. While his
presentation focused on
pharmaceutical development,
he noted that many of these
systems and processes can be
utilized for post-marketing safety
commitments.
What is effective regulatory
information management? It
actively addresses all forms of
regulatory information; it facilitates
efficient collection, storage,
retrieval and communication; and
it provides a single source of truth
for compliance with health authority
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obligations and expectations – “an
absolutely key component,” he
said. Operationally, an effective
RIM readily answers such common
questions as what was submitted,
where and when it was submitted,
in what countries “product X” is
approved, and so on. “We have
many different audiences these
days for regulatory information,” he
suggested.
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Dr. Hovland also explained
how a RIM program provides
more business value than may
seem apparent: Many global
authorities now require postapproval surveillance and
data collection (known as
Postmarketing Requirements
or Commitments), for example,
to support product marketing.
But as mergers and acquisitions
expand businesses or create new
ones, operational responsibility for
these commitments (especially for
“inherited” products) can easily be
lost. An RIM can create a record for
each commitment – tracking not
just by product or product class or
even regulatory authority, but for
each commitment.
Steve Gans (Gans & Associates)
delivered the second plenary
address, RIM: Benchmarks
& Trends. Because more
stakeholders, from patients
to manufacturing, are more
dependent upon reliable regulatory
information than ever, your RIM
becomes an asset that provides
both operational and strategic
value to your company. “RIM is an
enterprise capability,” he stressed,
and concurred with Dr. Hovland
that “a single source of truth” for
regulatory information is of the
utmost importance.
Steve then reviewed data
from five industry surveys on
relevant RIM benchmarks.

For example, increased
organizational virtualization
and partner relationships are
driving a significant increase in
collaboration not only in business
but in operational models, so
we see increased collaboration
between corporate headquarters
and affiliates. Working virtually is
also more common, which makes
reliable access to regulatory
information regardless of location
or time critical; working with more
third parties or collaborators
also includes sharing regulatory
information. Steve concluded
by posing several questions
for attendees to take back to
their workplace – for example,
do you view RIM as a series of
independent projects or a collective
program (like a puzzle)?
The meeting then forked into
separate Business and Tools &
Technology tracks. The first
Tools / Technology session
discussed Evolving Standards:
EVMPD & Identification of Medicinal
Products (IDMP). Vada Perkins,
CAPT USPHS (CBER), shared the
FDA perspective on implementing
IDMP, a structured way to identify
global products advanced by
the International Standards
Organization. IDMP was developed
in response to worldwide demand
for internationally harmonized
specifications for medicinal
products so that information about
these products – from development
and registration through postmarketing pharmacovigilance
and risk management – will be
the same no matter where in
the world you are. Messaging
specifications are also integral to
IDMP standards; there’s little sense
harmonizing and defining data if
everyone will transmit, receive and
save it in different systems. CAPT
Perkins also explained the five ISO

IDMP Health Informatics standards
(see box below).
Dr. Marr’s presentation turned
attendees’ focus to Europe,
as he discussed implementing
the Extended EudraVigilance
Medicinal Product Dictionary
(XEVMPD), driven by the EU
Pharmacovigilance Legislation
that was published in December
2010 and came into force in
July 2012. The main objective
of the EVMPD was to assist in
pharmcovigilance activities in the
European Economic Area, and was
designed to support the collection,
reporting, coding and evaluation
of authorized and investigational
medicinal product information in a
standardized and structured way.
Marketing Authorization Holders,
and sponsors of investigational
medicinal products, must provide
product information for all products
authorized in the EU (approximately
500,000) to populate the
XEVMPD. Using the EVMPD was
optional; using the XEVMPD will
be mandatory. It’s clear, Dr. Marr
concluded, that the XEVMPD
is an interim format that will be

Five ISO IDMP Health
Informatics Standards:
Data elements & structures for unique
identification & exchange of:
• Regulated medicinal product
information: ISO prEN 11615
• Regulated pharmaceutical
product information:
ISO prEN 11616
• Regulated information on
substances: ISO prEN 11238
• Regulated information on
pharmaceutical dose forms, units
of presentation and routes of
administration: ISO prEN 11239
• Units of measurement:
ISO prEN 11240

eventually replaced by the IDMP
format but no earlier than in 2015,
when the Agency will issue its next
“Roadmap” for the future.
John Kiser (Abbott Laboratories)
concluded this session from
the industry perspective on
XEVMDP and IDMP. Industry
sees four benefits these create:
A universal way to define, track
and report products; potential
global product identification;
better signal detection for better
adverse event reporting; and the
ability to exchange information
across regions and parties (as
in a merger or acquisition) with
at least the potential for easy
consolidation. “It’s clearly a
huge benefit to industry to have
these standards,” he said. At
the same time, industry foresees
implementation challenges. “If there
are different implementation guides,
the standards will become ‘less
standard,’” John suggested.
The second Tools / Technology
session navigated Global
Challenges for RIM Systems and
was chaired by Sarah Powell, who
also delivered the presentation on
developing global standards and
maintenance approaches for RIM
created by Ashley Burt (Biogen
Idec). “Information Management”
can be complicated enough,
she explained, but appending
“Regulatory” introduces layers
of complexity, not the least of
which is that RIM is decisionable
information. Global RIM will
(or should) result in regulatory
information that is defined, stored,
and exists as a single instance
that can be re-used for multiple
purposes. In today’s global
business environment, different
people continue to work on
different data in different languages
for different purposes. RIM systems
can fill the gap between multiple

information services and multiple
reporting/information needs.
Cynthia Piccirillo (Bristol-Myers
Squibb) reviewed effective
processes for working with
affiliates. The most important first
step is to identify and allocate
responsibility for RIM along the
entire product lifecycle AND
make sure every employee
understands that your RIM system
is NOT “regulatory’s process” or
“headquarter’s process” but an
enterprise-wide process. “I can’t
emphasize enough that change
management has to be built into
your implementation,” she said. “I
can’t state enough the importance
of communication and change
management.”
The third session in the Business
track explored RIM During Mergers
& Acquisitions. Stephen Galt
(Evaluserve Ltd) suggested that
sourcing external innovation is
directly related to the current
debate about the broken-ness
of traditional pharmaceutical
R&D. When selecting products
for licensing, he continued, try to
match opportunities in the market
to your company’s strategic goals,
and consider the needs of all
your stakeholders (patients and
payers in particular) as well as the
competitive and reimbursement
landscapes. “Understanding what
level of risk your company is
comfortable with is critical,” said
Stephen.
Sarah spoke about establishing
realistic expectations and
methodologies for successfully
incorporating regulatory information
when combining two different
organizations. “One of the common
challenges of integrating two
organizations is corporate culture,”
she explained. Corporate culture
can be defined in several different

business dimensions: Is your
company more results or process
oriented, for example, or is it
more pragmatic or rules oriented?
From the technical perspective,
you must thoroughly understand
the integrated company’s
country, regional, and global
RIM framework. While the stated
goal is often to obtain maximum
synergy with minimal disruption, we
typically see lack of integration from
fear of cost or complexity, or the
quick selection of one solution over
another (often alienating important
stakeholders) instead.
Keith Williams (GxPi) concluded
the final Business session of the
first day by overviewing technology
processes that can ensure
compliance during a merger. He
started by defining the difference
between a merger, acquisition
and the purchase of a controlling
interest, all of which eventually lead
to the same question: What do you
do with RIM systems when two
companies come together – Do
you continue to manage multiple
systems, people and processes, or
do you harmonize to one system,
one process, and one personnel
training standard? From a cost and
risk perspective, the correct answer
is obvious.
Business drivers for a harmonized
global RIM system include cost
savings, economies of scale and
regulatory consistency. And the
absolute first thing you must do?
Define the compliance standard
you want the new entity to achieve.
Like any harmonization process,
you must identify and work
through the interactions between
people, processes and technology.
“Management of change is really
the most important part,”
Keith said.
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Andrew Emmett, Managing Director, Science
& Regulatory Affairs, Biotechnology Industry
Organization (BIO)

Beth Duvall, Associate Director for Regulatory
Affairs, CDER

While legislation for the fourth reauthorization of the
Prescription Drug User Fee Act – PDUFA V – was approved
by the US Senate and delivered to the President for his
authorizing signature, DIA 2012 presented the timely Analysis
& Impact of PDUFA V: How the Changes Will Affect the Work
of Regulatory Affairs Professionals session. “Our goal is to get us all
ready for the changes that will be implemented on the effective
date of October 1, 2012,” said session chair Janet JenkinsShowalter (Genentech, A Member of the Roche Group). “At
the end of the day, we are all responsible for the success of
PDUFA V.”
Andrew Emmett of the
Biotechnology Industry
Organization (BIO), who led BIO’s
efforts in this reauthorization
and corresponding legislation,
delivered the overview PDUFA
V: Charting the Course. Andrew
pointed out that, since it was
first established in 1992, the user
fees generated by PDUFA have
facilitated the hiring of additional
FDA medical reviewers, which
has helped reduce overall review
times and contributed to the
approval of more than 1200 new

therapies. He further noted that
this reauthorization is the result
of unprecedented involvement
in the process from patients and
other stakeholders. “I think we all
recognize in this room that the
PDUFA program really has been a
success,” Andrew said.
Andrew summarized the four
primary pillars in the PDUFA V
underlying technical “nuts and
bolts” document:
• Improve patient access to
novel therapies by improving
FDA review cycle time and the
predictability of the FDA review
process

• Improve agency / sponsor
communication during drug
development, to include
issuing new guidance on best
communication practices
• Advancing regulatory science,
to include development and
implementation of a patientcentric structured risk/benefit
framework, development and
validation of patient-reported
outcome tools, and drug
development for rare diseases
• Improve drug safety by
advancing and refining Risk
Evaluation & Mitigation
Strategies (REMS), SENTINEL
and related initiatives
“On balance, this is really proinnovation legislation that BIO
strongly supports,” Andrew
concluded.
Beth Duvall (CDER, FDA) guided
attendees through an FDA
Roadmap: How PDUFA V Key
Changes Will Impact the Review
of Applications, the topic of
most interest to most attendees.
She overviewed changes to the
standard review clock imposed
by the new New Molecular Entity
program, then continued to walk
attendees step-by-step down
the FDA NME program roadmap,
including pre-submission
meetings and agreements, 74-day
letters, mid-cycle meetings and
communications, inspection goals,
late-cycle meetings, and clock
extensions. She also summarized
the enhanced communication
aspects of PDUFA V, which will
create new staff, based in the
Office of New Drugs, who will
enhance communication between
FDA and industry during drug
development.

Beth summarized the Agency’s
own goal for responding to PDUFA
V: To improve the efficiency and
effectiveness of the first review
process, and decrease the
number of review cycles without
changing approval standards, to
ensure that patients have timely
access to safe, effective, and high
quality drugs. She concluded
by observing that, out of all the
PDUFA V provisions, the NME
program would have the most
impact on FDA review staff. “The
goal is to improve our first cycle
review time without changing our
approval standards,” she said.
Complementary Key
Considerations for Industry in
PDUFA V were presented by
Robert J. Meyer, MD (Merck &
Co., Inc.), who also sat in on
reauthorization negotiations. He
provided a “top down” summary
of industry’s hopes for PDUFA
V: An approach that reinforces
science-based regulatory
decision-making, optimizes the
drug review process to enhance
transparency and predictability,
and enhances public trust in the
process. Specific steps in this
direction will include improved
Advisory Committee meeting
planning and scheduling,
improved review planning, new
NME/BLA program timeline
goals, and refining the benefit/risk
framework “to make more explicit
that tradeoff between benefit and
risk,” he explained. “One of the
things that’s already coming up is
how to build these new timelines
into product launch.”

Dr. Meyer also proposed that the
electronic submission and data
standard aspects of modernizing
regulatory science, including
electronic health record standards,
must be carefully aligned with
past and ongoing work done by
other agencies and organizations
in these areas. “That’s going to
be critical and it will change how
we’re going to do things,” he
cautioned.
While not as immediately impactful
in the short-term, concluded Dr.
Meyer, PDUFA V elements that
enhance regulatory science are
will have important long-term
benefits to the regulatory agency
and to industry.

Upcoming
Educational
Offerings

Several upcoming educational
offerings have been developed
to help you learn more about
these and related subjects.
Please plan to attend our
collaborative DIA/FDA
Biosimilars Conference:
Guidances, Sciences &
BsUFA, September 12-13 in
Washington, DC (#12012);
Unwrapping FDA’s UFA
Package: What’s Inside
the Statute/What’s Next,
presented by DIA and the
Food & Drug Law Institute on
September 20 in Washington,
DC (#12021); or our
collaborative DIA/FDA Industry
PDUFA V Conference,
October 18-19 in Arlington, VA
(#12013).
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public standing and monitors and
strengthens DIA’s programs and
services using established metrics
that are tied to the strategic plan.
If you’d like to learn more about
the open positions for 2013 or
an explanation of the process,
contact Stephanie Robinson,
DIA Governance Administrator,
at stephanie.robinson@diahome.
org. If you or someone you know
would like to help set the stage
for DIA’s future, please consider
answering the Call!
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Call for Nominations
for DIA 2013 Board of
Directors Elections and
Volunteer Service Awards.
At DIA, there is no such
thing as a lazy hazy day
of summer – especially
in August! We are busy
preparing for the coming
year!
DIA 2013 Bo ar d of
Directors E lection
Within the next few days, the Call
for Nominations will open for the
2013 Board of Directors Election.
DIA members will soon receive
an email invitation to nominate
themselves or another individual
for a position on the Board of
Directors. The Board sets DIA’s
strategic direction, provides
fiscal oversight, enhances DIA’s

DIA 2013 Volunteer
Ser vice Awards
We believe it’s important to honor
those volunteers who have gone
above and beyond the call of duty
to serve DIA and its constituents.
DIA awards recognize outstanding
volunteers for their leadership
and support of the mission and
vision to advance the discovery,
development, and life cycle
management of safe and effective
medical products. As such, we
need your help to identify the
individuals globally – and in your
region – so we can give them the
recognition they so deserve. DIA
members will soon receive an
email with more information, and
are invited to nominate individuals
from their region, their SIAC, or
professional affiliation. For more
information on the DIA Volunteer
Services Awards and the criteria
for each, visit http://www.diahome.
org/en/Get-Involved/Awards.
aspx and look for the Call for
Nominations in the days ahead!

P AT I E N T P E R S P E C T I V E

My Experience as a Patient
Advocate Fellow
I had the privilege and honor
of participating in the Patient
Advocate Fellowship Program
for DIA 2012, DIA’s 48th Annual
Meeting. Through this program,
DIA awarded a full meeting
scholarship and one year
membership to select patient
group leaders.

Colleen Zak

What made this DIA conference
experience so special? I
was amazed, as a first time
attendee, at the sheer number
of participants: A massive 7,000
potential new contacts and
networking opportunities for
the rare condition I represent –
Autosomal Recessive Polycystic
Kidney Disease (ARPKD) and
Congenital Hepatic Fibrosis (CHF).
It was a treasure trove of potential
collaborations.
But it was more than that. It was
a life-changing experience! I
was given access to a wealth of
enlightening educational sessions
that offered distinctive new
perspectives from industry and
drug companies, and from policy
makers and regulators. I was
exposed to fascinating information
about research positioning,
study designs and precision
medicine. I found myself involved
in one roundtable discussion with
industry, and in another with DIA

leaders, academia and the FDA.
All were very accessible and
willing to chat. They felt more like
old friends.
I better understand bringing
drugs to market, fast-tracking
medications, funding and
incentives for all parties,
consortiums, protocols, and
improving patient outcomes. It
was impossible to participate in
every session I wanted to attend,
but the full meeting registration I
received through this Fellowship
also provides post-meeting
access to all available PowerPoint
presentations and corresponding
audio for those sessions I could
not attend, a goldmine for sure.
The disease I represent is
symptom managed, which means
that as symptoms occur, they are
treated; there are no therapeutic
treatments or standards of care.
Yet rare and orphan diseases
are “hot topics” right now. The
industry community has interest
in rare diseases like never before
– for example, the FDA approved
26 rare disease drugs in 2011.
Research, development and
discovery are happening at a
faster and faster rate. It is the “Era
of Rare.” But genuine progress
always includes the patient’s
voice, expressed through patient
advocacy organizations like the
ARPKD/CHF Alliance, from the
beginning to the end. For patientcentered care and research,
knowledgeable patient input
is critical.
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Proprietary physician-owned
registries and repositories can
be difficult, time-consuming,
and problematic to access and
use. Patient data, however, is
frequently owned and managed
by patient groups or advocacy
organizations, data that is fully
protected, can be neutrally
shared, and brings patients to
an equal seat at the decisionmaking table. Patient-held data
repositories and registries are vital
resources for research and clinical
studies.
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Patient Advocate Fellows were
treated with respect and our
conditions received lots of media
and news attention; some Patient
Fellows even had the opportunity
to be interviewed on television. We
participated in private meetings
and luncheons with VIP mentors
and pioneers to discuss current
trends, issues and strategies. As
the leader of a nonprofit patient
group, the information I received
on patient-reported outcomes,

how to strengthen our voice in
true partnership fashion, and
similar topics, was invaluable.
I also gained like-minded friends.
We were always encouraged to
talk about the patient perspective
throughout the meeting, and I
was amazed at the interest my
story created for ARPKD/CHF
while I visited company booths in
the Exhibit Hall. This resulted in
a several potential donations and
funding leads, plus an invitation
to speak in Europe as a patient
representative. This meeting
was so full of great ideas that I
returned home with well over 100
new patient impact goals and
considerations, such as our direct
involvement in generating and
validating biomarkers and clinical
endpoints, to “repurposing”
drugs for treatments. As a major
FDA representative explained,
repurposing drugs for treatment
in response to patient advocates
“happens all the time.”

A colossal “Thank You” to DIA
for making these opportunities,
tools, and experiences possible.
The feelings and emotions linger
long after; my relationship with
DIA will not end after DIA 2012.
I’ve already signed up for several
Special Interest Area Communities
and as I continue to follow up on
leads from DIA 2012, I realize that
this conference will have longterm impact for those I represent.
As a 2012 DIA Patient Advocate
Fellow, I am forever grateful for
your focus on the patient. The
patient. THE PATIENT.

Colleen Zak, RN, BSN, serves as
CEO of the ARPKD/CHF Alliance.
Please visit the Alliance online at
www.arpkdchf.org.

New DIA Office in Washington

Last year, DIA opened a satellite
office in Washington, DC, to
facilitate access to government
agencies, regulatory agencies,
and other organizations and
potential partners with shared
interests such as the Institute
of Medicine and the National
Institutes of Health. This satellite
office has just been relocated to
new and improved office space.

Effective August 1, DIA’s new
Washington location is
1000 Connecticut Avenue, NW
Suite 900
Washington, DC 20036
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