The DIA.HBA
Leadership Proj-
ect was a hot
topic of conver-
sation at this
year’s HBA Lead-
ership Confer-
ence, where hun-
dreds of women
in healthcare
from all sectors
and functions
convene an-
nually to hear
speakers share
inspiring leader-
ship stories and
actionable skill
development
tools. L to R:
DIA.HBA Leader-
ship Project Co-
Chair and HBA
Board Director,
llyssa Levins
(CCC President);
Susan Cantrell,
DIA Director,
North America;
and 2013 HBA
Corporate Board
President, Terri
Pascarelli (Man-
aging Director,
YourEncore).
Photography:
Dominick Totino

In less than six months, the newly launched DIA.HBA Leadership

Project has established a vibrant community of women in the

regulatory, legal, compliance and medical functions.

This month’s Women in Healthcare
section shares benchmark data to
advance the Project’s key goals:

Goal: Accelerate leadership
talent through skill building.
The first article summarizes

data on leadership skill building
priorities for these four functions.
Watch for registration information
on our custom-fit leadership skill
building workshop being planned
one day prior to the 2013 June
DIA Conference in Boston.

Goal: Accelerate leadership
impact by positioning these
functions as high value
partners to the overall
business.

The second article shares data
on why regulatory, legal, and
compliance leadership makes
promotional reviews more efficient,
saving time and money. HBA
Steering Committee members
are quoted, along with male DIA
members — as functional value
transcends gender.

Please join our dedicated LinkedIn
community to learn more about
how this initiative benefits you

and to share your perspectives
(www.hbanet.org/companies/
alliances/DIA) @
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WOMEN IN HEALTHCARE
Survey Quantifies Leadership Skill Building Needs for
Women in Regulatory, Legal, Compliance and Medical

Which leadership skills do women  Figure 1. Responses by Sector

in regulatory, legal, compliance
and medical want to improve in e
order to accelerate their careers? s
This was the question posed by a = Devices
© benchmark survey conducted at :xm
% the DIA/HBA Leadership Project —
g launch event in June 2012. The
= findings of this research are
i, summarized below.
;’/,,I“\\\\s PROFILE OF THE Figure 2. Responses by Function
RESPONDENTS S
= Survey respondents largely work o
5 in pharmaceutical/biotech (78%) # Compliance
> followed by clinical research W el
services, devices and government :rm“
(Figure 1).

It’s important to note that the
majority of the survey participants
(70%) currently work in Regulatory

\ Figure 3. Responses by Years of Experience
(Figure 2). o 7 4 /By

Nearly 70% of the women have
been working in the industry for
over ten years (Figure 3).
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SKILL BUILDING NEEDS

Regarding the top developmental
needs among all respondents,
skills related to executive
presence (54%), more innovative
thinking (50%), strategic thinking
(43%), coaching/mentoring
(43%) and delegating (33%) were
cited. A further breakdown of
the desirable skills can be found
below.

The survey also determined
the level of agreement with the
following statements on a scale

from 1-5. Statements below
ranked at 3 or above:

e There still remains some
unconscious bias against
women

e \WWomen tend to hold themselves
back, sometimes talking
ourselves out of professional
opportunities

® There are few mentors or
sponsors for women in
leadership positions

e Men must play a greater role in
dismantling barriers to career
advancement for women

e \Women still hold a traditional
role, making work/family
integration a barrier to career
advancement

e Regulatory, medical, legal and
compliance are not valued as
business partners because they
don’t manage P&Ls

The last statement is the focus

of the following article entitled
Regulatory, Legal and Compliance
are High Value Partners for
Companies That Want to Achieve
Marketing Excellence in a
Compliant Culture. @
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Percentages of Respondents Identifying Development Needs

Solid Boundaries
Executive Presence
Difficult People
Resolving Conflicts
Facilitation
Give/Receive Feedback
Listening

Presenting
Presentation Dev
Onboarding
Delegating

Hiring

Financial Savvy
Prioritization

Team Bldg

Prep for Change
Coaching

Appraising Performance
More Innovative Think
More Decisive Think
Analytical Thinking
Strategic Thinking

54

Leading

Communiication
Manngl:\k:aam
Developing Others

Thinking
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President,
Center for
Communica-
tion Compli-
ance (CCCQC)

Co-Chair,
DIA.HBA
Leadership
Project

Regulatory, Legal and Compliance are High Value Partners

for Companies That Want to Achieve
Marketing Excellence in a Compliant Culture
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Regulatory, Legal and Compliance
can now make a business case to
management that demonstrates
their value to the commercial
organization. Specifically, these
functions help Marketing fuel
marketing excellence — a key
strategy for an industry that
strives to excel within a compliant,
transparent culture.

Marketing excellence occurs when
promotional review committees
(PRCs) are more efficient so
corporations don’t waste time and
money during the review process.
As a result, more effective,
balanced promotion gets into the
field more quickly to protect and
enhance public health and patient
care.

Benchmark data below diagnose

Board Director,  three key drivers of inefficiency

HBA

and spotlight why a partnership
between Commercial and
Compliance contributes to
‘smarter’ promotion.

According to Abbott’s Divisional
VP of Regulatory Affairs, Tracy
Rockney, who serves on the DIA/
HBA Leadership Project Steering
Committee, “These findings
make clear what many of us
have known in Regulatory for
years — partnership is essential
for success. What these finding
also bring to the surface is the
role of educator within a company
— what function(s) should be
responsible for educating on

critical regulatory requirements?
And should companies consider
minimal threshold requirements
across all functions in order to
make decisions for the approval of
promotional materials.”

THE DATA”

Knowledge Gaps - When asked
to pass an exam developed

by former FDA officials that
covers regulatory fundamentals,
marketing professionals often
incorrectly answered basic test
questions in numerous categories,
including risk communication;
pre-submission requirements;
reminder and disease state
awareness ads; and use of
spokespeople. Promotional
agency staffers tend to fail
questions on websites, press
releases and use of spokespeople.

Schism - Given these knowledge
gaps, internal marketing
professionals and promotional
agencies don’t often agree

with Regulatory on how to
implement the following tactics
within regulatory guidelines:
digital initiatives, public relations
activities (e.g., media tours, press
releases); promotional education
(e.g., speaker’s bureaus, and
slide kits); and advisory board
meetings. Disagreements about
compliant claims can increase
interdepartmental tension,

which results in less streamlined
decision-making.



Waste - Companies could

lose 25% of their time rewriting
noncompliant promotional
materials submitted by agencies
with regulatory compliance
knowledge gaps. This can
translate into $200K/year/
company assuming three
regulatory reviewers, according to
calculations based on survey data
and average salaries. Time lost
by Legal, Medical or Marketing is
not included in this total (another
area of financial vulnerability).
Further, when agencies submit
noncompliant campaigns, the
agencies themselves could spend
an additional $100-150K/ brand/
year on rewrites.

“Management expects me to
help reduce company risk and
support marketing efforts through
review/approval of promotion that
advance a brand’s objectives and
maintain a competitive edge,”
explains former FDA Regulatory
Review Officer Michael Misocky.
“When materials are so non-
compliant that they create extra
work, my first priority must be
risk reduction. The focus would
not have to be so one-sided if
marketing and agency personnel
came to the table with a better
understanding of basic legal/
regulatory principles.”

Alan Bergstrom, Daiichi Sankyo’s
Senior Director of Commercial
Regulatory Affairs, outlines why
partnership between Commercial
and Compliance enables a
company to strike the right
balance between compliant
materials and those that creatively
execute brand strategy.

“It’s our responsibility to help
Marketing understand the
benefits of partnership so we
can collaboratively implement
solutions. These include 1)

pinpointing knowledge gaps that
disrupt and slow down the review
process; 2) educating anyone
involved in the promotional
process to put everyone on the
same baseline of knowledge
before they are allowed to initiate
promotional tactics and take part
in promotional review; and 3)
changing the current promotional
review process by bringing
Regulatory and Legal into the
Brand planning process earlier.”

THIS THREE-POINT PLAN
DELIVERS:

Efficiency - by reducing the
number of rewrites for heavily
redlined materials submitted

by marketing and agency
professionals that are not versed
in regulatory fundamentals. Fewer
rewrites shorten review cycles
and reduce the overall number of
cycles. When time isn’t wasted
rewriting, associated savings
could fund more marketing
materials or support a new hire.

Effectiveness - by freeing up
time for Regulatory to focus

on improving quality of claims.
Educated marketers are better
equipped to present creative
ideas in compliant terms,
reducing ‘non-starter’ concepts
so more big ideas are executed.
Fewer disagreements about
compliant claims mitigate tension,
streamlining decision-making.
Sales materials get into the market
more quickly because rewrites
don’t delay the review process.

Impact - by accelerating the
transfer of accurate and non-
misleading information about
drugs and devices; deepening
healthcare professional
knowledge/insight on appropriate
interventions; and enhancing
patient/consumer decision-
making.

Alignment and knowledge sharing
between Marketing, Regulatory
and Compliance can also create
powerful business benefits,
asserts Kristin Rand, Executive
Director of Compliance at Seattle
Genetics. Rand, former Director
of Compliance at Genentech,

and a member of the DIA.HBA
Project Steering Committee,
describes how the compliance
function can supply competitive
intelligence to the marketing and
regulatory members of PRC.
“When assessing and managing
risk, especially in grey areas,
compliance functions often
benchmark what other companies
are doing. The insight gained
from these environmental scans
can provide additional value to
review committee members, 3
not only regarding compliance I,
and regulatory matters, but also
business strategy.”
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2013 requires a new business
model where marketers
embrace Regulatory, Legal,
and Compliance as high-value
partners instead of seeing them
as policemen (or proverbial
“sales prevention/suppression”
departments).

“When everyone who develops
and reviews promotional
materials is on the same page,
companies reduce enforcement
risk and increase efficiencies,”
asserts ex-FDAer Wayne Pines,
CCC Advisory Board Chair.
The outcome: business meets
commercial objectives and
manages risk, while delivering
on the industry’s mission to put
patients first. @

*For survey data, analysis
and sources, contact ilevins@
CommunicationCompliance.com
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