
models in an attempt to catch the next
wave. Many are hoping to create eff i-
ciencies to save money externally and
i n t e rn a l l y. 

K E M P I S TY. P roduct marketing today is
m o re challenging than ever for several
reasons. The first reason is that fewer
blockbuster drugs have meant more sec-
ond, third, and fourth product intro d u c-
tions to the market, leading to fierc e
competition for minute fractions of
s h a re and volume. The second reason is
p robably the success of consumer adver-
tising and the innovations surro u n d i n g
it. DTC revolutionized pharm a c e u t i c a l
marketing, but over time it has become
commonplace, and in many instances it
has become stale and somewhat more
d i fficult to execute eff e c t i v e l y. Simple
consumer awareness campaigns are no
longer sufficient to drive patient-dire c t-
ed conversations regarding specific
brands and conditions. Finding ways to
integrate and leverage evidence-based
education that helps patients overc o m e
b a rriers to assessment, diagnosis, tre a t-
ment, and adherence — and deliver this
b e h a v i o r-changing content through tra-
ditional marketing channels — re p resents the
next true fro n t i e r. Lastly, perm i s s i o n - b a s e d
marketing initiatives that promise true inte-
grated and customized messaging are seen as
the Holy Grail. And while their potential is
t remendous, what happens when permission is
not given or is unattainable? How then do we
c reate materials and messages that meet the

needs of the greatest possible audience with-
out the luxury data-driven solutions? 

M E D I CAL EDUCAT I O N

N A S H - WO N G .Last year’s predictions on re g u-
l a t o ry changes had us believing medical educa-

tion was a thing of the past. Not so, if one con-
siders the fact that physicians continue to attend
educational meetings, despite limited food bud-
gets and a ban on spouses. So rather than fore-
casting what will change this year, I’ll predict an
a rea of acceptance: patient-support programs, a
“ re g u l a t o ry safe haven.” Encouraged by the
FDA, HIPAA-friendly with the proper opt-in,
and embraced by managed care and employer
customers, true patient-focused (not pro d u c t -
focused) disease self-management programs can
i n c rease customer retention for a brand and, at
the same time, improve patient satisfaction with
a product. Such disease self-management pro-
grams will come into their own in 2005.

B O I LY. One of the outcomes of these various
guidelines has been an effect on the variety of
p romotional elements used by the industry.
One of the more successful elements has been
the use of medical education to provide valu-
able disease and drug information to physi-
cians. The FDA guidelines and the re c e n t l y
adopted ACCME (Accreditation Council for
Continuing Medical Education Standards for
C o m m e rcial Support) guidelines have re s u l t e d
in varied interpretations by all concerned par-
ties. This has resulted in a significant re t re n c h-
ment of medical education in 2004. Ye t ,
physicians re q u i re scientific information that
is objective and balanced. The question that
remains is: to what extent will marketing and
medical affairs use CME in 2005?

H A M E L I N . One of the biggest changes right
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To d a y, there is a general upheaval across the board; marketers, agencies, and suppliers in all facets 
of the business are trying to forecast the direction of the market and

d e t e rmine where the industry is going. Many are trying to 
reinvent themselves to take advantage of changes in the market.

BOB KA RC Z EWS K I
He a l t h S TAR Co m m u n i cations Inc.

D R . M A RCUS W I L S O N
He a l t h Co re Inc.

In 2005, I pre d i ct that we’ll ex pe ri e n ce 

i n c reasing pre s s u re to improve po s t m a rke t i n g

i n s i g hts and enhance our ability to ensure 

p at i e nt safe ty in the re a l - wo rld setting.

The Inte rnet can be a ve ry powe rful too l ,

but too many marke ters are still using it 

to deliver static messages to pat i e nts 

and healthca re prov i d e r s.The be a u ty 

of the Inte rnet is the ability to use its 

i nte ra ct i ve pro pe rties to cre ate be t ter 

and stronger re l ationships with pe o p l e.

D AVID STERN
Se rono Inc.
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CHOOSING EDUCATIONAL PA RT N E R S : K EYS TO SUCCESSFUL CME CO L LA B O RAT I O N
Se l e ction Cri te ria for CME Providers in Assessing Po te ntial Su p po rte r s

O P E RAT I O N S

A D M I N I S T RAT I O N

• Me d i cal Ed u cation De p a rt m e nt 
! Wh e re it resides within the co rpo rate org a n i z ational stru ct u re

• I n d e pe n d e nt

• Me d i cal Af f a i r s

• Ot h e r

• O rg a n i z ational stru ct u re of unit (Di re cto r, As s i s t a nt, Ma n a g e r )
! De s i g n ated individual at a senior level po s i t i o n , or an exe c u t i ve co m m i t te e

a c co u ntable for overseeing Med Ed unit’s co m p l i a n ce with guidelines
! Nu m bers of medical education personnel in unit and educational backg ro u n d
! Re s ponsibilities assigned by prod u ct / t h e ra peutic cate g o ry
! Pri m a ry po i nt of co nt a ct to enhance efficiencies

F I N A N C I A L

• I d e nt i f i cation of where med ed funding ori g i n ates and where gra nts are 
s o u rce d

• Person(s) re s ponsible for budget allocation and gra nt rev i ew and 
d i s b u r s e m e nt

COMPLIANCE PRO G RA M

• Med ed re l ationship to other depart m e nts/units in co m p a ny

• Co rpo rate CME guidelines and processes co m m u n i cated to other inte rnal units

• Role of re g u l ato ry or legal in overseeing CME activities and who is re s ponsible 
for the ultimate approva l , i . e. ,“s i g n - o f f”

• Co m p l i a n ce officer who oversees CME co m p l i a n ce 

• H i s to ri cal pe r s pe ct i ve re : re g u l ato ry bre a c h e s / wa rn i n g s

• Published proce d u res to address wa rn i n g s

• S O Ps established for co m m e rcial suppo rt

• Use of a re fe rral list for CME providers versus a pre fe rred vendor list

P RO F E S S I O N A L I S M

• Se rv i ce to the CME co m m u n i ty

• Act i ve part i c i p ation in re l eva nt org a n i z ations (AC M E / PAC M E, Ph R M A , o t h e r s )

• Em p l oyees holding leadership positions in serv i ce org a n i z at i o n s

E D U CATIONAL FRA M EWO R K

K N OWLEDGE BASE & CORE CO M P E T E N C I E S

• Pre p a ration of strategic educational plans and part i c i p ation in long-range 
plans for re s pe ct i ve fra n c h i s e s

• Doc u m e nted understanding of adult learning principles and application to 
C M E

• Ongoing training prog rams for med ed pe r s o n n e l

• Med ed personnel clearly make the distinction be tween education and 
p romotion and demonstrate that understanding 

• Co m p a ny - s pecific SOPs re g a rding inte ra ction with prov i d e r s ; ev i d e n ce of 
t ra n s p a re nt co l l a bo rat i o n

• Ty pes and numbers of prog rams suppo rte d

• S O Ps in place re : g ra ntor rev i ew to acco m m od ate timelines

CME PROCESS 

• CME prov i d e r: co l l a bo rator vs. vendor re l at i o n s h i p
! Pat i e nt - ca re foc u s e d
! Le a rner focused 
! Gra nt proce s s

• Gra nt process rev i ew done elect ro n i ca l l y, via phone, h a rd co py, e tc.

• If elect ro n i c, a gra nt process liaison is assigned to address inquiri e s

• Proce d u res and guidelines for med-ed unit input into CME 

• Proce d u res that gove rn inte rf a ce be tween marke t i n g,med-ed unit and CME 
p rov i d e r:published SOPs

• Proce d u res result in co m p l e te inte rnal and exte rnal tra n s p a re n cy

ASSESSMENT OF LEARNING AND BEHAV I O RAL CHANGE

• Ap p re c i ation that the suppo rt of an outcomes strate gy cre ates re g u l ato ry 
t ra n s p a re n cy

• De m o n s t rated ability to suppo rt prog rams that generate outcomes data 

• I nte rest in suppo rt of educational inte rve ntions that :
! Use proven methods to measure kn owledge gained, a p p l i cation of kn owledge 

to pra ct i ce and be h av i o ral change
! Di f fe re nt i ate change in physician be h avior and pat i e nt outcomes (pat i e nt 

co m po n e nt beyond provider and/or physician co nt ro l )
! Di f fe re nt i ate inte nt to change and resulting barriers to change

• Su p po rt of pra ct i cal and co s t - e f fe ct i ve means to assess outco m e s
! Su p po rt an inte g rated educational strate gy that includes measure m e nt of 

o u tco m e s

Se l e ction Cri te ria for Gra ntors in Assessing Po te ntial Prov i d e r s

O P E RAT I O N S

A D M I N I S T RAT I O N

• Co rpo rate, s t a f f i n g,and org a n i z ational stru ct u re (pare nt org a n i z at i o n ;
m a rke t i n g / a dve rtising separate from educat i o n )

• Nu m be r, c re d e nt i a l s, and spe c i a l ty of personnel (i.e. , e d i to rial ca p a b i l i t i e s,
p ro j e ct management ski l l s, CME ex pe rt i s e, e tc. )

• De m o n s t rated ex pe rtise in thera peutic area(s) of inte re s t

• De m o n s t rated ability to co l l a bo rate with multiple stake h o l d e r s

• De m o n s t rated ability to meet or be at established deadlines

F I N A N C I A L

• O pe rational capabilities including the level of doc u m e nt ation and suppo rt the 
co m p a ny deems nece s s a ry to eva l u ate and substant i ate ex penses assoc i ated 
with an educational act i v i ty (thera pe u t i c / c l i n i cal issues,e tc. )

COMPLIANCE PRO G RA M

• Ap p ro p ri ate wri t ten policies and proce d u res co n ce rning specific risk areas 
i n c l u d i n g :
! Fi rewall stru ct u re and inte g ri ty
! Policies to ensure that industry dire cts personnel to CME provider for the 

p rovision of the fo l l ow i n g : fe e s,t ravel re i m b u r s e m e nt po l i cy,co n f l i cts of inte re s t,e tc.
! Ap p ro p ri ate co m m u n i cation and re s po n s i ve n e s s
! A means of handling incoming co m m u n i cations including appro p ri ate channels 

of co m m u n i cation for employee and customer co m p l a i nt s
! A sys tem to monitor and pe ri od i cally assess the CME prov i d e r’s sys tems for 

co m p l i a n ce 

• Ap p ro p ri ate proce d u res to manage co rre ct i ve act i o n

• Ap p ro p ri ate policies describing disciplinary actions that can arise from breach 
of the CME prov i d e r’s co m p l i a n ce re q u i re m e nt s

• Mechanism for resolving co n f l i ct of inte rest issues

P RO F E S S I O N A L I S M

• Se rv i ce to the CME co m m u n i ty

• Act i ve part i c i p ation in re l eva nt org a n i z ations (AC M E / M E CCA , N A A M E CC , e tc. )

• Em p l oyees holding leadership positions in serv i ce org a n i z at i o n s ; ACCME site 
s u rveyo r s, e tc.

E D U CATIONAL FRA M EWO R K

A D U LT LEARNING PRINCIPLES

• Ap p l i cation of adult learning principles throughout the educational design 
p rocess based on education and/or tra i n i n g

• Examples of applicat i o n : small group discussion, a u d i e n ce re s ponse sys te m s,
l e a rning over time method s,re i n fo rced learn i n g ; question and answer 

ACC R E D I TAT I O N

• Cu rre nt accre d i t ation stat u s ; n u m ber and ty pe of accre d i t ations held from 
va rious agencies

• The results of re ce nt assessments and a rev i ew of past and pending 
co m p l a i nts re ce i ved by the CME provider (provider could submit last letter of 
ACCME accre d i t ation as ev i d e n ce )

• If not accre d i te d, can provide a list of which providers are part n e r s

• De m o n s t rated ability to partner with other prov i d e r s ; t rack re co rd of 
co l l a bo rat i o n

E D U CATIONAL DESIGN

• Input into planning should re f l e ct a shared function of inter-divisional 
s t a keholders who address the fo l l owing questions from their individual 
pe r s pe ct i ve s :
! Proce d u res result in co m p l e te inte rnal and exte rnal tra n s p a re n cy
! I d e nt i f i cation of unmet medical needs 
! Ex i s te n ce of clinical data to satisfy those needs
! I d e nt i f i cation of learning object i ves re q u i red for understanding and to improve 

d e l i ve ry of ca re
! I d e nt i f i cation of target audience s : c l i n i ca l , p at i e nt, e tc.
! Me t h ods to co m m u n i cate the educational learning object i ves by ty pe of 

a u d i e n ce
! Definition of success 
! I d e nt i f i cation of remaining educational gaps post act i v i ty

ASSESSMENT OF LEARNING AND BEHAV I O RAL CHANGE

• Ap p re c i ation that the inclusion of an outcomes strate gy cre ates re g u l ato ry 
t ra n s p a re n cy 

• De m o n s t rated ability to generate outcomes data 

• Proven methods to measure kn owledge gained,a p p l i cation of kn owledge to 
p ra ct i ce and be h av i o ral change
! Di f fe re nt i ation of change in physician be h avior and pat i e nt outcomes (pat i e nt 

co m po n e nt beyond provider and/or physician co nt ro l )
! Di f fe re nt i ation of inte nt to change and resulting barriers to change

• Pra ct i cal and co s t - e f fe ct i ve means to measure outco m e s
! I nte g rated educational strate gy that includes measure m e nt of outco m e s

So u rce :This initiat i ve was co n ce p t u a l i zed at an educational session of the Ph a rm a ce u t i ca l
Al l i a n ce for CME (PAC M E ) . For more info rm at i o n , visit acme-assn.org.



now relates to the entire field of publishing
clinical-trial results. Historically, the industry
has tried to do a good job of getting re s u l t s
published in leading journals that undergo a
p e e r- review process, which is very healthy for
the publications. Unfort u n a t e l y, many of the
best journals do not like to publish clinical-
trial studies and results so companies end up
publishing results in lesser read, not necessari-
ly peer- reviewed journals. I find it very inter-
esting that publications have been pushing for
all clinical trials to be published in the best,
p e e r- reviewed journals, but in my experience
these same publications are rejecting many
studies that are submitted. The whole arena of
medical publications will be an interesting and
c o n t roversial area in the coming years. This
will have a huge impact, causing changes in
marketing practices across the industry.

M E D I CARE 

CA M P B E L L . Executives will continue to pre-
p a re for the new regulations approved under
the Medicare Prescription Drug, Impro v e-
ment and Modernization Act (MMA). These
regulations will take effect as scheduled on
Jan. 1, 2006. Before the full benefit’s off i c i a l
s t a rt, however, the industry faces far more
imminent deadlines, which could have a sig-
nificant impact on the way it does business.
For example, pricing and contracting strate-
gies must be developed by the end of first-
q u a rter 2005, and they will have a significant
impact on drug reimbursement for years to
come. 

BA R N E TT. With more than 40 million cur-
rent Medicare beneficiaries in the United
States, the stakes are high for pharm a c e u t i c a l
companies, and the window for making strate-
gic decisions is small. Choices that pharm a
companies make in the next 14 months are

likely to have far- reaching effects on long-term
p e rf o rmance, so companies must take extre m e
c a re to avoid costly mistakes.

B O I LY. MMA has drawn close scrutiny by leg-
islators at all levels of government because of
the projected costs of providing pre s c r i p t i o n
d rugs to the elderly. The Medicare Act will be
beneficial in increasing demand for pharm a-
ceutical products. What is far less clear is the
extent of the gains for the industry in the wake
of off-setting pricing competition and the
final number of drug classes that will be
i n c l u d e d .

P E ACO C K . Most people in our industry agre e
that the next 10 years will bring changes to
the Medicare and prescription drug coverage
system in this country. While it’s impossible
to predict what shape these changes will take,
we can predict that it is only through a close
working relationship with the govern m e n t
that we can develop a system that works for all
stakeholders, one that continues to drive inno-
vation while also providing help for those who
need it.

H A M E L I N . On the one hand MMA is going
to potentially increase the number of pre s c r i p-
tions as more and more consumers become
able to access aff o rdable medications thro u g h
M e d i c a re, a positive for the industry. But, on
the other hand, as the government helps to
defray costs to patients, this will invite more
and more government control on prices. This
type of regulation could move investors away
f rom investing in pharmaceutical companies,
thus lowering the amount of available capital
and ultimately leading to further pipeline
d ro u g h t s .

K E R M A N I . As Europeans we watch closely
what happens in the United States as it is the
w o r l d ’s biggest pharmaceutical market and
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What’s Your Opinion?

2005 — A LOOK AHEAD
What are the most significant business challenges

you believe the industry will face in 2005?

Medical education

As an owner of an org a n i z a-

tion invo l ved in education in the

pharmaceutical industry, I

be l i eve that one the most signif-

icant business challenges in

2005 will be cre ating the level of

e d u cational prog rams re q u i re d

for medical pro fessionals given the curre nt re g u l ato ry cli-

m ate. Mi s i nte rp re t ation of guidelines and an ove rri d i n g

fear of po te ntial co n s e q u e n ces are causing key phys i c i a n

e d u cators to be re m oved from the learning proce s s.

Th e re fo re, the nece s s a ry kn owledge tra n s fer is less effe c-

t i ve. As an industry that depends on the cre ation and

p ro p a g ation of high-level clinical info rm at i o n ,we need to

come to grips with the re g u l ations and apply them in a

manner that fo s ters a meaningful educational env i ro n-

m e nt.

Pete Sandford
EX E C U T I V E V P

N X LE V E L

Finding ways to inte g rate and 

l eve rage ev i d e n ce-based educat i o n

t h at helps pat i e nts ove rcome barri e r s

to assessment, d i a g n o s i s, t re at m e nt,

and adhere n ce — and deliver this

be h avior-changing co nte nt thro u g h

t raditional marketing channels — 

re p re s e nts the next true fro nt i e r.

THOMAS KEMPISTY
He a l t h Ed


