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I WIHY EMV?




International EVIV: Why create

consistent payment methodolegy?

= Regulators are focused on = Impact on business

brib Sl = Exclusion from public
= Anti-corruption legislation contracts
= ECPA = Reputational damage
= UK Bribery Act = Damage to market

valuations

* Increased enforcement
efforts * Loss strategic business

opportunities
= Corporate Risk

* Individual Risk



International ENVIV: Why create consistent
payment methedology?

¢ Establish robust business process to minimize risks of improper influence /
corruption

¢ Proactive appreach includes a compliance program that also includes a
EMV process for developing, assessing, and supporting EMV: compensation
off business partners

s Altheugh a preactive appreach canmnot guarantee: there will net e
preklems; they: can greatly mitigate risk andl place the Company. in a
pPetter pPesition to request leniency, from the government sheuld a vielatien
OCCUr

% Key Processes te developing a proactiver approachinclude:
— |dentiiying third-party business partners: that may. be' at Righer risk
— Understanding the Company/ s interactions wWithr third=parties
— Understanding thercompensation Stfucture
— Establish relstisit ProcessHier reviewing husinessinecdrand justificatioen

— =stablishrENVIVAcompenRsauenR threugh arstandardizedrandimoenitered
PIrOCESS



. EMV METHODOLOGY

> * >) D) »
OPTIONS & APPROACHES




Eair Market VValue Evolution

No I:> No particular strategy, approach, or tracking
System mechanisms

Group similar activities
Rate Card Payments based on historical payments for

similar transactions

Inventory and group transactions

FMV analysis, models, and tools

Validate with external data, where available
Payments tracked and monitored

FMV

Process I:>

Multi-national need for governance at global,
Global FMV g regional, country, and company levels

Framework « Standardized processes and methods
» Oversight, testing, and monitoring




Buildinga FMV Process

—Define FMV and scope of services

—ldentify cross-functional team

—|dentifhy and analyze SEervices
[lication| Tor Servic

data oK rlrJrlJ/JJJ
—Periorm: ENVINV-analysis

—Pecumenit EVINV: conclusion




Principles of Fair Market Value

Understanding Basic Valuation Principles

¢ Currently no specific set ofi procedures or calculation for
setting FMV has been provided by regulatory agencies

¢ A comprehensive framework shouldi be based on available
guidance, as well as established valuation theory

o Valuation theory prevides three broad approaches te
analysis that relate te the geoeds or Services that are being
valued (e.g., cost, Income, and market appreaches)

& | Most cases, Gne approach tends e emerge as the most
appreprate methedelegy, fer the Valuatien analy/sis

9 Other approaches, When feasible; sheuld e used te
correborate analysis
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Principles ofi International
Fair Varket Value

Country’s healthcare system and regulations

Business environment and competitive pressures
Frequency / speed of market changes In compensation
Unigue market challenges — local country: practices
Nature of activities / Services

Typical structure off agreements and compenents
Varability 1n pay. fer public Vs. prvate employment
\ariability 1R pay; acress) Specialties

Variapiiity/ Inrpay, acress regions Within the CouRtry,
VamapilityRipay ier gualifications) /s stattirer/ eveni

150)
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Determining Fair Market Value

¢ How do you determine FMV?

Market data — salary surveys, annual compensation, fringe
benefits, and pay premiums

Hourly compensation — what Is the denominator?

Level of effort compoenents — prep, travel, and service times?
Geographic pay variability — general physician vs. specialty
Histericall transactions

Reference countries

Croess berder arrangemenits

Should rate be based on' location off event?
Shouldiraterbe hbased en speciality?

Vix: off Specialesy at Ssame eveni

Shouldirater e same: fer EVERy/one?
Shoeuld rate differ 19ased en specialvy/?

Vultiple, consecuitive events — should rate e reduced for 219 eveni?
KOIE stattires s regienal /- natenai/ interpatenzl
EVvenit /- audience stature: regienali/ natenal/Rtermatieoneal
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Determining Fair Market Value

Developing a Segmentation Strategy

¢ Developing a segmentation strategy provides the basis for:
— ldentifying and tracking the types of HCP consultants
used by the company.
— Managing the types of activities these individuals may: be
engaged te participant in
¢ Based upon the underlying specialization of a consultant and
RIS o Rer expert level, structure should be rebust eneughil te
acllitater adding specialists as needed

9 SEgmenting activities; Is the: basis; o determining the
apprepriate “level oif effert™ for service: and adds

transparency/ o) the Process
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Determining Fair Market Value

Example Segmentation Scheme

HCP Type Activity Types

Advisory Boards

Physician I Non-Physician I

Speaker Programs
Generalist etc.
Regional, or Activity Type Meetings

Activity Type Authorship and
Publication

)

~ ~
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-
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Determining Fair Market Value

Example Segmentation Scheme

Sample MD Segmentation Strategy:
Segment |
General Practitioners
Family Practitioners
Pediatricians
Segment 11
Cardiology
Neurology
Gastroenterology
Segment 111
Surgical Subspecialties

Oncologists

Alignment of Service Areas:
Key Service Areas:
Physician Training
Advisory Boards
Product Development
Sales/Employee Training
Training Material Development

Marketing Activities (white
papers, physician materials)

Research/Publication Services

9 A rekust segmentauen stirategy: wWillshelpr mitigater rnsks: 1ol

BVEPaVING GREN HCRPA/REN /S,

another; it will also assist In

accliratel\/Aaccotntingl ol ther totalNeVvelreir el asspeiated With a

paruculais acnViiby,
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Determining Fair Market Value

Model for Calculating FMV Payments

¢ A base hourly rate should be determined by considering:

— How the HCP’s expert level is addressed (i.e., KOL vs.
non-KOL)

— Jihe compensation levels for the HCP segment

» The total level of effort (C“LeE™) for an activity may.: be
determined by considering:

— Jhe aggregate: time: spent: by the HCE IR conducting the
aCUIVILY/
¢ lhese tworelements; should comprise the EMV: calculation fo)
&l SPECIC aCuVItLy/

15



Determining Fair Market Value

Econometric Considerations for the FMV Calculation

N certain circumstances, a market for
Use of physician services may not be fully
Established efficient, which results in upward

Theories of compensation trends for HCPs, such as
Competition thought leaders at the forefront of
his/her therapeutic area.
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Determining Fair Market Value

Other Considerations During the Analytical Process

+ KOL Tiering
— Use a core set of criteria to determine the expert level of
a KOL
— Use a two- or three-tiered system (I.e., KOL vs. non-
KOL, etc.)
— The same criteria should be used within a division

¢ Travel Considerations

— Jhe oppertunity, cost assecliated wWithl travel time may. 19e
differenit than that assecliated With SErVice: tine oF

preparatien tinme

— Consider epuens; o tavel that Incitide: ariinked rate: or
[EdUCEd Irate 1o diIStRgUIShHeRI SERVICEerand pPreparation

time
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Determining Fair Market Value

Considerations for Exceptions

¢ Develop formal evaluation criteria to determine whether a
physician’s expertise warrants an exception

¢ Criteria should be focused on demenstrating the physician’s
unigueness and potential demand:

— Consider the “level of effort™ and the underlying
replacement value of that individual

» |Implement defined approval matrx and decumentation
reguirements for exceptions supperting) a2 consistent
PFOCESS
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Key llake Aways

¢ Global FMV framework — standardized process
— Ensures consistency for governance

— Enhanced efficiencies — data gathering and supporting
documentation

— Easier to test and monitor

— Easier to update
o Define EMV and scope
ctermine company invelvement anc

Kenolders invoelved and Keep t

it EVIVAmEtNoCelogy
o)nl ziplel izl pllnle)







Novartis  Oncology: Initiative Overview.

Medical Expert (ME)

Management — Why go What did we do?

here?
« Lack of a standardized process *  We looked to solve the problem across 4
across the BU led to: areas; considering as scope all international

speaking/consulting arrangement with HCPs

— Inconsistent interactions with ; :
across commercial/medical:

MEs,
— Lack of transparency
regarding — .
relationships/communication, e < i aarnes Oneslogy of an
usage of KOLs Consistent international/global KOL
an d as Novartis definition /scope
Oncaology
— Inconsistent financial _ ~
payments. N\
- . . X * Clear & simple processto
« These deficiencies can cause _ interactwith those we define
- - - as a global/international KOL |
fO”OW'ng r|SkS. Aggregate * Compliancetelocal laws Interaction
usage processes
— Legal,
— Compliance,
— Reputational, and : :
* Consistenthonoraria across Financial
— Suboptimal commercial ST payments

utl I |Za.t|0n o travel/board \‘/

« Several, recent interactions were
noted as the driver for this project.

21



NVS Lessons Learned

» Many countries have an
Informal or unvalidated
“EMV” number, which Is
currently used

¢ Nobody wants te change
cCurrent practices

— All'agree on the need;
nekodY agrees on hew: te
splve

— View: that: ENVIN.
methedelegy, IS tee
complicated

¢ Experience akin to
“herding| cats”

— Developing EMV. was
easy compared to
gaining agreement

o Never underestimate the

need for broad stakeholder
managemenit commitment

— Andi time It takes te get It!

22
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International EMV Challenges

—Availability of external data

—ENMV expertise

—Ereguency. / speed of market changes
Invelvement

com orm/ COMpPEtitive advantages

clation restrictions
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Implementing an EMV: Strategy.

Considerations for Implementing a New FMV Process

¢ Include stakeholders during the analytical process, which
will facilitate buy-in and understanding for a new EMV' rate
structure and process

— Thoese who identify and hire HCP consultants
— Those who calculate and determine payments te HCPs

o ENMV payment structures sheuld consider eperational and
PUSINESS Needs

— Contracting reqguiremenits

— Communication’ e assumptiens; te iacilitate: any.
discussions with contracted! HCPS and other BUSIness
PArtRErs

¢ Preserve: as much consisteney, With CURfEnt PreceSs, as
muchras pessisler(Iter; stlbmiIssIon! G ConLractS, approval
matrx, ete.)



Implementing an EMV: Strategy.

Challenges to Implementing a New FMV Process

+ Differing compensation arrangements that may exist with
HCPs across several functional areas within each business

unit
— Doees the company have defined criteria for defining
KOLLS?
— How doees a physician’'s KOL status vary acress
divisions?
¢ Differences fifeom histerical henoeraria rates

» Vanyingl degrees off technicall skill'fer end-users; a
technelegy platiorm sheuld reflect the skill set: aff ENVMN end-

UsSers

¢ Eflicient suppolit system te address ad hee questiens; fifem
L@ SUPPOKE USENS
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Question & Answers:?
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