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The Future of Transparency: Five Pillars for Global Success

* A Brief History of Transparency
Reporting
* Transparency Reporting today

* Five Pillars to Steer You Into the
Future

c Q&A
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Major Milestones in Transparency Reporting

-

State Reporting Requirements

EFPIA Data Collection
Begins (Jan. 2015)

B
=—— (CA-1995, MA — 2009, MN — 1993) Loi Berjcrand . Open P.aymen’.cs 18 AUstraliz Netisi te
BE= PhRMA Code Implemented (2002) Reporting Begins and E Reporting Begins Code Revised for
= is Retroactive to In 2 Phases :
e - ) Enhanced Disclosures
Preliminary drafts of Physician Payments 2012 (May 2013) (Feb.-June 2014)  Australia June 2015)
=E Sunshine Act Medicines Code
(2007, 2008, 2009) 1 | Adopted 1
[ \ \ (June 2014) \
2010 & e . 2016 &
Earlier 2011 2012 2013 2014 . 2015 Beyond
EE= US OIG Compliance Guidance Released =g Australia Medicines = o.peln e cty Loi Bertrand PEPIR B Clomies
= 45163) EN Code Revised to EFPIA Code Lol I amended to . .
Published _ : Published (2016)
@ JPMA Code (4/08) inclye e T (Sep. 2014) [ERHiepsSIEney
Transparency Loi Bertrand First 4 value to HCP
BE= US Open Payments adopted as part of the Reporting I I Biadlat s Ple contracts
PPACA (2010) Requirements (Aug. 2013) (Feb. 2015)
BE= US companies with.CIAs are required to (June 2012)

disclose certain transparency information
related to grants and charitable
contributions
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Where are we now?

Number of
countries
currently

publishing
data
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Number of
countries

publishing

data
In 2016
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Where are we now?

Number of
countries with

statutory

transparency

codes
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Number of
countries with

voluntary
transparency
codes
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6.49

BILLION

Total US Dol

1121

THT ching Hospitals

11.41

MILLION

th ords Publis

_
1444

Total Companies

Open
Payments

Making Payments Da’[a* with Payment Records
% THE o .

walt” 30000

Disputes on

607000

Total Physicians

with Payment Records
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The Current Environment m

* Negative impact on ability to attain or keep
research grants

H CP & H CO ° CRgg:lfliiorl]gpportunities for research and

CO NCerns . Wo.rr.y about adhering to conflict of interest
policies
* Changing COl policies
* Misinformation
* Education and Awareness

* Time consuming registration, review and
dispute processes
* Dissention with hospitals
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The Current Environment |

* Time and effort to resolve disputes

e Communication and training not “sticking”

M all UfaCtU rer * Managing rgcording_ and reporting from
Chal Ienges various business units

 Collection from third parties can be
unreliable, resulting in data inconsistencies

* Poor understanding of actual requirements
of law; incorrect assumptions = bad data

e Perception that transparency requirements
are bureaucratic and not beneficial
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The Future of Transparency

Five Pillars for Global Success

® 4 4 a

Scalable and Rigorous

Global Managing Aligned Auditing Communication

Awareness Pre-Disclosure E‘::i't'ﬁ:sess and Analytics and Education
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Polling Question:

What Is your company’s biggest
concern about global
transparency reporting?
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Five Pillars for Glbal Success

O

Globhal
Awareness

1
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Best Practices for
Global Awareness
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Getting to Know Your Global Business

 Where do you operate?

* What are the corporate structures
in those countries?

:  What legal and voluntary code
Th | nk g IO bal Iy1 disclosure requirements exist?

I I I e Are your current businesses:
aCt Oca y- " . | » Subject to applicable requirements?.
* Aware of requirements?
e Resourced?

e Operating independently?
e Using corporate-wide infrastructure?

 Who are your points of contact?
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Putting Pen to Paper:
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Best Practices for Global Awareness

Form a global
transparency

steering
committee
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Best Practices for Global Awareness
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Country

Law or

Individual or

United
Kingdom

France

Portugal

Netherlands

Estonia

Denmark

Industry Aggregate Applicability — HCPs, HCOs Reported Items TOV Thresholds Notes
Code Reporting
Industry Individual - HCPs - physician, nurses, dentist, | Travel, Education, None at this time NHS Contemplating
Code encourages pharmacist R&D, Meals, Gifts, HCP driven disclosures
contractual HCO - medical societies Hospitality
agreement for
individual disclosure
Law Individual HCP - physician, nurse, Benefits (meals, gifts, | Benefits - equal to or
pharmacist, medical students, travel, etc.) and greater than €10
software developers and more Contracts with HCPs Contracts- Notification
of contract and its
value
Law Individual HCPs, HCO, Patient Organisations | Sponsorship, funding | €65
Industry Aggregate HCPs, institutions, partnerships Meals, contracts, TOVs over €500/ year | TOV data published in
Code travel etc. R&D a central database.
excluded Data must be
submitted in first 3
months of the year
Law Individual HCPs All non-clinical HCP In excess of €6.48
engagements
Law Individual HCPs Name, address, and Additional detail about
civil registration financial relationships
number of any may be requested by
physician or dentist the Danish Medicines
associated with the Authority.
company.
Law Individual HCPs TOVs for marketing




Proactively

adapt
to global
evelopments
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Managing Global Transparency: A Continuum

Regional

Variables
. . Systems Tracking &
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Managing
Pre-Disclosure

2
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Why manage
Pre-disclosure?
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Data
Accuracy

R A R T — T
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Why Manage Pre-disclosure?

il .

51 percent

of surveyed physicians who visited the
CMS Open Payments site

found inaccuracies in
the data

- 2014 MedPanel Survey of 461 Physicians
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Why Manage Pre-disclosure?

85 percent

DiSpute of physicians would like a
Channe| ¢channel to dispute

payments prior to

reporting and public disclosure.

- 2012 Regulatory Law Group Survey of 50,000 Physicians
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Online

Portal
ACCessS

_ IEESER A T TR — =T — bl ik

pharmac’ rtify

Why Manage Pre-disclosure?

R T R—— s MR ihesossglle | s .ai

61 percent
of physicians would access

an online portal to

proactively review and manage
financial data to be reported.

- 2012 Regulatory Law Group Survey of 50,000 Physicians
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Your Perspective...

Does your
Polling company have a
Question formal TOV
pre-disclosure
process In place?

B
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Manage Pre-disclosure?

TOWdisclosure.com™ s a streamlined and intuitive tool that enables manufacturers to share payments infor
before data is reported to CMS or other authorities. With TOVdisclosure.com ™, payments data is updated co
aren't limited to one brief window of time for data review. Disputes are resolved early, before payments dat]
Conflicts are avoided and relationships with HCPs and HCOs are strengthened

STEP 1 STEP 2 STEP 3

Transfer of Value dataiis HCPs review data and Disputes are resolved
shared with physicians contact manufacturer and data is finalized for
through with questions and submission.
TOVdisclosure.com™, disputes.

pharmac'é'l:iify
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Best Practices for
Managing
Pre-disclosure

‘
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Develop and
Implement

SOP’S in
partnership with

business
stakeholders
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Best Practices for Managing Pre-Disclosure

Establish a
communication

“triangle” with key
customers

| RS I E— — . S x - e e A el e
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Best Practices for Managing Pre-Disclosure

P r()Vi d e a ' TQVbiscrosure
Stream I i ned HCP Stitement

Click on a payment below to view details and inquire.

platform

NPI/SLN: NY123456
PRIMARY BUSINESS ADDRESS: 600 S Paulina St Ste 524

| cy: Chicago
ZIP CODE: 60612
’ _ Date Payment ID Nature of Payment Amount | City Product _ Third Party Payment
a I l S 1/15/2014 1234567 | Food and Beverage $98.89 N/A ERBITUX N/A

1/15/2014 1234568 | Travel and Lodging $265.35 TAMPA ERBITUX N/A
[ ] 1/15/2014 1234569 | Traveland Lodging $28.00 7 TAMPA ERBITUX N/A
to V I eW a n d 1/15/2014 1234570 | Traveland Lodging $290.08 V TAMPA ERBITUX N/A
. 1/15/2014 1234571 | Traveland Lodging $150.80 TAMPA ERBITUX . N/A
- > | 1/15/2014 = 1234573 | Speaker Fees | $350000 NA ERBITUX ' N/A
1/16/2014 1234575 | Speaker Fees $3,500.00 N/A ERBITUX N/A
' I n q u I r e l 1/16/2014 1234576 Food and Beverage $51.65 N/A ERBITUX l N/A
ﬁ‘l ﬁ“ ﬁ a i&i ia Lave and Eﬁﬁﬂﬂ LiNalalal 7 TW ERRIT| L I A
e i a i - e Er | -' S — ST g T e - e b s v coml e  a w = i _—_
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Five Pillars for Global Sccess

%

Scalable and
Aligned
Business
Practices

‘
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Best Practices for
scaling and aligning
business processes

L
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Scaling and Aligning Business Practices

Build and
follow a

roadmap

_ IEESER A T TR — =T — bl ik e - . {
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Y N
U.K.
N
Y N
Y N
Portugal
N N

. Legal, Compliance
SFA, iPAD, ERP

Tracking
Interactions with
HealthCare
Professionals — US N/A
Transparency

Reporting - US

pharmac’ rtify

Y

N/A

Y

Ag Spend System

Transparency
Reporting — US

Y

Data Privacy and
Information
Governance — US/EU
Safe Harbor

Ag Spend System

Data Privacy and
Information

Governance — US/EU

= BRG

Safe Harbor

Great Falls Pharma — Global Transparency Assessment

Statutor : Individual Compan Central Compan
Country Voluntary Code . y Prior Consent . p,y , ,,9 ’
Requirement Reporting Website Repository Division
U.S. Y N N Y %

Depends on CIA

North America

Vaccines Division,
Main Pharma,
Specialty Subsidiary

Distributor
Distributor
Direct Sales — World
Wide
Distributor
Australia Subsidiary

Main Pharma —
Canada

us,
Vaccines Division

ALL

Healthcare




Bridge the
gaps

pharmac’ rtify +*BRG

Healthcare




Invest In
the right

human
capital

pharmac rtify
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Driving alignment across the Global Organization |p" |
- ' " Syl e

How do you
Do we all
account for Do we have the
, understand the : them?

g right tools?
objectives? &

What are the
unigue business
practices from
country to
country?

Does anything
need to change?

pharmac’ rtify
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Five Pillars for Global Sccess m

bl

Rigorous
Auditing
and Analytics
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Best Practices for
Auditing and Monitoring

'
e - 4 e -
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—

Develop an annual

Audit +
Monitoring
Plan...

...and stick to It.
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What do your
efforts

?
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The Power of Analytics m

| s268,000 00

Where does your
FMV stack up?
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Where do we spend?
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Communication

and Education
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Understanding of the U.S. Sunshine Act

Question: Please rate your familiarity with the Physician Payment Sunshine Act.

Only 37% of
physicians were
“very familiar.”

Source: 2014 MedPanel Survey of 456 physicians
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» Reinforce transparency as a positive
development for manufacturers,
healthcare providers, and patients

 Increase understanding of transparency
requirements and scope by HCP’s and
HCO'’s

* Proactively share changes in healthcare
regulations and company policies

e Educate internal and external
stakeholders on their roles and
responsibilities

* Increase willingness of physicians to
consent to sharing their TOV information

pharmac’ rtify
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Why communicate and educate?

Drive home the sk
concept that ." V. /ORKIN R
transparency Is . E;R Pﬂ '
e

good for all
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Best Practices for
Communication

and Education
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Address both

Internal
and

external
constituents

D
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Best Practices for Communication & Education

Good Promotional Practices

Meals, Gifts, and Entertainment

Develop and deliver

targeted training | — = =

Terry, a new sales representative, will be taking over Dan's territory when
Dan moves to a position in the home office. On this day, Dan is introducing

]
Terry to Dr. Jeffries. During the conversation, Dr. Jeffries tells Terry that his
practice is quite busy and he doesn’t have much time to see sales
representatives. He also tells Terry he hopes Terry will continue with the

monthly golf outings that he had with Dan, as he found them to be the best
time to discuss Terry's products.

|
As they leave the office, Terry questions Dan about the goif outings as he
; thought that sort of thing was not permitted. Dan tells Terry he pays for the
golf outings out of his own pocket. If it is his money, Dan explains, no one can
say anything about it. Dr. Jeffries is an important customer, and Dan tells

Terry he should seriously consider doing the same.

What should Terry do?

| u
I n f O r m at I O n Select the Gourse of Action fab to answer the question.
“. ] 1) pharmac?rtify B 4 —
' READY. LEARN W Transcript 00:00 7 of 32
a n I I £2014 NXLevel Solutions. All rights reserved.

Select Next to continue.
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Integrate
existing
educational
materials

e 2a
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https://www.youtube.com/watch?v=Me6LzUR_68U

Embrace a
“touchpoint”

approach
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Best Practices for Communication & Education

Module: Certification Level 1 Fitier this sepeet M Downiload this report
23 Quick reports
s o Oh 3m 54s
{Pazsmnark) 30% Average Bms spent Learmmg Path
Cowrses
Peogple
' Teams
| I Modulas

- | Azzessment
Bl N == =

uptake B .._.

: Compliance Summany
q E Twd0siTimends| € | >

]
PERSON &~ LAST ATTEMPT TIME TAKEN SCORE ATTEMPTSE (LOCKED MARKING STATUS U.'jitl:lf.’ HEF]E]IIS
Alicis Wininger D000 27 i in Progress

L tivit
Ayoch Syed D 0008 m In Progress sl
Ayooh Syed g':;;fi_':‘ 000555 100% 1 [ camplass | Hever logged in
I 11707

Cheis Balck ?;"5;?] e 00:05:12 100% 1 [ Compiese
Chris Dobbertin D06:24 2 In Progress
Chns Race DO-00-00 o Mot Attempted

. Christing Bebes Kemper E“;;?:::: 001406 100% 1 | Camplane |

iy
Chnstine Bacchus 000009 1 In Progress h .') . 'f
Chrigting Domion Mec 18, 00 Ol 00 35 4% & Failed p arl I IaC( rtl y
‘ i B42:06 PM ) :
‘ i ai
= P - i o) e Sl S - = ! I wiin S e &I T S ——— ——
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The Future of Transparency

Five Pillars for Global Success

b S

Scalable and Rigorous

Globhal Managing Aligned Auditing Communication

Awareness Pre-Disclosure gl::i't'iis:s and Analytlcs and Education
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Thank you! m

Pete Sandford

Executive Vice President and
Co-founder
NXLevel Solutions

psandford@nxlevelsolutions.com

Visit NXLevel Solutions in Booth 204
at the Sixteenth Annual
Pharmaceutical Regulatory and
Compliance Congress, October 21-23
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Katherine Norris

Director, Corporate Compliance and
Risk Management
Berkeley Research Group

knorris@thinkbrg.com

Visit Berkeley Research Group in
Booth 6 at the Sixteenth Annual
Pharmaceutical Regulatory and
Compliance Congress, October 21-23
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