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The Code — chance and challenge U
EFPIA Disclosure Code

2

EFPIA

* Local transfer

* Cross border
activities

« Local laws (O
& regulations

(:
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The Code — chance and challenge U
Disclosure code

How transactions occur locally and cross border ?
* Resources — manpower and budget needed
* |n addition ...?
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Local or regional approach U
First approach

a. Local approach

- Affiliates are responsible for their own activities

/. All activities with HCPs/HCOs across EU are
delegated to and managed by the respective
affiliate (*home” of HCP/HCO)

b. Regional approach

- Affiliates manage their own activities (approved
process)

* Activities with foreign HCPs/HCOs managed as
well - but disclosed where recipients have their
(main) business

Y ]
AN
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Local or regional approach U
First approach

a. Local approach

Pro Con
Comply with local Limited data & transparency
obligations and codes from company perspective

NoO business processes to Re international projects:
be changed Comply with other codes ?

Limited data captures only  Legally correct ?
Complex com
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Local or regional approach U
First approach

a. Regional approach

Pro Con

Consistent transparency Some complexity and
policies & procedures ...organisational challenges
across region

Fulfills business needs: New processes, workflows
Flexible system to establish

Comply with ,legal® New / modified IT systems
obligations & codes needed...

Share & learning system ...Investments

Change management....
Data privacy ......
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Local or regional approach

a. Local Approach b. Regional Approach
- Small companies * Mid size /global
»  Low no. of cross companies

border interactions « Regularly cross border

Interactions
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The IT challenge
EFPIA template — Transfer of Value (ToV)

Daiichi-Sankyo

CHANGES FOLLOWING CCSG "STRESS TEST TEAM" INCLUDED IN FUSHIA - for validation at the 11 December COMCOM TC

of publication: .

HCPs: City of . .
Fuln Principal Practice |Country of Principal| Principal Practice U”'%”effo_”"m Contribution to costs of Events (Art. 3.01.1.b & Fee for service and consultancy (Art.
ultiame HCOs: city where Practice Address e 3.01.2.a) 3.01.1.c & 3.01.2.¢)
: OPFTIONAL UL 01,1, 1.2,
registered
Donations and
Grants to .
Sponsorship Related expenses
HCOs (Art. . .
agreements with agreed in the fee for
3.01.1.3) HCOs / third Registration Travel & service or consultan
(Art. 1.01) (Art. 3} (Schedule 1) (Art. 3) (Art. 3} . . g Accommodati Fees . . Y
parties appointed Fees on contract, including
by HCOs to travel & accommodatio
manage an Event relevant to the contract
INDIVIDUAL NAMED DISCLOSURE - one line per HCP (i.e. all transfers of value during a year for an individual HCP will be summed up: itemization should be available for the individual Recipient or public authorities’ consultation only, as appropriate)
Dr A NiA MiA Yearly amount Yearly amount Yearly amount Yearly amount
DrB NiA MiA Yearly amount Yearly amount Yearly amount Yearly amount
4 etc. MNiA MNiA Yearly amount Yearly amount Yearly amount Yearly amount
=
T OTHER, NOT INCLUDED ABOVE -
Agagregate amount attributable to transfers of value to such Recipients - 41 502 NiA MiA Aggregate HCP= | Aggregate HCPs | Aggregate HCPs Aggregate HCPz
Number of Recipients (namesd list, where sppropriate) - At 2.02 NiA MNiA number number number number
% of total number of Recipients - Art. 3.02 NiA MiA % % % %
INDIVIDUAL NAMED DISCLOSURE - one line per HCO (i.e. all transfers of value during & year for an individual HCO will be summed up: itemization should be available for the individual Recipient or public authorities® consultation only, a5 appropriate)
HCO 1 Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount
HCO 2 Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount
5 etc. Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount
Q
I OTHER, NOT INCLUDED ABOVE -
Aggregate amount attributable to transfers of value to such Recipients - 4t Z.02 Aggregate HCOs Aggregate HCOs Aggregate HCOs | Aggregate HCOs | Aggregate HCO= Aggregate HCOs
Number of Recipients (named list, where sppropriate) - Art. 3.02 number number number number number number
% of total number of Recipients - Art. 3.02 % % % % % %
AGGREGATE DISCLOSURE
[=]
&
= Transfers of Value re Research & Development as defined - Article 3.04 and Schedule 1 TOTAL AMOUNT

latest update: 10 Dl:ember 2013
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The IT challenge

ﬁ

-

Transfer of Value (ToV) - Categories o
4 types of activities:

[Donations Events Fee for service R&D
& Grants (Studies)

ras@w INCLUDED IN FUSH@mation at the 11 December COMCOM TC

Donations and
Grants to
HCOs (Ar.

3.01.1.a)

Contribution to costs of Events (Ar1. 3.01.1.b &

3.01.2.a)

Fee for service and consultancy (Art.
3.01.1.c & 3.01.2.¢)

Sponsorship

agreements with

HCOs / third
arties appointed
by HCOs to

manage an Event

Registration
Fees

Travel &
Accommodati
on

Related expenses
agreed in the fee for
service or consultancy
Fees . .
contract, including

relevant to the contract

travel & accommodation

Transfer of
value re
research and
Development
as defined
(Art. 3.04)
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The IT challenge </

Transfer of Value (ToV) - Recipients e

-- 3rd party

Grant/Donation

Event

- Sponsorship - X

- Small group meeting X X

- Advisory Board X X

- Congress X X

- Others X X X
Fee for service X X -
Clinical trials / study

- Interventional X X -
- Non interventional X X -
- Research activities X X -
- Market research X X X
- Others X X X
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Looking beyond .... </

Daiichi-Sankyo

|
Justification & objectives
Plan Duration, location & documentation

[No. of attendees, countries, specification ]
Level of expertise & identification of KOLs
Documentation
R
Check payments

Disclose .... changings ??

Nationalities, check,
country specific regulations
Fair market value

Attendee list,
Outcome,
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The IT challenge U

The processes

How the process could look like ...a common e-system:

« Select kind of activity Workflows ? Contract
system..?

« Identify customer Unique customer data
base ?

Event and expense tool ?

SAP / financial system
Interfaces ?

Customer info & automatic
extraction / reporting ?

« Start process

* Realize activity
- Pay

« Disclose

1 13
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Local variations U

example

Local laws & regulations have to be respected ...

= International Advisory Board #
= Location: Paris (ad). to a congress
= Time: Full day (working dinner — day before)

= Advisors: F, UK, D, B, I, TR, NL
= Support: by a local agency
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Local variations o
. hational challenges

|
France: Fees &
= CNOM check in advance (by HCP or Company) gég\s/i?isgr(qsr
. Disclosure: by “Loi Bertrand” (L.1453-1) and LEEM code '

Definitions, website, threshold > € 10 (no fees)

Legal persons
(Training for HCPs)
Publishers

(Press, Radio TV ..)

Foundations, Learned
societies, Consulting
Companies

HCP/ HCO definition

Students & Health Care

Ass. / groups facilities
Non profit
Health Care Ass.
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(Rx /dispensing
software..)




Local variations o
... hational challenges (examples)

Italy:
= Employers consent mostly needed (“dichiarazione”)
. = Law decrees: e.g. 219/2006 and 231/2001
= Notification to AIFA in advance (60 day) for speaker activity

=  HCP fees must be communicated to the relative health structure within 15
days from payment

= Congress sponsorships need to be authorized by AIFA — at least 60 days
before congress starts

= Local GM of affiliate is responsible ....

y C
4 <

Transparency obligation already in place (accumulated)
Check ABPI Code
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Local variations o
... hational challenges (examples)

Germany:

P = Employers consent needed mandatory
N

Belgium:

= Special local (university) regulations
. = Mdeon ticket mandatory (request by HCP or company 10 days in advance)

The Netherlands:

Mgy = Special local (university) regulations
F = Local Nefarma transparency Code already in place

Turkey:

= Limitation for (foreign) events (HCP can accept max 2 events from a company
and 1x international event / year)

= Notification to MoH
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Local variations
Hospitality thresholds (selected)

Daiichi-Sankyo

T |counties Lunch | Dinner | comments

Transparency Denmark
laws / :
regulations in Finland 45

place France

Self regulation Turkey
The Netherlands®)
Belgium 40
Germany
Switzerland

UK

*) agreed by multi stakeholder

100
60

60
75
75
60
121
87

incl. VAT
incl. VAT
incl. VAT

Excl. VAT
incl. 21% VAT
incl. VAT

incl. VAT

Incl. VAT
excl. VAT



Local variations U
Release procedure

How can the process organized to be compliant ?

TIEICWA- Central (HQ) sign off re kind of activity
Plan - Additional local loop /sign off may needed

2L1[y4=J - Check & control (central)

* (organize

Pay / gentlral
Disclose ocal) -
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Local variations W/
Release procedure

Advisory Board:

= Central (HQ)
release of activity
& French affiliate

= 6 local sign off of
affiliat
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Local variations o
ToV transaction types and possible data flow

Example: Business transaction with transfer of value System for data capture _ ToV Reporting Output
1. Speaker Contract with Dr. X: 1.500 EUR IT financial Dr. X: Speaker Fees: 1.500 EUR
2. Event Travel /Accommodation via Agency: 5.000 EUR IT financial
a.Dr. A—Travel: 242 EUR Dr. A—Travel: 242 EUR
b. Dr. A— Accomodation 130 EUR File Dr. A — Accomodation 130 EUR
c. Dr. B — Travel: 500 EUR Attach- CRM or IT financial , |Dr. B—Travel: 500 EUR
d. Dr. C—Travel: 6,50 EUR ment g Dr. C—Travel: 6,50 EUR
O
__ >
[eTs}
£
3. Expenses SR 1: Meals/Drinks* for Round table: 85 EUR Expense Tool IT financial 08;
: CRM or Expense Tool = —
b. Dr.E: 32 EUR p Dr. E: 32 EUR
c. Dr.F: 28 EUR Dr. F: 28 EUR
4. Hotel Group Buffet Package Invoice : 90 EUR IT financial
a.Dr.G: 30 EUR Dr. G: 30 EUR
b. Dr. H: 30 EUR CRM Dr. H: 30 EUR
c.Dr.1: 30 EUR Dr.1: 30 EUR

* Not relevant in some countries
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Local variations W/
Prerequisites for a common IT system

Prerequisites to organize a compliant process:
1. Unique customer data base

= Unique local and regional/global

= Defined on local needs (e.g. France...)

=  No double / “dead” customers

= Regular updates and checks needed
2. Common CRM Tool

=  Core processes/ activities

= Local adaptions

= .. Tools: nomination, FMV, contract management .. desirable
3.  Common financial system (e.g. SAP)

= Interfaces with systems above...
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| ocal variations

Questions to be raised
= Unique customer / recipient existing ?
= All terms & processes harmonized ?

= Correctness & accuracy of data guaranteed ?
= Policies and controls in place ?
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Local variations W/

. If you are not ready so far ..
= Customer master data: local or central ?

= Server: local or central (by company or provider) ?

= CRM and support tools: Company owned or
external (Buy or monthly fees ..) ?

= Harmonizing processes — Change management !
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The data protection challenge >

Daiichi-Sankyo

.... EU data protection directive 95/45/EC ( “DP
Directive”) — differ across countries

... personaldata & processing

y ¥

transfer of value collect, record, organize, store..
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The data protection challenge U

Inform consent mandatory:
= |n writing

= Clear

= Unambiguous

= Revocable at any time

Not “stashed / hidden” e.g. within a contract ..
...a separate consent
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The data protection challenge
Data protection consent ( FSA/ VfA Germany) 1

gl ViQ s

DATA FROTECTION
AND
CONSENT TO USE OF PERSONAL DATA

Dear SirMadam [+],

In accordance with the new FSA Transparency Code (Fi4-Transparensfodey) which was
enzcted on [«], we, 25 2 member of the Azeociztion for the Voluntary Self-regulation of the
Pharmaceutical Industry (Frsiwillige Selbstkonoalle fiv die dvmsimigelindwnie ell,
"FSA"), are obliged in future to disclose and publizh detail: of non-monetary benefits
provided to asseciation and arganization members. [optianal; “The relevant provizion of the
new FEd Transparensy Code iz anached az an annex hevers."]

We are committed to protecting your perscnal data and upholding applicable data protection
laws and regulations and will therefore discharze our aferamentioned obligations only with
vour prier conzent and knowledza.

Data protection and consent to use of personal data

Thiz declaration of consent relating te datz protection ("Data Protection Declaration™)
zxplains which types of personzl data may be collected, stored and published in connection
with non-monetary benefits made to vyou For the purposes of thiz Data Protection
Declaration, perzonal datz means amy data relasting to vour personm and vyour personal
circumstances.

"[#]" rafars to [+ (hersinafter alse referred to 2z "we”, "us" or "our").

By signing this Data Protection Declaration, you hereby consent to your personal data
being processed in accordames with the procedurs set out in this Data Protection
Declaration.

1. We may collect the followms personal data about you ("Personal Data™):

Insert pame of member of the association.

% Insert datz when the F3A Transparancy Code entered indo force.

*  Insert abbreviated name of the company collactins thie data (campetant body contraller).

*  Insert full corporate rame of the compary collecting the data (competant body contreller).

S1-

FS

vfa.

*  Persenal Dara: We may collect your name, practice or business address, contact
datails and {if applicable) your "hfslons phyzician mumber” (Jebanslonzs
Arznypmmer. LANE).

*  Non-cash bengfits: We are obliged fo record the precize amount of non-menetary

bavefits which e prosida yon ditectly or indiraetly ("Non-Monetary Benefits™).
This incledas, but 15 net lmited to, the fSallowing:

o Non-Monstary Bengfitz in conmestion with attending continuing medical
sducarion conferences incloding conference'ragistration fae: meludme travel
and aceommedation expensas;

o service and consultancy fess; and

o fumding for research and development, including but not limited te, studies,
clinical trizls and non-interventional studias?.

v Addditional informadon: We may collect farther dats shigh may aid ue
determinms when the Non-Monetary Benefits were made and in what amount
(such as confracts, payment receipts, atc .

2 Wea may use vour Perzonal Data for the followmg purposes:

®  DPyblicanon: We may publish vour Personzl Data on 2 publicly accessible website to
anable uz to comply with the requirements of the FSA Transparency Code”.
leptignal: "4 sampls publication iz attached as an annex hersta" )]

o We may publish your Persenal Data on any of cur publicly accessible company
websites®.

*  Maotz: Whare companiss srant ather Nor-Menstary Benafits, they must also be disclozed. In zuch caze, amy
such meoms must be disclosed in 2 Sourtk sab-bullet point entitled "orher dengfitr in king” inzerted ander
"Men-cazh bemefits". For clarification purposes, example: of benefits in kind may be provided, eg. by
adding “including bur nor fmited to, By wr divectly or indivecrly, e.g rervicer rendered &y a thivd paryy
commiszioned &y us'" 2s 2 supplement.

% Motz Whers additional formation is collacted and stored on member: of the aszociation, this mu:t be
dizclosed and farther details must be provided thereon Where companiss reguire sreater differentiation or
reguire 2 mare demiled breakdem, o2 the services benefits, ameunts imvalved or types of conferances ha'd
must be itamized separarsly or insofer 2 information is provided on the topics wunder dizcussion at the
conference, the subject mater of the conference or conference venues, further details must be provided in
razpact theraof!

Motz It i3 advizable to amach 2 sample publication provided by EFPIA (Ewopean Federation of
Pharmaceutical Industrizs and Associations) which states as clearly a: poszible what form the publizaton
takes and what is 10 be dizclozed therein.
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The data protection challenge
Data protection consent ( FSA / VfA Germany) 2

- froinesy 4 via. e,

[Alrsymarive I: Your Personzl Data may be published on any of [+%] publich
accessible company websites. [»] will publish vour Personal Data en it website on
our behalf® The datz may be downloaded =sparately on the webzite on behalf of
[.u]_]

[dlrsrmative 2: Your Persenal Data may be publizshed on any of [+#] publicly
accessible company websites. [+3%] will publish your Persenal Data on its website
on our behalf z:s the party which commiszsionsd datz proceszing withm the
meaning of szactionll  Germman  Federal Data  Protscton  Act
(Bundezdatsnichuzzsses, BDEE) . The datz may be downloadad separately on
the wabsite on behalf of [+].]'*

o Any publication will melude your nams and other Personzl Data and detailed
mformation on the types of Non-hlonstary Bensfitz vou raceived from us during
the relevant reporting period and for what purpese’”. The repertng peried is the
calendar yaar.

Motz: Whare such details are also published im English, reference should be made to this. Supplement:
" Dtoils meay Be pubiished in both Gersan aed Engiish".

Mote: Insart corporate name of group compemy and (if applicable) including the “parsmt company” or
“subsidiany” 23 supplementary informatian.

MWote: The Declaration of Consent templats is based on the aszumption that the group cempany will only
publish the data on behalf of the company collecting the data (competent body/controller} and that the data
will not etherwise be analysed or used ir any way by the group company. Insofar a: dat2 underzoss farther
analysiz or is otherwize used M any way, express reference must be made thereto.

Tnzert abbreviated name of member company 2s per the definition sated on page | (foomote 3)
Tnzert corparate name of third-pamy provider
Tnzert corparate name of third-pamy provider

Mote: An asreemsnt on commissiensd datr processing (dyfrossdafenveraripiungeringgl neads fo be
cancluded

Tnzert abbreviats name of member company 2: per the definition state on pags | (footnome 31

MWote: Inzofar as the information is publizhed en 2 group company's websits, and such sroup compamy
commiszions a third party to conduct data processing on its behalf, both altematives must be inzerted.

Notew Whare more than just information ca the said recipiests &3 provided, further defails nesd to be
provided thereon In pamioular, where companis: require greater differsnciztion or requirs 2 moers deteiled
breakdoma, ez the ssrviceshenefits, amounts mwvelved or type: of conferences held mus be Hemized
separatzly or insofar 2z mformation i= provided on the topics under dizcuszion at the comference, the

g
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o Insofar az funding was providsd for the purpose of "ressarch and development”,
this information shall be publiched in anonymeus form (on an aggzraszate basis)
without dizclosms vour identity.

o Disclosurss shall be made oncs 2 year, 2z z rule no later than 30 June for the
preceding calendar vear. Information dizelosad shall be required to remain m the
public domain for a minimum of four vears after the time such information s frsf.
disclozed.

v Srorage: Irespactive of publication, wa shall stors your Personal Data for a minimum
of =iz years after the end of the ralevant raporting period. [Opricnal: Starutory record-
kesping obligarions chall remain ungffecrsd theveby.]

v [Optional: Statutory nodfication and reporting duties: Siatutory motification and
reporting duties, including bur wot limited 1o, section 87 para § Pharmacsuticalz der

rdrangiminelgesat. AMG), will continue 1o apply in the case af consenr being
withheld.]

[Optional: Prior netificaden of publicanon: We shall give you advance notice of the
publication af your Perzonal Dara and shall inform vou precizely whar informarion
will be dicclored therein %]

Your righes: You may zt any time raquest to he precided with information on your
Perscnal Dtz stored by us and demand that we corract, delete or block any incorrect
data. For further mformation, please contzct: [insert conract deraiiz]

Right of revocansn: The grantmz of vour conzent 1z voluntary znd may be revoked at
any time without amy datrimental affact on you's.

conference programme of canference vemnes, raference mest be mads thareto in the Declaration of Consent
and further details must be duly provided in respect thereof.

Waotz: This clapse is eptional Previding additional advance notice may prevent disputss arising after
publication

Mote: Optioral” You may msert 2 raference hers to the fact that the stahotory notification and reporting
duties, including ot pot limited to, section §7 para § Pharmaceaticals Act {drengimite/sees, AMG), wil
contizue to apply.

Daiichi-Sankyo
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The data protection challenge
Data protection consent ( FSA / VIA Germany) 3

i@ VI B,

Declaration of consent

Daiichi-Sankyo

{inzert nams)

{inzert praciice or business address)

I herby consent to my personal data being processed in accordance with the procedure
set out in this Data Protection Declaration ™,

My attention has been drawn to the fact that the granting of my consent is voluntary
and may be revoked at any time and that I will not suffer any detriments should I
choose not to sign this declaration.

(Place, date) {Bignature)

* Motz: Optiomal: It iz alzo poszible to insem boxes and healthcars professionzls are asked to dck the
appropriate box, iz thet they grant their comsent or, cemwversely, do not gramt their comsemt. Optiomel
supplementary infommetion: * [] [ hereby withbhold wy censant to my personzl dta being processad n
accordance with the procedurs s2t owt in this Data Protection Declaration” and convarsely, " [] 1 haraby
consantto [...]"
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The data protection challenge U

...... Issues to keep in mind .....
= |nform your customer in advance
= Consent is revocable at any time (time!)

Need to be included in CRM/ reporting system as
well - system supports you

= Customer orientation
= Flexible re any changings
= Avoid mistakes ( ...and fines)
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Sum up U

= Transparency disclosure obligation cannot be
seen alone — the whole interaction process
needs to keep in mind

= To avoid non compliance and to support
colleagues — common IT system strongly
recommended
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Sum up U

Transparency will not only increase the reputation of the
pharmaceutical companies ...but companies benefit also:

= Speed up organizational processes
= Fulfill business needs and
= Prepare for the future challenges

= Create a compliant system (protect company and
customer) and minimize risks

= Provide full transparency — also for management
= Learn and improve

What system(s) fit at best for your company ?
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Dr. Michael Bartke

Director Compliance Management
Daiichi Sankyo Europe GmbH

Zielstattstr. 48
81379 Munich

Germany

michael.bartke @daiichi-sankyo.eu
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