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Health System Decentralization =

+ Basic legislation and coordination
* Financing
Central * Minimum package funded through NHS
* Pharmaceutical policy
G overn ment * International health policy _
* Educational requirement 'ﬁ“ HR o

» Subsidiary legislation (Iml
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» System'’s organizational structure
* Accreditation and planning

Gove rnme nt * Purchasing and service provision

» Execution of pharmaceutical products legislation

J/
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Capital: Barcelona

Surface area: 32,107 km2

Population: 7,565,603 inhabitants (2012)

Population density: 231.5 hab/km2
(2011)

GDP: 197,919 millions of euros (2010)

Immigration rate: 15.7% (2011)

Expectancy of life: 82,3 years (2010)

Population= 65 years: 16,5%

Healthcare system: universal coverage

Climate: Mediterranean

Natural spaces: 17
natural parks

2/3 live in metropolitan
area

18% of Spanish GDP
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Pharma: some figures

Pharmaceutical industry
— 260 laboratories. 91 manufacturers (50% of Spain)

— 75% SMEs; 77,2% local capital

— 21.200 workers: 55% Spanish pharma sector; 0,7% workforce in Catalonia
— 58,2% Spanish production; 3,5% european production(N, D, S)

Fine chemicals industry
— 61 API manufacturers
— 2/3 Spanish production; 80% for export

Medical device industry

— 360 manufacturers and importers; 50% Spain
— Aprox.15.000 workers

— Overall turnover 4.000 M€; 15% export

Cosmetics Industry

— 550 manufacturers and importers; 60% Spain
— Aprox 13.000workers

— Overall turnover >3.000 M€
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Drug Promotion Control gf

Purpose
— Ensuring health protection right
— Promoting rational use of medicines

— Ensuring rigorous information: objective,
not exagerated, well founded and adjusted
to the SCP

— Ensuring information is not misleading or
unfair

— Ensuring consistency through EU market
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Legal framework )

e General Health Act (1986)

e General Advertising Act (1988)

e 29/2006 Act (July 26th), of guarantees
and rational use of medicines and
health products
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Legal framework (2

Royal Decree 1416/1994 Regulates medicines
promotion, amended by 109/2010 Royal Decree

Directorate General for Pharmacy and Health
Products Notices (6/95, 7/99)

Interterritorial Council of the Spanish National Health
Service Agreement (1996)

Royal Decree 1345/2007, which regulates the
authorization procedure, registration and conditions
of supply of medicinal products for human use
manufactured industrially

AEMPS Instruction (2007)
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Guidelines
Since 1995

3" edition 2009



Generalitat de Catalunya
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Serveis I tramits

Ambits d'actuacid

+ Per perfils
P Ciutadania
b Professionals
b Entitats prestadores de serveis
» Empreses i establiments
P Ens locals

b Centres educatius

p Linies d'actuacid
b Salut i gualitat
P Model assistencial
P Recerca
b Escenaris de sostenibilitat | progrés

b Tecnologies de la informacid i la
comunicacio

Auis legal | Ace

Inici = Ambits d'actuacid = Per perfils = Empreses i establiments = Emnpreses farmacéutigues = Medicaments =
Promocid i publicitat

Promocio i publicitat

© Guia per a la publicitat de medicaments d'ds huma @ [PDF,308,13 KB.]

Aquest docurment és una eina que facilita 'aplicacio de la legislacid sobre publicitat de medicaments d'us huma a Catalunya, | contribueix a obtenir una publicitat
de qualitat, de conformitat amb els interessos de salut pablica que concorren en aguesta matéria,

© Comunicacid de publicitat de medicaments d*ds huma /&
La publicitat de medicaments és tota forma d'oferta informativa, de prospeccio o dincitacio destinada a promoure la prescripoid, la dispensacid, la venda o el
consurn de medicaments, Aquest tradmit va adrecat a persones juridiques que realitzin publicitat de medicaments d’ds huma al territori catala.

Preguntes i respostes sobre publicitat de medicaments d'Gs huma @ [PDF,48,46 KB.]
Model d'Informe del Servei Cientific @ [FPOCF,15,86 KB.]

W Tweet 0 +# 0 Data d'actualitzacid: 07.02,2013

Generalitat de Catalunya

ibilitat | Sobre el Canal Salut | Sobre gencat | & Seneralitat de Catalunya | Elm
Departament de Salut
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Drug Promotion Control

What do we control?

e Systematic review
— Submissions
— Advertising in publications
— websites
e Processing reported cases of breach

and files

e Material collected from sentinel PC
centers and hospitals



Control Criteria )

All materials are reviewed verifiyng:

dMaterial suitability (SPC, valid support, ...)
Approved and marketed drug
dIndications authorized

dMain promotional claims

Date of elaboration

dIncentive relevant to professional practice
dValue of Incentives (negligible)



Control Criteria (2

20% materials submitted (sampling)

reproductions; adaptations not alloweo

1ODbjective information, no exaggerations
1References, quotes and charts are faithful

dAbsolute terms of efficacy, safety, qua
avoided

Ity

dcomparative advertising made correctly



Control Criteria )

Specialized press
Advertisements
dMinimum required information

MAH websites

dInstitutional promotion

dLinks & banners

dInformation about medicines
dInformation to the public
dWarnings for non professionals




Drug Promotion Control ’"

Current activity (2012)
4,500 submissions corresponding to
— 3,000 different advertising materials
— 1,200 sponsoring activities
— Valid support (including websites)

50 orders of withdrawal or amendment of
advertising material

3 penalty proceedings
6-8 daily consultations



Breaches

7 Formal Issues

Content aspects




Formal i1ssues )

_aC

_acC

Diffusion without prior notification

kK of administrative data

K of documentation

Submission unclear

e Valid support: confounding conception

e Skipping date of preparation or revision



Formal i1ssues

e Reminder advertising content

® LaC

® LaC

K of the Scientific Service Report

K of minimum content

e Incentive not relevant to professional
practice

e Publishers / valid suports



Content aspects ()

Published studies, not being quoted exactly
nor faithfully

Exaggerated statements/claims

Lack of quotations from medical and scientific
literature

Statements/claims not adjusted to SPC



Content aspects (;

 Promoting not approved indications

e Skipping relevant information

e Comparative advertising out of fair
competition

e Contents of the Product Website



Breaches incidence

8% 4% 5oy

11%

21%

B Penalty proceedings

B Valid Supports

O Information not adjusted to SPC

@ Advertising unsubmitted

O Unadequate Incentives

O Prescription drugs advertising to the public
O Incorrect literature references




Spanlsh Code of Good Practices
far the Promoticen of
Medicines and Interacticn
with Healthcare Professlonals




Spanish Code of Good Practices for the
Promotion of Medicines and Interaction with
Healthcare Professionals

Purpose

e Guarantee that promotion of medicines for human
use as well as interactions with the healthcare
professionals are carried out in the respect of the
strictest ethical principles of professionalism and
responsibility

e [Information to healthcare professionals complete, up-
to-date and accurate

e Contribute to strengthening confidence in the
pharmaceutical industry



Farmaindustria Code

e Scope
— Farmaindustria members

— Adhered to the Code companies

— IFPMA members



Ethics codes

« Common Basic Ethical Rules
e legality
e decency
e honesty
e veracity
e good taste
e |dentification

Beyond the law



Implementation of the Code &

e Penalty proceedings: Reduction in the number
of formal complaints against competitors

30
20 -
H ex officio
10 - u formal complaints
0 4

1995-2003 2004-2012

e Reinforcing messages about the validity of
certain promotional activities
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Complementary systems

3@‘ What do they cover
e Advertising and Furthermore...
promotion  All forms of interaction
— To the public between the
— To professionals Pharmaceutical
— Medical representatives companies and
— Free samples e Healthcare professionals
— sponsorships of scientific — Including collaborations,
or professional Consulting, ...
meetings/congresses  Patient organizations
e Studies and clinical
trials




Complementary systems

30E
e Scope
— Universal

e Mandatory
e Slower reaction time

e Longer time to solve
procedures

e Difficult updating
(1994)

Scope
— Limited

Voluntary
Faster reaction time

Shorter time to solve
procedures

Easier updating
(2002-04-05-07-08)




Advertising and promotion

Permanence Adaptation
e Principles e Creativity:
— Ethics — Continuous evolution
— Control — New ways to do
e Legal framework e Criteria
— Stable — Adaptive to trends

— Consistent




Evolution trend examples

e Strategies for reaching the patient
— DTC unbranded b
— Call centers
— Product websites
— Social media

e |Information vs promotion
— Premarketing
— New forms of relationship and sponsoring
— Publicity, generating opinion




Conclusion

e Complementary systems
e Nonexclusive systems
e Need for ongoing evolution
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