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RESUMEN BREVE CONTEXTUAL

Gasto en medicamentos en Espana: No es un problema de
nivel de gasto per capita. Lo es su insercion en la cadena de
valor de la salud

Mayores dudas sobre el control del crecimiento y su
insercion en la gestion de los cuidados de salud

Ausencia de un algoritmo para hacer frente a los nuevos
desafios de la globalidad desde la gestion clinica (alineacion
de incentivos). Solvencia.

Dudas sobre el papel de la descentralizacion de las
decisiones: del assessment al appraisal, de la eficiencia
productiva a la asignativa. Flexibilidad

Si no se hace politica farmacéutica ‘te la hacen’: Medidas
burdas para abordar la sostenibilidad con reglas de gasto.
Precio y cantidades con dinamicas diferentes

Inciertos efectos sobre la micro-gestion y la innovacion



Mirada al entorno (Kanavos, Lopez-
Casasnovas et al 2017)
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Macro-level
pharmaceutical policies

Price control

Volume control

Expenditure control | —

Types of budget caps
Fixed % GDP
GDP Growth
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What do macro level control
mechanisms achieve and not achieve?

J

Micro-level
pharmaceutical policies

Supply-side

Demand-side

HTA

MEA

Referencing pricing
Generic pricing

ROR regulation
Risk-sharing agreements
Formularies

Tendering

Drug funds

Price capping

1. INN prescribing (mandatory)
2. Generic substitution
(mandatory)
3. Clinical/prescribing
guidance (mandatory)
4. Education (e.g. academic
detailing)
5. Limits to promotional
activities
6. Financial incentives, e.g.
* PA4P (prescriber)
* Co-payments
(patients)
7. Non-financial incentives
(e.g. extensive use of IT,
monitoring, audit, etc.)

How can action at the micro level help achieve macro level

objectives?




Analisis de situacion afrontando a la
innovacion

* A nivel local: Los medicamentos hospitalarios
juegan otra "liga" (la Comision de Farmacia
Hospitalaria como gate-keeper..) éQuién es o
debe ser el prescriptor real?

* A nivel territorial: écomprador unico?

* A nivel central: Innovometro’ (?!!)
ponderaciones afiadidas segun las caracteristicas
de |la patologia (gravedad, duracion - cronica
cronica) y tipo de farmaco (prevenir / aliviar)

—Incremental / disruptivo: Dos mundos



Fijacion de precios. Pero de lo dicho al hecho...

* Novedades con peculiaridades (sin alternativas:
lowest price at UE ‘proporcionados’ a la
innovacion)

* Novedades de interés terapéutico relevante
(mejora cumplimiento: up to plus 5%) (mejora
seguridad con menos efectos adversos (up to plus
10%) (mejor eficacia: up to plus 15%)

* Medicamentos financiables de similar utilidad
terapéutica (formas de administracion, alguna
indicacion nueva, nuevas dosis y/o principio
activo)



Realidad. Reembolso. Marana

Cartera basica

Dispensacion

Precios aprobados no son costes unitarios
Descuentos

Subastas: quién y como?

Compras conjuntas e incentivos

Limites a la falta de transparencia



Mirada al entorno (Kanavos, Lopez-Casasnovas
et al 2017). Assessment / Appraisal

Table 1. Key Drug Review and Decision-Making Bodies in Select Countries, 2009

Assascment Process

Appraisal Process

Reletionship to
Country Review Body Function Rola Government Cavarage and Pricing”
Reimbursement Committee of the
Denmark Danish Medicmes Agancy (DKEMA) Coverage Regulatary intograted DKMA
Mational Institute of Health and
England Giinical Excellance (NICE) Coverage Regulatory Arms-length NICE
Evaluation Committea for Medical
Products of the National Health Coverage Adwizary Ministry of Health and Sport
France Authority [HAS] Integrated (coverage)
Economic Committee for Health . CEPS (pricing)
Proclucts [CEPS) Pricing Regulatory
Institute for Quality and Efficiency Federal Joint Commission and
2 . . Ad Arms-| -
Germany in Health Care (IQWiG) Coverage o ms-length Ministry af Health
Heslth Care Insurance Board, Covarage and Ministry of Health, Welfare,
Netherlands  Committes for Phanmaceutical Pricin . Advisory Integrated and Sport
fud (CHF) : {cowerage and pricing)
Dental and Pharmaceutical Coverage and T
Sweden Benefits Board [TLY) Pricing fiegulatory Arms-length (coverage and pricing)




(...)

Table 2. Comparative Drug Review Methods Used In Select Countries, 2008

Denmark England France Germany Netherlands Sweden
Selection Every new drug? Drugs rederrad by Every new drug® Drugs referred by Drugs that cannot  Every new drug®
critaria for Departrmant of the Federal Joint be classified under
drugs to review Health, which are Commassion, which  reference pricing
than priontizad are considarsd system
based om a varety to have potential
of criteria, such health/ cost
as health impact, npact, of whers
disease burden, available evidence
and clinical/pokicy i inconclusive
relavance or controversial.
Typacally, these are
drugs that cannot
be aasily classfied
under the reference
prcing system,
Evidences RCT data preferrad;  RCT data preferred; RCT data preferrad;  RCT data RCT data RCT data
requirements health economic health economic health economic preferred; preferred; preferred;
information information informastion health economic  health economic  health economic
wd- but  required wm:&“' but  information information information
o Source: Systematic " " required required required
Source: Evidence reviews and Source: Evidence A S~ Source:
from manufacturer  analysss of climical  from manufacturer : S -
dossier and ?3”,,“ M Systematic Evidence from Systematic
studies: may or reviews and manufacturer reviews and
may not include analyses of dossicr analyses of
manufacturer data clinical and clinical and
econom|c economic
studies; may or studies; may or
may not indude may not include
industry data manufacturer

doto




Parametros en juego

Table 3. Key Criteria Used by Countries to Make Drug Coverage Decisions, 2008

Decision criteria Denmark  England France Germany  Netherlands ~ Sweden
Therapeutic benafit v ¥ v v v i
(ost-efiectiveness 1 v ' ¥ ¥ v
Necessity (diseasa burden, saverity) v v
Availability of tregtment altematives ¥ v v v
Publiz heaith impact v
Equity ¥ v
Budgat impact y v v
Ethical/legal considerations v v
Faasihility of assessment ¥

" Unciear £ and when costeffecivencss 5 consgered,



Policy
Tool

External
Reference
Pricing

Instrumentos /5

Objective

L J

Efficiency

Description

Examples

Impact

Rate of Return
Regulation

Megotiations
and Price-
Volume
Agreements

Efficiency

Cost-Plus
Pricing

Discounts
Patient Access
Schemes

Efficiency

L 2

Price calculation based on price
set in other countries. Can wary
based on formula used, basket of
countries used, re-pricing, and
use of wealth adjustment. Used
to set price directly or to inform
negotiations

W

Most EU member
states except, UK,
Germany

Prices set freely, but a threshold
is are placed on total szales or on
the return on capital employed
{ROCE)

Limited evidence of
cost-containment
despite downwards
price convergence.
Can lead to launch
delays

v

UK (PPRS)

Efficiency

Efficiency

W

Price is set based on forecasted
volume such that expenditure on
the product is capped. If the
volume is exceeded the product
may be subject to a rebate.

Mo explicit link
betwesen cost-
containment and
UK PPR5. Despite
relatively, free-
pricing reports
suggest UK achieves
reasonable prices

France, Italy,
Austria, Australia

Price is set according to the cost
of production for the
pharmaceutical. Promotional
expenses, profit margin also
considered

Confidential flat discounts
applied to a pharmaceutical
product based on list or
reference price. Typically done as
a result of negotiation. In some
settings used to bring products
within cost-effectiveness
thresholds.

|

Legislated in Spain
and Greece, but not
used im Practice.
Implemented in
Slovakia, Pakistamn,
India, Iran, China,
Bangledesh

Evidence suggests
negotiations hawve a
substantial impact
on reducing
pharmaceutical
expenditure

Muost EU member
states.

Evidence suggests,
extensive cost-
savings through
discounts. Given
confidentiality,
exact magnitude is
unclear




Efficiency,

MNegative or positive. Negative
lists contain a list of drugs that

MNegative = UK B

Mixed evidence,
although evidence
suggests potential

Formularies » quality of care, [~—¥| should not reimbursed. Positive 4){ for cost-savings,

P— lists contain drugs that are Germany efficient use of
partially or completely health resources,
reimbursed by the health care and improved
system alignment of R&D

priorities
Internal Efficiency,
Reference * quality of care, % Establishes a maximum Several European
Pricing P reimbursement level based —_— Countries, Effective in short
generic prices within a Australia, New run, but likely less
therapeutic class. Zealand, Canada effective than
competition
Health Economic and/or clinical hetwe.en Benencs
Technology _ El‘ﬁcilenqr, _ | assessment of a products value. England [MICE), VEr ime,
Assessment #| quality of care, “| HTA can be regulatory, advisory, Scotland [SMC),

BCCESS gatekeeper advisory, or =2 France [HAS), Significant driver of
surrogate. A wide range of Germany (GB-A, efficiency, quality of
economic, clinical, and other IQWiG) care and access of
factors can be considered. Used care. Substantial
to determine or advise the variation across
reimbursement HTAs complicates

Risk-sharing Efficiency, , AmeSsmant
agreements — quality of care, |}=——=| Allows for coverage of a product {EFEIEEE Wit

ACCESS under certain conditions in order wvidence Improwve
address uncertainties in > development, spredictability,
evidence. Can address financial BUkcGme reduces prices, and
or outcome uncertainty gua.rentees. improves access.

patient/dose caps Large
| G El‘f‘iciency', Portfolio deals, whereby administrative
EZEE:E:E == quality of care, [~ manufacturers agree to price burden
dCCess increases in some parts of their 3 UK, Germany, Italy

portfolio in exchange for
reductions in others




Policy Objective Description Examples Impact
Tool
- i , Evidence of
Price ceiling set on genericand . .
L A , substantial savings.
originator products following UK, Austria, Concerns over
Cost- patent expiry. Typically setas a ) Finland, France, .
. . > negative impact on
Price capping containment / maximum allowable percentage Greece, and geﬁeric com':)etition
of the originator price Portugal
Mixed evidence on
cost-containment.
A tender is issued and a bidding Some eV|dP:nce
s suggests price
war ensues. The lowest price is R
R . | Netherlands and levels are higher
R . | Cost- . | granted the tender and the right = . .
Tendering = . = . Germany with capping and
containment to supply the entire market. The that capping results
extent of market exclusivity, and . pping A
duration can vary in slower generic
! uptake, relative to
competitive forces
Specialized funding UK - Cancer Drugs Provides access to
Drug Funds [ Access arrarrgements designed to N > Fund, Scotlla.md - cost-ineffective
— provide access to drugs receiving New Medicines drugs, but
negative reimbursement Fund neces:sarily in
decisions. equitable ways.
National programmes that allow
Earlv Access for the use of products under Has benefiteda
Pro vrammes #| Access strict conditions prior to number of patients
8 marketing authorization and France — ATU by providing early
reimbursement decision. Product = accessto

must treat a serious or life
threatening condition with no
satisfactory therapeutic
alternatives

England - EAMS

potentially
effective
treatments in cases
of unmet need.
Unclear impact on
costs.




Policy
Tool

Objective

Description

Examples

Impact

Quality of care,

International microeconomic >
non-propriety / efficiency
(INN)
prescribing

. . Efficiency,
CI|.r1|ca.I practice > equity, and >
guidelines .

quality of care

Financial
incentives for > Efficiency R
physicians
Financial | Efficiency

incentives for
patients (co-
payments)

Internationally recognized
system, encouraging prescription
of drugs by active ingredient
name. Encourages use of
generics and promotes sharing of
information.

France, Belgium,
UK, Germany

Evidence-based statements
developed to assist practitioner
and patient decisions about
appropriate healthcare under
specific circumstances.
Guidelines can be positive or
negative.

Any variety of incentives
provided to influence prescribing
behavior. Includes rewards or
bonuses for generic prescribing,
or the use of prescribing budgets
to cap expenditure. These
budgets can be positive,
providing bonuses for under
spending, or negative, resulting
in fines for overspending.

Compulsory
guidelines —
Austria, Belgium
Germany, Hungary,
Slovakia.

NICE clinical
prescribing
guidelines

UK, Germany, Italy,
Ireland

Evidence suggest
INN use reduces
pharmaceutical
expenditure
through increase
generic use

Strong evidence of
improvements in
health outcomes.
Unclear impact on
costs

Cost-sharing with patients in
order to reduce moral hazard
and over consumption of health
care. Co-insurance requires
patients to pay a % of the total
cost of a drug. Flat rate
payments involve a fixed fee per
drug, and deductibles require
patient’s to finance drugs up to a
threshold.

Belgium, France,
Germany,
Netherlands,
Austria, Denmark,
Netherlands,
Norway

Y

Evidence suggests
positive financial
incentives increase
generic prescribing.

Reduces
pharmaceutical
expenditure. Leads
to inequities in care
and reductions in
access. Leads to
reduction in
necessary care,
with negative
implications on
health and long-
term costs.




Description

Examples

Impact

Any targeted programmes aimed
at educating and improving
knowledge for
physicians/prescribers/patients.
This include post-secondary
education, or targeted education
programmes that aim to improve
decision-making and patient self-

UK & Germany

—care.

Policy Objective
Tool

- Efficiency,
Education m— Quality of care
Generic —»| Efficiency

Substitution

Allows pharmacists to substitute
a prescribed branded medication

for a generic version. Can be

mandatory or voluntary.

There is mixed
evidenceon the
impact of education
programmes. When
correctly targeted
and implemented
they can improve
quality of care and
reduce health care
costs.

Germany, Sweden,
Finland, Australia,
France, Italy,
Norway, Denmark

Evidence suggests
mandatory schemes
are more effective
at achieving savings
than voluntary
schemes




éUna evaluacién unica y cerrada de la innovacion?

Ello abre la puerta para que el evaluador apruebe
innovaciones reembolsables solo parcialmente
por el financiador (esto es, acepte implicitamente
formulas de contribuciones adicionales
territoriales —bajo responsabilizacion fiscal-, o
personal — copago-, o de simple financiacion
privada complementaria para tratamientos de
prescripcion publica), lo que descomprimiria la
presion por el in” o ‘out” actual.



* Y para ganar la confianza del financiador sobre lo que
se argumenta, también cabrian acuerdos “joint-
venture” para compartir por ejemplo, riesgo financiero
sobre los deslizamientos presupuestarios, con el pago
de un farmaco segun resultados (Pay for performance)
u otras modalidades de devolucion, vista la evidencia
“ex post” de la efectividad practica y aceptacion social
de las innovaciones.

e Es en este terreno de experimentacion donde la
descentralizacion territorial y funcional pueden tener
su papel mas relevante en mejorar la flexibilidad del
sistema.



Innovaciones de riesgo compartido

. Risk sharing agreements in Spain

Laboratory Payor Drug

Novartis Hospital Virgen de Rocio Interferon beta-1

GSK Hospital Universitario Virgen de las Nieves | Ambrisentan

AstraZeneca CatSalut Gefitinib

UCB Pharma CatSalut (Hospital Clinico de Barcelona) | Certolizumab

Tedec-Meji Hospital General Universitario de Alicante | Hyaluronic Acid

Tigenix NHS ChondroCelect

Biogen NHS Fampridina

Kovacs Foundation | Balearic Islands Health System Neurological interventions
Roche Catalan Institute of Oncology Oncological drugs

Source: http://www.aimfa.es/acuerdos-de-riesgo-compartido-estado-del-arte/




CONSIDERACIONES FINALES RELEVANTES

Acerca del valor del medicamento en su impacto
sobre la salud y como se recoja para valorar su
efectividad real (mas alla de su eficacia en RCTs).

¢Es la estrategia del coste- efectividad el mejor
puente para hacer evolucionar la sostenibilidad
macro a la solvencia micro de los proveedores?

Consideraciones macro distintas a que sea la
maximizacion de la salud (funciones del bienestar
con redes de proteccion) el vector de decision

¢ Es el analisis multicriterio una alternativa o
simplemente una puerta abierta a no se sabe qué?



Zooms

 Demasiado énfasis en los costes que reducen en efectividad (mejor
dirigidas /seleccion de tratamientos, biomarcadores, monitorizacion
de seguimiento...) para reducir parte de la incertidumbre en una
forma Bayesiana y multiplicativa.

* Mas focos por el lado de aplicacion, para asegurar el paso de |la
eficacia teodrica a la eficacia real.

* Ellado business: rentabilidad, tasa de descuento, precios
cambiantes con el valor probado, campos de investigacion
amortizables, comprar vs producir la investigacion, primas de
riesgo....

LAS URGENCIAS....i TIENE SENTIDO VINCULAR EL GASTO
SEGMENTADO DEL MEDICAMENTO A LA EVOLUCION DEL AGREGADO
ECONOMICO? ¢PUEDE ACABAR SIENDO LA INNOVACION QUIEN
PAGUE EL COSTE DE LA SOSTENIBILIDAD?



PERSPECTIVA APLICADA. SOLVENCIA ANTE LA INNOVACION
SANITARIA: NOVEDOSO, APLICABLE, PARA MEJOR.
ADAPTATIVA, DARWINIANA, DISRUPTIVA

LO QUE CREO QUE SE

Lo nuevo, mas complejo: tratamiento
personalizado/plus inteligencia artificial/ broker de
info: case manager.

TICs (logisticas, operativas —de racionalizacion — de
extension de alcance de tratamientos) El movil incluso
como predictor!!

El value based de |la innovacidon ex ante no existe. Todo
es ex post



MIS MULTIPLES DUDAS: A DISCUSION!!!

GRACIAS POR LA ATENCION



