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gibt es?

Sources of drug and medical technology
funding

Market access processes for innovations
Innovation on positive lists
Innovation through providers
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-.z4% Sources of Funding and Regulation
Processes

Social Security (ONDAM Complementa (Patient
Yearly Parliament vote) Insurance 0-payment)

Regulation by Regulation via formularies
~ providers
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- Market Access for Innovations:

General Principles

I ATU (drugs only)
Early access program |

Marketing authorization/CE marking

I

Medical procedure |, HAS Commissions (Transparency/CNEDIMTS)
listing on CCAM list HTA = Reimbursement

.

MAPI GROUP 5 ©JNB-D 2009

Hospital market

Retail market

Non implantable
medical technology
Capital equipment

Hospitalization

Council
T2A Exclusion Retrocession Other
list list (drugs only)
Economic Committee (CEPS) Free pricing / bids
o Pricing DRG scheme




innovation on a formulary

Scope
Drugs and implantable or home-used medical technologies

Distribution circuit
Retail pharmacies

Hospitals

s Pass-through payment lists (T2A exclusion list or retrocession)

T2A exclusion list: a process specifically invented at the time of
DRG implementation to make sure that innovation is not stopped
by budgetary considerations

= Conditions: high price and variability in the cost of the DRG
Applications submitted by companies

2 step process
Health Technology Assessment (HTA) Review by Specific
Commissions within HAS

s Transparency commission for drugs and CNEDIMTS for medical
technologies

Pricing negotiation with CEPS (Economic Committee)
AT
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Outcome of an Appraisal

Emphasis on methodological Content
Issues Definition of relevant

Request for comparative
clinical trials — except if good
rationale

Clinical development plan
justification (relevance of
endpoints, comparator etc.)

competitive environment

Detailed and critical review
of clinical trials in the
indication
Benefit for the patient

m Medical benefit "SMR/SA" (—

reimbursement)

s Incremental medical benefit
"ASMR/ASA" (— price if
relevant)

I (major innovation) to V

Focus on purely clinical data

Buzzwords: "effect size",
"clinical relevance”

m Statistical significance not

enough (no incremental benefit)

Outcome is an appraisal Place in treatment
("avis") algorithms

Public document Target population

Driver for Potential request for

reimbursement/pricing observational follow-up

decisions studies

s Key to price negotiation with
s CEPS/hospital

/
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CEPS Review: Basic Principles

Price negotiation based mostl?/ on ASMR/ASA as a
marker of the innovative leve

ASMR/ASA 1, 2, 3 (= true innovations): European prices
accepted as a valid benchmark

Other criteria also taken into account
Compromise if different ASMR/ASA for different indications

Volume forecasts for the following 3 years in France
s Price-volume agreements in a majority of cases
}jmpact on the average price within the therapeutic class for
rugs
History of firm's relationship with CEPS (management
reliability)

Negotiation always possible

Commitment to develop observational studies when
needed

Regular follow-up of commitments
=
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Production and timelines

HAS: a very productive administration
Drugs
m 721 drug applications received in 2008 -14% vs. 2007
m 664 drug appraisals -29% vs. 2007
Medical devices
m 157 medical device applications received in 2008 -34% vs. 2007
m 176 medical device appraisals -21% vs. 2007
Constant improvement of the overall timeline for listing
Total theoretical timeline: legally* 180 days (HTA review + CEPS
negotiation)
Actual timelines somewhat longer

Initial listing Drugs (non generic) Medical devices
Number Mean time Number Mean time
2008 121 206 89 313
2007 118 256 81 335
- 2006 277 236 88 296

RO *articles R163-/-1 & R165-8 C5S 9 ©JINB-D 2009



27 Creation/adaptation of a procedure code
(innovation funded via physician fees)

New procedure
Or modification of a procedure

Learned Submission of an application form for the evaluation of a procedure. I Learned
Society Society

Evaluation Economic negotiation
Relative weight/Pricing Opinion on CHAP Proposals

HAS CHAP + UNOCAM

(Commission de hierarchisation (Union nationale des organismes
HAUTE AUTORITE DE SANTE des actes & prestations) compl ément ai res djy ¢

A Medical professionals
A UNCAM representatives

Advice from HAS Decision from CHAP Advice from UNOCAM

Decision from UNCAM published in JO
Listing of the procedure

:»/

—
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Funding of innovation through DRGs

Process

Regular update of DRG codes
m Currently V11 of the patient stay code

Possibility to create new codes in case of blatant
need
s Informal application by healthcare professionals

m Working groups involving T2A (DRG) mission + ATIH (=
INEK equivalent) + healthcare professionals

s Good understanding by the administration

E.g

Stereotactic radiosurgery
Left ventricular assistance implantation

AT
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And finally — when nothing else works...

MIGAC

Funding of general interest missions in hospitals
(mostly public till recently)

Existence of MERRI lines dedicated to the
coverage of teaching, research and innovation

s Including STICs
Requests for proposals

= Dedicated to assess/cover innovative medical
technologies before definitive coverage is ensured

Actual timeline too long to support innovation in a relevant
way

Real life: no earmarking of most MIGAC lines

AT
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Wie viel Innovation lasst das
Land zu?

Compassionate/expanded access
programs for drugs and regulated off-
label use

Innovation as rated by HAS appraisals
Fast track procedures
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Early access program for drugs: ATU

ATU = Temporary Use Authorization granted by Afssaps (sanitary
safety agency) prior to marketing authorization
Treatment for serious or orphan diseases without existing alternative
Presumably sufficient efficacy and safety

Two kinds of ATU
Nominative: applying to only one patient (= named patient basis)
m Under the responsibility of the physician

"Cohort": applying to a group of patients under a specific treatment
protocol (= expanded access program or tNDA)

m Subject to a commitment to file for marketing approval later
Delivery only via hospital pharmacies

Automatic coverage via the "innovation" line of hospitals
Declaration of the cohort ATU price to CEPS

Cohort ATU Nominative ATU
Authorizations Refusals Authorizations Refusals
2006 10 NA 24 874 546 (2%)
2007 14 2 27 563 803 (2,8%)
12008 5 1 22 449 592 (2,6%)

D 2009



-7 PTT : Temporary treatment protocols

For drugs and devices listed on T2A Exclusion list

Possibility to fund innovative indications not yet
evaluated
According to guidelinesir ®f ®r enti el s de b

Process
INCa for cancer drugs

Afssaps for other drugs
HAS for devices

Outcome: classification into 3 categories
Approved indications

Temporarily acceptable situations = validated off-label
use

Non acceptable situations

AT
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Evolution of HTA Appraisals 2006-2008

Drugs

Evolution of Medical Value Level (SMR)

100% 4 87%

Evolution of Added medical Value Level (ASMR)
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Source: HAS annual report for 2008. July 2009
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HAS: fast track appraisal

Conditional on demonstration of the "innovative" character of the
product
m Drugs

Possible anticipated transparency review immediately after receipt of the
positive CHMP opinion

s Medical technology
Possible anticipated CNEDIMTS review before CE marking
= Work in progress

CEPS: price declaration
Voluntary process for community drugs with ASMR 1-3 (some 45s)
Standard process for expensive/retrocession hospital drugs
Process legally completed within 6 weeks

Consequences
100% coverage of the target population

Expensive drugs (mostly orphans and cancer drugs) currently
accounting for 3.4% of total drug budget, increasing about 20%
Only limit set by price/volume agreements enforced by CEPS
m Potential sales cap
AT
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Perspectives and conclusion

Impact of the "HPST" law (hospital,
patient, health and territories): law
2009-879 of July 21, 2009

Conclusions

b/
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Summary of the HPST law

Introduction of new governance for hospitals
Strategic project requested
Standard management rules
Centers of excellence
Cooperation between establishments

Regional management of healthcare provision

Regional health authorities in charge of planning and
coordination of ambulatory and hospital (and preventive)
care at local level

New measures for innovation: article 5

m Scope: breakthrough technologies (products, services &
procedures)

m Possibility to have a derogatory funding for a limited period
AT
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Conclusions

Highly sophisticated evaluation processes

Established track-record for the listing of innovations eligible
to be listed on a formulary

Innovation appraised almost exclusively on a clinical basis

Improvement of timelines, recognition of European price, full
coverage, high volumes
= Regulation by price/volume agreements

Work in progress for innovations covered via physician fees
(procedure codes) or patient stays (DRGS)

Sustainability of the model in question

The wall of the health insurance debt
s Social debt (all inclusive) = €130 billion as of end 2008
s Health insurance deficit in the range of €14-15 billion per
annum
Increasing share of the cost of innovations in health
expenses
4
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