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4. WHAT ARE THE NEXT STEPS FOR VALUE ASSESSMENT AND PULL
INCENTIVES IN EUROPE!?

* Some context
* At European level

* At national level




FRAMEWORK TO THINK ABOUT THE QUESTION

Designing a successful value-based delinked pull incentive mechanism for
antibiotics

How much is needed? Who pays?

Estimate suitably sized global Find an adequate number of
pull incentive to incentive countries who are willing and
antibiotic innovation able to contribute their fair share

How to differentiate between different
individual antibiotics according to What for?
relative value?

Pay minimum (=fair share) for eligible i Dbe.l\{emp. glo.ba");]?hr?.ne? d
products and perform local value eligibility criteria, which include

assessment that acknowledges an explicit target product profile,
population-level value and allows to to select candidates for
distinguish different products through evaluation
value-based top-ups

BOX 1: DESIGN ELEMENTS FOR A SUCCESSFUL VALUE-BASED DELINKED PULL INCENTIVE FOR
ANTIBIOTICS

Inccentivising
New Antibiotics

DESIGNING A VALUE-BASED
DEEINKED PULL INCENTIVE




6 REQUIREMENTS FOR AN EFFECTIVE PULL INCENTIVE

l.  needs a way to determine the minimum size of the global incentive that would be
large enough to attract R&D investment.

ll.  needs a way to share this incentive across a reasonable group of contributo

countries 1= ion or troman,
reld  of view.
poi® . Lty
lll.  an a priori-defined description of what products will be rewarded T Stategg:xégf!;

r
re%\a.ms what Ph'
ex for what is
¥ T -¢innm OT {fom

V. mechanism to assess product eligibility (i.e., whether or not it meets the a priori

requirements)

V. needs an agreed mechanism to pay the reward defined through a contracting E
process

VI. should be able to distinguish higher from lower value products to incentive
high-value innovation.
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LONG AWAITED REGULATION WITH SPECIFIC
RECOMMENDATIONS FOR AMR

As a key part of the EU’s comprehensive response to these challenges, the Commission 1s

proposing an ambitious revision of the EU pharmaceutical legislation to achieve five main
x EUROPEAN ﬂh.Eﬂﬁ"—EE-
Lt COMMISSION ] -

1. Make sure all patients across the EU have timely and equitable access to safe,
effective, and affordable medicines.

Brussels. 26.4.2023

COM(2023) 193 final 7

2. Enhance secunty of supply and ensure medicines are always available to patients,
2023/0131 (COD) regardless of where they live m the EU.

3. Offer an attractive, mnovation- and competiiveness fmendly environment for
research, development, and production of medicines in Europe.

Proposal for a

4. Make medicines more environmentally sustainable.

. - - - - Address antimicrobial resistance (AME) through a Omne Health approach,
laying down Union procedures for the authorisation and supervision of medicinal -

products for human use and establishing rules governing the European Medicines Eﬂfl:lmpa.ﬁsamg ]111I|:IEIL hEﬂ.Ith. aﬂ]mﬂ] hf'alth ﬂﬂd thf' EnvIronment.
Agency, amending Regulation (EC) No 1394/2007 and Regulation (EU) No 536/2014 and =
repealing Regulation (EC) No 726/2004, Regulation (EC) No 141/2000 and Regulation
(EC) No 1901/2006

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

L

(Text with EEA relevance) { :* EUROPEAN
{SEC(2023) 390 final} - {SWD(2023) 102 final} - {SWD(2023) 193 final} - il COMMISSION
{SWD(2023) 194 final}
Brussels. 26.4.2023
:‘ "'* EUROPEAN COM(2023) 191 final

ok COMMISSION
2023/0125 (NLE)

Brussels, 26.4.2023
COM(2023) 190 final

Proposal for a

COUNCIL RECOMMENDATION
COMMUNICATION FROM THE COMMISSION TO THE EUROPEAN

PARLIAMENT, THE COUNCIL, THE EUROPEAN ECONOMIC AND SOCIAL . EU . b imicrobial resi . One Health . h
COMMITTEE AND THE COMMITTEE OF THE REGIONS n stepping up EU actions to combat antimicrobial resistance in a One Health approac

Reform of the pharmaceutical legislation and measures addressing antimicrobial {SWD(2023) 190 final}
resistance



| WOULD ARGUE THESE ARE GOOD NEWS (NOT WITHOUT SOME ‘DEBATE’ ABOUT
THE TRANSFERABLEVOUCHER...)
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| 'am sure you have all seen the EU Pharma Strategy. And | am very happy to see the
two types of incentives proposed for antibiotics:

1) At European level, transferable data exclusivity voucher, for 10 novel antibiotics,
and with further controls and restrictions when selling it.

2)  Union multi-country pull incentive scheme in the form of revenue guarantee,
market entry rewards combined with revenue guarantee, lump-sum market entry
rewards or milestone payments.

And option 1 is supposed to be a temporary measure for 15 years, and for 10 really
novel antibictics, while we progress with 2.

So good news indeed! Has taken few years since 2009 when this was raised at a
Conference organised by Sweden. So great steps, but still long way to go! But

getting closer...

All the info here:

Reform of the EU pharmaceutical legislation

Development of, access to, and prudent use of antimicrobials

Incentives for development of and access to antimicrobials

The EU needs both push incentives (1.e. funding for antimicrobial research and mnovation,
primarily via research grants and partnerships) and pull incentives (both regulatory and
financial) to reward successful development and secure access to effective antimicrobials.
The Commission 1s proposing the following pull incentives:

[emporary mechanism consisting of transferable data exclusivity vouchers. Torthe-
development of novel antimicrobials to be granted and used under strict conditions.

» Procurement mechanisms for access to new and existing antimicrobials that would
guarantee revenue for antimicrobials marketing authorisation holders. regardless of sales

volumes.
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'REGULATION OF THE EVROPEAN PARLIAMENT AND OF THE COUNCIL

Aty amedig Regalaion i Reguladon (£0) Xo S62014 10
O i

CHAPTERIII Article 41
INCENTIVES FOR THE DEVELOPMENT OF ‘PRIORITY Transfer and use of the voucher
/ :?

ANTIMICROBIALS 1. A voucher may be used to extend the data protection for a period of 12 months of the
priority antimicrobial or another medicinal produet authorised in accordance with

Article 40 this Regulation of the same or different marketing authorisation holder.
Granting the right to a transferable data exclusivity voucher A voucher shall only be used once and in relation to a single centrally authorised
1. Follo“;i_ng a requegt b}r the applica_nt when applyillg for a nlarkeﬁ_ng authorisation. Illedicma]. pl‘OduCt ﬂnd Olﬂy ]I.f thﬂt pl‘oduct iS \\'_]I.Th]l.tl :IltS f-].r(_vt foul' years Of reglﬂa‘rcl’}’

the Commission may. by means of implementing acts, grant a transferable data data protection.

D eferred to in paragraph 3. under the

exclusivity voucher to
conditions referred to in paragraph 4 based on a scientific assessment by the Agency.

A wvoucher may only be used if the marketing authorisation of the priority
antimicrobial for which the right was initially granted has not been withdrawn.

2. The voucher referred to in paragraph 1 shall give the right to its holder to an '; T he voucl , ) ball v £ L £ ket
additional 12 months of data protection for one authorised medicinal product. = 0 use t. € voucher, I.TE' owner shall apply Ior a wvat lation of the mar Ietmg
o . . o o o authorisation concerned in accordance with Article 47 to extend the data protection.
3. An antimicrobial shall be considered ‘priority antimicrobial’ if preclinical and . o
clinical data underpin a significant clinical benefit with respect to antimicrobial 3. A voucher may be transferred to another marketing authorisation holder and shall not
resistance and it has at least one of the following characteristics: be transferred further.
(a) it represents a new class of antimicrobials; 4. A marketing authorisation helder to whom a voucher is transferred shall notify the
(b) its mechamism of action is distinetly different from that of any authorised Agency of the transfer within 30 days, stating the value of the transaction between
antimicrobial in the Union: 4 - the two parties. The Agency shall make this information publicly available.
(c) 1:t contai.nsj an active substance not 1_31‘:3"101151}.' authorised .i.n a medici.t.ml ]Jl'OdlIlCt Article 42
in the Union that addresses a multi-drug resistant organism and serious or life .
threatening infection. Validity of the voucher
In the scientific assessment of the criteria referred to in the first subparagraph. and in L A voucher shall cease to be valid in the following cases:
the} case Olf affmbfggg : fthe Agm.ll? f_.ha‘l] take into ‘Tml]”.lt the le;HS p%m.‘lty (a) where the Commission adopts a decision in accordance with Article 47 to
i)at 110gens 15t for of new antibiotics’, or an equivalent list established at Unmion extend the data protecrion of the 1‘eceivi11g medicinal product:
evel
. . b)  where it 1s not used within 5 years from the date it was granted.
4, To be granted the voucher by the Commission. the applicant shall: ®) y =
(a) demonstrate capacity to supply the priority antimicrobial in sufficient 2. The Commission may revoke the voucher prior to its transfer as referred to in Article
quantities for the expected needs of the Union market: 41(3) if a request for supply, procurement or purchase of the priority antimicrobial in
the Union has not been fulfilled.
3. Without prejudice to patent rights, or supplementary protection certificates™, if a 8

(b) provide mformation on all direct financial support received for research related
to the development of the priority antimicrobial.

priority antimicrobial is withdrawn from the Union market prior to expiry of the
periods of market and data protection laid down in Articles 80 and 81 of [revised
Directive 2001/83/EC]. those periods shall not prevent the validation, authorisation
and placing on the market of a medicinal product using the priority antimicrobial as a

Within 30 days aftter the marketing authorisation 1s granted. the marketing
authorisation holder shall make the information referred to in point (b) accessible to
the public via a dedicated webpage and shall communicate, in a timely manner the

electronic link to that webpage to the Agency.
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VARIOUS POSSIBILITIES
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| 'am sure you have all seen the EU Pharma Strategy. And | am very happy to see the
two types of incentives proposed for antibiotics:

1) At European level, transferable data exclusivity voucher, for 10 novel antibiotics,
and with further controls and restrictions when selling it.

2)  Union multi-country pull incentive scheme in the form of revenue guarantee,
market entry rewards combined with revenue guarantee, lump-sum market entry
rewards or milestone payments.

And option 1 is supposed to be a temporary measure for 15 years, and for 10 really
novel antibictics, while we progress with 2.

So good news indeed! Has taken few years since 2009 when this was raised 3
Conference organised by Sweden. So great steps, but still long way to go! But

getting closer...

All the info here:

Reform of the EU pharmaceutical legislation

Development of, access to, and prudent use of antimicrobials

Incentives for development of and access to antimicrobials

The EU needs both push incentives (1.e. funding for antimicrobial research and mnovation,
primarily via research grants and partnerships) and pull incentives (both regulatory and
financial) to reward successful development and secure access to effective antimicrobials.
The Commission is proposing the following pull incentives:

# Temporary mechanism consisting of transferable data exclusivity vouchers. for the
| develepmemrof novel antimicrobials to be granted and used under ﬂnm%m\
» Procurement mechanisms for access to new and existing antimicrobials that wou

guarantee revenue for antimicrobials marketing authorisation holders. regardless of sales >

volumes /

— volumes.

SOOTTAZES.

28 Copimibute to the desizn and govermance of 3 Unicn mmlti-country pull incentive
scheme in order to mprove innovation, development and access to antimicrobials.
Such schems could take the form of revenue guarantes market entry rewards
combined with revenue gusrantee lump-sum market entry rewards or milestone
payments. It should be implemented in & complamentary mammer o the regmlatory
framework applicable to medicinal products for human nse.




IN PRACTICE, SO FAR,AND BROADLY SPEAKING,2 MODELS USED IN
EUROPE

* Existing vs pipeline products

The 2-page FAQ document (see links above) provides this really helpful figure. The key concept is
that Sweden is promising to pay at a national level the difference between actual regional sales
and the guaranteed revenue. If more units are needed (inflection point of the red line shows this),

I e e gees
=]

England
About us Our work Commissioning Get involved Coronavirus COSt/revenue
A
Guaranteed The
Search news News annual revenue pharmaceutical
/ company's income

You can use the filters to show only news . . |
items that match your interests NHS lands breakthrough in global battle against superbugs \

15 June 2022 v
Keyword Events Medicine Patient care Urgent and emergency care Paid at
| | national level
Tobi The NHS is set to roll out two ‘superbug’ busting drugs through a world-first,

opie pioneering subscription deal that will help tackle antimicrobial resistance, the head of Pald by regions
|Se|ect topic v | the NHS announced today.
_ Sold packages




...AND WE CAN ALSO HAVE TWEAKS TO THE SYSTEM

- HTA
- P&R

* Exclusions from DRGs




CONTACT DETAILS

Dr. Jorge Mestre-Ferrandiz
Economista de la Salud
Profesor Asociado, Universidad Carlos
Co-Editor, Blog Economia y Salud
Vocal, Junta Directiva, Capitulo Espanol ISPOR
https://www.linkedin.com/in/jorge-mestre-ferrandiz-33 1ab0 | 7?trk=hp-identity-name

Email: jormesfer | 3@gmail.com

Teléfono: + 34 699 756638
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