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Why do we need fair prices?

Rate of Availability (%)
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e Bankrupt of health systems ?

Jata N/A- data is not provided by associations (companies have not sent data or are not members of the association) =3 l QV | /\

e Lack of R&D where needed

Figure 2. Comparison of Cancer Therapies in the Pipelines of Pharmaceutical Companies According to Their Putative Mechanisms of Action
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Unintended consequences of expensive cancer therapeutics. Fojo et al, JAMA 2014



Why do we need fair prices?

* Opposed goals and unbalanced price negociations !
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Tricky concepts : Value based pricing  <&s
Nice concept supposed to allowing comparison

(international and amongst treatments) on objective criteria but ...
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continue for life at a cost of $375,000
each year”

uﬂﬁ . P i So much cheaper than a
Eﬂm“m-# _‘ (way too expensive !!)

drug ?

“Over the past few months, Novartis CEO Dr. Vasant Narasimhan tossed out a bunch of price anchors for Zolgensma that ranged from $1.5 million
to S5 million. Just before the big reveal, he told reporters the price would be well shy of S5 million, and it was. MEA everywhere for everything

We all got anchored, then we got a discount, and now there actually is a gene therapy on the market with a multimillion-dollar price tag.”

or emotion based pricing ?

PETER B. BACH - JUNE 4, 2019




Tricky concepts : Willingness to pay
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ICER/QALY tresholds (£40.000, £100.000, £300.000/1 year in perfect (quality) health)

= what we want to pay (societal reference point)?

or  what we have to pay ?
= ensure the maximum health gain for the budget ?

or  maximum profit (“What the market can bear”)

Change in costs

300.000

120.000
80.000

—— 40.000

Negotiation starting point totally disconnected from costs

= profit
or  profiteering ?

Change in effect (QALY)

—



Tools are being developed
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* International cooperation (seneluxs, valletta, sofia,...
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* Horizon scanning
EU collaboration on HTA (?)
* MEA everywhere (for everything) ...
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* WHO Transparency Resolution s a0y o
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* Academics : Pricing models © by
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“‘ but too little too slow !

Comment | Published: 25 November 2019
Benefit Corporation: a path to affordable
gene therapies?

Alain Fischer B, Mathias Dewatripont & Michel Goldman &



Because every stakeholder has new tools... ces

Industry

* Adaptive pathways

* Creative outcome based agreements (icer/aaLy on 80 years horizon)
* Innovative payment schemes (annuity based, ..)

Baby Pia: Almost 1
Saving drug

m Belgians pay for life-

And patients !

A belgian family got a
(€1,9 million) drug paid by a
crowfunding campaign |
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How can we get fair prices ? 5’1‘”3

* Defining our rules
and our limits (willingness to pay)
* Restauring balance in negotiation (EU28 = 1 market)
e Link to the wealth of each MS
* Restauring link with reality (costs)
+ predictability
and transparency (at least on the method)

» Fair price = “one that is affordable for health systems and patients and
that at the same time provides sufficient market incentive for industry
to invest in innovation and the production of medicines”. (WHO)
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How to set a fair price ?

A new model = AIM’s algorithm :

R&D/ roduct Sales &

number & . Innovat’
medical
of overhead bonus

Satients costs informat

Model developped by AIM’s Working group on Pharmaceuticals and Medical devices

European average
fair price



Proposed parameters of the model

<|&

R&D) * Transparency ===  real amount R&D (global)
* But maximum : €2,5 billions at the start

* No transparency : €250 million lump sum

Including cost of failure (but only once — audit needed)

Clear rules about :
= publicly funded R&D (40% public sector and others — 60% industry*)
= tax refunds
= opportunity costs
= buyouts, M&A

*Rgttingen J, Regmi S, Eide M et al. The Lancet 2013
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Proposed parameters of the model

< |

* Share of Europe : 42% (EU28 / current population of innovative drugs)

e Divided by target population for that indication

(prevalence or 10 years incidence)

considering

" 50% treatment rate (global for EU 28)
" and maximum 3 competitors for each drug
(to be confirmed by horizon scanning)

= R&D per patient

]
R&D per year

13



Proposed parameters of the model

Product’& . .
overhead) Real production costs if transparency
costs o . .
e Otherwise costs limited to a lump sum :
Composition of the drug Cost per month of treatment
Chemical 50€
Chemical orphan S0e X the duration of average treatment
Biological 150¢ (10 years for chronic diseases)
Biological orphan 750€
Sales &
medial L 50% of R&D
informat

Basic
orofit 8% of total costs




Proposed parameters of the model S o

= incentive for innovation that matters, answering therapeutic needs

Innovation

bonus Example : |life-threatening or chronically debilitating or rare disease 5%
+ no alternative 5%
+ curative 30%
Or if NOT curative:
progression free survival (PFS) vs comparator of > 6 months or > 50% 5%
overall survival (OS) 1 to 6 months 5%
overall survival (OS > 6 months 10%
major quality of life (QOL) improvement 10%

But can also include :

- Quality of data : double blind RCT, choice of comparator (not placebo), choice of endpoints (no
surrogate)

- Choice of disease

- Specific populations (children, elderlies,...)

17




Additional steps

European average
fair price

<|&

Step 1 : Average fair price

Step 2 : differential price system based on GDP
-> fair price in each MS
= maximum fair price in each MS

!

Step 3 : negociation in each country
= real fair price in each country

+ safety net : not higher than existing price in comparable system wezesms cinss..

16



Which medicines ? élm

* All new entities registered at EMA level

e Price set for the first indication

* New price calculation ( 10%reo it notransparency) TOr the second and
third indications (>< salami slicing)

* Me too / competitors : same price ? Only if same costs and
same innovation level/innovation bonus (-> pushing different
indications)

17



Example : hepatitis C drug

R&D/ Sales &
number edical European average
of : o fair price
. informat
patients




Example : hepatitis C drug

Differential price

From in Bulgaria

to in Ireland (and €2.496 in
Luxemburg).

Based on a 2.5 billion R&D cost, the prices
would have been around €2.300 (average
price) which is still very far from the 40,000€
and more that are paid today to have access
to this medicine.

< | it

Lowest EU price ;38.783 S

(a) sofosbuvir price

Poland
Turkey
United States
Slovak Republic
Portugal
Slovenia
Greece
Spain

Italy

Ireland
Germany
New Zealand
Iceland
France

Japan
Austria
Belgium
Netherlands
Luxembourg
Canada
Finland
United Kingdom
Switzerland
Denmark
Sweden
Norway

USD FOREX

mwith 23% rebate no rehate
508570 | §76,077
538518 | $50,023
| 564680 | $84,000
[ 542600 | $55,332
[ 544 /31 | $58,093
[ 541,885 | $54,396
LS4 o $55,522
| $42.007 | $55,723
450/ $59,703
| $48.383 | $62,835
544503 $57,796
[ 901,102 $66,366
[ 947665 $61,902
[ 941,885 $54,396
L 537,729 $48,999
[ $41.885 $54,396
[ $41.886 | 554,397
(530163 | $50,862
541,886 | 554,397
[ 538288 | $49,724
[ 541610 $54,051
538,783 | $50,368
[ 546646 $60,580
41627 $54,061
530000 $51,821
| 542,148 | 554,738

Prices, Costs, and Affordability of New Medicines for Hepatitis C in 30 Countries: An

Economic Analysis - Swathi lyengar et al.
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No comment

GILEAD’S TREATMENT CAS(H)CADE
$58.6 BiLLION
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= 1.79=2 MILLION == .85 MILLION OF PEOPLE

www.hepcoalition.org hep ‘ (o]0 I iﬁonﬂ



Does it make a big difference

?

R&D per Production/ | Innovatio

R&D per . . .

patiepnt patient per vear 0 bonus Fair price/ Current price/

(global) biad year year

for one patient for one patient

Ultra-rare disease 122.687 € 200.000€ to
1/100.000 (250 12.269 € 9-000 € 15% 29.179 ¢
biological millions) (750X12) (6.760€-86.154€) 500.000€
Rare disease (including cancer) 130.867 € 200.000€ to
3/100.000 (800 13.087 € 3.000 € 20% 23.941 ¢ )
chemical millions) (750X12) (5.547€-70.688¢€) 500.000€
Frequent cancers (per treatment)

2.454 € 1.800 € 7.022 €
50/100.000 incid - 2454 € 40% - .

/ incidence (2,5 billions) (150x12) (5.547€.70.688€) 30-100.000 €

biological

—




Does it make a big difference ? S o

R&D per Production/ Innovation .
patient per year bonus Fair Current
R&D per patient | Yearor® price/y | price/year
treatment
(global) ear for for one
one patient
patient
Viral and chronic disease
(hepatitis, severe asthma,...) €393 € 1800 € .
1% prevalence (800 millions) 39,3¢ (150x12) >% 2.087 ¢ >10.000¢
biological
Chronic disease
(diabetes, Alzheimer's,...) €245 € 120 € o
5% prevalence (2,5 billions) 24,5 € (10*x12) 40% 221 € 500-1.000¢€
chemical

*for very frequent diseases, production costs will drop (/5).

ﬁ



Inspiring ?

R&D per patient Production | Innovation bonus | Fair price Current price

(global) for one for one patient
patient
Ultra-rare disease 122.687 € 100.000€ 40%
365.893€ 1,9 milli ?
1/100.000 (250 millions) 2227 2227 mitons

. rﬁce a
\ nr?lchﬂf % « Une équipe du Généthon (laboratoire francais de recherche
‘s va e au statut associatif financé gréce a la générosité publique du
X V af“ Téléthon et a des subventions) met ensuite au point une

C»Omme“ Té\éth{)ﬂ thérapie génique ... AveXis, teste cette thérapie chez des

ﬂt d\l enfants et signe un accord de licence avec le Généthon.

\‘ﬁfge ﬂn Apres les résultats encourageants de ces essais, Novartis

oar stepn™ o0 o2 rachete AveXis en 2018 pour 8,7 milliards de dollars (2). »

\j\L\'DV\é e 03 Prescrire




Who ? Where ? When can it start ? élm

* Average price and national maximum prices to be set at the
time/just after registration (avoiding regulatory delays)

* By existing european body (close to EMA, new european HTA
oody ?) — preferably no additional body

* Possible implementation ? Not short term ...
but payers could already be inspired by the model
for (inter)national negotiations |

24



What else do we need to adapt ? élm

e External reference pricing : STOP
 Industry’s quotas : STOP (no new shortages !!!1)

 Parallel trade : STOP
" |egal (exception to parallel trade) ?
= tracking system (European Medicines Verification System)?

25



s it really going to help ? élm

* Unique (maximum) price together with registration

» reduced delay in access

» symetry in information (not need for MEA on
prices)

» balance in negotiation power

» less HR in pricing and reimbursment (and
more in R&D?)

» SOLIDARITY
26



s it really going to help ? élm

* Innovation bonus = incentive for

» what really matters
» no (less) duplication in R&D

» QOL trials (duration of treatment, patient
outcomes, ...)

» more money in R&D

FLEXIBILITY (for new criteria)
2/



» nobody Is bankrupt !
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Want to know more ?
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WHY AND HOW ?

Thank you!

European Parliament,
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Hosted by MEP Ismail Ertug (S&D, DE)

/ Healthcare and
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