’
é The International Association of Mutual Benefit Societies (AlIM)
Healthcare and

AI M social benefits

for all
Transparency of (real) pharmaceutical costs :
Would transparency make a difference for
payers ?

Anne Hendrickx

uuuuuuuu Transparency of (real) pharmaceutical costs - Januari 18, 2022




How does it work today ?

» Starting point : (anchor) price announced
by the pharmaceutical company

but more i

sovaldi, ed product pipeling: 2= =59

sofosbuvir-bas

> Payers : w

* Evaluate the (theoretical) therapeutic value (QALY)

* Limit to ability and willingness to pay (money treshold / budget) ?
or reluctancy to refuse?

What the market can bear !



How does it work today ?

» Results : unjustified high prices

Example : Sovaldi
(1st hepatitis C direct acting antiviral)

Launch net prices range 34 - 58.000 €
after confidential rebate
for a 12 weeks treatment

71 million people infected (1% of global population)
= above 200 billion € for EU 27 |

a) sofosbuvir price
USD FOREX
mwith 23% rebate no rebate
RUEN $585/9 | $76,077
Turkey FXERIFEEEE  $50,023
United States  INZIGET/ IEEEG— $84,000
Slovak Republic VAN  $55332
Portugal IENKYIEEEN $58,093
Slovenia I $54,396
Greece FIYNFVEEEE  $55522
Spain IVEEEEE  $55723
(e 545071 | $59,703
[CEN 548383 | $62,835
ClEN N 544503 | $57,796
New Zealand e ] $66,366
celand IFENRT N $61,902
France EYYIEFIEEEM 554,396
Japan EXYN/FEEEE 548999
Austria ZSIGFFIEEEEE  $54,396
Belgium EYSIEEEEEN 554397
Netherlands IEKFRGKIEEEE  $50,862
Luxembourg IYNIGEEEEE  $54,397
Canada FXEWIFEEEE 949724
Finland EZEIGIFNEEEN  $54 051
United Kingdom FXFNEKEEEE  $50,368
Switzerland TN $60,580
Denmark EYSNVVEEEEE  $54 061
Sweden FXERIZEEEE  $51621
Norway FIVAIFEEEEE  $54,738

Source : PLOS Medicine May 31, 2016



Would transparency on costs make a difference ? ﬁ
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Documented real costs - Sovaldi :
* R&D* : Gilead purchased Pharmasset for 11 billion USD in 2011
... but Pharmasset only spent 271 million USD in R&D (2003-2011) !!!

BMJ 2016;354:i3718 doi: 10.1136/bm;j.i3718

* And very low production costs :

a. Cost-based generic price of sofosbuvir (12 weeks)
[ Cost of API = $700/kg |

API needed per person = 33.6g (400mg x 84 days)

| API per 12 weeks = $23.52 |

Formulation = 50.01/tablet,
excipient cost per tablet (APl x 2 x $2.63)

[Formulated drug = $24.54 I

Profit margin (10%), tax on profit (27%)

[Flnal generic price = $27.65 ]

https://doi.org/10.1016/j.jve.2020.06.001

* Share of R&D linked to the buyout of Pharmasset. Gilead’s R&D costs to further develop Sovaldi not included.
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No, but setting transparent and fair rules would '/é\\ m
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e Goal : set objective, transparent and FAIR starting point for price
negotiations

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)
1. Covering R&D costs 1. Affordability (necessary quantity)
2. Covering costs of manufacturing/distribution and 2. Link to value to the individual and society (to incentivize better
registration/postapproval/admin products)
3. Fair profit (Rol) 3. Supply security

Defining the concept of fair pricing for medicines. BMJ 2020;368:14726

e Means: Restoring balance in negotiation (EU27 = 1 market)

Restoring link with reality (costs)



Concrete tool : AIM’s model

R&D/ Product* Sales & Innovat® European

number of & overhead medical bONUS . .
patients costs informat® U fa Ir pr|CE/treatment

-> one EU price for every new drug

A mechanism can be added to make a link with the wealth of each MS (compensation fund)

Principles :

* Based on cost and value elements
* Not captive of full transparency

* Objective criteria




Current parameters of AIM’s model S | i

R&D) * R&D (global) : Transparency t—> real amount (maximum €2,5 billion)

Including cost of failure (but only once — audit needed). Clear rules about publicly funded R&D, tax refunds, opportunity
costs, buyouts, ...

Methodology : R&D by Pharmasset : 11 billion USD or 271 million USD???

X Share Of EurOpe . 35,85% (EU27 / current population of innovative drugs)

/ ta rget pOpUlaUOn fOI’ that |nd|Cat|On (prevalence or 10 years incidence,

considering 50% treatment rate (global for EU 27) and up to 3 competitors for each drug)

= R&D per patient (per treatment)




Current parameters of AIM’s model él.m

R&D) R&D (global) : Transparency .=> real amount (maximum €2,5 billion)

Including cost of failure (but only once — audit needed). Clear rules about publicly funded R&D, tax refunds opportumty
costs, buyouts, ...

Methodology : R&D by Pharmasset : 11 billion USD or 271 million USD???

t capti f full e
NO transparency |:> €250 m||||onnojustification required)

X Share Of EUI’Ope . 35,85% (EU27 / current population of innovative drugs)

/ ta rgEt pOpu|atiOﬂ fOF that iﬂdicatiOﬂ (prevalence or 10 years incidence,

considering 50% treatment rate (global for EU 27) and up to 3 competitors for each drug)

= R&D per patient (per treatment)




Current parameters of AIM’s model

Product’&
overhead

costs

e Real production costs if transparency
* Otherwise costs limited to a Iump SUIT) (no justification required) according to composition/population

v

—

Sales

medical
informat®

° 20% of R&D

— Fixed %

Basic
profit

* 8% of total costs




Current parameters of AIM’s model @,
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= incentive for innovation that matters, addressing therapeutic needs

Innovation

bonus
~— LEVEL OF INNOVATION BASED ON THE THERAPEUTIC VALUE

Select one or more items : [ ]

5% The medicine is indicated for a life-tt ing or chronically debilitating disease

5% The medicine has no alternative + 5 t O 4 O %
30% The medicine is curative (the disease is cured) or has a major impact on the course of the disease O f t O t a I

cost and value

5% The medicine has shown a progression-free survival (PFS) gain vs the comparator of at least 6 months or 50% C O St S
e | e I I l e n t S 5 The medicine has shown an overall survival (0S) gain vs the comparator of up to 6 months or has a minorimpact on the course of the
disease
10% The medicine has shown an overall survival (0S) gain vs the comparator of more than 6 months or has a moderate impact on the

course of the disease

10% The medicine has shown a majorimp of the quality of life (QoL)

Link profit to therapeutic value =
incentive for usefull innovation




~— FAIR PRICE COMPONENTS (per treatment per patient) @
© R&D cost _> 800 million € 38454 €
© Production cost >3 x Iumpsum 50€ 150,00 €
© Sales and medical information ->20% R&D 76,91 €
@ Basic profit -> 8% costs 48,92 €
© Innovation bonus -> 40% costs 244,58 €

— FAIR PRICE CALCULATION ©

© Fair price per treatment per patient 904,94 € )

@ Fair price per month of treatment per patient 301,65 €




Utopia ?

ScienceDirect

Contents lists available at sciencedirect.com
Journal homepage: www.elsevier.com/locate/jval

ELSEVIE

K Ca\ Cost-Based Price Calculation of Mexiletine for Nondystrophic Myotonia

ac,t\ Sibren van den Berg, MSc, Vincent van der Wel, MSc, Saco |. de Visser, PhD, Bas C. Stunnenberg, MD, MSc,
\ Lonneke Timmers, PharmD, PhD, Martijn H. van der Ree, MD, Pieter G. Postema, MD, PhD, Carla E.M. Hollak, MD, PhD

ABSTRACT

app Objectives: Mexiletine is a long-known drug used for the treatment of arrhythmias and repurposed in the 1980s for patients

with nondystrophic myotonia (NDM). Recently, the price of mexiletine in Europe increased significantly after registration as
an orphan drug for NDM. This led to international discussions on affordability and willingness to reimburse mexiletine in the

absence of background information that justify=SaCiTa price. UUT oDjective ta.calculate a cost-based price for
mexiletine for adult patients with ND ased on detailed information on development costs. >

https://doi.org/10.1016/j.jval.2021.02.004

Comparison of prices of mexiletine per patient per year
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Way forward on transparency of costs

. . c\n
- discussion on el Pt
O
m et h O d O | Ogy \ Lejweﬂb ®m  (Minimum sustainable) profit margin
dBob ®m Distribution costs
R&D costs

M Average cost of production
®m Marginal cost of production
—— Price ceiling (maximum affordable price)

- experience real costs based

models for new starting point

w
(@]
J

In price negotiation

Excessive

Drug price ($)
N N
S &

Fa‘ir_ pricing zone
(oncology, rare diseases, 15} prcng
. 10—7 1 : e
Covid) S| B |
H = B
High Medium Low

Buyer's affordability threshold

Defining the concept of fair pricing for
medicines. BMJ 2020;368:14726

www.fairpricingcalculator.eu



http://www.fairpricingcalculator.eu/
https://doi.org/10.1038/s41571-018-0027-x

Thank you!

/ Healthcare and
social benefits
for all

50, Rue d’Arlon -1000 Brussels
www.aim-mutual.org

Follow us on Twitter! , @AIM_healthcare




