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PAY FOR
PERFORMANCE (P4P)
OR JUST DISCOUNTS

Are pharmaceuticals get-
ting a commodity as
kitchen equipment with
«moonshine» list prices
and 40% discount? Do we
really want to go this way
and hope that our credibil-
ity is not affected?

P4P is a smart alternative
where the manufacturer
takes the risk of low per-
formance in real life. Im-
plementation is difficult,
especially in terms of
agreed endpoints. Even
more, P4P reviews show
little benefits (Mendelson,
2017; Milstein, 2016; Doc-
teur, 2017, 3% savings).
Discounts are a valid alter-
native but choosing the
correct use and communi-
cate it effectively is chal-
lenging.

(more on the next page column)
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MULITI OPTION REIMBURSEMENT

Some years ago reimbursement decisions were for the majority of drugs
just a yes or no decision within a well-established and transparent decision
making framework. In our days both the pharmaceutical market and its
regulation have significantly changed. Small Molecule Blockbusters have
been widely replaced by Specialty-, Orphan-, Monoclonal- and specific
Cancer drugs. Payers and Decision Makers are forced to challenge the
value of every new technology to meet public and governmental expecta-
tions to control the continuously rising health care costs.

Payers and Decision Makers first concern was how to deal with medical
and economic uncertainties at product launch. Payers agreed on potential
long term benefits of a new intervention but feared the uncertainty about
initial financial investment. Discounts were a simple commercial tool to

Table 1: Multi Option Reimbursement — selection of key elements

Market Access

Agreements
(MAA)

Type

Features

Description
pros & cons

Price/Volume Agreements are the most widely

i « Supply/Demand
Pgs%\eﬁl:r:? © CA . Win/Win usgd MAA_across_Europt_e (40%; Kanavos 201_7).
(PVA) ) o Price is adjusted in relation to Volume. PVA is a
« Dynamic Pricing Commercial Agreement (CA) tool to modify
Lz Budggt Impact. PVA en_abl_es brqader _pa_tient ac-
e EviEanes cess right from the beginning with a limited re-
quirement to deliver additional evidence.
Coverage with OA « Conditional Coverage with Evidence Development (CED) is
Evidence De- Reimbursement an Qu'tqome Agree:\ment (OA) tool .to.deal with
velopment « Data generation the initial unce.rtalnt'y about the clinical out-
(CED) come and the financial consequences. It means
« Temporary conditional reimbursement with data collection
in registries. If it works, full price will be main-
tained; if not price will be adjusted. Initial ac-
cess of patient may be restricted. Delisting re-
mains a potential risk (only conditional!). Bene-
fit may be the high initial price.
Capitation CA « Ceiling costs Capitatio_n i_s a patient_level _Corr_lmerciaI_Agree-
(CAP) . Patient level ment to limit Payer’s financial risk for high cost
patients. This is especially useful for higher
« High cost patient | priced Orphan Drugs with unclear dosage and
duration. CAP may lead to higher prices and
broader access.
Pay for Per- 0OA « Risk sharing Outcom_e is_ njegs_ured at the patient Ieve!. FuII_
formance « Pay backs drug price is |n|t|f’ill_y applled._Forms of financial
(P4P) pay back when clinical endpoints are not met or
« Data generation when clinical, adverse or hospitalization events
occur. Demanding to set up and run. Low evi-
dence of beneficial effect (Mendelson, 2017;
Milstein, 2016; Docteur, 2017, 3% savings).
- : - Differential The confidential domestic price is normally 20
ch}fslgoeﬁgltal A pricing to 29% lower than the External List Price (Mor-
« Adjustment for gan, 2017). Th_|s: dlscou_n_ts can be_flat discounts
cost-effective- or tied to specific condlt_lqns. A discount of 20%
e should normally be sufficient to render a prod-
uct cost-effective (Toumi, 2015). The drawback
« Launch enabler is lower launch price (probably not reversible).
value CA « Indication Official, non-conditiona_l di§cot_mt to get bro_ader
adjusted (multiple) access for a lower value indication. Cost savings
Discount - Lemer VEE ;?:gek.)e used up by admin costs. Risk of arbi
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Temporary or
permanent Discounts?

That'’s really a key question!
In general, discounts are
hardly reversible and people
get used to it and take it for
granted. Of course, there are
situations where discounts
are a smart approach which
can be easily explained. Offer-
ing a discount for a lower
value indication is such a sit-
uation. Here the discount is
just an adjustment for lower
cost-effectiveness.

There are also possibilities to
maintain the final justified
price over time. P4P and Cov-
erage with Evidence Develop-
ment (CED) are the most
widely used approaches.
However, both are associated
with additional costs, high
administrative burden and
limitation of access. Most im-
portant, the risk of failure to
demonstrate clinical evidence
exists; especially for CED
there is a risk of delisting.

Temporary discounts are a
fair tool to address the medi-
cal and economic uncertainty
at time of product launch. Af-
ter the evidence gap has been
closed or the concerns about
financial consequences have
been overcome, the discount
will no longer be granted.
However, most stakeholders
see this as a price increase
which is difficult to communi-
cate.

(Read more ...
on the next page column)
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first reduce Payers risk and second to speed up and enlarge patient access
to promising new therapies. Discounts just improve the ICER and a 20 %
discount should be sufficient to render most products to be cost-effective;
however discounts can even be as high as 50 % or even more (Toumi,
2015; Aitken, 2016). Discounts do not reduce uncertainty nor do they
close the evidence gap. Therefore discounts are hardly reversible and a
permanent lower product price is the consequence. P4P is a much smarter
approach and starts at full drug price with some kind of payback in case of
low drug performance. However, P4P is not always suitable; a higher level
of evidence and benefit is required. P4P is demanding to set up & run and
shows low evidence of beneficial effects (Mendelson, 2017; Milstein, 2016;
Docteur, 2017, 3% savings). Coverage with Evidence Development (CED)
is probably the best way to close the evidence gap and generate the re-
quired data to justify and maintain the initial price level.

Managed Entry Agreements, Patient Access Schemes, Risk-Sharing Agree-
ments and P4P are widely used terms to describe above arrangements (see
Table 1). To name it simple «Market Access Agreement» (MAA) and
acknowledge that MAA’s are mostly a mix between commercial agree-
ments and P4P, as proposed by Toumi (2017), is in our view the most ap-
propriate definition.

Choosing the right meal form the reimbursement menu will
become a striking competitive advantage.

Most countries have implemented different MAA's in different ways lead-
ing to a heterogeneity in pricing and reimbursement decisions (Pauwels,
2017). Comparison of deals and real market prices are not easy but give
both Decision Makers and Pharmaceutical Companies the opportunity to
choose from a broad menu of reimbursement strategies (Edlin, 2014).
Choosing the right meal form the reimbursement menu will become a
striking competitive advantage.

a5

Price Level Percentage

-20

List Price (LP) Lower Value Price (LVP)
Initial MNF Price (IMP) Net Price [NP) Final Product Price (FP)

Figure 1: The Discount Cascade - fictitious example to illustrate

Value is defined as cost per outcome and depends on the Willingness To
Pay (WTP). Every stakeholder has his/her individual perspective and con-
sequently a different WTP. To maximize product price, it is advisable to
maximize the value perception for each stakeholder including all potential
medical, economic and private benefits before sum them all up in a gen-
eral societal perspective. By doing this you will get to know the Total
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Probably no Country
can afford to compare
List Prices

Confidential price discounts
are usually a part of a Market
Access Agreement (MAA) and
quite common across Europe
(Morgen, 2017). Confidential
discounts allows the manu-
facturer for price discrimina-
tion across markets. Payers
and Decision Makers ability
to negotiate may get more im-
portant than their ability to
pay. Confidential discounts
will increase the demand for
explicit discounts in other
countries. This will accelerate
the process of fading away the
concept of External Price Ref-
erencing (EPR) as a bench-
mark tool for price negotia-
tion in countries not using
cost-effectiveness as a deci-
sive criterion. We will proba-
bly first face an adjustment of
the ERP country basket be-
fore ERP will be replaced by
another, yet unknown system.

Also countries like Switzer-
land with a transparent P&R
system of list prices cannot
afford to pay average Euro-
pean list prices in a long run.
The starting point for negoti-
ations will be discounted list
prices. This is the very reason
that MAA’s will become a new
standard process for new
health technologies. Again,
P&R will not become easier
but much more complex and
additional capabilities are re-
quired to deal with it success-
fully.

(Read more ...
on the next page column)

Value Pricing (TVP) of your drug with its corresponding maximal price
level. As we know from the Hepatitis C breakthrough therapy, there is still
a different attitude and controversy towards separating value and afforda-
bility. In our view for final decision making both value and budget impact
have to be considered, however, TVP has to be assessed and honored in a
first and separate way. The Initial Manufacturer Price offer may already
include some concessions for the key countries decision frameworks (e.g.
only considering direct medical benefits and costs). The following negoti-
ation will end up in a lower List Price for which the true product value is
already in the process of fading away. Further discounts are requested

The most frequent discounts to List Prices are between 20 %
and 29 % but up to = 60 % (Aitken, 2016; Morgan, 2017).

to compensate for a real-life evidence gap and to reduce utilization re-
strictions. Multi-Indication Pricing is emerging as many new drugs will
have multiple indications with different values over time. At the end,
some drugs will have only 50 % of their initial price and the accepted
starting price level is of utmost importance (Figure 1).

One major concern of Payers and Decision Makers is that the rising ten-
dency of discounts will just lead to higher list prices (Gellad, 2017). For
pharmaceutical companies there is a great temptation to do so (Figure 2).
However, rising list prices will probably cause a political and public out-
cry. In addition, the rising
discount levels may under-
mine the credibility of phar-
maceutical pricing and Pay-
ers and Decision Makers
will anticipate significant
discounts just from the be-
ginning (Pauwels, 2017).
They reject an initial price
proposal as they are head-
ing for a more attractive Market Access Agreement with lower price (Ka-
navos, 2017). The initial idea for discounts was to reduce uncertainty and
financial risks for Payers until full evidence is available. These discounts
were thought to be temporary but may be difficult to reverse.

Sustainable or Political failure?

Figure 2: The List Price-Discount reinforcing loop

These days’ higher additional discounts are also offered to facilitate pa-
tients’ access to lower value indications. A pilot study shows that dis-
counts are used up to a large extend by Payer’s admin cost (Roche Sympo-
sia, HTAi Rome 2017). Consequently Payers will ask for much more dis-
counts in the future. This process needs to be made more straightforward.
Digitalization and coding could offer potential solutions. The idea to ad-
just for cost-effectiveness only with a lower net price for lower value indi-
cations will hardly be accepted by authorities. Adjustments have to be
made for volume, budget impact & transactional costs (Towse, 2017).

Digitalization and coding may help to keep discounts
within a certain limit by lowering admin costs.



A Coding-System for
Pharmaceuticals?

List prices are a one size fits
all principle. Multiple indica-
tions and Precision Medicine
are asking for specific and in-
dividualized P&R solutions.
Market Access Agreements
are suitable to modify the cur-
rent P&R system. However,
their administrative burden is
quite cumbersome.

Why not have a look at the
P&R-system of Medical De-
vices. A DRG is the result of
disease and procedures with
fine tuning based on patient’s
characteristics like age, sever-
ity and complexity.

A «Pharma-DRG» would be
the sum of points represent-
ing product’s value whereas
the payment for a point would
be negotiated. By doing so
drug prices could be individu-
alized. Above concept should
provide only food for thought.
However, a new system to ac-
count for individualization of
drug therapies should proba-
bly be developed.
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P&R will often translate into a Market Access Agreement (MAA)
MAA'’s are complex and will increase Manufactures’ uncertainty
Discounts are hardly reversible — consider CED

Countries can’t afford list prices — rising demand for discounts
External Price Referencing (EPR) is loosing its benchmark value

Price-Volume-Agreements may be the most suitable MAA

Strategic Insight — pave the way for success

Second Opinion — check, challenge and optimize your view
Cause/Effect-Relationship —new insights make the difference
BAG-Submission — key fact or full service package

Market Access Agreements — profit from meaningful experience
Negotiation Analysis — be prepared for scenarios
Pharmacoeconomics — get buy in from Decision-Makers

Modular Services (tailor made) :

Value Dossier, Pricing Strategy, Stakeholder Management,
Value-Testing, Budget-lmpact (OKP), Payer Marketing,
Patient Engagement etc.
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Disclaimer

This Newsletter contains figures, examples and references for the only purpose of illustrating current is-
sues and trends. They are the result of selective research and do not claim to be complete or exhaustive.
pharmaLevers GmbH has created this Newsletter independently from publicly accessible sources.
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