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Introduction

The use of outcome-based payment arrangements in

the life sciences sector is growing in many jurisdictions,
especially across Europe. Given the continued pricing
pressure exerted by parties responsible for paying for
drugs (referred to as “payors” in this publication), the
trend of employing innovative pricing strategies to

gain drug acceptance will likely continue in the future.
This publication discusses some of the accounting
considerations for such arrangements when they are
within the scope of the International Financial Reporting
Standards (IFRS) 15 Revenue from Contracts with
Customers. The accounting for outcome-based payment
arrangements can be complex and is highly dependent on
the specific facts and circumstances of each arrangement.




Outcome-based
payment arrangements

In outcome-based payment arrangements, the consideration
to which an entity is entitled depends upon an outcome
(e.q., the performance or actual results of the entity's drug).
Such arrangements are often referred to as “risk-sharing
arrangements” (RSA).

There are numerous ways to structure an outcome-based
pricing arrangement. However, these structures generally fall
into one of three categories:

» Clinical efficacy risk-sharing: This refers to sharing the
risk associated with the therapeutic performance of
the product. If the drug fails to meet a clinically defined
outcome, the payor will typically receive a refund from the
manufacturer.

» Cost-effectiveness risk-sharing: This includes setting a
target for cost effectiveness, whereby, if the threshold is
not met, typically the payor will receive a refund from the
manufacturer. For example, a life sciences entity may lower
the sales price of a drug in order to reflect similar pricing
with a competing therapy.

v

Fixed budgets or price and volume agreements: This
refers to setting a budget based on utilisation and/or price,
and can include provisions such as price, utilisation or
budget caps. For example, a payor may agree to cover a
predetermined number of treatments, with the cost of any
additional treatments borne by the manufacturer.

In order to avoid any unintended financial reporting
consequences, life sciences entities should include members
of the finance function early in the process of structuring

an arrangement and should proactively consult with their
financial accounting advisory contacts and independent
auditors regarding the expected accounting treatment.

Scope

When assessing how to account for an outcome-based
payment arrangement, the first step is to determine whether
the arrangement is within the scope of IFRS 15. Collaborative
arrangements, for example, are typically outside the scope

of IFRS 15.% In the rest of this publication, we consider only
those arrangements that are within the scope of IFRS 15.

How we see it

This publication focuses on some of the accounting
implications of outcome-based payment arrangements.
Prior to the implementation of such arrangements,
entities should consider a number of questions

in addition to those addressed in this publication,
including:

» When is an outcome-based pricing arrangement
appropriate for the entity?

» From a business perspective, what considerations
are needed in defining the performance measure
and performance period?

» Does the entity have the infrastructure, processes
and controls required to manage the patient-level
data needed to track outcomes?

» What are the tax implications?

» What compliance issues should be considered?

L Please refer to How IFRS 15 affects life sciences entities for further discussion on this topic. Available on ey.com/IFRS.
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Overview of
IFRS 15

The core principle of IFRS 15 is that an entity recognises
revenue at an amount that reflects the consideration to
which the entity expects to be entitled in exchange for
transferring promised goods or services to a customer.

The principles in IFRS 15 are applied using the following
five steps:

1. Identify the contract(s) with a customer
2. ldentify the performance obligation(s) in the contract
3. Determine the transaction price

4. Allocate the transaction price to the performance
obligation(s) in the contract

5. Recognise revenue when (or as) the entity satisfies its
performance obligation(s)?

Life sciences entities, when determining the accounting
treatment for their contracts with customers, need to go
through each of these five steps and consider all the specific
requirements of IFRS 15. This publication highlights only
some of the key aspects when applying the five-step model to
outcome-based payment arrangements.?

ldentifying the contract
with the customer

The model in IFRS 15 applies to each contract with a
customer. Contracts may be written, oral or implied by an
entity’s customary business practices, but must be legally
enforceable and meet specific criteria. The criteria are:

» Approval of the contract by all parties

» |dentification of each party’s rights in respect of goods and
services to be transferred

» |dentification of the associated payment terms
» The contract has commercial substance

> |t is probable that the entity will collect the consideration to
which it expects to be entitled in exchange for the goods or
services that will be transferred to the customer*

When considering the criterion for identified payment terms,
it is important to note that the standard does not require that
the transaction price be fixed or stated in the contract with
the customer. Provided there will be an enforceable right to
payment and the contract contains sufficient information

to enable the entity to estimate the transaction price, the
contract would qualify for accounting under the IFRS 15
model (@ssuming the remaining criteria have been met).
Therefore, the fact that the amount of consideration depends
upon an outcome (e.g., the performance or actual results

of the company's drug, a cost-effectiveness target, a price,
utilisation or budget cap) would not, in itself, preclude the
arrangement from being identified as a contract with the
customer under IFRS 15.

2 IFRS 15(2016).IN7.

3 Please refer to Applying IFRS: A closer look at IFRS 15, the revenue
recognition standard for comprehensive guidance on applying the
standard and Applying IFRS: How the new revenue standard will affect
life sciences entities for further discussion on the application of IFRS
15 to life sciences entities. Available on ey.com/IFRS.

4 IFRS 15.9.
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Distinguishing between variable
consideration and customer options

For outcome-based arrangements within the scope of
IFRS 15 and that meet the IFRS 15 contract criteria, an
entity must determine whether to apply:

1. the requirements for variable consideration or
2. the application guidance for customer options

If the payment terms of the arrangement imply a rebate,
discount or free products applied prospectively after a
certain number of doses, we believe the rebate, discount

or free products, generally, would be accounted for as a
customer option rather than as variable consideration. This
is because the consideration for the goods in the present
contract is not contingent upon, or affected by, any future
purchases and the volume rebates, discounts or free
products affect only the price of future (optional) purchases.

Conversely, we believe that, where the terms of the
outcome-based payment arrangements are such that the
prices for the products are adjusted retrospectively, such
arrangements would give rise to variable consideration.

This is because the final price of each product sold

depends on its actual performance (or other factors).

That is, the consideration is contingent on the occurrence or
nonoccurrence of future events.

Appropriately distinguishing between variable consideration
and customer option may require the use of judgement and is
important because it affects the accounting for the contract
at inception and throughout the life of the contract, as well
as the required disclosures.
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Variable consideration (@and constraint)

If the consideration promised in a contract includes a variable
amount, an entity is required to estimate the amount of
consideration to which it will be entitled in exchange for
transferring the promised goods or services to a customer.®

A life sciences entity is required to estimate variable
consideration using either of the following methods,
depending on which method better predicts the amount of
consideration to which it will be entitled:

» The "expected value"” method: Using this method, a
life sciences entity determines the expected value of
variable consideration using the sum of probability-
weighted amounts in a range of possible amounts under
the contract. To do this, the entity needs to identify the
possible outcomes and the probabilities of those outcomes.
This method may better predict expected consideration
when an entity has a large number of contracts with similar
characteristics or when an entity has a single contract with
a large number of possible outcomes.

» The “most likely amount” method: In this method, a
life sciences entity determines the amount of variable
consideration using the single most likely amount in a
range of possible consideration amounts. This method
may be the better predictor when the entity expects to be
entitled to one of two possible amounts.®

Life sciences entities need to consider all information
(e.qg., historical, current and forecast) that is reasonably
available when applying these methods.

The second step in estimating variable consideration
requires life sciences entities to apply a constraint to all
variable consideration. That is, an entity is required to
include in the transaction price some (or all) of an amount
of variable consideration, but only to the extent that it is
highly probable that a significant reversal in the amount
of cumulative revenue recognised will not occur when the
uncertainty associated with the variable consideration is
subsequently resolved.”

5IFRS 15.50.
¢IFRS 15.53.
"IFRS 15.56.

When developing a reliable estimate for outcomes or
assessing variable consideration constraint, a life sciences
entity would need to consider a number of factors, including:

» Existence of commercial treatment data — estimating
probabilities for a specific outcome (i.e., a performance
measure predetermined between an entity and a payor)
may be challenging for a new drug, as performance
information will generally be limited to clinical trial data.
Generally, clinical trial data alone is not considered a
sufficient basis for assessing the likelihood of achieving
a performance measure. That is because the clinical data
is often not representative, as clinical trials are generally
conducted with a tightly controlled group. For example,
only patients with certain symptoms or characteristics
are allowed in the study or there is a tight control over
ensuring that patients take the drug the right way,
etc. Furthermore, when using clinical data, an entity
should assess whether factors, such as demographics
and lifestyles of the patients in the clinical trial, are
representative.

» Experience in other markets where the drug is sold — in
cases where the drug is already marketed in other markets,
entities may be able to leverage commercial treatment
data from those markets in order to assess the likelihood
of achieving a performance measure for the market in
guestion. However, this will require entities to monitor
the outcome data in those markets (including those
where outcomes-based arrangements may not currently
exist). Entities should also consider whether the patient
populations in those markets are representative of the
patient population in the market where the outcome-based
arrangement exists.

» Length of time for which outcome data is available — in
general, the shorter the period of time for which the
outcome data is available (whether from clinical trials or
commercial experience), the more difficult it will be to
assess the likelihood of achieving a performance measure.
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Illustration 1: Clinical risk-sharing arrangement

DrugCo has a drug that treats a certain type of cancer.
This cancer is generally incurable, but DrugCo's drug
has been proven to increase life expectancy more than
traditional therapies. The drug is initially administered
over a 10-treatment course. Subsequently patients
tumour burdens are evaluated to determine whether
patients are responsive, whereupon responding
patients may need further treatments. DrugCo enters
into an agreement with a payor in market A whereby
DrugCo agrees to reimburse the payor the full cost of
treatment for those patients whose tumour burden
does not show certain predetermined results after the
initial course of treatment (e.g., primary tumour stops
growing and secondary metastatic tumours shrink).
The payor agrees to continue paying for any necessary
follow-up treatments for responding patients (i.e.,
those patients whose tumour burden achieved the
predetermined results).

DrugCo has clinical trial data indicating that 80%

of patients taking the drug have an increased life
expectancy. However, in this case, the clinical trial
data does not provide information directly related to
evaluating success against the performance measure
established with the payor, and thus, has limited

predictive value for the purpose. Historical commercial
treatment data in markets outside of market A

has shown a 65% success rate for achieving the
performance measure established with the payor.

The cost of treatment (i.e., revenue to DrugCo) for the
10-treatment course is CU100,000.

Accounting considerations

Since the cost of treatment is adjusted retrospectively,
requirements for variable consideration apply. DrugCo
assesses that expected-value method is the most
appropriate due to a large number of patients, and,
thus, possible outcomes under the contract. The
amount of this estimated variable consideration that
DrugCo can include in the transaction price is limited
to the amount for which it is highly probable that a
significant reversal will not occur.

Similar considerations would have been relevant if,
instead of a full reimbursement, DrugCo provided a
retrospective rebate for those patients whose tumour
burden had not achieved the established performance
measure.

» Whether the performance measure is based on an » Length of the performance period — generally, the longer
appropriately large population size — generally, it may be the required performance period, the more difficult it will
more difficult to develop an estimate for a performance be to develop reliable estimates of outcomes or assess the
measure or assess the likelihood of its achievement based likelihood of its achievement.
on results of an individual patient or small population of
patients due to the inherent uncertainty about how an
individual patient will respond to a drug.

» Monitoring of the drug being administered — the more
monitoring there is of the drug being administered (e.q., to
make sure the patients administer the drug in the proper
frequency and amounts as prescribed by the healthcare
personnel), the more reliable the measurement of the
outcomes will be (as the measured outcomes might
otherwise be significantly distorted).

» Objectivity of the performance measure — in general, the
less objective the performance measure, the more difficult
it will be to develop reliable estimates of outcomes or
assess the likelihood of its achievement. For example, an
outcome-based measure that is based on how much pain
the patient feels on a scale from 1 to 10 is less objective
than measuring blood sugar levels.

If DrugCo, in the example above, determined that the
available outcome data was sufficient to conclude that it is
highly probable that no significant revenue reversal would

8 | Accounting for outcome-based payment arrangements in the life sciences sector



occur with respect to the estimated variable consideration
of CU65,000 (based upon a 65% success rate achieved

in other markets), it would be able to include this amount
within the transaction price and would recognise it as
revenue when (or as) it satisfies the related performance
obligation. The remaining CU35,000 would be included in
the transaction price when it becomes highly probable that
a significant reversal in this amount will not occur, which
may be when the uncertainty associated with this variable
consideration is resolved.

When a life sciences entity determines that it cannot meet
the highly probable threshold if it includes all of the variable
consideration in the transaction price, the amount of variable
consideration that must be included in the transaction price

is reduced. The amount included in the transaction price is
limited to the amount that, if subsequently reversed when
the uncertainty associated with the variable consideration

is resolved, would not result in a significant reversal of
cumulative revenue recognised. Therefore, even when there
is significant uncertainty about the ultimate outcome of

a contract, a life sciences entity should not automatically
default to constraining the estimate of variable consideration
to zero.

The assessment of variable consideration constraint may
require significant judgement. The above factors are not
intended to be all-inclusive and the specific facts and

circumstances of each arrangement must be considered.
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Customer options for
additional goods

In some outcome-based payment arrangements, life sciences
entities provide the customer with the right to future
purchases of additional drugs or treatments for free or at a
reduced price. Under IFRS 15, such an option gives rise to a
separate performance if the option provides a material right
to the customer that it would not receive without entering
into that contract.® If an option is a separate performance
obligation, a portion of the transaction price is allocated to
the option. Recognition of the allocated amount as revenue is
deferred until the option is exercised or expires.?

A variation of the scenario in Illustration 1 above is shown in
Illustration 2 below.

8 IFRS 15.B40.

Concluding remarks

As shown in lllustrations 1 and 2, the accounting for
outcomes-based arrangements can be judgemental

and complex. Careful consideration of the facts and
circumstances related to each arrangement will be necessary
to determine the appropriate accounting treatment, as even
relatively small variations in an arrangement’s terms or the
related fact pattern may lead to a different conclusion.

2 For more information on accounting of customer options for additional goods and services refer to section 4.6 of Applying IFRS: A closer look at IFRS

15, the revenue recognition standard. Available on ey.com/IFRS.

lllustration 2: Fixed budget/price and volume agreements

DrugCo has a drug that treats a certain type of cancer.
This cancer is generally incurable, but DrugCo's drug
has been proven to increase life expectancy more than
traditional therapies. The drug is initially administered
over a 10-treatment course. Subsequently patients
tumour burdens are evaluated to determine whether
patients are responsive, whereupon responding
patients may need further treatments. DrugCo

enters into an agreement with a payor in market A,
whereby the payor agrees to pay DrugCo for the first
10-treatment course, with the expectation that a
patient’s tumour burden would demonstrate certain
predetermined results after this initial course of
treatments. DrugCo has agreed to provide, at no cost
to the payor, up to six additional necessary follow-up
treatments. The option expires two years after the
completion of the initial 10-treatment course.

In exchange for the 10-treatment course, DrugCo is
entitled to CU100,000, which is similar to that charged
by DrugCo to other payors in other markets.

Accounting considerations

Since the terms of the agreement include free
treatments to be provided in the future at the
discretion of the customer if certain conditions are
met, the application guidance for customer options
to purchase additional goods applies. If the option
for additional free-of-charge treatments represents

a material right, it should be accounted for as a
separate performance obligation. DrugCo would need
to apply IFRS 15 requirements to allocate a portion
of the transaction price to the option and defer the
recognition of that amount as revenue until the follow-
up treatments are provided, or the option expires.
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