Preparing for ICER assessments:
key recommendations for manufacturers
In an age where price constraints and value-based
decisions are becoming key priorities in the US
healthcare system, manufacturers face unique
challenges in bringing products to market. It is
vital to anticipate and proactively plan for value
discussions at every stage of the development
process for pharmaceuticals, medical devices,
and diagnostics.
With price scrutiny at the forefront of healthcare
decisions, value frameworks and assessments aim
to ensure that the price for healthcare innovations
is aligned with value. These value frameworks, and

the organizations driving them, are quickly gaining
attention from payers, policymakers, and other
stakeholders, particularly the Institute for Clinical and
Economic Review (ICER).
ICER is becoming an increasingly important player
in this space. ICER is an independent healthcare
research organization in the US that evaluates the
clinical and economic value of prescription drugs,
diagnostic tests, and other innovations. Now more
than ever, manufacturers should create a strategy
and proactively plan for the reviews ICER conducts,
even before any formal topic announcement.

So how do you ensure your organization is proactively prepared
for the ICER assessment process?
Our recommendations to plan for the ICER assessment process

Proactively
conduct
modeling and
analyses in
anticpation
of ICER
assessments

Identify
critical
evidence gaps,
and attempt
to address
them before
the ICER
assessment

Proactively
package
evidence for
submission to
ICER

Methodically
approach
ICER input
and comment
periods

Prepare for
potential
unfavorable
assessment
outcomes

Ensure your
organization
has a robust
ICER strategy

These recommendations are the opinions of PRMA Consulting and have not been endorsed by ICER.

Prepare! Be ready before the
ICER announcement of an
upcoming assessment and
anticipate what’s to come

While ICER assessments cannot be predicted, it is
important to anticipate that a review may be coming
and ensure that you have the evidence, studies, and
analyses required to justify the value of your product.
Even if ICER will not review some components, such
as a cost-effectiveness model, the steps outlined
below will help ensure that your team is prepared.

Conduct a systematic literature review
In line with best practice, manufacturers should always
conduct and maintain an up-to-date systematic
literature review (SLR), relevant to the disease area and
therapeutic options of interest.
SLRs should include (but are not limited to) the
following areas:
• competitive landscape, including currently available
therapies and upcoming trials

into the assumptions that may affect CEA estimates,
including model structure and utility estimates. By
considering a CEA at an early stage, any evidence gaps
can be identified and addressed, which will improve
the reliability of the CEA and address issues prior to an
ICER review. Development of a robust CEA will help
manufacturers to anticipate how ICER may evaluate the
cost-effectiveness of the innovation – and allow them
to prepare informed responses to ICER throughout the
assessment period.

• unmet needs
• disease burden, including epidemiology and
population estimates, clinical burden, economic
burden (direct and indirect costs), and quality of
life burden
• real-world evidence for currently available therapies
• any published economic analyses within the
disease area, to provide an understanding of model
assumptions, inputs, and structures; broadly
evaluating models across the disease area can
provide insight into the way ICER will approach
economic models.
Where possible, manufacturers should publish their
findings so that they are available in a peer-reviewed
source for ICER and other organizations to review.
It is also important to ensure that the SLR is kept up
to date. New evidence is often published, particularly
within rapidly evolving therapeutic areas, and it is
therefore important to monitor new publications and
update the SLR accordingly.
Develop and implement a robust costeffectiveness model
A pivotal part of assessing the value of a new
innovation is the estimation of cost-effectiveness. It is
therefore prudent that manufacturers consider a costeffectiveness analysis (CEA) to prepare for value-based
discussions with certain US payers and the possibility
of an ICER review. ICER has produced a Reference
Case for Economic Evaluations, which summarizes the
main principles and rationale when considering a CEA.
Understanding ICER’s framework and the Reference
Case should provide manufacturers with a strong
foundation for building a robust CEA.
The design of clinical trials and studies – for example, the
primary and secondary outcome measures – will affect
the reliability of a CEA; therefore, early consideration of
a CEA during the trial or study process is essential for
providing robust inputs to ensure model reliability.
This will also help manufacturers to critically evaluate
the economic impact of the innovation against the
current standard of care and the potential value
that an asset may provide to the eligible patient
population. Manufacturers will also gain insights

Conduct a burden-of-illness analysis
Understanding the burden of illness is critical to
preparing for an ICER assessment, including evidence
on the clinical burden (e.g., morbidity, mortality, disease
severity, relapses), economic burden (direct and indirect
costs), and humanistic burden (quality of life, health
utilities, functional status). If there are gaps in the
evidence, or if the evidence is outdated, manufacturers
should attempt to fill these gaps to address evidence
requirements for ICER, inputs into the cost-effectiveness
model, and to support broader payer communications.
Perform a network meta-analysis or indirect
treatment comparison
In the absence of a head-to-head clinical trial, network
meta-analyses (NMAs) and indirect treatment
comparisons (ITCs) can help manufacturers assess
clinical efficacy, adverse events, and discontinuation
rates across interventions of interest. As ICER may
conduct an NMA to inform their model, conducting an
NMA will proactively prepare manufacturers through
understanding how a product compares with similar
therapies, and will help predict, and eventually validate,
ICER’s NMA results to prepare for the assessment period.
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open comment periods
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data input1
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The timeline below shows the
timeframes the timeframes for a
standard ICER review, including
areas where manufacturers can
provide input into the process.
Note that these timelines are
slightly different for large class
reviews for major therapeutic
categories. This timeline is meant
to serve as a general guide –
but please always refer to ICER
guidance regarding exact dates and
timelines to ensure you maximize
opportunities for input.
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Open Input Period Begins

1
Draft Scope

Throughout the ICER assessment
process, there are numerous
opportunities for open comments or
feedback, as well as to provide data
to support the review.
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Topic nomination and selection phase

Scoping call

Nomination of topics

After posting the draft scope – and before the revised
scope – ICER will arrange scoping calls with relevant
manufacturers to provide input on the scope of review
and to submit evidence for consideration.

As a manufacturer (or any other stakeholder), there
is an opportunity to submit topics for consideration
to ICER during this period. Information to be included
in the submission includes the importance of the
topic, the affected population, clinical and economic
information related to the treatment, and any questions
that could be answered by the ICER assessment.
Topics can be submitted at https://icer-review.org/
methodology/icers-methods/topic-selection/.
Topic announcement phase (week 0)
Topic announcement
Prior to any topic announcement, ICER will contact
manufacturers to identify the primary contact for the
review period. ICER will also schedule preliminary
discussions where manufacturers can provide input on
scope and evidence for consideration in the review.
This generally occurs after the draft scoping document
has been developed, which allows manufacturers to
provide targeted input into the proposed research plan.
Scoping period (weeks 1–7)
Open input periods
During open input periods, manufacturers can submit
commentary, guidance, and citations to ICER. There is
limited guidance around quantity limits/format for the
information submitted, and the submission period runs
from the time of topic announcement to approximately
3 days before the draft scoping document is posted.
Given the short timeframe, manufacturers should
plan for this open input period as early as possible,
preferably before the topic announcement.

Public comment on draft scoping document
Once the draft scoping document has been
published, comments may be submitted during the
3 week public comment period. There are specific
format and length guidelines that must be adhered
to for this submission – rejected comments due to
stylistic errors can be addressed and resubmitted, so
it is important to submit these early to allow time for
resubmission if needed.
Due to strict length requirements (3 pages, excluding
references and appendix), ICER has provided the
following recommendations for public comments on
the draft scoping document:
1. Focus on specific points that are included in, or are
excluded from, the draft scoping document. Provide
specific suggestions for alternative approaches,
supported by citations.
2. Structure comments according to the PICOTS
structure of the scope (Population, Interventions,
Comparators, Outcomes, Timeframe, and Setting[s]
of care).
Note that ICER will publicly post comments
received on the draft scoping documents, so anything
confidential or proprietary should not be included in
this phase.

Requests for data

Research protocol and model analysis plan

During this phase, manufacturers should plan to
submit any relevant data or evidence to ICER that they
believe might be helpful throughout an ICER review.
Data can be either published or unpublished. Note
that at this time, economic models are not accepted by
ICER. The organization is exploring ways to engage
with manufacturer-developed economic models, but
currently only assesses its own models or models
developed with external collaborators. Requests for
data will be sent once the revised scoping document
has been released, and manufacturers will have a
minimum of 3 weeks to submit information.

During this phase, manufacturers can provide input
on the research protocol and model analysis plan
in advance of the preliminary results presentation.
This might include comments on the protocol or
plan – as well as alternative references, inputs,
and assumptions.

The type of data requested will vary at each review
and will be specified in a data request document,
but typical data might include:
• Data inputs for the economic model, including:
health-state utilities, detailed safety findings,
information on prior and/or subsequent
treatments received, and selected tertiary
outcomes (e.g., productivity)
• Peer-reviewed publications related to the
intervention of interest
• Clinical- and cost-effectiveness analyses not
available or fully detailed in published literature
• Product uptake estimates
• Pricing information
• Subgroup analyses
• Estimated dates and information for forthcoming
publications, conference presentations, or posters
relevant to the interventions under review
• Information on low-value services that may be
eliminated or reduced to focus on higher-value
innovative services
• For ultra-rare conditions: information on
manufacturing, research, and/or development
costs that manufacturers believe to be important
in justifying product price
Draft evidence report (weeks 8–21)
Key informant interviews
Manufacturers can recommend a key informant for an
ICER review topic during this phase. Key informants
are selected for their expertise or experience, and
might include (but are not limited to) principal
investigators from manufacturer clinical trials,
members of their HEOR teams, or external national
or regional clinical experts.

Preliminary model presentation
Once the model has been developed, ICER will
schedule a call with all manufacturers to present the
preliminary model approximately 6 weeks before
publication of the draft evidence report, or 8 weeks
before a class review. Approximately 3 days after the
presentation, ICER will schedule 30 minute meetings
with each manufacturer individually to discuss the
preliminary results of the model with the ICER review
team. During these calls, manufacturers can ask
questions to inform their responses to the preliminary
model presentation. Manufacturers will have a total
of 11 days (beginning with the presentation call) to
submit comments or any supplemental or alternative
citations and data to inform the preparation of the
draft evidence report. Note that ICER does not publicly
publish the feedback received on the preliminary
model presentation.
Public comment on draft evidence report
(weeks 22–25)
Public comment on draft report
After the draft evidence report has been released,
manufacturers have 4 weeks to submit public
comments on the draft evidence report, or 5 weeks
for class reviews.
Due to strict length requirements (5 pages, excluding
references and appendix), ICER has provided the
following recommendations for public comments on
the draft scoping document.
• When addressing evidence in the report, provide
suggestions on specific portions of the report with
alternative or supplemental citations or analyses.
• For evidence not included in the report, provide
citations and a rationale for why the evidence should
have been included and the expected impact of the
analyses.
• Do not restate findings already summarized in the
draft evidence report.
• Restrict comments to those of greatest importance –
additional minor concerns may be discussed outside
of the formal public comment process.

Evidence report (weeks 26–28) and public meeting
(week 30)
Oral comments at public meeting
During the public meeting, manufacturers and other
stakeholders will have the opportunity to make oral
comments. Each manufacturer involved in the review
is given the opportunity to speak during the public
comment period.

not be to discredit the entire ICER assessment but
rather to highlight areas where the manufacturer
does not fully agree with ICER’s approach and
methodology. Having a well-prepared response and
adjusted analysis is important to continue to support
the value of your product.

Ensure your organization or
brand team has a robust ICER
strategy in place

Written summary of oral remarks
After the public meeting, manufacturers can submit a
750 word summary of their oral remarks for inclusion
in an appendix of the Final Evidence Report and
Meeting Summary.
Policy roundtable
At the public meeting, representatives from
manufacturers can be invited to participate in the
policy roundtable. Those invited should be prepared
to participate in a broad, structured discussion
on clinical and economic considerations for the
intervention under review.
Final evidence report and meeting summary
(weeks 30–33)
Post-meeting debriefing call
ICER continually seeks to improve its public processes;
to that end, ICER staff will be available for a postmeeting debriefing call with manufacturers upon
request. To arrange a call, manufacturers should send a
request to the primary ICER contact for the review.

Prepare for potential
unfavorable assessment
outcomes
If your team feels that the outcome of the ICER
assessment may be unfavorable for your product –
from either a clinical or an economic perspective – it
is important to proactively prepare for a response.
As mentioned previously, public comments can be
provided to ICER throughout the assessment process
and are published on ICER’s website. Outside of this,
however, manufacturers may also wish to prepare
their own responses or counter-analyses, which can
be shared with key stakeholders. Identifying gaps or
limitations of the ICER report and developed models
can help to provide a platform for discussion with
payers and other stakeholders. The goal of this should
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With an increased focus on cost-effectiveness in
the US, manufacturers need to put a plan in place
to proactively defend and justify the value of their
innovations. Organizations should develop and align
on a well thought-out and robust strategy for ICER
engagement. If possible, this strategy should be at
an above-brand level to ensure standardization and
allocation of resources across the entire organization.
Summary
In conclusion, while manufacturers do not have
influence over ICER reviews and decisions, there are
numerous opportunities for transparent communication
between parties throughout the process. It is important
not only to engage with ICER throughout the review
process, but also to proactively plan whenever possible
to drive the best possible outcomes. Even if ICER
reviews do not ultimately favor a manufacturer’s
product, it is critical to proactively engage with the
process whenever possible to ensure that all evidence
available is transparently shared throughout the review.
Engagement in the ICER process not only has the
potential to improve assessment outcomes, but also
prepares manufacturers to address cost-effectiveness
concerns and discussions in an increasingly pricerestricted market.
Links to additional information:
• https://icer-review.org/methodology/rules-that-applyto-icer/interactions-with-external-partners/
• http://icer-review.org/wp-content/uploads/2020/01/
ICER_Mfr_Engagement_Guide_013120.pdf
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