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Re: Alternative Pricing Models for Remdesivir and Other Potential Treatments for
COVID-19

Dear Dr. Pearson:

We are writing regarding the Institute for Clinical and Economic Review’s (ICER’s)
“Alternative Pricing Models for Remdesivir and Other Potential Treatments for COVID-19,”
released on May 1, 2020. In this document, ICER developed a preliminary cost effectiveness
analysis for remdesivir, which demonstrated a potential clinical benefit in the treatment of
COVID-19. ICER also developed as part of this report a never before discussed or validated
“cost recovery” model for pricing this therapy. ICER subsequently published an update to its
initial assessment on June 23, 2020, which incorporated some updated data and
developments since the first report. On July 2, 2020, ICER published a white paper
describing several potential pricing models - including the cost recovery approach.

The introduction and application of a new, untested and unvalidated cost recovery
model, without public notice and comment, is of significant concern. Continued use or
expansion of this model in ICER’s work warrants further public discussion and input.
Conceptually, this model fails to appreciate the cumulative value of innovation and the
clinical and scientific reality that existing compounds can have therapeutic benefits for newly
emerging diseases and conditions such as COVID-19. At a minimum, a debate about how
society may appropriately value a treatment for this, and the next pandemic, is crucial -
especially when no other treatment options exist.

BIO and its members have long advocated for open and transparent value
assessment. While we have strongly disagreed with the way ICER incorporates stakeholder
feedback, the choices and assumptions it makes in building its framework, and its dismissal
of critical elements of value, we have been somewhat heartened that ICER has attempted to
create a process that could provide the opportunity for more open discussion and
transparency. It has also established timelines and processes (including a stand-alone
engagement document) so that developers whose products are or might be the subject of
an ICER review are aware of how the process will unfold. These timelines and procedures
are necessary (but not sufficient in and of themselves) to ensuring value assessments are
conducted in a fair, unbiased, and open manner.

Inexplicably, however, ICER now seeks to circumvent nearly every step of its own
established processes to develop and publish a model for assessing the potential value of
COVID-19 therapies. Public comment was not invited on the need for such a model, nor was
the developer contacted about the report’s publication or solicited for their input on data or
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methods. Moreover, it appears that key details were not publicly released, denying

stakeholders and interested parties the ability to replicate the model’s outputs. The follow-
up report was similarly released without public notice and with no formal structure for ICER
to respond or incorporate any feedback received. This lack of transparency is unacceptable.

Our longstanding concerns with ICER’s methodology are also amplified by the
unprecedented public health emergency of the COVID-19 pandemic. In our comments on
the updates to ICER’s value framework last year, we noted the pitfalls of conducting
premature value assessment, and recommended ICER not conduct assessments before it
has a full understanding of a therapy’s potential benefits and risks. Model development for a
product whose clinical benefits are still being studied and on which available data has not
been validated or peer reviewed only creates unnecessary uncertainty and does not support
sound policymaking. There is also a high level of uncertainty around the underlying disease,
progression, transmission, and outcomes of COVID-19. Furthermore, though ICER
acknowledges the limitation in not using a societal perspective, in the context of an
unprecedented global pandemic, significant loss of life, pain, suffering, and economic
impact, it is imperative that ICER at least attempt a modified societal perspective. Absent
this perspective, ICER sends misleading signals about the value of COVID-19 therapies at a
time when biopharmaceutical developers, government around the world, and the public are
desperately searching for solutions.

We have serious concerns with the integrity of ICER’s work if key steps necessary to
demonstrate a transparent value assessment process are not routinely followed, particularly
in the face of a global pandemic. Now more than ever, society needs thoughtful, coherent
analysis built on a discussion of and agreement on those elements of value that we would
consider vital for any potential COVID-19 therapy to address - not a rushed, cursory review.
In the time following publication of the first report, many commenters offered feedback that
could have aided ICER in initially developing a more robust model representing a wider
range of inputs - if only it had solicited comment in advance.! That ICER’s June 23 update
included refinements based on inputs from both the developer and other stakeholders
evidences the benefit of robust stakeholder engagement in developing an accurate
representation of a therapy’s value.

The release of these reports also calls into question the rationale for engagement
with ICER on future updates to its value framework. Why would stakeholders participate in
an engagement process (and why would one even be developed in the first place) if ICER
will simply disregard it when it suits its interests?

! See for example: Deverka, Bright, Garrison, and Nussbaum, “Measuring Value: COVID-19 Forces a
Reassessment,” May 20, 2020. Innovation and Value Initiative. Available at:
https://www.thevalueinitiative.org/measuring-value-covid-19-forces-a-reassessment/; Dubois, “It's Time To Talk
About COVID-19 Prices,” May 20, 2020. Health Affairs. Available at:
https://www.healthaffairs.org/do/10.1377/hblog20200518.302353/full/; Kamal-Bahl, Willke, Puckett, and Doshi,
“The Case for Using Novel Value Elements When Assessing COVID-19 Vaccines And Therapeutics,” June 23, 2020.
Health Affairs. Available at: https://www.healthaffairs.org/do/10.1377/hblog20200616.451000/full/
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We urge ICER to follow through on its stated commitment to an open and
transparent process for the development of value assessments for all future products.

Sincerely,

/s/

Crystal Kuntz
Vice President
Healthcare Policy and Research
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Re: Alternative Pricing Models for Remdesivir and Other Potential Treatments for COVID-19 — updated
version (06/24/2020)

Dear Dr. Pearson,

GlaxoSmithKline (GSK) has reviewed ICER’s updated versions of COVID-19 pricing models (06/24/2020)
for remdesivir including the “Adaptations to the ICER methods for evaluation of therapies for COVID-19.”
While there have been some promising developments, GSK would like to take the opportunity to provide
some further feedback. As the pandemic continues to move across the globe and the US, GSK continues to
respond and contribute to the fight against COVID-19. GSK is harnessing science, technology and our
portfolio to support development of medicines and vaccines for the prevention and treatment of COVID-19.
GSK also donated $10 million to the COVID-19 Solidarity Response Fund, created by the UN Foundation
and World Health Organization (WHO) to support WHO and partners to prevent, detect and manage the
pandemic, particularly where the needs are the greatest. GSK’s main concerns with the updated approach
relate to continued use of the cost recovery model and methods with cost-effectiveness analysis and are
discussed below.

Cost recovery model.

ICER continues to provide analysis and pricing based on the cost recovery approach. While the model has
been updated to include R&D costs from a public announcement by Gilead, there remains much uncertainty
with respect to this approach. The costs of production are based on exports from India®,? and Bangladesh?®.
This may not accurately reflect US operating costs especially at a time when global trade, is being heavily

L Hill et al. Minimum Costs to Manufacture New Treatments for COVID-19. Journal of Virus Eradication. Online April 2020.
http://viruseradication.com/journal-details/Minimum_costs_to_manufacture_new_treatments_for_COVID-19/ Accessed July 2,
2020)

2 House, DW. Remdesivir OK’d in India at $39-52 per dose. June 21, 2020. Seeking Alpha.
https://seekingalpha.com/news/3584771-remdesivirokd-in-india-39minus-52-per-dose (Accessed July 2, 2020)

3 Siddiqui, Z. Exclusive: Bangladesh’s Beximco to begin producing COVID-19 drug remdesivir — COO. Reuters.
https://www.reuters.com/article/us-health-coronavirus-bangladesh-remdesi/exclusive-bangladeshs-beximco-to-begin-producing-
covid-19drug-remdesivir-coo-idUSKBN22H1DD (Accessed July 2, 2020)
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impacted by COVID-19. At this time, there is a huge amount of strain on global manufacturing and this
creates great uncertainty with such a costing approach.

Previous research* has shown it takes on average $2.6 billion to bring a new drug to the market with a high
percentage of trial failures® therefore cost recovery on a per treatment basis is not an appropriate pricing
model. Additionally, the pharmaceutical industry is highly dependent on a profit margin in order to support
the development of all future medicines. Therefore, the type of approach undertaken here to price COVID-19
treatments could not only have short term impacts on company revenue but also have longer term
consequences on the development of future medicines. The level of risk (both in duration and potential
numbers of patients to treat) and opportunity cost need to be reflected within rewarding innovation in order to
stimulate maximum investment at a time when society most needs and values breakthrough treatments and
therapies otherwise companies may choose to continue with pre COVID-19 programs.

GSK asks ICER to remove this approach from their COVID-19 assessments and to concentrate
instead on value assessment and on rewarding innovation in medicine at this very critical time.

Methodoloqy of cost-effectiveness analysis

1. The base case threshold remains at $50k/ QALY.

GSK notes ICER continues to emphasize the price related to the $50k/ QALY threshold. ICER reasons® this
as due to the “scale of patients likely to require treatment and in the light of the shared goal of making
treatments available rapidly and equitably.” Therefore, the potential value of remdesivir has been decreased
in order to accommodate a perceived high impact on overall budgets which is not consistent with previous
ICER methodology or other HTA around the globe such as NICE, CADTH and PBAC. In fact, it is not clear
how the budget impact has been factored into the threshold ICER cites within the base case.

This threshold remains notably below the $100k-$150k / QALY threshold announced in the VAF 2020 and
continues to send a signal to those developing medicines that the reward for developing / launching a
treatment for COVID-19 will be valued less. Such pricing levels rely heavily on altruism at a time when the
economy is moving into a recession’. Timelines within existing R&D portfolios, for potential future
medications, have been heavily impacted during this pandemic as early stage lab work is put on hold with

4 Tufts University. Tufts Center for the Study of Drug Development. Cost to Develop and Win Marketing Approval for a New
Drug Is $2.6 Billion.
https://staticl.squarespace.com/static/5a9eb0c8e2ccd1158288d8dc/t/5ac66adc758d46b001a996d6/1522952924498/pr-
coststudy.pdf (Accessed July 2, 2020)

> Wong, C et al. Estimation of clinical trial success. Biostatistics, Vol 20 (2). April 2019. 273-286.

® ICER. Adaptations to the ICER methods for evaluation of therapies for COVID-19. file:///C:/Users/ct407382/OneDrive%:20-
%20GSK/Documents/ICER/remdesivir/ Adaptations-to-the-ICER-methods-for-evaluation-related-to-treatments-for-COVID-19.pdf
(Accessed July 14, 2020)

" The National Bureau of Economic Research. Determination of the February 2020 Peak in US Economic Activity
https://www.nber.org/cycles/june2020.html (Accessed July 2, 2020)
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“stay at home” orders in place. New trials are delayed and existing studies are paused as biopharma tries to
operate with more limited resources and extenuating factors such as access to patients and CRO partners®,
Given, there is a high degree of uncertainty associated with COVID-19 with respect to the duration of this
pandemic as well as number of people likely to benefit from such treatments, drug developers will be more
likely to develop treatments if the reward to do so appropriately accounts for the level of risk undertaken.

Hence, a lowering of the value for COVID-19 treatments could in fact have the opposite consequences of
what was originally intended by ICER; rather than making treatments available more rapidly, we could see
fewer treatments coming through in the COVID-19 space as developers of medicines concentrate their efforts
on longer term goals where longer term values are more certain.

GSK asks that ICER considers increasing the health benefit price benchmark (previously called value-
based price benchmark) in order to allow an assessment of the effectiveness of COVID-19 treatments
within previously agreed fair value price ranges.

2. Inclusion of future unrelated healthcare costs

Within the cost-effectiveness analysis, future unrelated healthcare costs have been included in the model.
Where remdesivir extends life, there is a healthcare cost associated with each subsequent year of life which
essentially accrues a healthcare cost penalty to those patients who survive. This is not in line with the
methods employed by HTA authorities such as NICE. NICE guidelines for technology assessment® advise
that “Costs related to the condition of interest and incurred in additional years of life gained as a result of
treatment should be included in the reference case analysis. Costs that are considered to be unrelated to the
condition or technology of interest should be excluded.” Although the US panel on cost-effectiveness does
recommend the inclusion of future unrelated medical costs'?, this would appear to differentially impact the
elderly population who within a cost-effectiveness framework are then naturally forced to incur QALYS at a
higher price. This is exemplified in the current model as the age of death is now higher (72 years) and has the
effect of a large decrease in the cost-effective price because the mortality benefit is seen in an older
population i.e. less QALY are gained and at a higher cost per QALY The unrelated healthcare costs accrued
are $20,071 per year for those aged 65-84 years of age and $38,900 per year for those aged 85+ years. Given
an age-based utility of 0.736 is applied to the 85+ years age group, each year saved is above the current
threshold applied of $50k/QALY (i.e. an intervention cannot be considered cost-effective in this age group).
The economic model overall is highly sensitive to the inclusion of future healthcare costs and ICER should
consider removing this from the calculations. This is especially important given patients within the model are
not accruing “benefits” such as return to work, caring for children, ill relatives etc. due to the narrow focus of
the model.

8 Forbes. “Strategic Planning in Biotech During a Pandemic Crisis. March 26, 2020.
https://www.google.com/amp/s/www.forbes.com/sites/brucebooth/2020/03/26/strategic-planning-in-biotech-during-a-pandemic-
crisis/amp/ (Accessed July 2, 2020)

® National Institute for Health Care and Clinical Excellence (NICE).: Guide to the methods of technology appraisal (2013).
http://nice.org.uk/process/pmg9 (Accessed July 14, 2020)

10 Sanders, G.D., Neumann, P.J., Basu, A., et al.: Recommendations for conduct, methodological practices, and reporting of cost-
effectiveness analyses second panel on cost-effectiveness in health and medicine. JAMA 316(10), 1093-1103 (2016)
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GSK recommends that ICER remove the inclusion of future unrelated healthcare costs from the base
case of the economic model.

3. Adjustment for shorter hospital duration

ICER has now implemented a scenario analysis to allow for reduced hospital costs for patients on remdesivir
who spend a shorter duration of time in hospital. This is based on the findings of the ACTT-1 trial* which
shows a shorter time to recovery in the remdesivir group compared to placebo, 11 days v 15 days (rate ratio
for recovery 1.32 (1.12, 1.55) p<0.001). This is a vital addition to the model as shorter hospital durations are
likely to have a huge impact on resources both from a payer perspective and societal/ healthcare provider
perspective as more resources are available to treat patients as hospital beds are available sooner. Hence,
hospitals will have an increased capacity to treat both COVID-19 patients and those requiring treatments for
other conditions which is critical in a pandemic as we have witnessed hospitals across the country reaching
capacity to treat patients and additionally delaying elective procedures for other patients.

However, this shorter time to recovery and associated decrease in hospital stay duration, has been included as
a scenario analysis only as ICER states “per diem payment is a rarity in the US healthcare context.”
However, according to stats published by American Hospital Association, only 25% of community hospitals
across the US participate in bundled payments model*?. Additionally, if payments are made as bundled
payments, the hospital still realizes cost and resource savings from a broader healthcare perspective. The
model is highly sensitive to this scenario with the cost-effective price moving to $11,710.

GSK recommends that the cost offsets for shorter hospital duration should form part of the base case
given the substantial impact this has not only for payers but also for patients and healthcare providers.

4. Inclusion of newly published data

In addition to the above, new data'® comparing COVID-19 patients receiving remdesivir (in the SIMPLE-
SEVRERE trial) has been compared to a real-world retrospective cohort of patients with similar baseline
characteristics and shows day 14 mortality is improved for those on remdesivir compared to those who are
not (7.6% v 12.5%, adjusted odds ratio 0.38 (0.22, 0.68) p=0.001). The current ICER model uses the adjusted
mortality hazard ratio of 0.74. Therefore, these latest findings suggest a greater benefit in mortality from that
which was previously identified. Given the cost-effectiveness modelling was undertaken on early trial data,
the models should be updated to reflect the latest data. This is in line with the VAF 2020 in which ICER
outlined a commitment to explore how real-world observational evidence can contribute to a more
comprehensive and accurate view of risks, benefits and costs associated with an intervention.

11 Biegel JH, Tomashek KM, Dodd LE. “Remdesivir for the Treatment of Covid-19 — Preliminary Report.” NEJM, Online May
22nd, 2020.

12 American Hospital Association. https://www.aha.org/bundled-payment

13 Gilead. “Gilead Presents Additional Data on Investigational Antiviral Remdesivir for the Treatment of COVID-19.”
https://www.qgilead.com/news-and-press/press-room/press-releases/2020/7/gilead-presents-additional-data-on-investigational -
antiviral-remdesivir-for-the-treatment-of-covid-19 (accessed July 13, 2020)
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GSK would ask that potentially impactful new data is incorporated into the models as it becomes
available.

As the pandemic continues to evolve across the globe and have a shocking impact with the loss of lives,
impact on quality of life and devastating effect on the economy, it is critical we stimulate innovation within
both the prevention and treatment of COVID-19. GSK also understands the need to make such treatments
accessible. However, the current framework being employed by ICER could be viewed as a hurdle to
creating the optimum environment for medical advance at a critical time. It is therefore paramount that we
have the correct, fair, robust and transparent framework in place to bring life changing medications to
fruition and to our patients.

Please feel free to contact us should you wish to discuss these recommendations in further detail.

Sincerely,

Jrar et

Martin D. Marciniak, PhD

Vice President

US Medical Affairs, Customer Engagement,
Value Evidence and Outcomes




Amgen Comments: ICER COVID-19 Alternative Pricing Models
for Remdesivir and Other Potential COVID-19 Treatments

Summary Overview

Amgen appreciates the opportunity to comment on ICER’s Preliminary Report on Alternative
Pricing Models for Remdesivir and Other Potential Treatments for COVID-19 posted on May 1,
2020 and its first model update posted on June 24, 2020.

COVID-19 has created an unprecedented burden on individuals and society. This public health
crisis amplifies the importance of healthcare and treatment innovation, with an economic impact
that approaches levels not seen since the Great Depression. The principles of how value is assessed
do not change in a pandemic, and the value of innovation is likely even higher in a pandemic.
Also, it is important to recognize that pandemic drugs have limited affordability risks because their
lifespan is typically only 1-2 years until a vaccine and viable measures are available to contain
and/or eventually eradicate a disease. At the same time, there is a value/access trade-off that needs
to be managed differently in a pandemic. Never before has the biopharmaceutical industry come
together more rapidly and collaboratively to find solutions, to proactively address potential access
concerns. What enables industry to rapidly respond in a pandemic crisis situation with little-to-no
cost options is the existence of a robust and resilient healthcare ecosystem that rewards and
incentivizes innovation. As the value/access trade-off continues to be addressed, value should not
be conflated with affordability and measures taken should protect the balance needed to preserve
a healthy innovation ecosystem. Amgen is invested in collaborating with healthcare providers,
payers and patient advocacy organizations for the rapid acceleration of new treatments for SARS-
CoV-2, accompanied by scientifically robust assessment and patient access to these treatments.

We acknowledge ICER’s interest in shaping the COVID-19 pricing dialogue and our comments
aim to help inform a more balanced, science-based approach reflected in ICER’s revised model
and report(s) as follows:

e Cost Recovery: In this crisis situation where industry is proactively offering measures to
enable access at minimum cost, a cost recovery approach does more harm than good: rather
than informing the value/access trade-off, this confuses it by marginalizing the value of
innovation and potentially disincentivize future innovation. We encourage ICER to retract the
remdesivir cost recovery model and revise the cost-effectiveness model adhering to good value
assessment principles, enabling a fair assessment of value, separate from affordability.

e Cost-Effectiveness: ICER has an opportunity to further revise its cost-effectiveness model for
remdesivir with appropriate methodology, increased reporting and model analysis
transparency, and inclusion of more robust data inputs that have substantial impact on results.
Our recommendations are intended to help produce an overall balanced approach.

Our recommendations are detailed below. The Amgen team is available to further discuss our
comments with ICER and University of Colorado, with the aim of enabling a more informative
and credible assessment.

AMGEN COMMENTS ON ICER COVID-19 PRICING MODELS (REMDESIVIR AND OTHER POTENTIAL TREATMENTS (29July2020) 1



Background and Context

COVID-19 has created an unprecedented burden on individuals and society. Since January
2020, SARS-CoV-2 (novel coronavirus) has been responsible for over 7 million cases and nearly
half a million deaths globally.! Approximately 15% of positive COVID-19 patients (depending
on study and testing) are hospitalized, 25% of those hospitalized end up in the intensive care unit
(ICU), and 80-100% of ICU patients will need ventilation.>*- Although ventilation is potentially
life-saving, it is correlated with massive organ failure, responsible for more COVID-19 deaths and
disability than respiratory failure itself.*>¢ Additionally, the long-term effects of COVID-19 are
still being researched but preliminary data suggests an estimated 20-30% long-term long damage
or pulmonary fibrosis in those who are hospitalized.” Hospitalization is also costly. The average
hospital stay of 6-12 days costs $12,000-$34,000 per patient, while an ICU stay extends the stay
on average by 4 days costing a total of $40,0000-$90,000 per patient.*

This public health crisis amplifies the importance of healthcare and treatment innovation.
More than ever before, the criticality of vaccines and treatments are central to solving the current
crisis in which billions of people are suffering around the globe. Innovation and the rewards
associated with this must be balanced with the extreme pressure that communities currently face
in affording treatments. This is not to say that value should be conflated with affordability: these
are two very different challenges. Undeniably, treatments and vaccines have incalculable value,
however, this must be recognized separately from society’s ability to fund new treatments, in light
of this pandemic’s profound financial and health-related burden.

The economic impact of the virus according to the IMF, approaches levels not seen since the
Great Depression.!%!111213 The U.S. government has approved a two trillion dollar stimulus bill
with an estimated incremental cost per QALY ranging from $300,000 to $2.5 million,'* however,
the economic impact of COVID-19 will completely eclipse this. With over 40 million people in
the US applying for unemployment, Morgan Stanley forecasts a 38% drop in economic growth in
the 2" quarter alone, resulting in a loss of $8.2 trillion or $25k per person.!> At minimum, GDP
impact will likely be 5% per month for the duration of the crisis representing more than $12 trillion
over the next year. !¢ People sheltering in place have been looking in great anticipation towards a
vaccine or treatment to help alleviate this crisis, and while value is defined differently by
individual, there is general consensus that a new vaccine or treatment would have incalculable
value.

Amgen’s Comments

The principles of how value is assessed do not change in a pandemic. It is an irrefutable tenet
that the value of a life does not change during a pandemic. Equally, the need to protect those who
are vulnerable also remains constant.!” In keeping with this, value frameworks and health
technology assessment methodologies and processes must be robust enough to weather pandemics
and other changes, maintaining their validity even under this pressure. At the same time, this must
be balanced with the flexibility to address challenges in data collection characterized by the
acceleration of trials and regulatory approval at earlier stages in the trial process.

AMGEN COMMENTS ON ICER COVID-19 PRICING MODELS (REMDESIVIR AND OTHER POTENTIAL TREATMENTS (29July2020) 2



The value of innovation is likely even higher in a pandemic. While the method to determine
value does not change, the totality, scale and speed of COVID-19 means that the reach and impact
of any treatment in saving lives is hard to match. Despite this, given the sheer number of
individuals in need, treatments can be both accessible and affordable. This is typically seen in
payer negotiations with manufacturers, whereby increased volume decreases prices, with the most
notable example be seen in the “Grand Bargain” from the Omnibus Budget Reconciliation Act of
1990.18

Pandemic drugs have limited affordability risks because their lifespan is typically only 1-2
years until a vaccine and viable measures are available to contain and/or eventually eradicate
the disease. !° As of June 9™ 2020, there are 161 vaccines in development, with many lead
candidates starting Phase 1 or Phase 2 testing. 2%?! It is highly likely that a successful vaccine will
become available, making it increasingly possible to hopefully eradicate SARS-CoV-2. This
means that the lifetime sales of COVID-19 treatments take on an irregular pattern deviating from
traditional drugs for chronic disease. This is characterized by intense demand in the first few years
trickling to negligible demand, likely after 5 years as vaccines and herd immunity take hold.??

There is a value/access trade-off that needs to be managed differently in a pandemic. While
value assessment does not change during a pandemic, the sheer scope and magnitude of those
impacted necessitates that access and affordability must adjust to accommodate this. COVID-19
arguably effects every single global industry, every economy, every provider, individual and
patient. For this reason, it is important that access to treatments adhere to WHO-defined care that
is physically accessible, financially affordable and inclusive in its ability to motivate patients to
receive treatment, absent of social, cultural, sex, ethnic, age or religious disincentives.?> In
essence, even during a pandemic, it is essential that patients are able to afford and physically access
COVID-19 treatment, but also feel motivated to seek care regardless of current health status or the
presence of pre-existing conditions.

The biopharmaceutical industry has come together to find rapid solutions, proactively
addressing potential access concerns. Representing the urgency and immediacy of this effort,
in a period of less than 5 months, there has been a revolution in unique treatments from zero to
over 247 unique treatments?* and nine vaccine candidates currently tested in 660 clinical trials as
shown in Table 1.2 Equal to this challenge, Amgen are working with policy makers and
advocacy organizations, exploring novel solutions to continuity of care. Amgen are collaborating
with biotechnology companies, academic institutions, the Administration and other government
research entities to identify effective treatments for COVID-19 as quickly as possible, including
The National Institutes of Health (NIH) and the Foundation for the NIH’s (FNIH) Accelerating
COVID-19 Therapeutic Interventions and Vaccines (ACTIV) partnership.?’” We are also actively
investigating Otezla® (apremilast), as a potential immunomodulatory treatment in adult patients
with COVID-19; and partnering with Adaptive Biotechnologies for the identification of tens of
thousands of naturally occurring antibodies from survivors of COVID-19 to select those that
neutralize SARS-CoV-2.
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Table 1: Pharmaceutical Industry Response to COVID-19

Small Snapshot of Participating Companies

COVID-19 Response

Developing Potential
New Treatments and
Vaccines

Repurposing Existing
Treatment

4

Partnerships

o

l',,

Monetary & In-Kind
Support

Supply Chain
Integrity

OO

Moderna made headlines earlier in May when it became the first
company to publish promising phase 1 data.

A total of 8 vaccine candidates are in clinical trials, led by
pharmaceutical companies and health institutes in the U.S., China,
and Germany.

Over 200 drugs have begun pre-clinical or clinical testing.

Gilead Sciences has led the way in repurposing of remdesivir for
COVID-19, recently upping its donation to the federal government
equaling 1.5 million individual doses.

Other companies working to repurpose treatments include Amgen
(Otezla®),  Novartis  (hydroxychloroquine),  AstraZeneca
(Calquence®, Farxiga®), Genentech (Actemra®), and many others.

Biopharmaceutical companies are working with one another and
with national agencies to advance development of vaccines and
therapies.

U.S. pharmaceutical company Pfizer and BioNTech SE of
Germany are just one partnership working on a vaccine.

In addition to medical and supply donations, pharmaceutical
companies have given millions in financial support for various
causes.

AbbVie is donating $35 million to partners including Feeding
America, Direct Relief, and International Medical Corps.
Collectively among charitable funds, well over $100M has been
donated.

To ensure the COVID pandemic does not impact other essential
medicines, companies are bolstering their supply chain.
AstraZeneca, Boehringer Ingelheim, Daiichi Sankyo, Eli Lilly and
many other producers of life saving drugs are all working to prevent
shortages

What enables industry to rapidly respond in a pandemic crisis situation with little-to-no cost
options is the existence of a robust and resilient healthcare ecosystem that rewards and
incentivizes innovation. While the value / access trade-off is managed, value should not be
conflated with affordability and the measures taken should not offset the balance needed to
preserve a healthy innovation ecosystem. The current healthcare ecosystem supports and
encourages innovation necessary to enable the industry to react nimbly and address crisis
situations. This means value should not be undermined even in a pandemic, and measures put in
place to address the value-access trade-off in pandemic crisis situations do not apply to non-
pandemic situations. The current ecosystem/drug approval system relies on key innovative
companies receiving patents for their treatments in order to recoup their capital costs once given
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approval however, rushed assessments put future innovation at risk, possibly hamstringing an
ecosystem such that it cannot effectively respond to the next pandemic or health crisis.?>?

Amgen Recommendations for ICER’s Value Assessment of COVID-19 Treatments

There is a distinction between the value and access trade-off that needs to be managed
thoughtfully in a pandemic, without confusing the concept of value with cost/affordability.
The notion of a lower threshold proposed in ICER’s cost-effectiveness model for COVID-19
sacrifices value for affordability, stating the use of “lower thresholds to accommodate both the
uncertainty and to maintain affordability for immediate broad use. That is why in this case we are
emphasizing the threshold price at 350,000 per incremental quality-adjusted life year (and equal
value of a life-year gained).”° Traditionally ICER bases its evaluation on a flexible range of cost-
effectiveness thresholds between $50K to $150K per QALY gained, and this range is already
designed to address uncertainty and the preferences reflected in the complex system of budget
holders that characterizes the U.S.>!' Even in pandemics, thresholds should consistently address
value and the incremental cost of providing greater health and allocative efficiency: lower
thresholds suggest that there is less money available in the healthcare system to address this impact.
Contrary to this, payers are doing better financially than before the pandemic, marked by a
reduction in healthcare spending in the first three months of the year of 18% compared to past
years. >

While our comments to ICER remain consistent as in the past regarding methodology, we
also believe this initial step incorrectly interprets and addresses the pandemic situation
regarding value. We encourage ICER to retract the remdesivir cost recovery model and revise
the cost-effectiveness model adhering to good value assessment principles, enabling a fair
assessment of value, separate from affordability. In this crisis situation where industry is
proactively offering measures to enable access at minimum cost, a cost recovery approach does
more harm than good — rather than informing the value/access trade-off - it confuses it by
marginalizing the value of innovation, potentially disincentivizing future innovation.

e The methodology proposing cost-recovery is completely inappropriate and the wrong
way to assess value during a pandemic (even more so than in a non-pandemic
environment). Industry is already offering measures to respond at minimum cost to address
immediate access issues where feasible; this does not warrant direction. ICER’s choice of
applying a cost recovery model to remdesivir - a significant and unexpected departure from
the 2020 Value Framework - has dangerous implications, devaluing innovation. Underpinning
this are the data sources that ICER uses. ICER bases its cost recovery analysis on the work of
Hill et al., which reports that remdesivir pricing is a quarter of that of saline ($0.93/day for
remdesivir vs. a saline IV infusion at $4.00 per day).** How can saline — a sterile combination
of salt and water — be more expensive than a treatment that can reduce hospitalization by 3-4
days? Instead of recognizing the unique circumstances of the pandemic with regard to access,
pricing, and the benefits of an innovative ecosystem, ICER’s approach “doubles-down” on
their flawed methodology by focusing more on affordability and cost (again) instead of actual
value, hence confusing these elements.
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ICER in this analysis has an opportunity to more fully account for the vast impact of
COVID-19 on society and the remarkable potential that treatments or vaccines offer in
potentially alleviating this crisis. With the intent of anchoring the debate on COVID-19 pricing,
ICER recognizes the preliminary nature of its models, which do not reflect stakeholder input and
fall short of many of the core principles that ICER itself has committed to, including transparency,
stakeholder input and patient engagement. ICER states that it is: “aware that a very effective
treatment for COVID-19 may alter how society contemplates the risk/reward tradeoffs of relaxing
social distancing measures, which in turn could spur an economic recovery.”** ICER has an
opportunity to revise their analysis with appropriate methodology, more robust data inputs and a
more balanced approach yielding a more informative and credible assessment:

ICER can more appropriately reflect the healthcare system perspective by being more
inclusive of all healthcare costs in its analysis of COVID-19 treatments. The analysis
currently fails to account for the substantial impact of healthcare job losses and decreased
revenue. Additionally there has been the direct cost brought on by the need to be COVID-
ready: hospitals have spent $660 million investing in the preparation for COVID-19 and
Congress has set aside $100 billion to support hospital response to the pandemic. 3¢
Additionally, non-surgical procedures have been placed on hold and areas important to health
such as cancer screening have fallen to a fraction of their level before the pandemic, which will
lead to higher costs as cancers are captured later and more lives lost as patients wait until it is
too late to seek care unrelated to the virus.>’%3° Further, while spending is 18% lower on
COVID-19 for payers, many hospitals could find themselves struggling to stay viable and so
ICER should also consider the long-term impact of narrower networks on overall healthcare
costs. Equally, it is now widely acknowledged that the virus has had a significant effect on the
behavioral health of healthcare workers and so ICER should include the QALYs for all
healthcare workers directly and indirectly affected by the virus.

ICER should capture the substantial potential impact of a pandemic treatment on society
in keeping with their 2020 Value Framework. As highlighted by a recent article by Cohen,
Neumann and Ollendorf of Tufts,** ICER’s recently released Value Framework recommends
the inclusion of societal benefits when they are substantial: these societal benefits are
substantial. For example, remdesivir has an opportunity to impact the economy by reducing
hospital resource utilization and help in the re-opening of the nation’s economy. Yet, [CER
bases its price of treatment on numbers that disregard broader societal consequences. There is
no place that more deservedly justifies the incorporation of lost productivity that new
treatments can allay. This analysis must be inclusive of the needs of those impacted, including
substantial devastation not only to those who have lost their lives but their livelihoods.
Moreover, there are significant costs that are just being quantified now, which include
substantial outlays resulting from changes to workplace processes.

ICER should reflect outcomes specific to underserved and vulnerable populations, such
as those who are immunocompromised, suffer from chronic conditions; and address
racial disparities: the analysis currently does not address these. While many say that
COVID-19 is the ultimate leveler, this has not proven to be true empirically as the virus
disproportionately affects people of color, the elderly and those who already have chronic
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health conditions.*! Importantly, the virus has a significant impact diminishing health and

social equity and this value should be specifically captured in ICER’s analysis.

Lastly, ICER should prioritize having an open engaging dialogue over a desire for speed and
relevance to anchor a debate with publicly released information that does not take into
account core principles that ICER itself has committed to, such as transparency, public
input, and patient perspective. As ICER evolves its model, we encourage it to create a
collaborative platform with stakeholder input, utilizing appropriate methods for ‘value assessment’
and separately identify mechanisms that payers consider to address potential affordability
concerns. Unlike other ICER assessments and pricing evaluations, ICER did not notify
stakeholders prior to this report’s release, it has not opened a comment period on the revised
methodology or report and it is unclear how ICER will proceed going forward. ICER should
release the model and equally, render the methodology, data sources, model inputs and evaluation
more transparent and invite comments from impacted stakeholders.

Amgen Recommendations Specific to ICER’s Cost-Effectiveness Approach

Update analyses and reporting related to elements that have a substantial impact on results

We agree with ICER on the need for further updates of the analyses related to elements that have
a substantial impact on the estimates of cost-effectiveness, including:
o differences between remdesivir and standard of care related to the proportion of patients in
each highest hospitalization level of care, and
e the impact of health care resource use and cost from shorter duration of hospital stay driven
by shorter time to recovery. The cost-offsets resulting from shorter hospital stays is
accounted for only in sensitivity analysis. These cost-offsets should be part of the base case
analysis, or at the very least presented alongside the other scenarios included in Table 2 of
the updated report. The shorter time to discharge results in a resource and cost saving per
patient and will increase capacity in the health care sector overall to treat more COVID-19
patients.

Additionally, the “Scenario analysis assuming no mortality benefit” should be replaced with a
short-term scenario analysis including mortality benefits to be aligned with the base case inclusion
of mortality benefits.

Increase reporting and model analysis transparency

Several clarifying questions related to data inputs, assumptions and analyses with a potential
significant impact on results would benefit from a more robust and transparent reporting and
sharing of the model source code including: 1) details on the model update of average age for those
who died to be higher than those who recover. In particular, a more detailed description of how
the average age of patients at death is derived from the sources referenced and details on how a
higher average age for surviving patients with remdesivir affects long-term estimates of patient
life-years, QALY and costs; 2) implementation of the age and gender-specific mortality for the
long-term model predictions (i.e. detail if separate health states were specified for males and
females, versus a combined health state, as indicated in the model diagram in the appendix of the
updated report); 3) clarity of included health care cost categories and inflation adjustment sources;
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4) implementation of the data and approach used for the evLYG analyses (the results in Appendix
Table 3 indicates that the average US population utility used is much lower than the stated 0.851);
5) implementation of remdesivir discontinuation in the model analyses.

Conclusion

Amgen is invested in collaborating with healthcare providers, payers and patient advocacy
organizations for the rapid acceleration of new treatments for SARS-CoV-2, accompanied
by scientifically robust assessment and patient access to these treatments. Any analysis that
ICER performs, whether during a pandemic or outside it, should remain true to the Value
Framework that ICER has developed. We encourage ICER to consistently apply the processes
that it has developed through its Value Framework including consultation on new methodologies
and approaches even during a pandemic. Importantly, times of emergency and crisis like the one
we all find ourselves in, necessitates a more collaborative and rigorous approach to evaluation, not
a departure from validated, consultative, scientifically robust and inclusive processes.
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Genentech

A Member of the Roche Group
August 26, 2020

Steven D. Pearson, MD, MSc

Institute for Clinical and Economic Review (ICER)
One State Street, Suite 1050

Boston, MA 02109

Dear Dr. Pearson:

Genentech, a member of the Roche Group, is writing in response to ICER’s recent COVID-19 related
activities, including the reports on alternative pricing models for remdesivir and the recent colloquium
series on pricing in a pandemic.'> We are disappointed that ICER’s approach to assessing value in the
age of COVID-19 does not more fully align with its guiding principles to develop collaborative,
transparent, and evidence-based evaluations, and we are concerned that ICER’s actions and approach
will not support the innovation and collaboration needed to get the world through the COVID-19
pandemic.® Genentech has collaborated with ICER on more than a dozen assessments and provided
recommendations on draft value frameworks and the unsupported price increase report. Given our own
current clinical research into COVID-19 treatments and our efforts to ensure access for patients on our
medicines during this pandemic, we are committed to supporting an objective and evidence-based
discussion of treatment and vaccine value. We share our perspectives with the hope that ICER will adopt
them in its efforts to improve its value assessment of potential treatments for COVID-19.

Innovation and collaboration are the tenants that will get the world through COVID-19. In only a few
short months, innovation and collaboration have fueled the research and development (R&D) of COVID-
19 therapies, vaccines, diagnostic tests, epidemiologic surveillance methods, contact-tracing techniques,
and countless other forms of response to the pandemic.”!® We see various industries both innovating
and collaborating in ways we would have never thought possible, and with unprecedented speed and
urgency. Bio-pharmaceutical, diagnostics and “tech” companies are working closely with academic,
governmental, patient, professional, and healthcare delivery organizations on the solutions to this crisis.
And yet, in many respects, ICER seems to stand alone. Even with the discourse we have seen within the
access, health policy, and health economics circles, ICER seems to be misaligned and subject to
criticism.!!"'* As one of several independent, health technology assessment organizations in the United
States (US), ICER has a responsibility to ensure that its evaluations are rigorous, objective, transparent,
and incorporate broad stakeholder engagement to further the discussion on the value of treatments for
COVID-19, and we strongly encourage ICER to reconsider its approach.

We urge ICER to anchor to the guiding principles from its Value Assessment Framework as it reviews
COVID-19 treatments, and we hope our recommendations contribute to a comprehensive value



assessment that is based on a foundation of rigorous science and methods.® Our input specifically
focuses on two categories to enhance the credibility and validity of ICER’s current approach:

1. Process Recommendations: Update ICER’s adaptations to its methods for evaluation of
therapies for COVID-19 to implement an abbreviated or rapid review framework that includes
transparency into monitored therapies, a general protocol, and clear opportunities for stakeholder
engagement.

2. Methodological Recommendations: Incorporate additional perspectives, broader elements of
value, and the impact of post-ventilation morbidity and mortality to comprehensively assess the
value that a treatment for COVID-19 could provide.

Process Recommendations

Implement an abbreviated or rapid review framework that includes transparency into
monitored therapies, a general protocol, and clear opportunities for stakeholder
engagement.

ICER should be transparent with the list of monitored therapies to facilitate timely and
comprehensive assessments of treatments for COVID-19. This transparency will allow stakeholders
to be better prepared for a potential assessment, which will support efficient engagement and exchange
of data with ICER when an assessment begins. Developing assessments of COVID-19 treatments in a
vacuum without transparency and robust stakeholder engagement deviates from ICER’s guiding
principle of civil discourse and increases the risk of spreading incorrect, biased or misleading
information into the press and the public domain.®

ICER should develop a general protocol for how it will evaluate vaccines and treatments. By
clearly outlining a general protocol for COVID-19 assessments, ICER can increase transparency into its
methodology, better engage with stakeholders, and support broad collection of the most appropriate data
to inform decision making. This approach would align with how ICER shares a scoping document,
research protocol, and model analysis plan for a standard review.® To facilitate timely developments of
reports, this information could be clearly summarized in a single general protocol that:

1. Outlines planned methods for modeling. The proposed methods and data sources could be
subject to change based on emerging evidence and could differ for treatments and vaccines.
However, an outline of the analysis plan would increase transparency to adhere to published best
practices for model development and would also help to ensure that ICER is able to gather
consistent and relevant feedback from stakeholders.'

2. Defines the key inputs required in ICER’s assessment of value. In the second ICER
colloquium on pricing in a pandemic, Dr. Campbell described key inputs that were crucial to
assessing the value of COVID-19 therapies.* We encourage ICER to proactively share similar
information to champion the collection of data that will be needed to inform future evidence



synthesis work, real world evidence studies, and health economic models. ICER can also use
this section of a protocol to detail other data from broader stakeholder groups that could be
considered when interpreting assessment results and informing discussion of contextual
considerations. This could include patient survey data on COVID-19 impact, hospital data on
current use of emerging therapies, or contemporary hospital or payer cost information.

3. Describes the level of hierarchy of evidence ICER will consider in the model. Given the
uncertainty in the expected timing between the availability of peer-reviewed evidence and final
trial data and regulatory action, ICER could clearly provide a rationale for the inclusion of
different types of grey literature (e.g. press releases, preliminary trial results, regulatory decision
announcements, manufacturer data on file) to be consistent with its current policy on the
inclusion of non-peer reviewed sources.'®

ICER should clearly define stages of the review process including a plan for virtual engagement
with broader stakeholders. Adopting a clear stepwise process would allow ICER to anchor to its
standard framework while maintaining a flexible timeline to address the needs of stakeholders in the
current environment.*!” Only through open discussion throughout the review process, can ICER be
better equipped to help advance the methods around assessing COVID-19 treatment value. For example,
had ICER outlined a process to engage broader stakeholders prior to publishing the initial report, many
of the methodological recommendations detailed below could have been collected and integrated into
updated assessments. ICER can align to its guiding principles and ensure a collaborative, transparent,
and evidence-based review by:

1. Maintaining an open-input period. An open input period for a particular treatment could be
based on a rolling timeline or initiated when specific pre-established criteria have been met.

2. Denoting initial reports as draft analyses. Given the rapidly evolving treatment landscape,
clearly indicating reports based on grey literature or without stakeholder feedback as draft
analyses will reduce the risk of misinforming public discussion or policy decisions.

3. Establishing criteria that would lead to a revised or updated report. Although ICER may
not be able to provide a timeline for update, being transparent about the types of evidence that
will trigger an update will better inform stakeholders about the data needs to further evidence
generation.

4. Planning for virtual engagements of broader stakeholders. The patient perspective and
discussion on the elements of value not captured in the cost-effectiveness analysis (e.g. other
contextual considerations) is critical in interpreting how quantifiable, and non-quantifiable,
downstream impacts of new treatments should be considered when making policy and pricing
decisions.



Methodological Recommendations

Incorporate additional perspectives, broader elements of value, and the impact of post-
ventilation morbidity and mortality to comprehensively assess the value that a treatment
for COVID-19 could provide

Recognizing that the cost recovery model is a highly conservative scenario, ICER should include
a societal co-base case to present the potential range of impact from treatments in a pandemic. A
cost-recovery model does not accurately reflect the R&D efforts required to bring a therapy to market
and may disincentivize future innovation.'* We appreciate ICER’s efforts to better incorporate R&D
costs related to evaluating a treatment for COVID-19 in the updated remdesivir analysis.> However,
ICER’s methodology does not account for the risk of R&D failure nor opportunity costs. With the rapid
innovation to address the public health emergency, many manufacturers are incurring costs for clinical
research and increasing manufacturing capacity to ensure the availability of treatments despite
uncertainties in the clinical benefit and the risk of trial failure.!3?! Moreover, a cost recovery approach
continues to provide a floor estimate of price for an intervention. As noted during the first ICER
colloquium on pricing in a pandemic, there is a lack of validated methods for modeling cost recovery,
estimation is hindered by limited transparency for key estimates, and use of a cost recovery approach to
set pricing may lead to negative downstream impacts on funding essential second and third generation
COVID-19 treatments and vaccines.>!!"14

We urge ICER to add the societal perspective as a co-base-case and to acknowledge additional
dimensions of value in its assessments of COVID-19 treatments. Failure to account for societal and
other broader impacts of COVID-19 treatments and vaccines will undervalue treatments and will present
a biased estimation of potential downstream economic and health impacts.?> Use of the societal
perspective is recommended as a co-base case by the Second Panel on Cost-Effectiveness in Health and
Medicine (Second Panel) and is continually supported by ongoing expert dialogue on COVID-19
treatment value.!!"1>?* Recent debate on COVID-19 treatment pricing highlights the need to consider
the broader impact of treatment, with the lack of treatments and vaccines for COVID-19 effectively
halting normal US life. As of August 11, 2020, the United States (US) leads the world in the number of
confirmed cases and deaths.>* Beyond the health care sector, the COVID-19 pandemic is estimated to
result in almost $8 trillion in economic losses over the next decade.? Schools continue to debate whether
they will open in the fall, and nearly half of adults report that their mental health has been negatively
affected due to worry and stress over the virus.?%?” We recognize that data on the productivity impact
of individual COVID-19 treatments may not be available from clinical trials or from available real world
evidence studies. However, ICER can still develop initial estimates of the societal impact through use of
patient survey data from patient advocacy groups, estimate the market and non-market productivity
losses from patients who die from COVID-19, and/or use proxy information from similar respiratory
conditions to inform initial model parameters.?>8



Furthermore, ICER could leverage the growing literature base to discuss the broader expected
impact of COVID-19 treatments qualitatively.”? The health economics and outcomes research
(HEOR) and academic community have made impressive strides in developing methods to estimate
additional value elements under a cost-effectiveness framework.>° While some methods may not be
easily applied in the short time frame to develop an assessment, ICER should address additional impacts
in the “other benefits or disadvantages” and “contextual considerations” section to ensure that end users
of ICER’s assessments have balanced information, ranging from cost recovery to standard cost-
effectiveness methods to more novel considerations of treatment value (e.g. value of hope, insurance
value, fear of contagion). Finally, we suggest that ICER also seek to consider how treatments impact
health equity and underlying health disparities given the undeniable observed impact of COVID-19 on
disadvantaged populations.®3!33

ICER’s analysis should incorporate the impact of post-ventilation morbidity and mortality to
better reflect the long-term burden of COVID-19. Employing a narrow definition of COVID-19
health effects based predominantly on outcomes during an acute stay fails to capture the impact of
treatments on important downstream costs and health effects that are relevant to understanding treatment
value. Data on the long-term burden of COVID-19 is only just emerging, but existing research suggests
that morbidity and mortality impacts will extend far past acute hospital stays.>**> During the second
colloquium on pricing in a pandemic Steve Miller (Cigna) reinforced this point, noting that Cigna is
seeing tremendous downstream morbidity in patients with COVID-19 tracked in their plan.* As
recommended by the Second Panel, a wide range of costs or cost savings— present and future—should
be considered in economic evaluations, so long as they result directly from the interventions of interest.?’
Severe COVID-19 has been associated with acute respiratory distress syndrome (ARDS) requiring
ventilator support, and existing research has demonstrated that patients discharged after ventilation have
worse outcomes and higher costs. Recent data suggests that COVID-19 associated ARDS has similar
respiratory system mechanics to historical ARDS, though uncertainty remains about the duration of
ventilation and real world long-term impacts.>®*” By failing to include the morbidity and mortality of
patients with COVID-19 who were on ventilation, ICER risks underestimating the value that a treatment
provides and is not accurately reflecting the disease burden experienced by patients. Looking ahead,
ICER should continue to monitor emerging data on long-term consequences of COVID-19, and should
followed a pre-planned protocol on what should trigger an update to model inputs or a revised report.

Given that hospitals (providers) will be the purchasers of inpatient COVID-19 treatments in most
instances, ICER should present a provider perspective or present the per-diem scenario as another
base-case. ICER’s base-case scenario for remdesivir mixes payer and hospital provider costs to produce
base-case findings that do not match current US reimbursement practices and may skew public
understanding of report findings. The majority of health systems in the US leverage bundled payments
for inpatient care.*® Therefore, in the case of COVID-19, hospital providers are the purchasers who will
most commonly face the cost of funding of COVID-19 treatments. Currently, the ICER health system
base-case mixes perspectives, effectively double counting the cost of COVID-19 treatments by assuming



an incremental cost for the treatment on top of a conventional bundled inpatient reimbursement.*® This
approach is particularly problematic given that press headlines and public discourse focus on summary
statements around base-case conclusions. We recommend that ICER follow documented best practices
for defining costs for the US payer perspective and remove the incremental cost for inpatient COVID-
19 treatments for the health system base-case.”> ICER’s updated “hospital per-diem” scenario is a
welcome addition to the assessment of remdesivir as it allows for providers and payers who operate
under this type of reimbursement to see the important interplay between investing in a treatment and the
impacts of that treatment on resource use and costs given potential changes in care setting (e.g. intensive
care unit [ICU], non-ICU) and length of stay.> We recommend that ICER include this analysis as another
base-case to more accurately reflect real world practice and better assess the value of hospital
interventions

Conclusion

During these unprecedented times, collaboration and discussion among stakeholders across the health
care sector is critical to developing and enabling access to solutions that address the needs of patients
and society. ICER plays a vital role in providing evidence to inform the broad, multi-stakeholder
conversations on the pricing and policy that will not only impact emerging treatments today but will also
shape future innovation for COVID-19 and other possible pandemics. To support non-biased and
evidence-based critical debate, we urge ICER to adhere to its long-standing principles of a fair and
transparent assessment, robust engagement with a range of health care stakeholders, and an unwavering
adherence to methodological best practices.

We look forward to working with ICER and other stakeholders to determine system-wide solutions that
can lower costs for patients while also sustaining innovation and ensuring patient access. Working
together, we have the best chance of quick and lasting success in alleviating this life-changing pandemic.

Sincerely,

W I, Wd/mgm

Jan Elias Hansen, Ph.D.

Vice President, Evidence for Access Medical Unit
U.S. Medical Affairs,

Genentech, Inc.
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