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Janssen Responds to NICE Assessment for SPRAVATO®V (Esketamine)
Nasal Spray for Treatment-Resistant Major Depressive Disorder

High Wycombe, UK, 27 May 2022 - The Janssen Pharmaceutical Companies of Johnson
& Johnson are disappointed with a final appraisal determination (FAD) by the National
Institute for Health and Care Excellence (NICE) which has been published today for
comment or appeal. In this FAD, SPRAVATO®V (esketamine) nasal spray has not been
recommended for use within its marketing authorisation, in combination with a selective
serotonin reuptake inhibitor (SSRI) or serotonin and norepinephrine reuptake inhibitor
(SNRI), for adults living with treatment-resistant major depressive disorder (TRD), who
have not responded to at least two different treatments with antidepressants in the current
moderate to severe depressive episode.!?

“We have worked hard with NICE and other stakeholders throughout the appraisal
process to provide the clinical evidence and data to demonstrate esketamine nasal spray
is a cost-effective treatment for use on the NHS. Therefore, we are deeply disappointed
with the decision published by NICE,” commented Amanda Cunnington, Senior Director
of Patient Access, Janssen-Cilag Limited. "“In treatment-resistant major depressive
disorder, there continues to be systemic issues in introducing innovative treatment
options on the NHS, which we have tried to overcome. We remain steadfast in
collaborating with stakeholders and are considering all options including an appeal, to
enable access to this important treatment for people living with the condition.”

In the FAD, NICE recognised the burden that TRD has on people living with the condition
and the unmet need for effective treatment options.! Major depressive disorder (MDD)
affects approximately 1.24 million adults in England alone.? People living with MDD can
suffer with episodes for many months or years before being diagnosed and the effects
can go beyond the psychiatric and physical symptoms, affecting employment and
education, relationships, health and overall quality of life.34>

“For the last thirty years we have been waiting for innovations in the field for the most
serious and debilitating mental illnesses such as treatment-resistant major depressive
disorder,” commented Marjorie Wallace, Chief Executive, SANE.” “It is, therefore, a huge
disappointment that NICE’s decision will prevent the most desperate patients from
accessing esketamine nasal spray. We have little in our armoury to combat treatment-
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resistant major depressive disorder and the real shame is that NICE are rejecting one of
the very few innovations in treating this condition.”

Subject to comments or appeal, the Technology Appraisal Guidance is scheduled to be
published on 22 June 2022.

- ENDS -

*Janssen has provided SANE, UK mental health charity, with core funding in relation to
patient advocacy and disease awareness activities; SANE has not been paid for
contributing to this press release.

NOTES TO EDITORS

About esketamine nasal spray

Esketamine nasal spray was authorised for the treatment of adults with treatment-
resistant major depressive disorder in Europe in December 2019 and it is the first
antidepressant with a new mechanism of action in more than 30 years.®’ Its novel
mechanism of action means it works differently than currently available therapies for
major depressive disorder. Esketamine is derived from part of the ketamine molecule but
is appraised by health authorities as a distinct medication, due to differences in the
efficacy and safety profile. As such, it is important these terms are not used
interchangeably.

Esketamine nasal spray was studied in five pivotal Phase 3 trials in more than 1,700 adults
with treatment-resistant depression, including but not limited to a short-term study and
one long-term maintenance study. TRD was also studied in four Phase 2 studies and 19
Phase 1 studies in patients with TRD and healthy volunteers. Patients who participated in
the double-blind Phase 3 studies received esketamine nasal spray or a placebo in addition
to a newly initiated oral antidepressant at the start of the treatment phase.?-12

Important safety information

Adverse events should be reported. ¥ This medicinal product is subject to additional
monitoring and it is therefore important to report any suspected adverse events related
to this medicinal product. Reporting forms and information can be found at
https://yellowcard.mhra.gov.uk/ or search for MHRA Yellow Card in the Google Play or
Apple App Store. Adverse events should also be reported to Janssen-Cilag Limited on
01494 567447 or at dsafety@its.jnj.com.

About the Janssen Pharmaceutical Companies of Johnson & Johnson

At Janssen, we're creating a future where disease is a thing of the past. We're the
Pharmaceutical Companies of Johnson & Johnson, working tirelessly to make that future
a reality for patients everywhere by fighting sickness with science, improving access
with ingenuity, and healing hopelessness with heart. We focus on areas of medicine
where we can make the biggest difference: Cardiovascular, Metabolism, & Retina,
Immunology, Infectious Diseases & Vaccines, Neuroscience, Oncology, and Pulmonary
Hypertension.

Learn more at www.janssen.com/uk. Follow us at www.twitter.com/JanssenUK.
Janssen-Cilag Limited is one of the Janssen Pharmaceutical Companies of Johnson &
Johnson.
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Cautions Concerning Forward-Looking Statements
This press release contains “forward-looking statements” as defined in the Private

Securities Litigation Reform Act of 1995 regarding SPRAVATO® (esketamine) nasal spray
product development. The reader is cautioned not to rely on these forward-looking
statements. These statements are based on current expectations of future events. If
underlying assumptions prove inaccurate or known or unknown risks or uncertainties
materialize, actual results could vary materially from the expectations and projections of
Janssen-Cilag Limited, any of the other Janssen Pharmaceutical Companies and/or
Johnson & Johnson. Risks and uncertainties include, but are not limited to: challenges and
uncertainties inherent in product research and development, including the uncertainty of
clinical success and of obtaining regulatory approvals; uncertainty of commercial success;
manufacturing difficulties and delays; competition, including technological advances, new
products and patents attained by competitors; challenges to patents; product efficacy or
safety concerns resulting in product recalls or regulatory action; changes in behavior and
spending patterns of purchasers of health care products and services; changes to
applicable laws and regulations, including global health care reforms; and trends toward
health care cost containment. A further list and descriptions of these risks, uncertainties
and other factors can be found in Johnson & Johnson’s Annual Report on Form 10-K for
the fiscal year ended January 2, 2022, including in the sections captioned "Cautionary Note
Regarding Forward-Looking Statements” and “Item 1A. Risk Factors,” and in Johnson &
Johnson’s subsequent Quarterly Reports on Form 10-Q and other filings with the Securities
and Exchange Commission. Copies of these filings are available online at www.sec.gov,
www.jnj.com or on request from Johnson & Johnson. None of the Janssen Pharmaceutical
Companies nor Johnson & Johnson undertakes to update any forward-looking statement
as a result of new information or future events or developments.
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