Media & Investor Release

CHMP recommends EU label update for Roche’s Phesgo to allow
administration outside of clinical settings

e Positive recommendation based on clinical, real-world and bioequivalence data
supporting feasibility and safety of Phesgo’s administration outside of clinical
settings, for example at home™*

e Phesgo label expansion delivers on patients’ preference for at-home
administration and is an important step in freeing up cancer care capacity in
clinical settings®

e Phesgo has the potential to reduce treatment administration costs by up to 80%
in Western Europe, and 85% of patients prefer SC over IV administration.””?

Basel, 30 April 2025 - Roche (SIX: RO, ROG; OTCQX: RHHBY) announced today that the
European Medicines Agency’s Committee for Medicinal Products for Human Use (CHMP) has
issued a positive opinion recommending an update to the European Union (EU) label for
Phesgo®, a subcutaneous (SC) fixed-dose combination of Perjeta® (pertuzumab) and
Herceptin®(trastuzumab), for human epidermal growth factor receptor 2 (HER2)-positive
breast cancer. If approved, administration of Phesgo outside of a clinical setting (such asin a
person’s home) by a healthcare professional will be possible, once safely establishedin a
clinical setting. A final decision regarding the approval is expected from the European
Commission in the near future.

Each year, almost half a million people are diagnosed with HER2-positive breast cancer
worldwide and treatment can impact a person’s ability to work and contribute to society.>*

"Between 2017 and 2023, the socioeconomic burden of HER2-positive breast cancerin ten
major economies was nearly $590 billion, projected to increase to nearly $1,000 billion by
2032," said Levi Garraway, M.D., Ph.D., Roche’s Chief Medical Officer and Head of Global
Product Development. “At-home treatment may help alleviate the pressure on healthcare
systems through significant capacity savings. This aligns with patient preferences, as data
indicate 91% favour at-home administration over in-clinic treatment.”

"Treatments, like Phesgo, that can be administered at home offer patients amore
manageable option, with the potential to improve their quality of life," said Sandrine Lavallé
from European Patients Academy on Therapeutic Innovation (EUPATI), Luxembourg. "This
reduces the burden of hospital commuting time, anxiety associated with being in a hospital
infusion chair, and minimizes disruption to daily life. Patient safety is paramount, requiring
clear instructions, education, and support for at-home treatment."
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The CHMP positive opinion is supported by results from clinical, real-world and
bioequivalence data, drug safety reports and the United States expanded access study,
AL42478, in people with early-stage and metastatic HER2-positive breast cancer, which
demonstrated that at-home administration of Phesgo by a healthcare professional was
feasible, preferred by patients, and with no new safety signals observed.™

Phesgois already approved as a SC alternative tointravenous (IV) Perjeta and Herceptin for
people with HER2-positive early-stage and metastatic breast cancer in more than 120
countries/regions. In Western Europe, switching from IV Perjeta and Herceptin to Phesgo has
been shown to reduce treatment administration costs by up to 80% and studies indicate that
85% of individuals with breast cancer prefer SC over IV administration.”

About Phesgo® (pertuzumab, trastuzumab, and hyaluronidase subcutaneous (SC))
Phesgo is a fixed-dose combination of Perjeta® (pertuzumab) and Herceptin® (trastuzumab)
with hyaluronidase, administered by SC (under the skin) injection in combination with
intravenous (IV) chemotherapy, for the treatment of early-stage and metastatic human
epidermal growth factor receptor 2 (HER2)-positive breast cancer.

The standard IV formulation of Perjetain combination with IV Herceptin and chemotherapy
(the Perjeta-based regimen) is approved in more than 120 countries/regions for the treatment
of both early-stage and metastatic HER2-positive breast cancer. In the neoadjuvant (before
surgery) early-stage breast cancer setting, the Perjeta-based regimen has been shown to
almost double the rate of pathological complete response compared to Herceptin and
chemotherapy.® Additionally, the combination has been shown to significantly reduce the risk
of recurrence of invasive disease or death in the adjuvant (after surgery) early-stage breast
cancer setting.’ In the metastatic setting, the combination has shown an unprecedented
survival benefit in previously untreated (first-line) patients with HER2-positive metastatic
breast cancer.’ Phesgo offers faster administration of Perjeta and Herceptin under the skin
in approximately eight minutes, compared to hours with standard IV administration.™ "

About Roche’s medicines for human epidermal growth factor receptor 2 (HER2)-positive
breast cancer

Roche has been leading research into the HER2 pathway for over 30 years and is committed
toimproving the health, quality of life and survival of people with both early-stage and
advanced HER2-positive disease. HER2-positive breast cancer affects approximately 15-20%
of people with breast cancer.®

Survival outcomes for people with HER2-positive breast cancer, once was seen as an
aggressive type of the disease, have been transformed through the development of targeted
therapies, including Roche molecules Herceptin® (trastuzumab), Perjeta® (pertuzumab),
Kadcyla® (trastuzumab emtansine) and Phesgo® (pertuzumab, trastuzumab, and hyaluronidase
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subcutaneous). Long-term survivalis now a possibility for many people, which also
contributes to societal and economic benefits. Between 2017 to 2023, Roche's HER2-positive
breast cancer medicines contributed a cumulative $8.2 billion to economic growth across ten
major economies.®

Eligibility for treatment with Roche’s HER2-targeted medicinesis determined via a diagnostic
test, which identifies people who will likely benefit from these medicines at the onset of their
disease.

About Roche in breast cancer

Our medicines, along with companion diagnostic tests, have contributed to bringing
breakthrough outcomesin human epidermal growth factor 2-positive and triple-negative
breast cancers. As our understanding of breast cancer biology rapidly improves, we are
working to identify new biomarkers and approaches to treatment for other subtypes of the
disease, including oestrogen receptor-positive breast cancer, whichis a form of hormone
receptor-positive breast cancer, the most prevalent type of all breast cancers.™®

About Roche

Foundedin 1896 in Basel, Switzerland, as one of the firstindustrial manufacturers of branded
medicines, Roche has grown into the world’s largest biotechnology company and the global
leader inin-vitro diagnostics. The company pursues scientific excellence to discover and
develop medicines and diagnostics for improving and saving the lives of people around the
world. We are a pioneer in personalised healthcare and want to further transform how
healthcare is delivered to have an even greater impact. To provide the best care for each
person we partner with many stakeholders and combine our strengths in Diagnostics and
Pharma with data insights from the clinical practice.

For over 125 years, sustainability has been an integral part of Roche’s business. As a science-
driven company, our greatest contribution to society is developing innovative medicines and
diagnostics that help people live healthier lives. Roche is committed to the Science Based
Targets initiative and the Sustainable Markets Initiative to achieve net zero by 2045.

Genentech, in the United States, is a wholly owned member of the Roche Group. Roche is the
majority shareholder in Chugai Pharmaceutical, Japan.

For more information, please visit www.roche.com.

All trademarks used or mentioned in this release are protected by law.

F.Hoffmann-La Roche Ltd 4070 Basel Group Communications Phone +41 61 688 88 88
Switzerland Roche Group Media Relations www.roche.com

3/5


http://www.roche.com/
http://www.roche.com/

References

[1] Tan A, et al. Fixed-dose combination of pertuzumab and trastuzumab for subcutaneous injection plus
chemotherapy in HER2-positive early breast cancer (FeDeriCa): a randomised, open-label, multicentre, non-
inferiority, phase 3 study. The Lancet Oncology. 2021;22(1):85-97.

[2] O'Shaughnessy J, et al. Preference for the fixed-dose combination of pertuzumab and trastuzumab for
subcutaneous injection in patients with HER2-positive early breast cancer (PHranceSCa): A randomised, open-
label phase Il study. Eur J Cancer. 2021:152:223-232.

[3]1 Dang C, et al. Preliminary analysis of an expanded access study of the fixed-dose combination of pertuzumab (P)
and trastuzumab (H) for subcutaneous injection (PH FDC SC) for at-home administration (admin) in patients (pts)
with HER2-positive (HER2+) breast cancer (BC) during the COVID-19 pandemic. Journal of Clinical Oncology.
2022;40(16):1515.

[4] ClinicalTrials.gov. A Study in Healthy Male Subjects to Investigate the Comparability of Pharmacokinetics of the
Fixed-Dose Combination of Pertuzumab and Trastuzumab Administered Subcutaneously Using a Handheld Syringe
or Using the On-Body Delivery System) [Internet; cited 2025 April]. Available from:
https://clinicaltrials.gov/study/NCT05275010?term=WP42873&rank=1&tab=results.

[5] WifOR Institute. The value of investing in innovative medicines: Socioeconomic burden and annual social impact
of Roche treatments for HER2 breast cancer, multiple sclerosis and retinal disease [Internet; cited 2025 April].
Available from: https://www.wifor.com/en/download/the-value-of-investing-in-innovative-medicines-
socioeconomic-burden-and-annual-social-impact-of-roche-treatments-for-her2-breast-cancer-multiple-
sclerosis-and-retinal-disease/?wpdmd|=351656&refresh=6734d834b606f1731516468.

[6] Ban M, Petri¢ Mise B, & Vrdoljak E. Early HER2-positive breast cancer: current treatment and novel
approaches. Breast Care. 2020;15(6), 560-569.

[71Manevy F, et al. Potential non-drug cost differences associated with the use of the fixed-dose combination of
pertuzumab and trastuzumab for subcutaneous injection (PH FDC SC) in the treatment of HER2-positive early
breast cancer patients in Western Europe and the United States. Presented at: ASCO Annual Meeting; 2021 Jun 4-
8. Abstract #54.

[8] Gianni L, et al. Efficacy and safety of neoadjuvant pertuzumab and trastuzumab in women with locally
advanced, inflammatory, or early HER2-positive breast cancer (NeoSphere): a randomised multicentre, open-label,
phase 2 trial. Lancet Oncol. 2012;13(1):25-32.

[9] Minckwitz G, et al. Adjuvant Pertuzumab and Trastuzumab in Early HER2-Positive Breast Cancer. N Engl J Med.
2017;13;377(2):122-31.

[10] Swain SM, et al. Pertuzumab, trastuzumab, and docetaxel in HER2-positive metastatic breast cancer. N Engl J
Med. 2015;19;372(8):724-34.

[11] U.S. Food and Drug Administration. Prescribing information for Phesgo [Internet; cited April 2025]. Available
from: https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761170s000lbl.pdf.

[12] U.S. Food and Drug Administration. Prescribing Information for Herceptin [Internet; cited April 2025].
Available from: https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103792s52501bl.pdf.

[13] U.S. Food and Drug Administration. Prescribing information for Perjeta [Internet; cited April 2025]. Available
from: https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/1254091bl.pdf.

[14] National Cancer Institute: Surveillance, Epidemiology and Ends Result Program. Cancer Stat Facts: Female
Breast Cancer Subtypes [Internet; cited 2025 April]. Available

from: https://seer.cancer.gov/statfacts/html/breast-subtypes.html.

[15] Lim E, et al. The natural history of hormone receptor-positive breast cancer. Oncology (Williston Park).
2012;26(8):688-94,696.

F.Hoffmann-La Roche Ltd 4070 Basel Group Communications Phone +41 61 688 88 88
Switzerland Roche Group Media Relations www.roche.com

4/5


http://www.roche.com/
https://clinicaltrials.gov/study/NCT05275010?term=WP42873&rank=1&tab=results
https://www.wifor.com/en/download/the-value-of-investing-in-innovative-medicines-socioeconomic-burden-and-annual-social-impact-of-roche-treatments-for-her2-breast-cancer-multiple-sclerosis-and-retinal-disease/?wpdmdl=351656&refresh=6734d834b606f1731516468
https://www.wifor.com/en/download/the-value-of-investing-in-innovative-medicines-socioeconomic-burden-and-annual-social-impact-of-roche-treatments-for-her2-breast-cancer-multiple-sclerosis-and-retinal-disease/?wpdmdl=351656&refresh=6734d834b606f1731516468
https://www.wifor.com/en/download/the-value-of-investing-in-innovative-medicines-socioeconomic-burden-and-annual-social-impact-of-roche-treatments-for-her2-breast-cancer-multiple-sclerosis-and-retinal-disease/?wpdmdl=351656&refresh=6734d834b606f1731516468
https://www.accessdata.fda.gov/drugsatfda_docs/label/2020/761170s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/103792s5250lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/125409lbl.pdf
https://www.globenewswire.com/Tracker?data=4fXdBs6Mn5T2mwbTwnqFkWwS-KCcBSqCFuFbQdWuoXbvYLbLQTaSR05YJ_qwkAbSHEGopkqA0hWC207agH20VV_rwxmUceNlkRtEj_gZao7GVCA5ovnEIxvzFDRjgwIODcaIJjJ_msrXr4eCmmKrTAb66bBI0zE7G6tJJE4BI1ZWso8HGhF7UyTos_B6v9Ek-HqCiFtQKklvNqme2pUv9A==

Roche Global Media Relations

Phone: +41 61 688 8888 [ e-mail: media.relations@roche.com

Hans Trees, PhD
Phone: +4179 407 72 58

Nathalie Altermatt
Phone: +4179 77105 25

Simon Goldsborough
Phone: +44 797 3272915

Nina Mahlitz
Phone: +41 79 327 54 74

Yvette Petillon
Phone: +4179 96192 50

Roche Investor Relations

Dr. Bruno Eschli

Phone: +41 61 68-75284

e-mail: bruno.eschli@roche.com

Dr. Birgit Masjost
Phone: +41 61 68-84814
e-mail: birgit.masjost@roche.com

Investor Relations North America
Loren Kalm

Phone: +1 650 225 3217

e-mail: kalm.loren@gene.com

F.Hoffmann-La Roche Ltd 4070 Basel
Switzerland

Sileia Urech
Phone: +4179 935 81 48

Lorena Corfas
Phone: +41 79 568 24 95

Karsten Kleine
Phone: +4179 46186 83

Kirti Pandey
Phone: +49 172 6367262

Dr. Rebekka Schnell
Phone: +41 79 205 27 03

Dr. Sabine Borngraber
Phone: +41 61 68-88027
e-mail: sabine.borngraeber@roche.com

Group Communications Phone +41 61 688 88 88
Roche Group Media Relations www.roche.com

5/5


http://www.roche.com/

