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EXPIRY YEAR THERAPY AREA MOLECULE BRAND (Japan EN)
2025 Immunology omalizumab Xolair
2025 Immunology ustekinumab Stelara
2025 Oncology denosumab Pralia / Ranmark
2027 Immunology vedolizumab Entyvio
2027 Diabetes dulaglutide Trulicity
2028 Immunology abatacept Orencia
2028 Oncology nivolumab Opdivo
2028 Oncology pembrolizumab Keytruda
2029 Immunology secukinumab Cosentyx
2029 Neurology ocrelizumab FK#GR (Ocrevus)
2029 Cardiovascular evolocumab Repatha
2030 Immunology ixekizumab Taltz
2030 Immunology dupilumab Dupixent
2030 Immunology guselkumab Tremfya
2031 Oncology durvalumab Imfinzi

IQVIA : Assessing the Biosimilar Void in the U.S.
https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us
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1. Food and Drug Administration: FDA approves new interchangeable biosimilar to Perjeta.
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-new-interchangeable-biosimilar-perjeta
2. Sara M Tolaney, et al.: Trastuzumab Deruxtecan plus Pertuzumab for HER2-Positive Metastatic Breast Cancer.
New England Journal o f Medicine 2025 Oct 29. doi: 10.1056/NEJM0a2508668.
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U.S. Food and Drug Administration: Curriculum Materials for Health Care Degree Programs Biosimilars, “Biosimilar and Interchangeable Products-Foundational Concepts Level 1”
https://www.fda.gov/drugs/biosimilars/curriculum-materials-health-care-degree-programs-biosimilars#level 1l 13



RK[E (NHS England)

Commissioning framework for best value biological medicines
EOEY)FHERFIDIZHOETEDRHHS (20255F4H9H)

https://www.england.nhs.uk/long-read/commissioning-framework-for-best-value-biological-medicines/
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BosVWEERERAEEE National Quality Use of Medicines Strategy
1. BERIFLITEZES
2. WHRERERZEN
3. EEmMZTER(CFEATD
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EEmiaftHE (PBS) OFMialgEItZS6HD,
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J\AASZ5-OFIARILA(E EREFERBEROBNZSZZ 5.

Australian Government Dept. of Health and Aged Care: What we're doing about medicines.

https://www.health.gov.au/topics/medicines/what-we-do# policies-and-strategies 15
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AT BESEE - BF15(2023)FEE BREEEEOHELR https://www.mhlw.go.jp/toukei/saikin/hw/k-iryohi/23/index.html 20
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National Institute for Health and Care Excellence
Biosimilar technologies: NICE position statement

1. HIEYMFENBRRIOEREHEIE IS NICE 73“«(/9‘>7\
(. BE., ZORF|OMMNEEREBBEH/AASZ
5_(265@%3“50

NICE (F. ERBEFHFRIET O ZANRVED, )NA A=
S—RERHIBH(CBEFEN (Y A Bl - B39 3
EIFXUIROVR,

. EROEMFENRRNFIATIEERES. REEE
AAMMEWERIZERIICEN RSN D,

. i'%l'::u'alaaﬁd)tﬂb FA(CERAT HIRIE (L 1BSERIEAHRD
F BEILHIBTINETTHD,

X EER(C(F. InfliximabDiREHEHEX (ankylosing spondylitis : AS)
(CBVWTNAASZ5—(CLBEUS A MEIRKICEDHERICE B ENHBHINH22) .

NICE guidance that recommends the use of a biological
medicine will normally apply to any biosimilar product of
that medicine which has been licensed by the European
Commission.

NICE does not propose to review and update existing
guidance for a biological medicine when a biosimilar
product is licensed unless there is significant new
evidence that changes the balance of risks and benefits
of using the medicine.

When more than one biological medicine is available, it is
recommended that the product with the lowest
acquisition cost is used.

Decisions about switching between products should be
made at the individual patient level in consultation with
the responsible clinician.

1. National Institute for Health and Care Excellence: Biosimilar technologies: NICE position statement.
https://www.nice.org.uk/position-statements/biosimilar-technologies-nice-position-statement?utm source=chatgpt.com

2. IMS Institute: Delivering on the Potential of Biosimilar Medicines (March 2016)
https://www.medicinesforeurope.com/wp-content/uploads/2016/03/IMS-Institute-Biosimilar-Report-March-2016-FINAL. pdf 25
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Human Growth Hormone (Somatropin) for the Treatment of Growth Failure in Children

RRENIVESRZAE (GHD) 2798 19,895
RERIVEDRZAE (B1THA) 3407 ECERL
H—F—fEIRE 6536 33,766
T35 -4 AEIREF 5869 115,755
B4B A2 (Chronic Renal Insufficiency : CRI) 3696 33,585
HEREKSE (Born small for gestational age : SGA) 9697 28,296
SHOXRZKIE 8062 34,664

S8 Z RIS B LS4 T TEZ<DiEIST ICER HMT£20,000-£30,000./ QALY DRI DIY

National Institute for Health and Care Excellence: Human growth hormone (somatropin) for the treatment of growth failure in children.

https://www.nice.org.uk/guidance/tal88
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Hospital-Based Health Technology Assessment

RN —ADEFMEEd (HB-HTA)

v JRBRICE TR ERIIMIOE AL EIE(CE I 4T ED
ERER(CHT IS T DTS,
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FEEEHEEMIDED

v INICED, EFERAMORBEFI Rz &EbL.
NEY) R E%Z[EE g 5L T, MDD
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Rossella Di Bidino, et al. : The potential of the hospital-based Health Technology
Assessment: Results of a world-wide survey. Int J Technol Assess Health Care
. 2025 Mar 18;41(1):e19. doi: 10.1017/50266462325000108
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1. BERE (BEX E Kbt ERIEP). it 1 \AASZIF-BANOEDIAHEEFIEHIRZNR. 11
DwImRIE, 14% 15, P.25-33 (20208068 10H%1T)

2. Marko Krstic, et al. : Does the introduction of an infliximab biosimilar always result
in savings for hospitals? A descriptive study using real-world data.
Health Econ Rev. 2024 Apr 29;14(1):31. doi: 10.1186/s13561-024-00507-5.

3. Juanita Belton) , et al.: What to Expect When Switching to a Biosimilar: A US
Healthcare Professional’s Perspective.Crohns Colitis 360. 2024 Nov 25;6(4):0tae063.
doi: 10.1093/crocol/otae063. eCollection 2024 Oct. DOI: 10.1093/crocol/otae063
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Benefit-Sharing Programs

= ‘best-value’ biologics: BVBDER(CLBETFIZNE.
» EIRULEINDZEMRITZAT—IRIS—THE.,

A
v 20155, I7/I\SO=REEIBDT A—HNHSO->T7 SR
HRROIO0-AREBEFIEEAIVFINTDOINAASZS—THIIETDEEDIC.
EIFEEEE) A AZI5—0DF1T
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<\

Teresa Barcina Lacosta, et al.: Qualitative Analysis of the Design and Implementation of
Benefit-Sharing Programs for Biologics Across Europe.

BioDrugs. 2022 Mar 18;36(2):217-229. doi: 10.1007/s40259-022-00523-z
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> N AYSS—EBRICBLWTEELTNIER
v BlOERADRRE
v IEEZMEINEX (hon-medical switching) =)
v BB LIBHRDOIER

https://gabiworkshop.wixsite.com/asbm1i-1
https://gabi-journal.net/key-factors-for-successful-uptake-of-biosimilars-europe-and-the-us.html
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1. CADTH. International Policies on the Use of Biosimilar Drugs. 2018.

2. FDA. Considerations in Demonstrating Interchangeability with a Reference Product. Guidance for Industry. Published May 2019.

3. Canada’s Ontario introduces biosimilars switching policy. GaBI online Posted 20/01/2023
https://gabionline.net/biosimilars/general/canada-s-ontario-introduces-biosimilars-switching-policy?ct=t%28 GONL+V23A20-
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4. Safe Biologics: Non-Medical Switching (NMS). https://safebiologics.org/non-medical-switching/

5. EuropaBio. Guide to Biological Medicine. Published 2014.
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ZHE : EMA/HMA POSITION ON INTERCHANGEABILITY (2022.9)

Approved biosimilars have demonstrated similar efficacy,
safety and immunogenicity compared with their reference
medicines, and analysis of more than one million patient-
treatment years of safety data did not raise any safety
concerns. Thus, EU experts considered that when a
biosimilar is granted approval in the EU, it can be used
instead of its reference product (or vice versa) or
replaced by another biosimilar of the same reference
product.

GRS/ A A5 - (L, FiTme b U T, RIROBIIE.
ZeM, RERMEZRUTED. 1008 N -FL LOREMT—
ADDHTE. LEMICET IR Z(EIETEIN TORL,

LIZhoT. EUDEMIZR(E, SNA A Z5-HNEUTERENIIZ S,
FATMORDOC (F2dED#EC) ERATSIED. RUET
mDBIDONAASZS—[CESTRABILEARETHIEE RS,

1) EMA/HMA, Statement on the scientific rationale supporting interchangeability of biosimilar medicines in the EU, Sep 2022 https://www.ema.europa.eu/en/documents/public-
statement/statement-scientific-rationale-supporting-interchangeability-biosimilar-medicines-eu_en.pdf
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Date published: 21 February, 2023

WHAT IS A BIOSIMILAR MEDICINE? Date last updated: 21 February, 2023

This guidance supports the safe, effective and consistent use of biosimilar to benefit patients in the NHS in England.

Interchangeability
Once authorised, a biosimilar product is considered interchangeable with its reference product. A prescriber can choose the biosimilar medicine over the reference

product or vice versa and expect the same therapeutic effect in the patient; however, the products should be prescribed by brand name.
Biosimilars of the same reference product are also interchangeable.

Switching
Switching patients from one product to another (reference product or biosimilar)has become clinical practice. There is no scientific rationale to expect different

clinical outcomes when switching between biosimilars of the same reference product and this is supported by real-world data.
When considering switching a biosimilar medicine, follow the prescribing principles above and also take into account:

® whether the patient is cli table
® the suitability of the pr the patient, including its delivery mechanism.

Dispensing biosimilars
Substitution, the practice of dispensing one medicine instead of another equivalent medicine at the pharmacy level without consulting the prescriber, is not permitted
for any biological medicine (including biosimilars).

Patients and providers should be provided with evolving evidence and treatment guidance to support shared decision-making.
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1) NHS England: What is a biosimilar medicine?https://www.england.nhs.uk/long-read/what-is-a-biosimilar-medicine/ 37
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Minako Matsumoto, et al.: Temporal Trends in the Prescription of Biosimilars and the Status of
Switching from Original Biologics to Biosimilars at Individual and Institutional Levels in Japan.
Ther Innov Regul Sci. 2025 Aug 7. doi: 10.1007/s43441-025-00850-7.
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Assessing the Biosimilar Void in the U.S.- Achieving Sustainable Levels of Biosimilar Competition.

https://www.iqvia.com/insights/the-igvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void

d Oct 26’. 2023 . .. . . . . . — oy .
Assessing the Biosimilar Void - Achieving Sustainable Levels of Biosimilar Competition in Europe.

https://www.igqvia.com/insights/the-igvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us
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Naunyn Schmiedebergs Arch Pharmacol. 2025 Aug 13. doi: 10.1007/s00210-025-04494-0. Online ahead of print. DOI: 10.1007/s00210-025-04494-0
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European Health Public Procurement Alliance (EHPPA)
https://procure4health.eu/partners/european-health-public-procurement-alliance-ehppa/
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