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Biosimilar Approvals and Launches Updates 

> New biosimilars approved in the US in Q2 2024. 

> The FDA approved Opuviz® and Yesafili® in May 2024. 

– Opuviz® and Yesafili® are biosimilars to Eylea®. 

– Opuviz® and Yesafili® are vascular endothelial growth factor (VEGF) inhibitors indicated for the 
treatment of patients with: neovascular (wet) age-related macular degeneration (AMD), macular 
edema following retinal vein occlusion (RVO), diabetic macular edema (DME), or diabetic retinopathy 
(DR). 

> The FDA approved Bkemv® in May 2024. 

– Bkemv® is a biosimilar to Soliris®. 

– Bkemv® is a complement inhibitor indicated for the treatment of patients with paroxysmal nocturnal 
hemoglobinuria (PNH) or atypical hemolytic uremic syndrome (aHUS). 

> The FDA approved Pyzchiva® in June 2024. 

– Pyzchiva® is a biosimilar to Stelara®. 

– Pyzchiva® is a human interleukin-12 and -23 antagonist indicated for the treatment of adult patients 
with: moderate to severe plaque psoriasis (PsO) who are candidates for phototherapy or systemic 
therapy, active psoriatic arthritis (PsA), moderately to severely active Crohn's disease (CD), or 
moderately to severely active ulcerative colitis. 
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Biosimilar Approvals and Launches Updates 

> New biosimilars approved in the US in Q2 2024. 

> The FDA approved Nypozi® in June 2024. 

– Nypozi® is a biosimilar to Neupogen®. 

– Nypozi® is a leukocyte growth factor indicated for patients with: nonmyeloid malignancies receiving 
myelosuppressive anti-cancer drugs, acute myeloid leukemia (AML), nonmyeloid malignancies undergoing 
myeloablative chemotherapy followed by bone marrow transplantation (BMT), congenital neutropenia‚ cyclic 
neutropenia‚ idiopathic neutropenia, or acutely exposed to myelosuppressive doses of radiation (Hematopoietic 
Syndrome of Acute Radiation Syndrome). 

> The FDA approved Ahzantive® in June 2024. 

– Ahzantive® is a biosimilar to Eylea®. 

– Ahzantive® is a vascular endothelial growth factor (VEGF) inhibitor indicated for the treatment of patients with: 
neovascular (wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion 
(RVO), diabetic macular edema (DME), or diabetic retinopathy (DR). 

> The FDA approved Epysqli® in July 2024. 

– Epysqli® is a biosimilar to Soliris®. 

– Epysqli® is a complement inhibitor indicated for the treatment of patients with: paroxysmal nocturnal 
hemoglobinuria (PNH) to reduce hemolysis or atypical hemolytic uremic syndrome (aHUS) to inhibit 
complement-mediated thrombotic microangiopathy. 
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Biosimilar Approvals and Launches Updates 

> New biosimilars approved in the US in Q3 2024. 

> The FDA approved Enzeevu® in August 2024. 

– Enzeevu® is a biosimilar to Eylea®. 

– Enzeevu® is a vascular endothelial growth factor (VEGF) inhibitor indicated for the treatment of 
patients with neovascular (Wet) age-related macular degeneration (AMD). 

4



US Biosimilar Approvals – 59 Total 

Approval DateDrug Name

August 2024Enzeevu (aflibercept-abzv) 

July 2024Epysqli (eculizumab-aagh)

June 2024Ahzantive (aflibercept-mrbb)

June 2024Nypozi (filgrastim-txid)

June 2024Pyzchiva (ustekinumab-ttwe)

May 2024Bkemv (eculizumab-aeeb)

May 2024Yesafili (aflibercept-jbvf)

May 2024Opuviz (aflibercept-yszy)

April 2024Hercessi (trastuzumab-strf)

April 2024Selarsdi (ustekinumab-aekn)

March 2024Tyenne (tocilizumab-aazg)

March 2024
Jubbonti and Wyost (denosumab-
bbdz)

February 2024Simlandi (adalimumab-ryvk)

Approval DateDrug Name

December 2023Avzivi (bevacizumab-tnjn)

October 2023Wezlana (ustekinumab-auub)

September 2023Tofidence (tocilizumab-bavi)

August 2023Tyruko (natalizumab-sztn)

May 2023Yuflyma (adalimumab-aaty) 

December 2022Idacio (adalimumab-aacf) 

September 2022Vegzelma (bevacizumab-adcd) 

September 2022Stimufend (pegfilgrastim-fpgk) 

August 2022Cimerli (ranibizumab-eqrn) 

May 2022Fylnetra (pegfilgrastim-pbbk)

April 2022Alymsys (bevacizumab-maly)

February 2022Releuko (filgrastim-ayow) 

December 2021Yusimry (adalimumab-aqvh) 
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Approval DateDrug Name

December 2021*Rezvoglar (insulin glargine-aglr) 

September 2021Byooviz (ranibizumab-nuna)

July 2021Semglee (insulin glargine-yfgn)

December 2020Riabni (rituximab-arrx)

July 2020Hulio (adalimumab-fkjp)

June 2020Nyvepria (pegfilgrastim-apgf)

December 2019Avsola (infliximab-axxq)

November 2019Abrilada (adalimumab-afzb)

November 2019Ziextenzo (pegfilgrastim-bmez)

July 2019Hadlima (adalimumab-bwwd)

July 2019Ruxience (rituximab-pvvr)

June 2019Zirabev (bevacizumab-bvzr)

June 2019Kanjinti (trastuzumab-anns)

US Biosimilar Approvals – 59 Total (cont.) 

Approval DateDrug Name

April 2019Eticovo (etanercept-ykro)

March 2019Trazimera (trastuzumab-qyyp)

January 2019Ontruzant (trastuzumab-dttb)

December 2018Herzuma (trastuzumab-pkrb)

November 2018Truxima (rituximab-abbs)

November 2018Udenyca (pegfilgrastim-cbqv)

October 2018Hyrimoz (adalimumab-adaz)

July 2018Nivestym (filgrastim-aafi)

June 2018Fulphila (pegfilgrastim-jmdb)

May 2018Retacrit (epoetin alfa-epbx)

December 2017Ixifi (infliximab-qbtx)

December 2017Ogivri (trastuzumab-dkst)

September 2017Mvasi (bevacizumab-awwb)

6*Subsequently approved as an interchangeable on November 16, 2022.



US Biosimilar Approvals – 59 Total (cont.) 
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Approval DateDrug Name

August 2017Cyltezo (adalimumab-adbm)

May 2017Renflexis (infliximab-abda)

September 2016Amjevita (adalimumab-atto)

August 2016Erelzi (etanercept-szzs)

April 2016Inflectra (infliximab-dyyb)

March 2015Zarxio (filgrastim-sndz)



Biosimilars by Reference Product 

• Actemra (tocilizumab) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

March 7, 2024Fresenius Kabi USA LLCBiosimilar Tyenne 
(tocilizumab-aazg) 

September 29, 2023Biogen Inc. BiosimilarTofidence
(tocilizumab-bavi)



Biosimilars by Reference Product (cont.) 
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FDA ApprovedCompany NameRegulatory 
Designation

Name

December 6, 2023Bio-Thera Solutions, Ltd.BiosimilarAvzivi 
(bevacizumab-tnjn)

September 27, 2022Celltrion, Inc.BiosimilarVegzelma
(bevacizumab-adcd)

April 13, 2022Amneal Pharmaceuticals, Inc.BiosimilarAlymsys
(bevacizumab-maly)

June 27, 2019Pfizer Inc.BiosimilarZirabev
(bevacizumab-bvzr)

September 14, 2017Amgen Inc.BiosimilarMvasi
(bevacizumab-awwb)

• Avastin (bevacizumab) biosimilars 



Biosimilars by Reference Product (cont.) 
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FDA ApprovedCompany NameRegulatory 
Designation

Name

April 25, 2019Samsung Bioepis Co., Ltd.BiosimilarEticovo
(etanercept-ykro)

August 30, 2016Sandoz Inc.BiosimilarErelzi
(etanercept-szzs)

• Enbrel (etanercept) biosimilars



Biosimilars by Reference Product (cont.)
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• Epogen/Procrit (epoetin alfa) biosimilars

FDA ApprovedCompany NameRegulatory 
Designation

Name

May 15, 2018Hospira Inc.BiosimilarRetacrit
(epoetin alfa-epbx)



Biosimilars by Reference Product (cont.) 
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• Herceptin (trastuzumab) biosimilars

FDA ApprovedCompany NameRegulatory 
Designation

Name

April 29, 2024Accord BioPharma Inc.BiosimilarHercessi 
(trastuzumab-strf)

June 13, 2019Amgen Inc.BiosimilarKanjinti
(trastuzumab-anns)

March 11, 2019Pfizer Inc.BiosimilarTrazimera
(trastuzumab-qyyp)

January 18, 2019Samsung Bioepis Co., Ltd.BiosimilarOntruzant
(trastuzumab-dttb)

December 14, 2018Celltrion, Inc.BiosimilarHerzuma
(trastuzumab-pkrb)

December 1, 2017Mylan GmbHBiosimilarOgivri
(trastuzumab-dkst)



Biosimilars by Reference Product (cont.) 
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• Humira (adalimumab) biosimilars 

FDA ApprovedCompany NameRegulatory DesignationName

February 24, 2024Alvotech and Teva PharmaceuticalsBiosimilarSimlandi (adalimumab-ryvk)

May 24, 2023Celltrion USABiosimilarYuflyma (adalimumab-aaty) 

December 13, 2022Fresenius KabiBiosimilarIdacio (adalimumab-aacf)

December 17, 2021Coherus BioSciences, Inc.BiosimilarYusimry (adalimumab-aqvh)

July 6, 2020Mylan Pharmaceuticals Inc.BiosimilarHulio (adalimumab-fkjp)

November 15, 2019Pfizer Inc.BiosimilarAbrilada (adalimumab-afzb)

July 23, 2019Samsung Bioepis Co., Ltd.BiosimilarHadlima (adalimumab-bwwd)

October 30, 2018Sandoz Inc.BiosimilarHyrimoz (adalimumab-adaz)

August 25, 2017Boehringer Ingelheim Pharmaceuticals, 
Inc.

InterchangeableCyltezo (adalimumab-adbm)

September 23, 2016Amgen Inc.BiosimilarAmjevita (adalimumab-atto)



Biosimilars by Reference Product (cont.) 
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• Lantus (insulin glargine) biosimilars

FDA ApprovedCompany NameRegulatory 
Designation

Name

November 16, 2022Eli Lilly and CompanyInterchangeableRezvoglar
(insulin glargine-aglr)

August 2, 2022Coherus BioSciences, Inc. InterchangeableCimerli
(ranibizumab-eqrn)

July 28, 2021Mylan Pharmaceuticals Inc.InterchangeableSemglee
(insulin glargine-yfgn)



Biosimilars by Reference Product (cont.) 

15

• Lucentis (ranibizumab) biosimilar

FDA ApprovedCompany NameRegulatory 
Designation

Name

September 20, 2021Samsung Bioepis Co., Ltd.BiosimilarByooviz
(ranibizumab-nuna)



Biosimilars by Reference Product (cont.) 
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• Neulasta (pegfilgrastim) biosimilars

FDA ApprovedCompany NameRegulatory 
Designation

Name

September 1, 2022Fresenius Kabi USA, LLCBiosimilarStimufend
(pegfilgrastim-fpgk)

May 26, 2022Amneal Pharmaceuticals, Inc.BiosimilarFylnetra
(pegfilgrastim-pbbk)

June 10, 2020Pfizer Inc.BiosimilarNyvepria
(pegfilgrastim-apgf)

November 4, 2019Sandoz Inc.BiosimilarZiextenzo
(pegfilgrastim-bmez)

November 2, 2018Coherus BioSciences, Inc.BiosimilarUdenyca
(pegfilgrastim-cbqv)

June 4, 2018Mylan N.V.BiosimilarFulphila
(pegfilgrastim-jmdb)



Biosimilars by Reference Product (cont.) 
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• Neupogen (filgrastim) biosimilars

FDA ApprovedCompany NameRegulatory 
Designation

Name

June 28, 2024Tanvex BioPharma USA, Inc.BiosimilarNypozi (filgrastim-txid)

February 25, 2022Kashiv BioSciences, LLCBiosimilarReleuko
(filgrastim-ayow)

July 20, 2018Pfizer Inc.BiosimilarNivestym
(filgrastim-aafi)

March 6, 2015Sandoz Inc.BiosimilarZarxio
(filgrastim-sndz)



Biosimilars by Reference Product (cont.) 

• Prolia and Xgeva (denosumab) biosimilars

18

FDA ApprovedCompany NameRegulatory 
Designation

Name

March 5, 2024Sandoz Inc.BiosimilarJubbonti (denosumab-bbdz)

March 5, 2024Sandoz Inc. BiosimilarWyost (denosumab-bbdz)



Biosimilars by Reference Product (cont.) 

• Remicade (infliximab) biosimilars

19

FDA ApprovedCompany NameRegulatory 
Designation

Name

December 6, 2019Amgen Inc.BiosimilarAvsola
(infliximab-axxq)

December 13, 2017Pfizer Inc.BiosimilarIxifi
(infliximab-qbtx)

April 21, 2017Samsung Bioepis Co., Ltd.BiosimilarRenflexis
(infliximab-abda)

April 5, 2016Celltrion, Inc.BiosimilarInflectra
(infliximab-dyyb)



Biosimilars by Reference Product (cont.) 

• Rituxan (rituximab) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

December 17, 2020Amgen Inc.BiosimilarRiabni
(rituximab-arrx)

July 23, 2019Pfizer Inc.BiosimilarRuxience
(rituximab-pvvr)

November 28, 2018Celltrion, Inc.BiosimilarTruxima
(rituximab-abbs)



Biosimilars by Reference Product (cont.) 

• Stelara (ustekinumab) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

June 28, 2024Samsung Bioepis Co., 
Ltd. 

BiosimilarPyzchiva (ustekinumab-ttwe)

April 16, 2024Alvotech and Teva 
Pharmaceuticals

BiosimilarSelarsdi (ustekinumab-aekn)

October 31, 2023Amgen Inc. BiosimilarWezlana (ustekinumab-auub)



Biosimilars by Reference Product (cont.)

• Tysabri (natalizumab) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

August 25, 2023Sandoz Group AGBiosimilarTyruko
(natalizumab-sztn)



Biosimilars by Reference Product (cont.)

• Eylea (aflibercept) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

August 9, 2024Sandoz Inc. BiosimilarEnzeevu (aflibercept-abzv)

June 28, 2024Formycon AG BiosimilarAhzantive (aflibercept-mrbb)

May 20, 2024Biocon Biologics Inc. BiosimilarYesafili (aflibercept-jbvf)

May 20, 2024Samsung Bioepis Co., 
Ltd. 

BiosimilarOpuviz (aflibercept-yszy)



Biosimilars by Reference Product (cont.)

• Soliris (eculizumab) biosimilars
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FDA ApprovedCompany NameRegulatory 
Designation

Name

July 19, 2024Samsung Bioepis Co., 
Ltd. 

BiosimilarEpysqli (eculizumab-aagh)

May 28, 2024Amgen Inc. BiosimilarBkemv (eculizumab-aeeb)



US Biosimilar Approval Statistics

25

Pendency 

from 

Licensure to 

Launch

Pendency 

from 

Submission 

to Launch

Pendency 

from 

Submission 

to Licensure

US

Biosimilar

Launch 

Date

Date of

Biosimilar

License

aBLA 

Submission 

Date

aBLA 

Holder

Biosimilar

Scientific Name

Biosimilar

Brand

Name

aBLA No.

2,321 days2,624 days303 days Jan. 31, 2023Sep. 23, 2016Nov. 25, 2015AmgenAdalimumab-attoAmjevita
aBLA 

761024

2,136 days2,438 days302 daysJul. 1, 2023Aug. 25, 2017Oct. 27, 2016
Boehringer 

Ingelheim

Adalimumab-

abdm
Cyltezo®

aBLA 

761058

1,705 days2,070 days365 days Jul. 1, 2023Oct. 30, 2018Oct. 30, 2017SandozAdalimumab-adazHyrimoz
aBLA 

761071

1,439 days1,804 days365 daysJul. 1, 2023Jul. 23, 2019Jul. 23, 2018
Samsung 

Bioepis

Adalimumab-

bwwd
Hadlima

aBLA 

761059

1,444 days1,811 days367 daysNov. 1, 2023Nov. 18, 2019Nov. 16, 2018PfizerAdalimumab-afzbAbrilada
aBLA 

761118

1,092 days1,452 days360 daysJul. 3, 2023Jul. 6, 2020Jul. 12, 2019
Mylan / 

Biocon
Adalimumab-fkjpHulio®

aBLA 

761154

563 days927 days364 days Jul. 3, 2023Dec. 17, 2021Dec. 18, 2020CoherusAdalimumab-aqvhYusimry
aBLA 

761216

202 days567 days365 daysJul. 3, 2023Dec. 13, 2022Dec. 13, 2021
Fresenius 

Kabi
Adalimumab-aacfIdacio®

aBLA 

761255

40 days950 days910 daysJul. 2, 2023May 23, 2023Nov. 24, 2020CelltrionAdalimumab-aatyYuflyma®
aBLA 

761219

87 days882 days795 daysMay 20, 2024Feb. 23, 2024Dec. 20, 2021
Alvotech / 

Teva
Adalimumab-ryvkSimlandi®

aBLA 

761299

673 days977 days304 days Jul. 19, 2019Sep. 14, 2017Nov. 14, 2016Amgen
Bevacizumab-

awwb
Mvasi

aBLA 

761028



US Biosimilar Approval Statistics (cont.)
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Pendency 

from 

Licensure 

to Launch

Pendency 

from 

Submission 

to Launch

Pendency 

from 

Submission to 

Licensure

US

Biosimilar

Launch Date

Date of

Biosimilar

License

aBLA 

Submission 

Date

aBLA 

Holder

Biosimilar

Scientific 

Name

Biosimilar

Brand

Name

aBLA 

No.

187 days550 days363 daysDec. 31, 2019Jun. 27, 2019Jun. 29, 2018Pfizer
Bevacizumab-

bvzr
Zirabev

aBLA 

761099

173 days538 days365 daysOct. 3, 2022Apr. 13, 2022Apr. 13, 2021
Amneal / 

mAbxience

Bevacizumab-

maly
Alymsys®

aBLA 

761231

202 days564 days362 daysApr. 17, 2023Sep. 27, 2022Sep. 30, 2021CelltrionBevacizumab-adcdVegzelma®
aBLA 

761268

NANA1,104 daysNADec. 6, 2023Nov. 27, 2020
Bio-Thera / 

Sandoz

Bevacizumab-

tnjn
Avzivi®

aBLA 

761198

452 days908 days455 daysMay 31, 2025*Mar. 5, 2024Dec. 5, 2022Sandoz
Denosumab-

bbdz 
Jubbonti®

aBLA 

761362

452 days908 days455 daysMay 31, 2025*Mar. 5, 2024Dec. 5, 2022Sandoz
Denosumab-

bbdz 
Wyost®

aBLA 

761362

181 days 1,427 days1,246 daysNov. 12, 2018May 15, 2018Dec. 16, 2014
Hospira / 

Pfizer

Epoetin

Alfa-epbx
Retacrit®

aBLA 

125545

NANA397 daysNAAug. 30, 2016Jul. 30, 2015Sandoz
Etanercept-

szzs
Erelzi®

aBLA 

761042

NANA700 daysNAApr. 25, 2019May 25, 2017
Samsung 

Bioepis

Etanercept-

ykro
Eticovo

aBLA 

761066

181 days483 days302 daysSep. 3, 2015Mar. 6, 2015May 8, 2014SandozFilgrastim-sndzZarxio®
aBLA 

125553

*Estimated



US Biosimilar Approval Statistics (cont.)
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Pendency 

from 

Licensure 

to Launch

Pendency 

from 

Submission

to Launch

Pendency 

from 

Submission to 

Licensure

US

Biosimilar

Launch Date

Date of

Biosimilar

License

aBLA 

Submission

Date

aBLA 

Holder

Biosimilar

Scientific 

Name

Biosimilar

Brand

Name

aBLA No.

103 days375 days272 daysOct. 1, 2018Jul. 20, 2018Sep. 21, 2017PfizerFilgrastim-aafiNivestym
aBLA 

761080

277 days1,970 days1,693 daysNov. 29, 2022Feb. 25, 2022Jul. 8, 2017Kashiv
Filgrastim-

ayow
Releuko

aBLA 

761082

237 days843 days606 daysNov. 28, 2016Apr. 5, 2016Aug. 8, 2014
Celltrion / 

Pfizer

Infliximab-

dyyb
Inflectra®

aBLA 

125544

94 days490 days396 daysJul. 24, 2017Apr. 21, 2017Mar. 21, 2016

Samsung

Bioepis / 

Merck

Infliximab-

abda
Renflexis®

aBLA 

761054

NANA303 daysNADec. 13, 2017Feb. 13, 2017PfizerInfliximab-qbtxIxifi
aBLA 

761072

213 days570 days357 daysJul. 6, 2020Dec. 6, 2019Dec. 14, 2018Amgen
Infliximab-

axxq
Avsola®

aBLA 

761086

112 days476 days365 daysNov. 16, 2021Jul. 28, 2021Jul. 29, 2020
Mylan / 

Biocon

Insulin 

Glargine-yfgn

Semglee®

(interchangeable)

aBLA 

761201

470 days835 days365 daysApr. 1, 2023Dec. 17, 2021Dec. 17, 2020Eli Lilly
Insulin 

Glargine-aglr
Rezvoglar®

aBLA 

761215

NANA457 daysNAAug. 24, 2023May 24, 2022
Sandoz / 

Polpharma

Natalizumab-

sztn
Tyruko®

aBLA 

761322

56 days598 days542 daysJul. 30, 2018Jun. 4, 2018Dec. 9, 2016
Mylan / 

Biocon

Pegfilgrastim-

jmdb
Fulphila®

aBLA 

761075



US Biosimilar Approval Statistics (cont.) 

28*Estimated

Pendency 

from 

Licensure 

to Launch

Pendency 

from 

Submission 

to Launch

Pendency 

from 

Submission to 

Licensure

US

Biosimilar

Launch Date

Date of

Biosimilar

License

aBLA 

Submission 

Date

aBLA 

Holder

Biosimilar

Scientific 

Name

Biosimilar

Brand

Name

aBLA 

No.

308 days877 days569 daysJan. 3, 2019Nov. 2, 2018Aug. 9, 2016Coherus
Pegfilgrastim-

cbqv
Udenyca

aBLA 

761039

10 days 1,541 days 1,531 daysNov. 15, 2019Nov. 5, 2019Aug. 27, 2015Sandoz
Pegfilgrastim-

bmez
Ziextenzo®

aBLA 

761045

204 days571 days367 daysJan. 1, 2021*Jun. 11, 2020Jun. 10, 2019
Pfizer / 

Hospira

Pegfilgrastim-

apgf
Nyvepria

aBLA 

761111

355 days1,008 days653 daysMay 16, 2023May 26, 2022Aug. 11, 2020
Kashiv / 

Amneal

Pegfilgrastim-

pbbk
Fylnetra®

aBLA 

761084

168 days1,056 days888 daysFeb. 16, 2023Sep. 1, 2022Mar. 27, 2020
Fresenius 

Kabi
Pegfilgrastim-fpgkStimufend®

aBLA 

761173

284 days652 days368 daysJul. 1, 2022Sep. 20, 2021Sep. 17, 2020
Samsung 

Bioepis

Ranibizumab-

nuna
Byooviz

aBLA 

761202

62 days427 days365 daysOct. 3, 2022Aug. 2, 2022Aug. 2, 2021

Coherus / 

Bioeq / 

Formycon

Ranibizumab-

eqrn
Cimerli

aBLA 

761165

348 days927 days579 daysNov. 11, 2019Nov. 28, 2018Apr. 28, 2017
Celltrion / 

Teva
Rituximab-abbsTruxima®

aBLA 

761088

184 days547 days363 daysJan. 23, 2020Jul. 23, 2019Jul. 25, 2018PfizerRituximab-pvvrRuxience®
aBLA 

761103

26 days390 days364 daysJan. 12, 2021Dec. 17, 2020Dec. 19, 2019
Amgen / 

Allergan
Rituximab-arrxRiabni

aBLA 

761140



US Biosimilar Approval Statistics (cont.)
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Pendency 

from 

Licensure 

to Launch

Pendency 

from 

Submission to 

Launch

Pendency from 

Submission to 

Licensure

US

Biosimilar

Launch Date

Date of

Biosimilar

License

aBLA 

Submission 

Date

aBLA 

Holder

Biosimilar

Scientific 

Name

Biosimilar

Brand

Name

aBLA No.

NANA365 daysNASep. 29, 2023Sep. 29, 2022
Biogen / 

Bio-Thera

Tocilizumab-

bavi
Tofidence

aBLA 

761354

41 days686 days645 daysApr. 15, 2024Mar. 5, 2024May 30, 2022
Fresenius 

Kabi
Tocilizumab-

aazg
Tyenne®

aBLA 

761275

731 days1,124 days393 daysDec. 2, 2019Dec. 1, 2017Nov. 3, 2016
Mylan / 

Biocon

Trastuzumab-

dkst
Ogivri

aBLA 

761074

458 days1,021 days563 daysMar. 16, 2020Dec. 14, 2018May 30, 2017
Celltrion / 

Teva

Trastuzumab-

pkrb
Herzuma®

aBLA 

761091

453 days908 days455 daysApr. 15, 2020Jan. 18, 2019Oct. 20, 2017

Samsung

Bioepis / 

Merck

Trastuzumab-

dttb
Ontruzant®

aBLA 

761100

341 days968 days627 daysFeb. 15, 2020Mar. 11, 2019Jun. 22, 2017Pfizer
Trastuzumab-

qyyp
Trazimera

aBLA 

761081

36 days721 days685 daysJul. 19, 2019Jun. 13, 2019Jul. 28, 2017
Amgen / 

Allergan

Trastuzumab-

anns
Kanjinti

aBLA 

761073

NANA499 daysNAApr. 25, 2024Dec. 13, 2022

Accord 

BioPharma / 

Henlius

Trastuzumab-
strf

Hercessi
aBLA 

761346

NANA365 daysNAOct. 31, 2023Oct. 31, 2022Amgen
Ustekinumab-

auub
Wezlana®

aBLA 

761285 / 

76133

NANA553 daysNAApr. 16, 2024Oct. 11, 2022
Alvotech / 

Teva
Ustekinumab-

aekn
Selarsdi

aBLA 

761343



US Biosimilar Approval Statistics (cont.)
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Pendency 

from 

Licensure 

to Launch

Pendency 

from 

Submission to 

Launch

Pendency from 

Submission to 

Licensure

US

Biosimilar

Launch Date

Date of

Biosimilar

License

aBLA 

Submission 

Date

aBLA 

Holder

Biosimilar

Scientific 

Name

Biosimilar

Brand

Name

aBLA No.

NANA458 daysNAMay 20, 2024Feb. 17, 2023

Samsung 

Bioepis Co., 

Ltd. 

Aflibercept-yszyOpuviz®
aBLA 

761350

NANA934 daysNA
May 20, 2024

Oct. 29, 2021

Biocon 

Biologics 

Inc.

Aflibercept-jbvfYesafili®
aBLA 

761274

NANA455 daysNAMay 28, 2024Feb. 28, 2023Amgen Inc.
Eculizumab-

aeeb
Bkemv®

aBLA 

761333

NANA456 daysNAJune 28, 2024Mar. 30, 2023

Samsung 

Bioepis Co., 

Ltd.

Ustekinumab-
ttwe

Pyzchiva®
aBLA 

761373

NANA2100 daysNAJune 28, 2024Sep. 28, 2018

Tanvex 

BioPharma 

USA, Inc.

Filgrastim-txidNypozi®
aBLA 

761126

NANA364 daysNAJune 28, 2024Jun. 28, 2023
Formycon 

AG 
Aflibercept-

mrbb
Ahzantive®

aBLA 

761378

NANA455 daysNAJuly 19, 2024Apr. 21, 2023

Samsung 

Bioepis Co., 

Ltd. 

Eculizumab-
aagh

Epysqli®
aBLA 

761340

NANA365 daysNAAug. 9, 2024Aug. 10, 2023Sandoz Inc. Aflibercept-abzvEnzeevu®
aBLA 

761382

454.7 days987.1 days554 daysAverage:
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