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Virica's Insights

The cell and gene therapy (CGT) sector had a cautious start to 2025 amid funding constraints
and political headwinds. In Q1, biopharma saw at least 63 layoff rounds, 31% from CGT
companies and eight biotech closures, including Cargo Therapeutics, Lyndra, and Viracta. These
reflect broader industry pressures from federal funding cuts, FDA leadership shifts, and market
volatility. Yet, the sector shows resilience with a 30% rise in investment, over 3,000 developers,
and 2,000 active clinical trials. Notable recent FDA approval of Neurotech’s ENCELTO™ for
MacTel using Encapsulated Cell Technology marks the 44th FDA CGT approval. At this critical
juncture, the industry must prioritize collaboration, innovation, and scalable manufacturing to
expand patient access and sustain momentum.



https://www.fiercebiotech.com/biotech/biopharmas-laid-staffers-least-61-times-q1-fierce-biotech-analysis
https://www.fiercebiotech.com/biotech/biopharmas-laid-staffers-least-61-times-q1-fierce-biotech-analysis
https://www.biospace.com/career-events/cell-and-gene-therapy-sector-sees-30-investment-surge-despite-market-challenges
https://www.fightingblindness.org/news/neurotech-s-encapsulated-cell-technology-receives-fda-approval-for-treatment-of-mactel-1960
https://www.biospace.com/drug-development/beyond-the-breakthrough-industry-leaders-address-key-hurdles-facing-cell-and-gene-therapies

[ED/A APPROVED CELL AND GENE THERAPIES

SICKLE CELL DISEASE

»

~~._ GVHD
I Lyfgenla f,\‘\
5 A i !mesom. 5t / \\\
g |V=* / Ryoncil / X
P < |Casgevy . R
o /

big  CesbdCorsiont

iz s S / Ay
/%ﬁ ‘ / Ducord g ELL TRANSPLANTATION
(N

Zynteglo Clevecord

% o
/ Alloc'Ol:a gmm.c;.@u \\
/ _ Mallinckrodt Omisirge
/ Stratagraft
/ XL Krystal Regenecyte \
Vyjuvek New York \
Organogenesis.. Blood Center
| 7 Gintuit Hemacord
% 5 Gaaee: nter
' s yona PC, Cord BI
U, NOVARTIS H ord Blood
Zolgensma LIFES®&UTH
Community Blood Centers
PTC) HPC, Cord Blood
Kebilidi OBloodworks
\ Orchard HPC, Cord Blood
\ Lenmeldy CLINIMMUNE LABS /
\ SAREPTA :.;HPc Cord Blood /
\’élewd S ]
v Adstiladrin

4 éﬂﬂSSQﬂ

IDVANCE arvykti ./

Amtagvi iy e Beeqcﬁez . I|I| Bristol Myers Squibb )/
& Adaptimmune = | Kymriah oo N \Abecma
Tecelra  Jendreon ke \ “Roctavian \ / MULTIPLE MYELOMA
ecartus |
\\\ AA%E;ESI Provenge i |$SL Behnng/
\\\ Y KBiovex |, Yescarta amgentx

5 & Bristol Myers Squibb /
. Imlygic Brovae; \ " HEMOPHILIA
Sl Juno y/

S

LYMPHOMA
mmanna—sadowska—phd ,@jmsadowska

Source: https://www.fda.gov/vaccines-blood-biologics/cellular-gene-therapy-products/approved-cellular-and-
gene-therapy-products
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Top Headlines:

Neurotech’s Encapsulated Cell Technology gets FDA nod to treat MacTel

Neurotech’s ENCELTO™, a rice-sized eye implant using Encapsulated Cell Technology (ECT), has
received FDA approval for the treatment of macular telangiectasia type 2 (MacTel). MacTel is a
chronic, bilateral retinal disease affecting middle-aged adults, often linked to hypertension,
diabetes, and genetic risk factors. ENCELTO uses ECT to deliver therapeutic proteins directly to
the eye, which helps preserve photoreceptors. The novel treatment significantly slowed
photoreceptor loss over 24 months in two Phase 3 clinical trials.

Read Full Article

Pfizer discontinues hemophilia treatment Beqvez abandoning gene therapy portfolio

Pfizer has discontinued Begvez, its FDA-approved gene therapy for hemophilia B, less than a
year after its approval due to low patient and physician interest and a high price tag of $3.5
million. This move leaves Pfizer with no active commercial or clinical-stage gene therapy
programs, marking a complete exit from gene therapy. This also reflects broader industry
challenges, as companies like CSL and BioMarin have also struggled with gene therapy adoption
due to high costs and complex healthcare logistics.

Read Full Article



https://www.fightingblindness.org/news/neurotech-s-encapsulated-cell-technology-receives-fda-approval-for-treatment-of-mactel-1960
https://www.fiercepharma.com/pharma/pfizer-empties-gene-therapy-portfolio-discontinues-hemophilia-treatment-beqvez

MeiraGTx’s AAV-based Gene therapy enables 11 blind children to see

MeiraGTx's gene therapy has successfully restored vision in 11 children with AlIPL1-associated
severe retinal dystrophy. The therapy, which uses an adeno-associated virus to deliver
functional AIPL1 genes, demonstrated strong clinical efficacy with minimal safety concerns. The
promising results have prompted the seeking of accelerated approval.

Read Full Article

News at a Glance

e EG 427 announces the first patient treated with EG110A, the first non-replicative herpes
vector-based genetic medicine for the treatment of neurogenic bladder

e Biopharma companies successfully pivot CAR T therapies to autoimmune diseases,
showing strong early efficacy and safety

e J&J and Legend Biotech invest $150 million to expand manufacturing to push Carvykti
toward blockbuster status in 2025



https://www.fiercebiotech.com/biotech/meiragtx-gene-therapy-improves-vision-eleven-children-company-eyes-accelerated-approval
https://www.eg427.com/web/DATA/20250227_EG%20427_PR_FirstPatient_EN_final.pdf
https://www.biospace.com/drug-development/5-car-t-cell-therapies-with-autoimmune-readouts-in-2025
https://www.biospace.com/business/j-j-legend-pump-150m-into-manufacturing-in-bid-to-double-carvykti-production
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