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Lyfgenia access in India

A patient-first guide to accessing Lyfgenia (lovotibeglogene autotemcel) for sickle cell disease in
India, through the CDSCO Rule 36 named-patient framework and bluebird bio's US-based
Qualified Treatment Center network.

Quick orientation

Lyfgenia is a one-time autologous gene therapy that uses a lentiviral vector to insert a functional
anti-sickling beta-globin transgene into a patient's own hematopoietic stem cells, indicated for
sickle cell disease (SCD) in patients aged 12 years and older with a history of recurrent vaso-
occlusive events. India has one of the largest absolute SCD populations in the world,
concentrated in tribal communities across central, eastern, and western states. Lyfgenia is not
registered with the Central Drugs Standard Control Organization (CDSCO) and bluebird bio
exited the European market in 2021, so for Indian families the practical access architecture is
travel to a US Qualified Treatment Center (QTC) for the apheresis-to-infusion arc, with any India-
side ancillary or supportive medicine flowing through Rule 36 of the Drugs and Cosmetics Rules
1945. Reserve Meds coordinates the US-side QTC introduction and the India-side documentation
file. Reserved for you.

Why patients in India need Lyfgenia via NPP

Sickle cell disease in India is concentrated in tribal populations across Madhya Pradesh,
Maharashtra, Gujarat, Chhattisgarh, Odisha, Jharkhand, and Andhra Pradesh, with national
programme estimates running into the hundreds of thousands of affected individuals. The disease
imposes a heavy lifetime burden of recurrent vaso-occlusive crises, organ damage, repeated
hospital admissions, and chronic transfusion or hydroxyurea dependence. For a family whose
adolescent or adult relative has failed hydroxyurea, voxelotor, crizanlizumab, or chronic
transfusion, a one-time potentially disease-modifying therapy is clinically compelling.

Lyfgenia is FDA-approved (December 8, 2023) but has no broad international registration
footprint. EMA, UK MHRA, PMDA Japan, Health Canada, MOHAP, SFDA, and CDSCO have not
granted local marketing authorization. bluebird bio withdrew from the European market in 2021.
The manufacturing supply chain (lentiviral transduction with the BB305 vector at bluebird's US
facility) is anchored to the United States. For an Indian family, this means Lyfgenia is a "travel to
access" therapy: the apheresis, the cell-therapy manufacturing logistics, the myeloablative
conditioning, and the infusion all run at a US QTC. There is no Indian QTC capability for Lyfgenia
at this time.

The Casgevy versus Lyfgenia decision is a common parallel inquiry. Casgevy carries broader
international registration (UK, EU, SFDA, Health Canada) and is approved for both SCD and
transfusion-dependent beta-thalassemia, while Lyfgenia is SCD-only and carries an FDA boxed
warning for hematologic malignancy. Many families pursuing one product are also evaluating the
other; Reserve Meds coordinates both lines in parallel where families request it.
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The CDSCO named-patient pathway for Lyfgenia

The legal foundation for personal import of unregistered medicines into India is Rule 36 of the
Drugs and Cosmetics Rules 1945, which permits import of small quantities of a drug for the
exclusive personal use of a named patient. Form 12A is the application; Form 12B is the permit
issued by the office of the Drugs Controller General of India (DCGI) at FDA Bhawan in New
Delhi, or by designated CDSCO Port Offices. Compassionate Use of unapproved drugs is a
parallel route filed by a government hospital, a registered medical practitioner, a pharmaceutical
company, or the patient.

For Lyfgenia, the operational reality is that the cell product itself does not travel to India. The
patient's own CD34+ cells are collected by apheresis at a US QTC, shipped to bluebird's
contracted manufacturing facility for lentiviral transduction, returned to the same QTC for
myeloablative conditioning and infusion. The product never enters Indian customs. What does
interact with Rule 36 is the documentation chain for the Indian patient's medical record, any
imported supportive medicines, post-treatment monitoring reagents, and the broader file the
Indian family maintains for hospital admission records, insurance review where applicable, and
personal documentation.

For an Indian family pursuing Lyfgenia, the Reserve Meds documentation kit assembled for the
QTC intake includes the patient's clinical history compiled by the treating Indian hematologist,
the prescription with NMC registration number, the diagnostic confirmation (SCD genotype with
documented HbSS or other qualifying genotype, documented vaso-occlusive event history, prior-
therapy outcomes), and the financial pre-authorization the QTC requires for international intake.
Reserve Meds coordinates with the QTC's international patient services team on the US side and
with the treating hematologist on the India side.

Where Rule 36 documentation does engage directly: any post-treatment supportive medicines,
hematologic monitoring reagents not available in India, and the long-term follow-up reorder cycle
that runs for at least 15 years per FDA post-marketing commitment. The treating physician in
India, holding a valid National Medical Commission registration, signs the supporting
prescription, and the Form 12A application moves through CDSCO via the appropriate port office
or the DCGI New Delhi office. CDSCO guidance states Form 12B issues on a priority basis,
typically within one to two days for routine applications with complete documentation; in
practice the two to four week window from physician decision to dispensed material covers
upstream assembly and downstream logistics.

Where Lyfgenia gets delivered for Indian patients

The treating-center map for Lyfgenia is anchored to bluebird bio's US Qualified Treatment
Center network. bluebird announced 27 qualified sites at launch with planned expansion. These
are major US academic medical centers with apheresis capacity, busulfan myeloablative
conditioning experience, and integrated cell-therapy infrastructure. The cell product is shipped
manufacturer-direct from bluebird's facility to the QTC after apheresis, transduction, and release
testing, with strict chain-of-identity documentation tying each individualized product to one
named patient.

On the India side, the institutions that handle named-patient and compassionate imports as
established workflow and that maintain the hematopoietic stem cell transplant and bone marrow
transplant capability relevant to pre-treatment work-up and post-treatment follow-up include All
India Institute of Medical Sciences (AIIMS), New Delhi; Tata Memorial Centre, Mumbai;
Christian Medical College (CMC), Vellore; Apollo Hospitals (Chennai, Delhi, Bangalore,



Hyderabad); Fortis Healthcare (Fortis Memorial Research Institute Gurgaon, Mumbai,
Bangalore); Medanta in Gurgaon; Kokilaben Dhirubhai Ambani Hospital in Mumbai; MGM
Healthcare in Chennai; and Manipal Hospitals in Bangalore. AIIMS holds Centre of Excellence
designation under the National Policy for Rare Diseases. CMC Vellore and Tata Memorial Centre
have particular depth in hematology and cell therapy. These institutions handle the pre-Lyfgenia
clinical workup and the long-term post-treatment hematologic monitoring; the apheresis-to-
infusion arc itself runs at the US QTC.

For families spanning multiple cities, which is the norm in Indian SCD cases, Reserve Meds'
single named coordinator model carries the case across the India-US handoff and back. A patient
at Tata Memorial Mumbai, a treating hematologist signing the clinical letter, an adult sibling in
Bangalore handling logistics, a relative in Dubai or London paying the QTC invoice, and a US
QTC handling the active treatment is a configuration the coordinator architecture is built for.

Real cost picture for Lyfgenia in India

Lyfgenia carries a US wholesale acquisition cost of approximately USD 3.1 million per patient for
the single one-time infusion (bluebird bio launch disclosure, December 2023), which converts at
the USD/INR rate in the 94 to 95 range in May 2026 to approximately INR 29.1 to 29.5 crore.
This figure covers the drug product only. It does not include apheresis, conditioning
chemotherapy, inpatient hospitalization at the QTC, post-infusion monitoring, fertility
preservation, or the substantial international travel and accommodation cost for an Indian family
over a multi-month stay.

By reference, Casgevy carries a US WAC of approximately USD 2.2 million, making Lyfgenia
roughly 40 percent higher on list price. International travel and accommodation for a multi-
month QTC stay in the United States typically run in the USD 60,000 to USD 180,000 range
depending on family configuration, accommodation choices, and length of stay, with the longer
end reflecting families travelling with caregivers and multi-generational support. The Reserve
Meds concierge coordination fee is a separate transparently itemised line.

Indian private insurer behavior at this price point is restrictive. Star Health, HDFC ERGO, ICICI
Lombard, and Niva Bupa each handle cell and gene therapy on a case-by-case basis; none
reimburse a multi-million-dollar one-time gene therapy as a standard line item. CGHS provides
for life-saving medicines not in the standard formulary to be considered case-by-case by an
Expert Committee under Special DG (DGHS), with stricter Expert Committee review for drugs
not approved by CDSCO. The National Policy for Rare Diseases 2021 ceiling under Rashtriya
Arogya Nidhi (INR 50 lakh per patient) is materially below the all-in Lyfgenia cost. Cash-pay is
the default operating posture. Union Budget 2026-27 expanded the customs duty exemption list
for life-saving and rare-disease drugs; HSN applicability for any post-treatment supportive
material is confirmed at the documentation stage.

Typical timeline for Lyfgenia

Rule 36 documentation for supportive materials runs the standard one to two days at CDSCO for
routine applications, with the practical two to four week window covering upstream assembly.
The dominant timeline driver is the US QTC clinical arc. From QTC acceptance and international
patient intake through baseline evaluation, fertility preservation, plerixafor-based mobilization
and apheresis (with hydroxyurea discontinuation), manufacturing at bluebird's facility, return
shipment, single-agent busulfan myeloablative conditioning, infusion, and engraftment recovery,
the active treatment is several months at the US QTC. Long-term follow-up extends at least 15



years per FDA post-marketing commitment, with surveillance specifically for hematologic
malignancy and integration site analysis as clinically indicated. Mobilization failure, requiring a
second apheresis cycle, can add several weeks. The biology of the procedure sets the pace; there
are no shortcuts.

What your physician needs to provide

The clinical justification letter for a Lyfgenia case is signed by a treating hematologist holding an
active NMC registration number with state council registration where required. The letter
addresses the patient's SCD diagnosis with ICD-10 coding (D57.x), the SCD genotype
confirmation (HbSS or other qualifying genotype per the FDA label), the documented vaso-
occlusive event history with frequency, severity, and hospital admission record, prior therapies
attempted (hydroxyurea, voxelotor, crizanlizumab, chronic transfusion programmes) with
outcomes, and the clinical case for one-time lentiviral gene therapy.

The dosing reference is the FDA label minimum of 3.0 x 10^6 CD34+ cells per kilogram of body
weight, delivered as a single intravenous infusion of the patient's own genetically modified
CD34+ product following myeloablative single-agent busulfan conditioning with
pharmacokinetic-targeted dosing. The monitoring plan covers the pre-apheresis baseline workup
including bone marrow assessment to rule out pre-existing clonal hematopoiesis, the inpatient
cytopenic window with transfusion and antimicrobial support, and the long-term follow-up
obligation of at least 15 years with specific surveillance for hematologic malignancy.

The boxed warning for hematologic malignancy is a mandatory disclosure in every patient-facing
summary. Cases of acute myeloid leukemia and myelodysplastic syndrome have been observed in
patients treated with Lyfgenia. The mechanism is multifactorial, including the integrating
lentiviral vector, busulfan myeloablative conditioning, and the underlying biology of SCD bone
marrow. Lifelong monitoring is part of the protocol. The mandatory pre-treatment fertility
preservation discussion is a discrete element of the file; bluebird's QTC protocol does not initiate
the apheresis-to-conditioning arc without a documented fertility preservation discussion. Adverse
event reporting through the Pharmacovigilance Programme of India (PvPI) applies for any
imported supportive materials and is referenced in the documentation kit; the reporting
obligation itself stays with the prescribing physician.

Common questions about Lyfgenia in India

Will Star Health, HDFC ERGO, ICICI Lombard, or Niva Bupa cover Lyfgenia? Each plan
handles cell and gene therapy on a case-by-case basis. None of the major Indian private insurers
reimburse a multi-million-dollar one-time gene therapy as a standard line item. Reserve Meds
provides documentation that lets a payer evaluate; the claim itself is filed by the patient or family.
Cash-pay is the default operating posture.

Will CGHS or the National Policy for Rare Diseases ceiling cover this? CGHS provides for
life-saving medicines not in the standard formulary to be considered case-by-case by an Expert
Committee under Special DG (DGHS), with stricter constraints for drugs not approved by
CDSCO. The Rashtriya Arogya Nidhi ceiling under NPRD 2021 is currently INR 50 lakh per
patient, which is well below the all-in Lyfgenia cost. Check eligibility before assuming coverage.

Can my child be treated in India? No. bluebird bio operates a US-only Qualified Treatment
Center network for Lyfgenia. The apheresis-to-infusion arc requires travel to a US QTC. Pre-
treatment workup and long-term post-treatment hematologic monitoring can be coordinated with



an Indian tertiary institution such as AIIMS, Tata Memorial, CMC Vellore, Apollo, Fortis,
Medanta, Kokilaben, MGM, or Manipal.

What does the hematologic malignancy boxed warning mean for my family? Cases of
acute myeloid leukemia and myelodysplastic syndrome have been reported in patients treated
with Lyfgenia. The FDA label requires lifelong monitoring. This is a meaningful clinical
consideration in choosing between Lyfgenia and Casgevy, and is a discussion the treating
hematology team owns. Reserve Meds documents the boxed warning explicitly so the family
receives the information clearly.

Why Lyfgenia versus Casgevy? Mechanism: Lyfgenia uses a lentiviral vector to add a modified
beta-globin gene; Casgevy uses CRISPR-Cas9 to reactivate fetal hemoglobin. Safety: Lyfgenia
carries an FDA boxed warning for hematologic malignancy that Casgevy does not. Indication
breadth: Casgevy is approved for both SCD and transfusion-dependent beta-thalassemia;
Lyfgenia is SCD-only. International registration: Casgevy is registered in the UK, EU, KSA, and
Canada; Lyfgenia is US-only. The clinical choice rests with the treating hematology team.
Reserve Meds coordinates the logistics for whichever product the family and the clinician select.

Is fertility preservation mandatory? Yes. The busulfan myeloablative conditioning carries a
high risk of permanent infertility, and bluebird's QTC protocol includes mandatory fertility
preservation counseling. The discussion is a discrete element of the case file at every QTC.

Where Reserve Meds fits in Lyfgenia cases

Reserve Meds is a US-based concierge coordinator. For a Lyfgenia inquiry from an Indian family,
the working unit is QTC introduction and international intake at a bluebird bio Qualified
Treatment Center, US-side coordination with bluebird's intake process, documentation kit
preparation including the boxed-warning disclosure and the mandatory fertility preservation
discussion reference, India-side coordination with the treating hematologist on prior-therapy
documentation and post-treatment monitoring, and multi-city family coordination across the
India-US handoff and the multi-month QTC stay. The clinical decisions remain with the treating
hematology team. The regulatory authority remains CDSCO on the India side. The cell-therapy
delivery remains with the US QTC.

What Reserve Meds carries: identification of QTCs with international intake capacity, preparation
of the documentation kit, coordination of family travel and accommodation logistics, single-
coordinator continuity across the multi-month treatment arc, and the long-term post-treatment
reorder cycle for any supportive materials imported under Rule 36. Where the family is also
evaluating Casgevy, both lines run in parallel and the final clinical decision stays with the
hematology team. Reserved for you.

Next step

If your family is considering Lyfgenia for severe sickle cell disease, the first step is a coordinated
intake that confirms eligibility, identifies the appropriate US Qualified Treatment Center, and
produces a transparent firm quote covering drug, hospital, and travel components. The waitlist
request prefills the relevant context so the coordinator who reaches out is already oriented to
your case.

Reserved for you.



About Lyfgenia

Sickle cell disease
Manufacturer: bluebird bio
Modality: Lentiviral autologous HSC gene therapy
Full drug page →

About India

South Asia
Authority: CDSCO / DCGI
Pathway: Rule 36 (Form 12A / 12B); Compassionate Use
Full country page →

Related

Casgevy in India
Sickle cell disease
Named-patient pathways

Review & oversight. Content on this page is reviewed by Reserve Meds's clinical and

regulatory team. A US-licensed pharmacist reviews every prescription before dispensing.

Regulatory posture is informational, not legal advice; case-specific questions route to

retained outside counsel. Review methodology ›

Last medically reviewed: 2026-05-12.
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