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Lyfgenia access in Pakistan

A patient-first guide to accessing Lyfgenia (lovotibeglogene autotemcel) for sickle cell disease for
Pakistani families, with US travel-to-treatment coordination at bluebird bio Qualified Treatment
Centers.

Quick orientation

Lyfgenia is a one-time lentiviral autologous gene therapy for sickle cell disease (SCD) in patients
aged 12 and older with a history of recurrent vaso-occlusive events, approved by the US Food
and Drug Administration on 8 December 2023. The therapy is administered as a single
intravenous infusion of the patient's own genetically modified hematopoietic stem cells at a
certified bluebird bio Qualified Treatment Center (QTC) in the United States. Lyfgenia carries an
FDA boxed warning for hematologic malignancy. SCD is concentrated in Pakistan among Sindhi,
Baloch, and Makrani populations, and the therapy is not registered with the Drug Regulatory
Authority of Pakistan (DRAP). Access for Pakistani families is travel-to-treatment in the United
States, coordinated alongside parallel evaluation of Casgevy. Reserve Meds orchestrates QTC
introduction, US-side logistics, and the multi-country family funding workflow. Reserved for you.

Why patients in Pakistan need Lyfgenia via NPP

Sickle cell disease in Pakistan is concentrated in Sindh and Balochistan and among Makrani and
Baloch ancestry groups, where the consanguinity rate and autosomal recessive inheritance
pattern produce a higher SCD prevalence than in many other parts of South Asia. Adolescents
with severe phenotypes who experience recurrent vaso-occlusive crises despite hydroxyurea,
voxelotor where available, transfusion programs, and other supportive therapies are clinical
candidates for a one-time potentially disease-modifying gene therapy.

Lyfgenia is unavailable in Pakistan through any local registration pathway. bluebird bio has not
filed for DRAP registration, there is no in-country distributor, no national insurance
reimbursement, no local QTC equivalent capable of administering the lentiviral-transduced cell
product, and the cell-therapy supply chain (including lentiviral transduction at bluebird's US
manufacturing facility) anchors the treatment to a US site of care. bluebird bio's international
commercial footprint is constrained: the company exited the European market in 2021, so EU
and UK access is not commercially supported. Lyfgenia is, for Pakistani families, a "travel to
access" therapy in the United States, not a "ship to Pakistan" therapy.

Pakistani families pursuing Lyfgenia typically arrive at the inquiry alongside or after a Casgevy
evaluation. The two products represent the only two FDA-approved gene therapies for SCD, and
the clinical conversation is often paired: gene editing at the BCL11A enhancer with Casgevy,
versus gene addition of an anti-sickling beta-globin transgene with Lyfgenia. The treating
hematology team carries that decision; Reserve Meds carries the access logistics for either or
both pathways.

The DRAP Special Permission pathway and US destination architecture

DRAP regulates the import of medicines through the Quality Assurance and Laboratory Testing
(QA&LT) Division's Import and Export Section. For unregistered medicines required for a specific

file:///index.html
file:///drugs/index.html
file:///drugs/lyfgenia.html


patient, DRAP issues a Special Permission (also called the No Objection Certificate or NOC for
Personal Use Import), filed through the Online Import and Export System (OIES) portal. For
Lyfgenia, the practical access pathway does not import the cell product into Pakistan, because
the manufactured edited cells are returned directly to the patient at a US QTC rather than
imported as a stand-alone pharmaceutical. The DRAP pathway becomes relevant for ancillary
materials, return-to-Pakistan follow-up medicines where applicable, or supportive therapies
during the multi-month US treatment stay.

The dominant regulatory architecture is the US FDA framework and the QTC's institutional
intake process. Lyfgenia is governed by bluebird bio's certified QTC network, which numbered 27
sites at launch with planned network expansion. Each QTC functions as the manufacturer-direct
site of care, with chain-of-identity and chain-of-custody documentation tying each cell product to
one named patient. The Pakistani treating physician's referral package travels with the patient to
the receiving US QTC.

The clinical justification letter from the Pakistani treating physician confirms the diagnosis (sickle
cell disease with documented vaso-occlusive crisis history, ICD-10 D57.x), severity, prior
therapies attempted (hydroxyurea, voxelotor, crizanlizumab where available, chronic transfusion
programs) with outcomes, and the clinical rationale for one-time gene-modified cell therapy. The
treating physician's Pakistan Medical and Dental Council (PMDC) license verification
accompanies the letter. The receiving US QTC carries its own institutional intake, which includes
bone marrow assessment to rule out pre-existing clonal hematopoiesis, organ function
evaluation, infection screen, fertility preservation counseling, and the boxed-warning
hematologic malignancy disclosure that the family signs as informed consent.

Regulatory timelines for any DRAP-side filing for routine cases run four to eight weeks; complex
cases extend to ten to sixteen weeks. The QTC's own evaluation and acceptance typically runs
four to eight weeks from initial referral. The clinical timeline at the QTC (apheresis,
manufacturing, conditioning, infusion, engraftment) spans several months. Long-term follow-up
is required for at least 15 years per FDA post-marketing commitments, given the integrating
lentiviral mechanism.

Where Lyfgenia gets dispensed for Pakistani patients

Within Pakistan, the institutions that handle international referrals and pre- and post-treatment
workup most fluently are Aga Khan University Hospital (AKUH) in Karachi, Shaukat Khanum
Memorial Cancer Hospital and Research Centre (SKMCH&RC) in Lahore, the Indus Hospital and
Health Network, and Liaquat National Hospital in Karachi. The Children's Hospital and Institute
of Child Health in Lahore handles adolescent referrals (eligibility starts at 12 years), and the
Combined Military Hospitals (CMH) network handles military family referrals.

The actual Lyfgenia delivery takes place at a certified bluebird bio Qualified Treatment Center in
the United States. The 27 launch QTCs and the expanded network include US academic medical
centers and specialized cell-therapy hospitals across major metropolitan areas. The choice of
QTC is driven by clinical fit, capacity, family logistical preference (East Coast, West Coast, Texas,
or Midwest centers), and the QTC's specific apheresis and infusion slot availability for
international patients. Lyfgenia is not registered in the UK, EU, KSA, UAE, or anywhere else
outside the United States, so the US is the only destination jurisdiction. This is one structural
difference from Casgevy, which has UK, EU, KSA, and Health Canada approval and therefore
allows multiple destination jurisdictions.



Real cost picture for Lyfgenia for Pakistani patients

The Lyfgenia US wholesale acquisition cost (WAC) is approximately USD 3.1 million per patient
for the single one-time infusion (bluebird bio launch disclosure, December 2023). At the current
USD to PKR rate (approximately PKR 278 to 280 per USD on 8 to 9 May 2026), the drug product
converts to roughly PKR 862 to 868 million. By reference, Casgevy carries a US WAC of
approximately USD 2.2 million, making Lyfgenia roughly 40 percent higher on list price. The
WAC reflects the drug product only.

The all-in delivered cost is materially higher. Wraparound costs at the US QTC include apheresis,
conditioning chemotherapy, inpatient hospitalization through the cytopenic engraftment window,
post-infusion outpatient monitoring through engraftment, fertility preservation, professional fees,
and accommodation for a multi-month stay near the QTC. Patient and caregiver travel costs (US
B-1/B-2 visitor visa, international airfare from Karachi or Lahore or Islamabad to the US
destination city, multi-month accommodation, in-country transport, food) add a meaningful line
item. The Reserve Meds concierge coordination fee is a separate line item.

Because the Pakistani Rupee has been volatile and inflation rose to 10.9 percent in April 2026,
Reserve Meds quotes in USD and accepts wire transfers from any USD-accessible source.
Pakistani families regularly pool funding across overseas relatives in Saudi Arabia, the UAE, the
UK, the United States, and Canada. State Life, Adamjee, EFU, Jubilee, IGI, and Pak-Qatar Family
Takaful operate the largest health insurance books in Pakistan; gene therapy at this price point is
well outside formulary coverage. Sehat Sahulat's PKR 1,000,000 per family per year ceiling does
not stretch to cover a Lyfgenia course. Cash-pay is the default operating posture, and bluebird
bio's US-side commercial-access mechanisms (CMS Cell and Gene Therapy Access Model
framework, outcomes-based payer agreements) do not extend to internat
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