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Zolgensma access in Saudi Arabia

A patient-first guide to accessing Zolgensma (onasemnogene abeparvovec-xioi) for spinal
muscular atrophy in children under two in Saudi Arabia, through the SFDA Personal Importation
Program and qualified pediatric neurology centers.

Quick orientation

Zolgensma is a one-time AAV9 gene therapy for spinal muscular atrophy in pediatric patients less
than two years of age with bi-allelic mutations in the SMN1 gene. The FDA approved Zolgensma
in May 2019, and the Saudi Food and Drug Authority (SFDA) has approved the product, with use
channeled through tertiary pediatric neurology centers in the Kingdom. Two features of this
therapy define the access conversation: it is time-critical (every week of delay during the
pediatric eligibility window reduces achievable clinical benefit), and it carries a boxed warning
for acute serious liver injury that drives a mandatory peri-infusion corticosteroid protocol. For
Saudi families with a child diagnosed with SMA in the first months of life (often through clinical
presentation or newborn screening), the operating model is rapid intake, AAV9 antibody titer
testing, and coordination of the cryogenic shipment to a qualified Saudi pediatric center. Reserve
Meds carries the US-side sourcing, cryogenic cold-chain logistics, and the regulatory
documentation in parallel with the clinical clock. Reserved for you.

Why patients in Saudi Arabia need Zolgensma via NPP

SMA is a motor neuron loss disease. Type 1 SMA is fatal in its most severe form without disease-
modifying treatment, with most untreated infants not surviving past age two. Saudi Arabia's
pediatric neurology programs (KFSH&RC, KAMC, MNGHA) carry SMA cohorts that reflect the
consanguinity-driven autosomal recessive disease burden in the region. SFDA has approved
Zolgensma, which means the regulatory route exists. The friction points are time-criticality,
certified-center capability, the AAV9 antibody titer eligibility gate, and the wraparound logistics
of cryogenic cold-chain transport and patient-weight-specific dose preparation on the day of
infusion.

Three patterns drive named-patient requests in the Kingdom. First, time-criticality. When a Saudi
family's child is diagnosed with Type 1 SMA, the eligibility window (under two years of age, with
biological benefit concentrated in the first months) creates clinical urgency that conventional
procurement cadences do not match. Second, certified-center gating. Even with SFDA approval,
the actual administration sites are concentrated in a small number of tertiary pediatric neurology
centers with gene therapy infusion capability, pediatric critical care backup, and access to AAV9
antibody titer testing. Third, payer denial at price point. The USD 2.125 million list price exceeds
the per-patient ceiling for many commercial plans, and families with personal capacity to fund
the therapy pursue NPP pathways to access certified centers willing to administer on a private-
pay basis.

The SFDA Personal Importation Program for Zolgensma

The SFDA Personal Importation Program (PIP) supports the patient-specific import where local
stocking or certified-center availability does not match the patient's time-critical clinical need.
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The application package contains a clinical justification letter from the treating pediatric
neurologist, addressing diagnosis (SMA with bi-allelic SMN1 mutations confirmed by genetic
testing), disease severity and trajectory, the patient's age and weight at the proposed infusion
date, prior therapies attempted (in particular any Spinraza or Evrysdi bridging therapy), the
AAV9 antibody titer result, and the dosing and monitoring plan.

The clinical-justification angle that distinguishes Zolgensma from most other named-patient
filings is the institutional capability sign-off for gene therapy infusion. The application confirms
that the receiving facility holds the gene therapy infusion capability, the pediatric critical care
backup, the access to AAV9 antibody titer testing for eligibility confirmation, the cryogenic
storage at minus 60 degrees Celsius or colder, and the laboratory infrastructure for the post-
infusion weekly liver function, platelet, and troponin monitoring per the FDA label. Without that
institutional capability confirmed, the regulatory layer cannot complete.

The AAV9 antibody titer is a hard eligibility gate. Patients must have a baseline anti-AAV9
binding antibody titer of 1:50 or less by validated ELISA. Patients with titers above the threshold
are not eligible. Retesting after a waiting period is permitted in some cases, and titers in young
children are typically low. The receiving institution carries out the titer test or coordinates with a
partner lab; the result is part of the PIP file.

Approval timelines for routine cases at major institutions run 10 to 21 business days. For
Zolgensma, the operational layer compresses around the SFDA filing because the clinical clock is
running. Reserve Meds aligns US-side sourcing, cryogenic shipper preparation, and customs pre-
clearance in parallel rather than in sequence to compress the end-to-end window. Complex first-
time cases can extend to 6 to 10 weeks on the regulatory side, which is exactly the operational
risk for a time-critical pediatric indication.

Where Zolgensma gets dispensed in Saudi Arabia

The treating-center map for Zolgensma is narrower than for most named-patient drugs because
of the AAV9 gene therapy infusion capability requirement. King Faisal Specialist Hospital and
Research Centre (KFSH&RC) holds pediatric gene therapy capability and has handled Zolgensma
cases. King Abdulaziz Medical City (KAMC) and the Ministry of National Guard Health Affairs
(MNGHA) network operate strong pediatric specialty programs and are part of the regional
capability discussion. Major private networks (Dr. Sulaiman Al Habib Medical Group, Saudi
German Health) have established import pharmacy workflows and pediatric specialty capacity;
the specific Zolgensma administration depends on the institution's gene therapy and critical care
readiness on the relevant day.

The dispensing facility must be ready to receive the cryogenic shipper, thaw the product under
controlled conditions, prepare the patient-weight-specific dose on the day of infusion, and deliver
the 60-minute infusion through a peripheral or central venous line with pediatric critical care
backup. The receiving institution also carries the peri-infusion corticosteroid initiation (oral
prednisolone or equivalent starting 24 hours before infusion) and the post-infusion weekly liver
function, platelet, and troponin monitoring window.

Real cost picture for Zolgensma in Saudi Arabia

Zolgensma launched in the United States with a wholesale acquisition cost of USD 2.125 million
per single-dose treatment course. At the SAR 3.75 peg, that converts to approximately SAR 7.97
million. This is a one-time price, not annualized, and reflects the entire therapy. Novartis



positioned the price against a five-year cost-of-illness comparison versus chronic SMA therapy,
framing it as approximately USD 425,000 per year amortized over five years.

International logistics for the cryogenic shipper from the Novartis Gene Therapies facility to the
receiving Saudi pediatric center add a defined surcharge in the SAR 19,000 to SAR 56,000 range
(USD 5,000 to USD 15,000), with customs pre-clearance handled in parallel to preserve the
validated shipping window. The receiving institution's procedural and inpatient costs (gene
therapy infusion suite, peri-infusion corticosteroid course, post-infusion monitoring labs across
the first three months) are the institution's line items, not Reserve Meds'.

Local insurer behavior on a USD 2.125 million one-time therapy is variable. Bupa Arabia,
Tawuniya, and MedGulf handle pediatric gene therapy case-by-case, and the price point exceeds
the per-patient ceiling on most commercial plans. Sovereign-tied institutional pathways and the
Novartis Global Managed Access Program (gMAP) may apply for select cases; this is a treating-
institution conversation, not a Reserve Meds conversation. Cash-pay is the default operating
posture. Reserve Meds quotes a transparent firm price with each line item visible.

Typical timeline for Zolgensma in Saudi Arabia

The SFDA regulatory layer for a routine Zolgensma filing at a major institution runs 10 to 21
business days; complex first-time cases extend to 6 to 10 weeks. For Zolgensma specifically,
every operational layer is compressed because the clinical eligibility window is closing. Reserve
Meds pre-stages the cryogenic shipper, customs documentation, and the receiv
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