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Humira access in the UAE: the EDE named-patient
pathway

How UAE patients legally obtain reference Humira (adalimumab) during local stocking gaps,
biosimilar substitution that the prescriber declines, or cash-pay preference for product choice.

Last reviewed 2026-05-12 by Reserve Meds clinical and regulatory team.

Quick orientation

Humira (adalimumab) is the AbbVie brand name for the first fully human anti-TNF monoclonal
antibody, originally cleared by the US FDA in December 2002 for moderately to severely active
rheumatoid arthritis. Since then the label has expanded across rheumatoid arthritis, psoriatic
arthritis, ankylosing spondylitis, moderately to severely active Crohn's disease in adults and
pediatric patients 6 years and older, moderately to severely active ulcerative colitis, chronic
plaque psoriasis, hidradenitis suppurativa, polyarticular juvenile idiopathic arthritis (JTIA) from
age 2, and non-infectious intermediate, posterior, and panuveitis. Humira is registered in the
UAE through MOHAP and accessible through the local AbbVie agent. Cross-border named-
patient demand is narrower for Humira than for unregistered drugs and is concentrated in three
patterns: local stocking gaps for specific SKUs (pen versus syringe, citrate-free versus citrate, 40
mg versus 80 mg), biosimilar substitution that the patient or prescriber declines on clinical
grounds, and cash-pay preference for the originator product. Reserve Meds coordinates the US-
side cold-chain sourcing and documentation; the operational discipline is precise SKU matching.

Reserved for you.

Why UAE patients need Humira through the named-patient pathway

The UAE operates one of the most developed pharmaceutical regulatory environments in the Gulf
Cooperation Council. As of 29 December 2025, under Federal Decree-Law No. 38 of 2024, the
newly established Emirates Drug Establishment (EDE) assumed 44 core services from MOHAP,
including marketing authorisations and personal-use import permits. Humira is registered in the
UAE through AbbVie's regional affiliate and local agents. Patients in Dubai, Abu Dhabi, and the
Northern Emirates can typically obtain adalimumab locally either as reference Humira through
an authorised agent or, increasingly, as one of the FDA-approved biosimilars now in the global
market.

So the named-patient route on Humira is reserved for narrower scenarios. First, local supply
gaps during shortage windows. When a local agent's stock runs short, or a specific SKU (pen
versus syringe, citrate-free 100 mg/mL versus citrate-containing 50 mg/mL, 40 mg versus 80 mg)
is temporarily unavailable in-country, patients on continuous therapy cannot interrupt dosing
without disease flare risk. Cross-border named-patient supply bridges the gap. Second, biosimilar
substitution that the patient or treating physician declines. In some MENA markets, payer
formularies or public-sector procurement default to a specific locally registered biosimilar.
Patients who have stabilised on reference Humira and whose treating physician documents a
clinical rationale for non-substitution may pursue cross-border supply of the specific product the
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prescribing physician has named. Third, cash-pay preference for product choice. Affluent self-pay
patients who want a specific named product (reference Humira specifically, or a specific FDA-
approved biosimilar not registered locally) use the named-patient pathway as the legal
mechanism to obtain it. In all three patterns the legal frame is named-patient supply, and the
prescriber's documented clinical rationale governs.

The EDE named-patient pathway for Humira

The federal pathway for a UAE-licensed physician to obtain a medicine that is not stocked locally
for the specific SKU, brand, or indication is the unregistered-medicine import permit, historically
administered by MOHAP and, from 29 December 2025, administered through the EDE portal at
ede.gov.ae. The framework allows hospitals and licensed pharmaceutical establishments to
import a specific medicine for a specific patient when the medicine is approved by a recognised
reference authority (typically the US FDA, EMA, MHRA, PMDA Japan, or Health Canada) and a
clinically equivalent locally registered option is not suitable for this patient.

A complete application includes the prescribing physician's clinical justification letter, the
physician's UAE medical license verification (MOHAP, DHA, DOH, or Sharjah Health Authority
depending on practice location), an anonymised patient identifier, full product details (brand
name explicitly, generic name, manufacturer, strength, presentation, citrate-free or citrate, pen
or syringe, pack size, quantity, treatment duration), the destination dispensing facility name and
license, the pharmacy in charge, and a chain-of-custody plan that specifies cold-chain handling
end to end.

For Humira, the clinical justification angle rests on prior-line stabilisation and SKU specification.
Where the request is for reference Humira specifically (versus a locally stocked biosimilar), the
prescribing rheumatologist, gastroenterologist, or dermatologist documents the patient's prior
stabilisation on the originator product and the rationale against non-medical substitution. Where
the request is for a specific SKU during a local stocking gap (the citrate-free 100 mg/mL
formulation, the 80 mg pen for induction in IBD or hidradenitis suppurativa, or the 20 mg
pediatric pen for low-weight JIA cases), the prescriber documents the precise SKU and the local
availability gap. Where the request is pediatric, the prescriber records weight, dosing band, and
the FDA-approved pediatric indication on label.

Approval timelines for routine cases are typically 5 to 15 business days. Complex cases (pediatric
weight-banded SKUs, larger quantities, first import of a specific formulation) can extend to 4 to 6
weeks.

Where Humira gets dispensed in the UAE

Humira requires a dispensing facility with 2 to 8 degrees Celsius cold-chain storage. Tertiary and
major private hospitals that handle named-patient cold-chain imports as established workflow
include Cleveland Clinic Abu Dhabi on Al Maryah Island (with ASHP-accredited pharmacy
services and active rheumatology, gastroenterology, and dermatology programs), Sheikh Khalifa
Medical City in Abu Dhabi (a SEHA-network 586-bed JCI-accredited hospital with pediatric
services), Tawam Hospital in Al Ain (a SEHA-network referral center), American Hospital Dubai
(a Mayo Clinic Care Network member), King's College Hospital London Dubai (with
gastroenterology strength), Mediclinic City Hospital in Dubai Healthcare City, and the larger
NMC Healthcare sites. For SC self-administration, the prescribing hospital outpatient pharmacy
releases the pen or syringe after final verification, and the patient injects at home after training.



For smaller hospitals without in-house import infrastructure, a Dubai- or Abu Dhabi-based
specialty importer files the EDE permit and delivers under chain-of-custody documentation.

Real cost picture for Humira in the UAE

Reference Humira's US wholesale acquisition cost sits at roughly USD 6,900 per monthly supply
(40 mg every-other-week dosing equates to two 40 mg doses per month). On an annualised basis
this is approximately USD 80,000 to USD 90,000 per year for the most common adult RA,
psoriasis, or AS dosing regimen at pre-biosimilar reference pricing. The UAE dirham is pegged to
the US dollar at approximately 3.67 AED to 1 USD, so the annual reference range converts to
roughly AED 294,000 to AED 330,000 for the drug itself at US WAC equivalents.

The biosimilar landscape has compressed the economics. Amjevita (Amgen) launched in January
2023 as the first FDA-approved adalimumab biosimilar with a dual-WAC strategy. Hadlima
(Organon and Samsung Bioepis) launched at roughly 85 percent below reference Humira WAC.
Cyltezo (Boehringer Ingelheim), Abrilada (Pfizer), and Simlandi (Alvotech and Teva) carry FDA
interchangeability designation. Hyrimoz (Sandoz), Yusimry (Coherus), and Hulio (Biocon and
Viatris) round out the available US biosimilar slate. Major PBM formulary moves in 2025
(Express Scripts removed reference Humira; Optum Rx narrowed preferred biosimilars to
Amjevita) accelerated displacement of reference Humira in the US channel. Several local UAE
markets carry adalimumab biosimilars at materially lower price points than reference Humira.
International logistics for a cold-chain biologic shipment to the UAE typically runs USD 400 to
USD 1,500 (approximately AED 1,500 to AED 5,500) depending on destination emirate and SKU.
UAE customs and EDE permit fees are nominal. Reserve Meds' concierge fee is itemised
separately. The myAbbVie Assist and Humira Complete programs do not extend internationally.

Typical timeline for Humira in the UAE

EDE routine processing is typically 5 to 15 business days from a complete filing. Cold-chain
shipment adds 2 to 3 days versus an ambient small molecule. End-to-end timing for a Humira
case on continuous therapy typically runs 3 to 5 weeks from a complete documentation set, with
re-supply on the every-other-week regimen settling into a predictable cycle once the first case is
closed. The 14-day room-temperature excursion allowance on the FDA label provides operational
flexibility for the Gulf shipping lane, though the cold chain is otherwise maintained end to end.
For hidradenitis suppurativa cases on every-week dosing after Day 29, the re-supply frequency is
roughly twice that of the standard every-other-week regimens.

What your physician needs to provide

For a UAE-licensed rheumatologist, gastroenterologist, dermatologist, ophthalmologist, or
pediatric specialist prescribing Humira through the EDE pathway, the clinical justification letter
is the cornerstone of the application. The letter typically documents the patient's specific
indication, severity scoring where relevant, prior therapy history (conventional DMARDs, topical
or systemic agents, prior biologics), and the clinical rationale for adalimumab. Where the request
is brand-specific (reference Humira versus a biosimilar), the letter records why non-medical
substitution is not appropriate for this patient (typically prior stabilisation on the originator).

The letter specifies the FDA-approved regimen by indication. For RA, PsA, AS: 40 mg
subcutaneously every other week, with possible dose escalation to 40 mg weekly or 80 mg every
other week for adult RA patients not on methotrexate. For Crohn's disease adult: induction 160
mg on Day 1 (as four 40 mg injections in one day or two per day across two consecutive days), 80



mg on Day 15, then 40 mg every other week starting Day 29. For Crohn's disease pediatric ages
6 and older: weight-based induction (40 kg and above: 160 mg Day 1, 80 mg Day 15, then 40 mg
every other week; 17 to less than 40 kg: 80 mg Day 1, 40 mg Day 15, then 20 mg every other
week). For ulcerative colitis adult: induction 160 mg Day 1, 80 mg Day 15, then 40 mg every
other week starting Day 29, with continuation beyond eight weeks only in patients showing
clinical remission. For plaque psoriasis: 80 mg load, then 40 mg every other week from one week
after. For hidradenitis suppurativa: 160 mg Day 1, 80 mg Day 15, then 40 mg every week from
Day 29. For polyarticular JIA from age 2: 20 mg or 40 mg every other week, weight-based. For
uveitis adult: 80 mg load, then 40 mg every other week from one week after.

The monitoring plan covers baseline tuberculosis screening before initiation, hepatitis B virus
screening, and ongoing vigilance for serious infection, malignancy, demyelinating disease, heart
failure exacerbation, and lupus-like syndrome. Periodic CBC and clinical follow-up are standard.
The Humira boxed warning is mandatory disclosure: serious infections (tuberculosis reactivation,
invasive fungal infection, bacterial sepsis) and malignancy, with specific post-marketing reports
of hepatosplenic T-cell lymphoma (HSTCL) in adolescent and young adult patients with
inflammatory bowel disease, most of whom received concomitant azathioprine or 6-
mercaptopurine. For pediatric IBD patients in particular, the prescriber's documentation should
address concomitant immunomodulator use and the HSTCL signal.

Common questions about Humira in the UAE

Will Daman, Thiqa, GIG Gulf, Sukoon, ADNIC, or Orient cover this? Each insurer assesses
Humira case by case. Most carry adalimumab in some form (reference or biosimilar) on their
specialty formularies. Thiga has the strongest specialty coverage for UAE nationals in Abu Dhabi.
We supply documentation; the claim sits with you or your hospital. If your insurer offers a
biosimilar at a lower copay and your specialist accepts substitution, the economics shift
materially.

What is the HSTCL warning and does it apply to me? The FDA boxed warning on Humira
flags post-marketing reports of hepatosplenic T-cell lymphoma, a rare and aggressive lymphoma.
The reported cases were primarily in adolescent and young adult patients treated for
inflammatory bowel disease, most of whom received concomitant azathioprine or 6-
mercaptopurine. This signal does not change adult RA, PsA, AS, or psoriasis risk-benefit
calculations the same way, but the prescriber's documentation for pediatric or adolescent IBD
cases addresses HSTCL risk specifically and the rationale for concomitant immunomodulator use
where applicable.

What is the biosimilar landscape and does it affect my case? The US FDA has approved
multiple adalimumab biosimilars since January 2023 (Amjevita, Abrilada, Cyltezo, Hadlima,
Hyrimoz, Yusimry, Hulio, Simlandi, among others); several carry interchangeability designation.
EMA and other authorities have approved similar biosimilar slates. India's CDSCO has approved
adalimumab and multiple Indian biosimilars (Exemptia from Zydus Cadila, Adfrar from Torrent,
among others) are widely used domestically. UAE local-agent and payer stocking may default to a
biosimilar. If your specialist has specifically prescribed reference Humira, the named-patient
route lets you obtain that specific brand.

What is the difference between citrate-free and citrate-containing? AbbVie transitioned
the bulk of US Humira supply to the citrate-free 100 mg/mL formulation prior to biosimilar entry.
Many patients describe the citrate-free as having less injection-site sting. If your prescribed SKU
is the citrate-free 100 mg/mL but local stock has only the older citrate-containing 50 mg/mL, the
named-patient route lets you obtain the citrate-free formulation specifically.



What about competitors like Remicade, Enbrel, or Cimzia? Within the TNF-alpha inhibitor
class, prescribers consider infliximab (Remicade and biosimilars), etanercept (Enbrel),
certolizumab pegol (Cimzia), and golimumab (Simponi). For specific indications, non-TNF
biologics (Stelara, vedolizumab, Skyrizi, secukinumab, ixekizumab, Rinvoq, tofacitinib) are
alternatives. Class selection is a clinical decision made by the treating physician.

Can Humira be self-administered at home? Yes, after appropriate prescriber-supervised
training. The Humira Pen and prefilled syringe are designed for patient self-injection. The
dispensing facility must be UAE-licensed; the hospital outpatient pharmacy or specialty importer
releases the medicine to you after final verification, and you administer the injection at home.

Where Reserve Meds fits in Humira cases

Reserve Meds is a US-based concierge coordinator. We do not replace your rheumatologist,
gastroenterologist, dermatologist, ophthalmologist, or pediatric specialist, we do not replace the
EDE, and we do not replace your dispensing pharmacy. For Humira specifically, we orchestrate
the US-side sourcing through DSCSA-compliant specialty channels (CVS Specialty, Accredo,
Optum Specialty Pharmacy, Walgreens Specialty for specialty pharmacy procurement;
AmerisourceBergen/Cencora, McKesson, and Cardinal Health for wholesale), build the
documentation packet your physician submits including precise SKU specification, coordinate
validated cold-chain logistics with continuous temperature logging into the UAE, and assign a
single named coordinator through the case. No prior Reserve Meds case experience for Humira
is logged yet; standard NPP coordination under our cold-chain biologic playbook applies. Cold-
chain qualification of the destination lane is the single highest operational risk and is verified
before any shipment commits.

Next step

If your UAE specialist has prescribed Humira and you are weighing the cross-border route, the
next step is a short waitlist request. We confirm eligibility within 24 to 48 hours and send a
documentation kit to your physician.

Reserved for you.
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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
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retained outside counsel. Review methodology »
Last medically reviewed: 2026-05-12.
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