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Subcutaneous | mmunotherapy OffersAlternative
Administration at ASCO 2026
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The administration of intravenous (IV) immunotherapy often necessitates prolonged hospital visits and
significant healthcare resource allocation. The introduction of a subcutaneous (SC) formulation aimsto address

these logistical challenges, offering a more patient-centric and efficient treatment option.

The Pivot: A subcutaneous formulation of an established immunotherapy agent is now available, offering
an alternative to intravenous administration.

The Data: Bioequivalence was demonstrated, with comparable pharmacokinetic profiles and safety.

The Action: Clinicians should consider the subcutaneous option for eligible patients to improve
convenience and reduce clinic time.

Immunotherapy has become a cornerstone in the treatment of various malignancies, significantly altering disease
trajectoriesfor many patients. However, the standard i ntravenous administration route typically requires patientsto spend
several hoursin an infusion center, posing logistical burdens and impacting quality of life. This often involves travel

to specialized centers, extended chair time, and the associated costs of healthcare facility utilization. The development
of asubcutaneous formulation for an existing immunotherapy agent represents an effort to mitigate these challenges,
providing a more convenient and potentially less resource-intensive treatment option. The primary objective of such a
devel opment isto maintain the established efficacy and safety profile of the intravenous drug whileimproving the patient
experience and optimizing healthcare delivery. This approach aligns with broader trends in oncology to personalize
care and enhance accessibility to effective treatments. The specific immunotherapy agent in question is a monoclonal
antibody that targets a key immune checkpoint, reactivating anti-tumor immunity. Its mechanism of action involves
blocking inhibitory signalsthat prevent T-cellsfrom attacking cancer cells, thereby restoring theimmune system's ability
to recognize and destroy malignant cells. This class of agents has demonstrated efficacy across arange of advanced solid
tumors, including melanoma, non-small cell lung cancer, and renal cell carcinoma, among others, leading to durable
responses in a subset of patients. The prevalence of these cancers globally underscores the need for more accessible and
patient-friendly administration methods.

Subcutaneous | mmunotherapy: Design and Findings
The devel opment program for this subcutaneous immunotherapy agent focused on demonstrating bioequivalence to

itsintravenous counterpart. Thisinvolved a series of clinical trials designed to compare the pharmacokinetic (PK)
profiles, pharmacodynamic (PD) markers, and safety and efficacy outcomes between the two formulations. A pivotal
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phase 3 study, for instance, enrolled N=600 patients with a specific advanced solid tumor, randomized 1:1 to receive
either the subcutaneous or intravenous formulation of the immunotherapy agent. The patient population included
individuals with measurable disease, an ECOG performance status of 0 or 1, and adequate organ function, consistent
with typical inclusion criteriafor advanced cancer immunotherapy trials. Patients with active autoimmune disease or
prior severe immune-related adverse events were excluded. The primary endpoint for this study was non-inferiority in
overall response rate (ORR) at 12 weeks, with secondary endpoints including progression-free survival (PFS), overall
survival (OS), and safety. Pharmacokinetic analyses, including area under the curve (AUC) and maximum concentration
(Cmax), were conducted in a subset of patients to confirm comparable drug exposure. The study demonstrated that

the subcutaneous formulation achieved bioequivalence, with a geometric mean ratio for AUCO-inf of 1.02 (95% ClI,
0.98-1.06) and for Cmax of 0.95 (95% ClI, 0.90-1.00), confirming comparable systemic exposure to the intravenous
formulation. The ORR for the subcutaneous group was 35% (95% ClI, 30-40) compared to 37% (95% Cl, 32-42) for the
intravenous group, meeting the pre-specified non-inferiority margin. Median PFS was 8.2 monthsin the subcutaneous
arm versus 8.5 monthsin the intravenous arm (HR, 0.98; 95% Cl, 0.85-1.13; p=0.78). Safety profiles were also
comparable, with the incidence of grade 3 or higher treatment-related adverse events being 18% in the subcutaneous
group and 20% in the intravenous group. I njection site reactions, typically mild to moderate, were observed in 15%

of patients receiving the subcutaneous formulation, which were not seen with the intravenous administration. No

new safety signals were identified. Patient-reported outcomes indicated a preference for the subcutaneous route due

to reduced time spent at the clinic and increased convenience. The median administration time for the subcutaneous
injection was approximately 5 minutes, significantly shorter than the 30-60 minutes required for intravenous infusion,
not including preparation time. These data support the subcutaneous formulation as a viable alternative, maintaining
therapeutic efficacy and safety while offering substantial logistical advantages for both patients and healthcare systems.
Thereduction in administration time could translateinto increased clinic capacity and reduced healthcare costs associated
with chair time and nursing resources. Further real-world evidence studies are anticipated to fully quantify the impact
on healthcare resource utilization and long-term patient adherence in diverse clinical settings. The potential for at-home
administration, while not theimmediate focus, representsafuturedirection for thistype of formulation, further enhancing
patient autonomy and convenience. Limitations of the current study include the relatively short follow-up period for
overall survival and the focus on a single tumor type. Future research will explore the applicability of this subcutaneous
formulation across other indications where the intravenous counterpart is approved.

CLINICAL IMPLICATIONS
The introduction of a subcutaneous immunotherapy option is not a revolution in efficacy, but a significant
logistical evolution. For clinicians, this means a tangible improvement in patient convenience and potentially
a reduction in the administrative burden on infusion centers. The data presented at ASCO 2026 confirms
bioequivalence and comparable safety, which is precisely what is needed to justify a shift in administration. The
primary consideration will now be identifying appropriate patients who can benefit most from this less invasive
and time-consuming method, particularly those with stable disease or those requiring long-term maintenance
therapy.

From a healthcare systems perspective, the efficiency gains are clear. Reducing infusion chair time from an
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hour to five minutes per patient frees up valuable resources, potentially allowing clinics to treat more patients
or reallocate nursing staff to other critical areas. This could be particularly impactful in regions with high patient
volumes or limited specialized facilities. Payers will likely scrutinize the cost-effectiveness, but the reduced
indirect costs associated with patient travel and lost productivity, alongside direct healthcare resource savings,
should present a compelling argument for adoption. Manufacturers, having invested in these formulations, will
be keen to see rapid uptake, and the clear patient preference data should facilitate this.

Patients, of course, stand to gain the most in terms of quality of life. The prospect of a quicker clinic visit,

or even future at-home administration, lessens the disruptive impact of cancer treatment on daily routines.
While injection site reactions are a new consideration, their generally mild nature is a small trade-off for

the substantial convenience. This move towards subcutaneous delivery for complex biologics is a welcome
trend, reflecting a growing recognition that the 'how' of treatment delivery can be as important as the ‘what' in
long-term patient management.
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