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Background

 Mavacamten, a first-in-class specialty
medication for the treatment of hypertrophic
obstructive cardiomyopathy, Is subject to a
stringent Risk Evaluation and Mitigation Strategy
(REMS).

Coordination of medication delivery hinges on
patients possessing less than a week'’s
medication supply, reviewing echocardiogram
results, and completion of a drug interaction and

Process Implemented
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Patient enrolled into pharmacy system
Benefits investigation

Introduction to services

Prescription received (<35-day supply)

v Provider, Pharmacy, and Patient enroll
into REMS

v All staff receives and passes training

v Internal clinical guideline created

(prescription monitoring program)

Records perpetually maintained
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Patients receive monthly reassessments

Adverse reactions reported the manufacturer

Therapy is adjusted based on ongoing labwork

authorization # obtained

submission

v"  Patient consultation completed and documented
v REMS patient portal submitted and checklist

v Delivery set-up for within 72 business hours of

v Dispensing pharmacy hand-off
v Provider notified of initial fill |

Discussion

e The implementation of an optimized dispensing

process for mavacamten led to 100%
compliance with REMS requirements. This
demonstrated the success of integrated workflow
checks and a dedicated communication channel.
This approach ensured that patients maintained
consistent access to mavacamten, as evidenced
by exceeding the PDC goal (0.85) and stretch
goal (0.9).

counseling checklist via the REMS portal.

« Specialty pharmacies play a crucial role in the
management of patients initiating mavacamten onboarding
and ensuring compliance with REMS
requirements. However, navigating the complex
REMS requirements can pose challenges for

e Collaboration between clinical and dispensing
pharmacists was instrumental in navigating the
complex REMS requirements, reducing the risk
of non-compliance, and enhancing patient safety.

e The Integration of comprehensive reporting tools
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SpeCiaIty pharmaCieS. Optlmlzmg dispensing v Patient receives mavacamten brochure v Dispensing verifies checklist authorization and mandatory Ch@CprlntS within the electronic
: : c : : : and is medically assessed v' Ships product within 24 hours of logging the d'SpenSing System streamlined the Process,
practices Is essential In ensuring mecication / Labwarkis ordredandabained Gperse minimizing the likelihood of non-compliance
access and malntalnlng patlent Safety. v REMS treatment authorization is v Confirms delivery receipt and troubleshoots _ _ _ .
ey missed delivery issues e This model of dispensing ensured adherence to

the stringent REMS requirements, ultimately
Improving patient outcomes and ensuring
adherence to safety protocols.

* To optimize and implement a dispensing
process for mavacamten that complies with the
strict REMS requirements.

v"  Recent echocardiogram and other

relevant labs are evaluated
Drug interactions identified and resolved

-

Pregnancy screening

-

Initial assessment note documented and
order verified for appropriateness
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Conclusion

* An efficient and safe dispensing process was
developed by adding extra checks within
workflows, instituting a collaborative approach to
ensure a dispensing process in compliance with

Pbe the REMS requirements.

* Pharmacists clinically reviewed mavacamten
prescriptions and exclusively managed patient
outreach and delivery scheduling to ensure
REMS compliance.

« A comprehensive report was integrated into the
software, allowing clinical pharmacists to view
all patients due for a mavacamten refill.

* |n the electronic dispensing system, flags were
embedded in all mavacamten prescriptions,
serving as mandatory checkpoints for process
completion. Delivery 100 % DSP

» A dedicated electronic messaging channel was Scheduling " REMS Compliance  Completion
created to facilitate communication for
mavacamten-related deliveries.

* Following verification, the dispensing pharmacist
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The primary outcome was 100% compliance with the completion of the drug interaction, counseling checklist
and log dispense checklist. The secondary outcome included proportion of days covered (PDC) with a goal
of 0.85 and a stretch goal of 0.9.
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Future Directions

e Integration of ambulatory care pharmacists to
assist with coordination of care and prescribing
under collaborative practice agreements.

e Collaborate with external providers outside of the
health system to allow access for more patients

e Assess prior authorization and copay assistance
time studies to maximize PDC for patients
transitioning from clinical trials to outpatient
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