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ENSURING SAFE
DELIVERY OF COLD CHAIN
GLP-1 MEDICATIONS
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For subcutaneous use only

Use OZEMPIC once weekly
Contains: 1 OZEMPIC pen, 6 NovoFine® Plus
Dispense the enclosed Medication Guid:

As GLP-1 medications, including weight loss medications like Ozempic and Wegovy,
become more common for weight management and diabetes, ensuring safe delivery is
a top priority for specialty pharmacies. These biologics require strict cold chain
management to maintain stability and efficacy. Selecting the right cold chain
packaging, conducting validation, and ensuring compliance with standards like USP
1079, URAC 4.0/5.0, and ACHC Accreditation are critical steps.



1. CHOOSING THE RIGHT COLD
CHAIN PACKAGING

GLP-1 medications must be stored and transported within 2-8°C range. The right cold
chain packaging solution is essential for maintaining these conditions and ensuring the
medication’s efficacy.

Key Considerations:

e Temperature Control: Use advanced insulation materials and phase change materials
(PCM) for stable temperature control throughout the shipping process.

e Pre-qualified Solutions: Choose pre-tested solutions, such as insulated mailers and
shippers, for reliable performance during last-mile delivery. Care must be taken to ensure
these pre-qualified solutions are tested against robust ambient profiles. Often, to keep
costs low, packaging manufacturers tend to choose weaker ambient standards to
demonstrate longer thermal performance duration, which could seriously increase the
risk of temperature excursion to medication.

2. CONDUCTING COMPREHENSIVE
VALIDATION TESTING

Validation ensures compliance with USP 1079 guidelines. Testing should simulate
worst-case scenarios, such as extreme heat or shipment delays, to verify the cold chain
packaging's performance for GLP-1 medications.

Validation Steps:

e Thermal Testing: Conduct performance qualification (live shipment) test to identify
potential temperature excursions. Ensure appropriate weather conditions are selected for
testing the packaging and the pack-out. Collaborate with packaging manufacturers with
expertise in scientific methods to understand distribution channels and recommend
optimal shipping times and locations. Develop a comprehensive performance
qualification testing protocol with the packaging manufacturer.

e Documentation: Maintain detailed reports on testing and compliance to support
regulatory requirements.



3. SELECTING A RELIABLE
DISTRIBUTION PARTNER

Even with the best cold chain packaging, the integrity of GLP-1 medications can be
compromised without a reliable distribution partner. Choose a logistics provider
experienced in temperature-sensitive pharmaceuticals, with real-time monitoring
capabilities. The ability to track and trace a package is required by URAC P-MD 2-2:
Tracking Shipments.

Key Qualities:

e Cold Chain Expertise: Ensure the provider has experience with biologics and cold chain
solutions.

e Real-time Tracking: Implement monitoring for temperature and location updates during
refrigerated shipping to provide visibility throughout the journey.

4. STAFF TRAINING AND PATIENT
EDUCATION

Proper training and education are crucial for medication safety. Staff should be trained
on correct cold chain packaging procedures as required by URAC Standard P-MD 1-3:
Packing and Shipping Procedures. In addition, patients should receive clear
instructions on storing GLP-1 medications upon arrival. Education can include printed
instructions, phone calls, or digital resources.

5. COMPLIANCE WITH KEY
STANDARDS

Compliance with USP 1079, URAC 5.0, and ACHC standards is essential for GLP-1
medication safety. These standards guide proper storage, handling, and cold chain
shipping of temperature-sensitive products.



6. PARTNERING WITH A COLD CHAIN
EXPERT

Partnering with a specialized cold chain expert can streamline packaging, compliance,
and logistics. The right partner can ensure the effectiveness of cold chain packaging
solutions and insulated mailers, providing a consistent, high-quality experience for
weight loss medication recipients.

Choosing the Right Partner:

e Proven Expertise: Look for a partner with a track record of supporting GLP-1 medication
delivery and managing refrigerated shipping effectively.

e Cost-effective Solutions: Ensure the partner can provide a balance of performance, cost,
and sustainability for your cold chain needs.

CONCLUSION

Ensuring the safe delivery of GLP-1 medications requires comprehensive cold chain
management, including selecting the right packaging, thorough validation, reliable
distribution, staff training, and patient education. By partnering with an experienced cold
chain solutions provider, pharmacies can ensure compliance, medication safety, and enhance
patient satisfaction—all while optimizing costs and operational efficiency.
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