	






Local Fund Agent Verification of Principal Recipient (PR) compliance with Good Storage and Distribution Practices[footnoteRef:2] (GSDP) [2:  This document uses the term Good Storage and Distribution Practices (GSDP) to refer to the principles and requirements covering transportation, storage, and distribution practices of health products, in alignment with the Quality Assurance Policies.] 


VERSION: April 2026
Objectives
The primary objective of this verification is to assess whether Principal Recipients (PR) comply with: 
· the Global Fund’s (GF) Quality Assurance (QA) requirements for Good Storage and Distribution Practices (GSDP) in relation to health products procured with GF resources. 
· requirements for licensing of health products (HPs) storage & distribution premises by the regulatory authority (RA).
This compliance verification aims to ensure that all health products are handled, stored, transported and distributed according to the required standards to minimize risks to public health and safety.

Background
Transportation, storage and distribution are integral components of the supply chain management of health products. Effective management of these activities ensures that health products maintain their quality[footnoteRef:3] throughout the supply chain, from procurement to delivery. Principal Recipients (PRs), their contractors, sub-recipients, distributors, as well as downstream entities such as hospitals, clinics, pharmacies, all play critical roles in safeguarding product quality throughout the supply chain. [3:  For the purpose of this document, the term 'quality' refers to quality, safety, and either efficacy or performance.] 

GSDP encompasses principles for proper handling, transportation, storage, and distribution of health products to maintain their quality. It includes guidelines for storage conditions, transportation processes, and the traceability of products throughout the supply chain.
Given the risks associated, the Global Fund requires recipients to comply or ensure compliance with WHO or internationally recognized guidance for good storage, and distribution practices applicable to the respective Health Product category as quoted in the Quality Assurance policies[footnoteRef:4], Health Product Management Guide[footnoteRef:5] and other relevant operational guidance[footnoteRef:6].  [4:  https://www.theglobalfund.org/en/sourcing-management/quality-assurance/]  [5:  https://www.theglobalfund.org/media/5873/psm_procurementsupplymanagement_guidelines_en.pdf]  [6:  See GF QA webpage for related guidance documents: https://www.theglobalfund.org/en/sourcing-management/quality-assurance/] 

Scope of Work
[The detailed scope is to be agreed between the LFA and the Country Team prior to commencing the work]:

The LFA’s verification activity aims to assess compliance with GSDP at any point within the health product supply chain including potential risk for the quality of health products. This includes the entire process from the manufacturer’s premises to their final delivery to end-users/patients. 
Depending on the applicable Incoterm, the responsibility for transportation from the manufacturer’s premises to the country may lie with a party other than the PR. In such cases, the scope of verification of transport compliance should be limited to the segments of the supply chain under the PR’s responsibility.
The scope may encompass the following:
· Supply Chain Actors: Verification may include central medical stores, regional and district storage facilities, hospital pharmacies, distribution centers, or any other relevant storage and distribution point within the supply chain.
· Health Product Handling and Storage: Assessment of storage conditions to ensure compliance with GSDP, adherence to labeling and the preservation of product quality.
· Distribution Practices: Evaluation of processes and controls during product transport to ensure adherence to GSDP and the integrity of the supply chain.
· Compliance with applicable requirements: Verification of licensing, regulatory adherence, and alignment with both national standards and Global Fund quality assurance requirements for GSDP  
· Inventory Management: Processes for inventory tracking, traceability, and reconciliation.
· Risk mitigation activities apply to specific health products.
Methodology
The LFA should verify compliance with GSDP across all relevant supply chain actors, including Principal Recipients (PRs), contractors, sub-recipients, distributors, central and regional stores, hospital/clinic pharmacies, or distribution points.
The methodology should include the following steps:
· Awareness Assessment: Evaluate the understanding of PR staff, contractors, sub-recipients, and other supply chain actors regarding both Global Fund QA requirements for GSDP and the statutory and regulatory requirement for transportation, storage and distribution.
· Compliance Check: Verify compliance with statutory and regulatory requirements and adherence to Global Fund QA requirements for GSDP across the selected supply chain actors.
· Process Review: Assess the methods and procedures in place at PRs, contractors, sub-recipients, and other storage/distribution entities for compliance with GSDP (including Inventory and risk management) and their effectiveness.
· On-Site inspection and Desk Reviews: Conduct on-site inspections and/or desk reviews based on a sampling plan agreed with the Global Fund Country Team prior to commencing the work[footnoteRef:7]. The sampling plan may vary depending on the context, risks identified, and findings. The LFA may decide to (i) perform desk reviews at certain facilities, (ii) complement desk reviews with on-site inspections, or (iii) conduct stand-alone inspections where warranted. The decision on the mix and sequencing of desk reviews and on-site inspections should be agreed with the Global Fund Country Team and remain flexible, guided by risk assessment and the sampling approach. [7:  Sampling plan:
A documented plan that specifies the items, records, or facilities to be reviewed or inspected, including the number and frequency of selection, to ensure appropriate coverage during a review or an inspection ] 

Review of Documented Information
· Review applicable standard operating procedures, work instructions, internal policies, and other relevant documents at the PR and associated transportation, storage, and distribution facilities to assess compliance with Global Fund’s GSDP requirements, as well as WHO and FAO guidelines on Good Storage and Distribution Practices.
· Review storage, transport and distribution records, utilizing a sampling plan where necessary to cover the studied period.
· Ensure the records demonstrate compliance with required storage conditions, inventory management, and product traceability.
· Consideration should also be given to environmental factors during transportation, particularly in LMIC settings where uneven or all-weather roads may result in significant vibrations. These conditions may affect the integrity of health products (e.g. tablets stored in containers). While manufacturers may not have explicitly defined storage or transport conditions related to vibration, discussions are ongoing (e.g., friability testing under consideration), and such risks should be acknowledged in the review.
· Verify the availability of records of calibration activities of weight, temperature, and humidity monitoring equipment at defined intervals or prior to use, and
· Review relevant records to confirm compliance of storage conditions with product-specific labeling requirements, inventory management practices, and GSDP standards.


On-site Visit and Visual Inspection
· Conduct on-site visits guided by a sampling plan that reflects the diversity of facilities in scope (e.g., central medical stores, regional and district warehouses, hospital pharmacies, community pharmacies, and distribution points). The sampling plan should be risk-based, considering factors such as product categories handled, throughput volumes, geographic spread, compliance history, and logistical complexity.
· At each selected site, perform a structured visual inspection of storage and distribution conditions, covering temperature and humidity control, monitoring equipment availability, identification of the measuring equipment and their status on calibration ), cleanliness, shelving and stacking practices, segregation of products, pest control, and premises security.
· Verify whether actual practices align with GSDP standards and product labeling requirements, including whether any non-conformance is adequately addressed, e.g. through adequate interim and/or risk mitigating measures).
· Cross-check records on site (e.g., temperature logs, calibration certificates, inventory registers) to substantiate observed practices are consistent and sustained over time.
· Document observations systematically and ensure findings feed into the overall compliance assessment, including recommendations on whether additional desk reviews or targeted follow-up inspections are required.

Interviews and Knowledge Assessment
· Interview key personnel involved in the storage, distribution of health products, including PR representatives, medical store managers, distribution managers, logistics/supply managers, hospital and pharmacy staff, contractors/sub-recipients, and regulatory authorities.

Scope of the LFA review
The LFA verification of compliance with GSDP by the PR should include the following:
0. Compliance Assessment
· Confirmation whether all storage, distribution facilities meet applicable licensing, requirements, as well as whether they are compliant with Global Fund QA requirements for GSDP.

· Storage and Handling Conditions: Verification that health products are handled and stored according to GSDP, including compliance with labeling requirements. 
Process Evaluation
· Operating Procedures:  Verify the existence, adequacy, and implementation of Standard Operating Procedures (SOPs) supporting GSDP compliance across the supply chain.
· Inventory Management: Verification of procedures ensuring proper inventory management, product traceability, and reconciliation across storage, transport and distribution.
· Review of representative based sampling, as considered feasible: LFA findings should be ideally collected based on the review of a representative sample of documentation and records to provide sound evidence.
Risk Management
· Specific Health Products: Evaluate if appropriate risk management strategies are in place for handling, and storing specific health products, including high-risk or temperature-sensitive items. Assess how observed gaps from on-site inspections are addressed and associated risks mitigated.
· Staff Knowledge and Awareness: Assess the understanding and competency of PR staff, hospital and pharmacy personnel, and other supply chain actors regarding Global Fund QA requirements and GSDP standards. Verify whether staff involved in transportation, storage and distribution, are aware of potential risks and associated mitigation measures and trained to implement mitigation measures effectively.
· Preventive and Corrective Measures: Review documented procedures or actions taken to prevent, detect, and correct deviations from GSDP standards across storage, distribution activities. Determine if measures are proportionate to identified risks and consistently applied.
Deliverables and Timeline
The LFA is expected to provide the following deliverables: 
Final Report
1. Executive Summary: Key findings and summary of main recommendations prioritized based on significance.
2. Activity Description: including tasks performed, documents reviewed, and stakeholders consulted with confirmation of whether all planned verification activities were completed or, if not, identification of those not performed and explanation of reasons.
3. Issue Analysis: Contextualized analysis of issues, risks identified based on the severity of the observations (see annex 1 on the GDF deficiencies definition), with a summary of potential contributing factors.
4. Recommendations: Identification of areas requiring improvement, with actionable, prioritized according to risk level, and time-bound recommendations to enhance compliance across transportation, storage and distribution:
· Recommendations for strengthening oversight and monitoring mechanisms for subcontracted or external distribution points, as relevant (e.g., hospitals, pharmacies, and community outlets), to ensure alignment with GSDP and Global Fund QA requirements.
· Suggestions for targeted training, guidance, or technical assistance where gaps in knowledge or practices are identified, to reduce risk of non-compliance.
· Where relevant, highlight for identified systemic risks which high-level interventions or policy adjustments may be required to ensure consistent QA across the supply chain.
· As relevant, state any recommended measure the PR may need to take in relation to facilities under their direct control.
5. Annexes: Supporting documented evidence relevant to the verification findings.
Timeline
The final Report should be issued within a timeline agreed between the CT and the LFA after completion of the on-site verification activities.
In cases where the LFA identifies any critical issues during the course of the LFA review/verification, such as major risks to patients’ wellbeing due to poor quality, safety, efficacy or performance issues, it must alert the Global Fund Country Team with the details of such issues immediately without waiting for the finalization of the LFA report.

Service Delivery
This verification should be undertaken by the LFA PSM Expert. S/he can be supported, as needed, by other LFA team members in the planning and during the verification but remains accountable for the technical content of this report.
The LoE for this verification exercise, including report writing, depends on the elements of the ToR and the number and location of service delivery sites that are effectively included in the review.
The LoE should be agreed beforehand between the Global Fund Country Team (CT/HPM) and the LFA, considering the elements of the ToR and the number and location of service delivery sites included in the review.
Reference documentation
· Guide to Global Fund Policies on Procurement and Supply Management of Health Products https://www.theglobalfund.org/media/5873/psm_procurementsupplymanagement_guidelines_en.pdf 
· WHO Good Storage and Distribution Practices for Medical Products in WHO Technical Report Series, Annex 7 No. 1025, 2020
· FAO Guidelines on retail distribution of pesticides with reference to storage and handling at the point of supply to users in developing countries available at https://www.fao.org/fileadmin/user_upload/obsolete_pesticides/docs/retail_es.pdf 
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