Considerations for the Continuous Quality Improvement Studies of Information and Product Shipment Integrity, Cold Chain Processes, and Data Reports 

The Centers for Disease Control and Prevention (CDC) is currently implementing a centralized distribution model that transforms the flow of the nation’s publicly funded vaccine.  As of January 2008, 58% of the grantees (representing 67% of the nation’s publicly funded vaccine) have transitioned to the centralized distribution model and are being serviced by McKesson Specialty out of the Memphis facility.  

In late 2007, the decision was made to pause centralized distribution implementation in order to accommodate the surge in orders associated with flu vaccine distribution as well as implement recommended changes from a Continuous Quality Improvement (CQI) study of the ordering and order fulfillment process.  The CQI team, which consisted of CDC, Booz Allen and McKesson Six Sigma Process Experts, recommended improvements to the timeliness, quality and quantity of the overall vaccine ordering and fulfillment process. 

As the grantee transition process prepares to resume, the CDC team has observed gaps in three specific areas of the order fulfillment process.   Therefore, CDC suggests an additional four-week CQI study focused on these three areas of the centralized distribution process:  

Information and Product Shipment Integrity – Grantees have noted lot number and expiration date discrepancies between the information received by the grantee and the physical product or McKesson-generated packing list received by the provider.  Incorrect lot code information not only presents challenges in grantee administration (especially for grantees that use registries for their vaccine program), but also would be a significant impediment in the event of a recalled vaccine.  Furthermore, looming electronic pedigree requirements make it important that this information is consistent.  As such, this aspect of the CQI study will use McKesson-generated grantee data to analyze the different sources of product information:  the actual product and McKesson-generated packing list received by the provider, and the corresponding data file received daily by the grantee.  

Cold Chain Monitoring and Standardization – In January 2008, McKesson logged 117 instances of non-viable vaccine due to an issue with the cold chain process or temperature monitor.  A non-viable instance occurred anytime the monitor recorded a variation in temperature outside the expected range throughout the duration of the shipment.  These issues may be caused by improper packing or outside temperature conditions.  

Data, Systems and Reporting Issues - There are numerous CDC and McKesson systems used to facilitate centralized distribution.  To date, only a high-level understanding of how these systems interact has been documented and communicated to all parties. As a result there has been some confusion as to how data are shared from system to system and from one environment to another.  When discrepancies occur or when data issues arise (unprocessed orders, mismatched NDCs, incorrect ship dates, inventory reconciliation, etc.), it can be difficult to discern the root cause. This segment of the CQI analysis will focus on an end-to-end process review including mapping out all the touch points of existing and planned systems (both CDC and McKesson) and their roles and activities, understanding when data are generated, exchanged, and processed, and identifying all of the data outputs and their recipients. One specific deliverable would include a reports matrix to include purpose, frequency, owners at CDC and McKesson. Another goal of this review will be to identify any known or potential "break points" in the system and recommend corrective action to reduce impact to the program.  

To investigate root causes of the above issues, a team consisting of representation from CDC, McKesson and Booz Allen will perform a review in accordance with the established CQI methodology.  This review will include data-driven analysis of the programs, interviews with staff performing the work, review of existing processes, and a presentation of recommendations for improving the processes.  An oversight committee made up of senior leadership from CDC, McKesson and Booz Allen will review findings, determine next steps, and approve recommendations.
This document can be found on the CDC website at:
http://www.cdc.gov/vaccines/programs/vmbip/downloads/cqi-080226-508.doc 
