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TO:

Commissioner Monica Bharel, MD, MPH, and Members of the Public Health Council

FROM:
 Kevin Cranston, MDiv, Director, Bureau of Infectious Disease 



Alfred DeMaria, MD, Medical Director, Bureau of Infectious Disease
  

State Epidemiologist

DATE: 
October 21, 2015


RE:
Proposed Rescission of 105 CMR 730.00:  The Distribution of Biologic Products and 105 CMR 731.00:  The Sale of Surplus Biologic Products
Introduction
The purpose of this memorandum is to advise the Public Health Council on the proposed rescission of 105 CMR 730.00:  The Distribution of Biologic Products and 105 CMR 731.00:  The Sale of Surplus Biologic Products.  
105 CMR 730.000 was promulgated in 1935 and designates boards of health in cities and towns as the responsible agencies in their communities for the procurement, proper storage, and issue of biologic products – namely vaccines – used to control diseases dangerous to public health, and provides standards for the procurement, proper storage and issue of these biologic products.  105 CMR 731.00 was promulgated in 1939 to provide for the sale of "excess" biologic products, as determined by the Department.  
Both of these regulations were promulgated prior to consolidated and centralized vaccine procurement and distribution by the Department of Public Health. 
Background
In 1904, the MDPH began producing smallpox vaccine and distributing it to cities and towns.  As more vaccines became available, childhood vaccines in particular were distributed using local boards of health in cities and towns as depots for local clinical providers.  The Department then promulgated 105 CMR 730.000 to establish a regulatory framework to authorize unlicensed local entities to acquire, store and distribute such biologic products.  Additionally, 105 CMR 731.000 set forth a regulatory framework to sell any excess biologic products held by these local entities to out-of-state providers. 
Proposed Rescission
In 2008, the Department began accessing the federal vaccine depot, a mechanism for storing and allocating CDC-purchased vaccines, to order vaccinations on behalf of local health departments.  Once electronic vaccine orders are transmitted, the CDC centrally purchases vaccines from manufacturers to fill state vaccine orders, and stores them at regional distribution depots (Massachusetts utilizes the regional depot in Nashville, TN).  Vaccines are distributed on a “just in time” basis, eliminating the need for long term local storage.  

The Department then utilizes the Massachusetts Immunization Information System, established in 2015, to further allocate any excess vaccines to other providers within the state.  Additionally, the CDC credits Massachusetts for any unused vaccinations, which can be applied to further allocations.  Because of this, there is no excess biologic products eligible for sale to out-of-state providers, rendering 105 CMR 731.000 unnecessary. 
Conclusion

After an initial presentation to the Public Health Council, a public hearing and comment period will be held. Any comments received will be reviewed and presented to the Public Health Council at a subsequent meeting. If approval for rescission is granted, the Bureau of Infectious Disease will proceed with rescinding these regulations. 
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