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Dear Sir or Madam:

DOCKET 99N-0386


This is to respond to one of the questions the Food and Drug Administration (FDA) asked of FDA Stakeholders regarding implementation of the FDA Modernization Act of 1997 (FDAMA).  In “A Message to FDA Stakeholders: FDA’s Progress in Implementing FDAMA,” dated March 1999, you ask what actions we would propose to enable FDA and its product centers to focus resources on areas of greatest risk to the public health.  The California Department of Health Services, Food and Drug Branch (FDB), proposes that FDA take advantage of the experienced and well established drug and medical device inspection programs in California by entering into a partnership relationship with FDB that includes:

· Mutual recognition of inspections (the State of California already recognizes federal inspections),

· Reestablishing state contracts to perform drug and medical device inspections,

· Joint planning to assure that scarce inspection resources are efficiently deployed, 

· Sharing pertinent inspection and compliance information, and

· Joint training and professional development activities to maintain technical proficiency and assure consistency.


Such a partnership could move FDA substantially closer to FDAMA’s objective of meeting inspection and post marketing obligations.


FDB enforces state adulteration, misbranding, false advertising, product approval, and manufacturer licensing statutes.  Key federal regulations are adopted as state regulations including drug good manufacturing practices, the device quality system regulation, and regulations pertaining to the investigation and approval of new drugs and devices.  State laws recognize and accept certain federal regulatory activities such as inspections and product approvals as meeting state requirements.  This avoids duplication, reduces the burden on industry, and permits the direction of resources to priority public health needs.

Food and Drug Administration

Page 2

April 19, 1999


FDB licenses drug and device manufacturers in California and inspects them for compliance with state laws and state-adopted federal regulations.  State law requires FDB to inspect each licensee once every two years.  California law was recently amended to authorize use of recent (within two years) federal inspection information for state license renewal purposes, and to enable the state to share its inspection information with FDA.  California industry supported these amendments as a way of avoiding duplicative regulatory inspections.  There is legislation pending this year that contains amendments intended to make California law consistent with FDAMA.


State and federal budget constraints continue to limit the resources available to address core public health protection activities.  State and federal drug and medical device inspection resources combined are not nearly sufficient to regularly inspect California drug and medical device firms.  Good business practice dictates that these scarce resources be carefully managed.  Although state and federal investigators informally exchange inspection information and conduct occasional joint inspections, there is not an established national mechanism for coordinating state and federal inspections to avoid duplication, or for FDA to accept state inspections as meeting federal inspection requirements.  FDA recognition of state inspections would allow FDA to direct its scarce field inspection resources to other high priority inspection work not performed by the state such as foreign inspections, product approval inspections, and imports.


The Department has conducted numerous federal drug (medical gas) and medical device (Class II and Class III devices) manufacturer inspections under FDA contract.  Although we do not have current contracts due to federal budget limitations, we have had inspection contracts in place for the previous four federal fiscal years.  State investigators are fully trained and qualified to conduct these inspections and are familiar with FDA inspection requirements.  FDA should reestablish these contracts.


FDB places a high priority on developing and maintaining investigator skills.  For example, all of FDB’s medical device investigators have received FDA medical device training and passed a federal proficiency test on the quality system regulation.  Each year state investigators receive additional training, including all applicable training offered by FDA, to update them on new technical and legal issues, and to improve their inspection skills.  Training this year (1999) has included quality audit training and certification (AAMI), and FDA co‑sponsored workshops presented in California covering topics such as QSIT, device HACCP, and in vitro diagnostic device requirements.

Food and Drug Administration

Page 3

April 19, 1999


In your message to stakeholders, you note that budget constraints are a serious hurdle to performing the core business of the agency and meeting the public’s expectations.  California is facing difficult resource management issues as well.  But by joining forces in a partnership that includes mutual recognition of inspections, contracting, joint planning to assure that inspections are coordinated and the highest priority work is addressed, information sharing, and joint training and professional development, we can make the best use of the resources we have available.  We look forward to continuing cooperative work with FDA in assuring the safety and quality of devices and drugs produced in California.


Sincerely,



Stuart E. Richardson, Jr., MPH, Chief



Food and Drug Branch
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