Dear Governor Schwarzenegger,

This letter is a request that you address and resolve a problem of excessive duplicative regulation and taxation of physician operated laboratories (POL’s) by the State Department of Health Services (DHS) and the State Laboratory Field Service (LFS) since they refuse to do so.  A POL is defined as a laboratory run in a physician’s office performing laboratory tests only on that physician’s own patients.  Many physicians in California run their own office laboratories performing laboratory tests on their own patients, reducing costs of those tests and giving the physician timely and accurate information from those tests so that they can give timely, efficient, and effective care to their patients.  These laboratories are regulated and inspected by the federal government CLIA (Clinical Laboratory Improvement Act) regulatory system that began in 1992.    Physicians’ Office Laboratories are inspected every two years and pay a fee every two years to the Federal CLIA Office, ranging from hundreds to thousands of dollars depending on the volume and complexity of laboratory services rendered.  These inspectors come into the physician’s office laboratory and inspect their equipment, records, and patient charts assuring quality and safety of those POL’s.  

In 1996, California sought to take over the Federal CLIA inspections of POL’s and receive the revenue from the fees charged.  The state legislature passed a law, SB 113, and Governor Wilson signed it, empowering the State DHS and LFS to perform these inspections and to charge fees for those inspections, with the specific intent of taking over the Federal CLIA program, not to duplicate it.  Unfortunately, the Federal Government was going to charge the state $2.5 million dollars per year every year to take over the program.  The State declined to take over the inspection program and decided not to inspect and charge POL’s.  The State DHS and LFS have not done so to this day, with very few exceptions.  Over the past year, the State LFS has instituted their own CLIA inspections and fee assessments of all POL’s, trying to create an additional revenue stream to supplement their budget.  This regulation and taxation is totally duplicative and is a barefaced attempt to squeeze out more money from physicians in California.  The DHS wants to regulate POL’s that perform moderate and high complexity laboratory tests, but the Federal Government CLIA program already does that in a very thorough manner.  Remember, the State has not inspected POL’s and assessed fees, ever.  There is no compelling evidence that there is a need for the State to perform this duplicative regulation and taxation.

You profess to be on the side of business, especially small business with respect to reducing the burden of needless regulation on small businesses.  Physician practices and POL’s are the quintessential small businesses that need regulatory relief in this specific case.  Please endorse the repeal of the State Laboratory License Law of 1996, or at least expempt all POL’s from this law.  There  is no need for this law.

