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INITIAL STATEMENT OF REASONS

Title 17, California Code of Regulations, Section 6508
The California Department of Public Health (Department) is the successor to the Department of Health Services pursuant to Health and Safety (H&S) Code sections 131050 and 131051.  H&S Code section 131200 authorizes the Department to promulgate regulations for the execution of its duties.

The Newborn Screening Program (program) administered by the Department is mandated by H&S Code sections 125000, 125001 and 125025 to provide organized quality-assured screening of 560,000 births annually in California for several genetic disorders.  Disorders mandated for testing are established in Health and Safety Code sections 124977, 125000, 125001 and 125025, and in Title 17, California Code of Regulations, section 6501.  These disorders include amino acid disorders such as phenylketonuria, organic acid disorders, fatty acid oxidation disorders, galactosemia, congenital hypothyroidism, congenital adrenal hyperplasia, sickle cell anemia and other blood disorders.  

H&S Code sections 124977 and 124996 require that the program be “fully supported from fees collected.”  This fee may be adjusted by the Department’s Director as needed to meet costs.  The program previously collected $77 for each newborn tested.  The program also sold specimen record forms for $1 each.  The fees collected from the hospital of birth are deposited in a special fund called the Genetic Disease Testing Fund (GDTF).  The GDTF is used to pay expenses of program operations including costs of supplies, forms, educational materials and contracts with private vendors for laboratory analysis, tracking of positive test results, data processing and fee collection.  

The enacted State Budget for fiscal year 2006-07 authorized the expenditure of funds from the GDTF for the expansion of newborn screening to include cystic fibrosis (CF) and biotinidase deficiency (BD) testing.  Assembly Bill  1807 (Health Trailer Bill), Chapter 48, Statutes of 2006, amended H&S Code 124977 to include expansion of the GDTF Information System to include CF and BD information.  This added to the cost of the program, in part, because these additions require some new equipment and various reagents. 

CF screening requires additional reagents to be used with existing newborn screening equipment now in operation (Autodelphia laboratory equipment) to measure immunoreactive trypsinogen (IRT).  A second level test is then done which requires new equipment and procedures to test for CF mutations.  BD is tested for by using an automated semi-quantitative continuous flow enzyme method which requires new reagents and equipment.

CF is one of the most common of the serious inherited childhood disorders.  Approximately 100 babies are born each year in California with CF and there are currently 3,000 people with CF in the State.  A defective gene causes the body to produce abnormally thick, sticky mucus that clogs the lungs and leads to life-threatening lung infections.  These thick secretions also obstruct the pancreas, preventing digestive enzymes from reaching the intestines to help break down and absorb food. This often leads to impaired growth and development. 

An early diagnosis through newborn screening coupled with appropriate treatment can slow the progress of the disease before some irreversible disease processes have begun.  An early diagnosis is the first step in an appropriate CF medical care treatment plan.  An early diagnosis provides parents with more time to become educated about how to provide the best possible care for a child with CF and helps parents make informed life choices, including reproductive and health plan decisions. 

BD is an autosomal recessive inherited disorder where the body produces decreased amounts of the enzyme biotinidase. This enzyme is responsible for obtaining biotin (one of the necessary B vitamins) from protein in the diet.  Individuals with severe BD (less than 10% production of the enzyme) may have seizures, ataxia, hypotonia, dermatitis, hair loss, hearing loss, and developmental delay.  Treatment is relatively simple, inexpensive and safe.   Biotin is given orally each day.  There can also be individuals with partial biotinidase deficiency, with 10-30 percent of normal activity. They often do not have symptoms.  About 7-8 babies are born each year in California with severe BD. 

This screening expansion required an increase in the newborn screening fee to fully support the current program (which has recently experienced an unexpected increase in operational costs which was beyond the control of the program) and additional resources as described in the chart provided as Exhibit 1.

(a)  The Regulation

The emergency regulation raised the participation fee from $77 to $101.75.  The cost of the specimen record form remained the same at $1, which is added to the participation fee for total of $102.75.

(b)  Necessity of Regulation

The $24.75 fee increase was required to fully support the current program and the additional service expansions necessary to implement CF and BD screening components.  The additional expenditures are described in the dollar amounts in Exhibit 1.  The comments are based on past experience with implementation of newborn screening expansions, information collected from discussions with vendors and comparison of costs for similar services in other states and the private sector.  These regulations also reflected an unexpected increase in operational costs that which was beyond the control of the program.  

The emergency regulation does not duplicate any existing federal or state statute or regulation.
(c)   Scientific Documentation

The State is not relying on any specific documentation.

(d)   Mandated Specific Technology

No specific technologies are mandated by this emergency regulation. 

STATEMENT OF DETERMINATIONS

(a)
ALTERNATIVES CONSIDERED

There are no acceptable alternatives available if the current quantity and quality of program services are to be expanded and maintained consistent with medical standards.  Discontinuation or reduction of program services, which are the only other alternatives, would result in preventable newborn mortality and morbidity. The Department has made the initial determination that no reasonable alternatives considered by the Department or that has otherwise been identified and brought to the attention of the Department, would be more effective in carrying out the purpose for which this emergency action was taken or would be as effective and less burdensome to affected private persons than the emergency action.  

(b)
LOCAL MANDATE DETERMINATION

The Department has determined that this emergency action would not impose a mandate on local agencies or school districts, nor are there any costs for which reimbursement is required by Part 7 (commencing with 17500) of Division 4 of the Government Code.

(c)
ECONOMIC IMPACT

The Department has made the initial determination that this emergency action would not have a significant statewide adverse economic impact directly affecting businesses, including the ability of California business to compete with businesses in other states.

It is unlikely that a $24.75 increase in newborn screening fees, paid by the hospital of birth to the Department, is sufficient to require any significant increase in premiums for health insurance charged to businesses.  Past increases in newborn screening fees had no adverse business impacts that were reported to the Department.

The Department has determined that this emergency action would not significantly affect the following:

(1)
The creation or elimination of jobs within California, 
(2)
The creation of new businesses or elimination of existing businesses in California, 
(3)
The expansion of businesses currently doing business in California.

(d)
EFFECT ON SMALL BUSINESSES 

The Department has made an initial determination that there may be a small but undeterminable economic impact on some small businesses.  

(e)
EFFECT ON HOUSING COSTS

The Department has made an initial determination that the emergency action will have no effect on housing costs.

(f)
COST IMPACT

Persons having no health insurance coverage would incur a net cost increase of $24.75 per newborn screening test in compliance with this emergency action.

Representative business, such as insurance companies providing health care coverage, would incur an increase cost of $24.75 per newborn screening.  Except for these impacts, private persons and business would not incur any direct costs in compliance with the proposed regulations.
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