California Bill

We need to have this bill analyzed to see what problems it could cause. nGenerally every law that is not necesary winds up costing the supplier and consumer more. Are supplements being treated more strictly than foods and if so, is there a need for this?
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ASSEMBLY COMMITTEE ON HEALTH

 Dario Frommer, Chair

SB 779 (Speier) - As Amended:  May 5, 2003

SENATE VOTE  :   25-14

SUBJECT:   Dietary supplements: manufactures and distributors: adverse event reports.

SUMMARY: Requires manufacturers and distributors of dietary supplements to send to the Department of Health Services (DHS), on a quarterly basis, copies of all adverse event reports  relating to their products.  Specifically,  this bill  :

1) Authorizes DHS to charge a fee to cover the cost of reviewing those reports.

a) Creates the Dietary Supplement Consumer Complaint Fund  (DSCCF), into which fees will be deposited; and

b) Designates DSCCF as the main source of funding to implement this program.

2) Exempts dietary supplements that contain only vitamins or  minerals.

EXISTING LAW

1) Defines, under the federal Dietary Supplement Health and Education Act (DSHEA), a dietary supplement as a product intended to supplement the diet that includes ingredients such as vitamins, minerals, herbs, or amino acids.  DSHEA directs dietary supplements to be treated in the same way as food, putting the burden of proof on the Food and Drug Administration (FDA) to demonstrate that a dietary supplement is unsafe or if information provided on a product is false or misleading.

2) Regulates the packaging, labeling and advertising on food, drugs and cosmetics.  Makes violations of these provisions a crime.  Requires that warning labels included on dietary supplements manufactured or sold in California be clear and conspicuous.
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FISCAL EFFECT: According to the Senate Appropriations Committee analysis, DHS has estimated that the annual cost of reviewing reports would be approximately $300,000 from the DSCCF.  There would also be one-time start-up costs for equipment of approximately $30,000.  All costs would be offset by fees.

COMMENTS  :

1) PURPOSE OF THIS BILL.  According to the author, dietary supplements are sold in the marketplace prior to any approval process demonstrating their safety or efficacy.  As a result, manufacturers of dietary supplements are not required to submit any information to authorities relating to the safety of their product.  The author states this bill would give DHS access to important data, in the form of Adverse Event Reports (AERs), which dietary supplement manufacturers collect, but are not inclined to share with authorities.

2) BACKGROUND.  The dietary supplement industry has grown tremendously over the past several years.  According to the U.S. Inspector General's (IG) office in the Department of Health and Human Services (HHS), about 60 percent of Americans take some form of dietary supplement.  However, in a study conducted by the IG to assess the effectiveness of FDA's AER system for dietary supplements, the IG found the system detects less than one percent of all events that actually occur.   The author points to recent deaths associated with the use of ephedra as an example of the need for a more comprehensive system to guard the public health against harmful effects from dietary supplements.  The IG's first recommendation for a better system is to require dietary supplement manufacturers to report serious adverse events to FDA for some products.  The FDA, through the Center for Food Safety and Applied Nutrition (CFSAN), is taking steps to implement a new system by which to collect AERs, but has yet to bring the system together.  This bill will make the requirement effective in California.

3) SUPPORT.  The California Medical Association (CMA) argues that this bill is an urgently needed fix to the problems created when people underestimate the effect that dietary supplements will have on their health, especially as they interact with an individual's underlying medical conditions and prescription
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medications.  CMA believes that the reporting requirement in  this bill will give Californians and their legislators a clear picture of the magnitude of the problem, so that if needed,  appropriate action may be taken.

4) OPPOSITION  .  Opponents of the bill are concerned with the lack

of focus provided in this bill.  For example, the Consumer Healthcare Products Association (CHPA) is concerned the bill does not specifically define the type of information that is  required.  CHPA suggests without this definition, manufacturers and distributors will be required to submit all information, thereby flooding the system with reports that have no merit.  In addition, CHPA states this requirement will double the reporting requirements that will be mandated as the federal government moves toward mandatory reporting.  The General Nutrition Corporation (GNC) points out that the bill requires the system to be industry-funded, with no mechanism to indicate how costs will be allocated, or any framework on how the information will be used.  Finally, the American Herbal Products Association agrees with the need to establish regulations that would require the submittal of serous AERs to the FDA within 30 days, but is concerned with the impact on manufacturers by the creation of a single-state system.

5) RELATED LEGISLATION.  SB 582 (Speier) would ban the sale of dietary supplements containing ephedra except when prescribed or dispenses by a licensed health care provider.  Last year two enacted bills dealt with the safety dietary supplements. SB 1884 (Speier), Chapter 1005, Statutes of 2002, prohibits  the sale or distribution of any dietary supplement product containing ephedrine group alkaloids or steroid hormoneprecursors, unless the product label contains a warning statement, as specified, and requires the clear and conspicuous display of the FDA MedWatch telephone number for consumers to report adverse events.  SB 1948 (Figueroa), Chapter 1006, Statutes of 2002, requires that warning labels included on dietary supplements manufactured or sold in California be clear and conspicuous.

6) QUESTIONS AND COMMENTS.  Recent reports related to the effectsof ephedra have sparked public concern about the safety of dietary supplements.  While it would be useful to have more information about the effects of dietary supplements, the bill

 Provides no mechanism to suggest how the information is to be used by DHS.  In addition, this bill does not create a uniform
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requirement for the information submitted.  For example, the term "adverse event" is not defined and could lead to individual determinations by supplement manufacturers.  The FDA provides a definition of "adverse event" through its MedWatch program as "any incident where the use of a medication (drug or biologic), at any dose, a medical device?or special nutritional product is suspected to have resulted in an adverse outcome in a patient."  The FDA further instructs that it is not necessary to be certain of a cause and effect relationship between the adverse event and the use of the product in question.  Is this what the author intends?

Will this lead to the submittal of countless unrelated claims?

Is this method scientifically reliable?  Would it be more reliable if doctors were required to submit AERs based on seeing a patient and asking questions?  How will it be enforced?  Will type of recourse will DHS have against manufacturers who do not comply?  Will there be a fine for non-compliance?
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Support
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American Herbal Products Association
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Consumer Healthcare Products Association
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National Nutritional Foods Association.

Starlight International
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