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June 20, 2014


Department of Public Health
The Commonwealth of Massachusetts
250 Washington Street
Boston, Massachusetts 02108-4619


RE: Comments from the International Bottled Water Association (IBWA)[footnoteRef:1] on the Department of Public Health proposed amendments to regulations concerning good manufacturing practices for food [1:  The International Bottled Water Association (IBWA) is the trade association representing all segments of the bottled water industry, including spring, artesian, mineral, sparkling, well, groundwater and purified bottled waters. IBWA members include bottled water bottlers, distributors and suppliers throughout the United States, including several small, medium and large size companies doing business in Massachusetts.] 


__________________________________________________

The International Bottled Water Association (IBWA) appreciates this opportunity to submit written comments on proposed amendments to 105 CMR 500.000: Good Manufacturing Practices for Food. After careful review of these proposed amendments, IBWA would like to offer the following comments of concern on several sections. We ask that the Department of Public Health (DPH) consider these comments prior to making any final decision on adoption of new amendments on the existing rules.

Supplemental Regulations for the Manufacture, Collection, Bottling, and Labeling of Bottled Water and Carbonated Non-alcoholic Beverages

500.090: General Requirements

500.090 (H)
In addressing the utilization of multi-use equipment, the proposed regulations cite 21 CFR part 129 on cleaning and sanitizing this equipment. IBWA has continually requested the United States Food and Drug Administration (FDA) rewrite these regulations in an effort to better accommodate the needs of water bottlers. Given that the industry continues to work on this issue with federal regulators, IBWA would support DPH efforts to maintain regulations on multi-use equipment that conforms with current federal provisions.

500.090 (J)(2)(a) and (b)
The new language being proposed would require bottlers who have the term “spring”, “springs’ or “spring water” in their company name and whose water source is not a spring to adapt the type size on the label when identifying the source. This proposed language would be problematic for bottled water companies that bottle multiple types of water and contain the word “spring”, “springs” or “spring water” in their company name. There are bottlers that bottle spring water as well as other types of water and the cost and inconvenience of having to use separate labels for unique sources will impede their ability to offer multiple products to their customers. IBWA would suggest that bottlers who bottle both spring and other water sources be allowed to maintain one uniform label as it applies to their company name.

500.091: Water Source Protection, Treatment, and Modification for Bottled Water and carbonated Non-alcoholic Beverages

500.091(A)(5)
For in-state sources, DPH is required to forward specific application information with regard to a water source to the Department of Environmental Protection (DEP). It is under the direction of the DEP to make recommendations before approval of: (1) a water source, (2) any modification to a water source, (3) treatment needed to bring the water source into compliance, and (4) any changes to that treatment. 21 CFR 129 states: (a) Approved source when used in reference to a plant’s product water or operations water means a source of water and the water therefrom, whether it be from a spring, artesian well, drilled well, municipal water supply, or any other source, that has been inspected and the water sampled, analyzed, and found to be of a safe and sanitary quality according to applicable laws and regulations of state and local government agencies having jurisdiction. IBWA suggests that the jurisdiction for any recommendations on water source quality and testing for bottled water remain with the DPH and not be subject regulation by DEP.

500.091(A)(6)(b)
For the sale of products when a new or modified source or treatment is being used, one of the requirements for information submitted to DPH would be the results of a chemical, physical, microbiological, and radiological analysis of the source water “…if the source water system that the bottler treats in a way that does not meet the definition of minimal treatment…” This standard may lead to confusion. IBWA recommends that it be clearly stated what is required by the DPH based on the definition of minimal treatment. IBWA recommends the following language for this section “…if the source is not a public water system, or if the source is a public water system that the bottler treats beyond the definition of minimal treatment, i.e., beyond mechanical filtration and disinfection, the results of a complete chemical, physical, microbiological, and radiological analysis of the source water and of each of the different finished products bottled by the facility, as specified in 105 CMR 500.093(A).” 

500.092: Quality Standards for Bottled Water and Carbonated Non-alcoholic Beverages

500.092(A)
This section requires source water to be compliant with regulation 310 CMR 22.00 promulgated by DEP and includes any additional MCLs promulgated by EPA. IBWA recommends that since bottled water production and source requirements are regulated by the FDA on the federal level and not the EPA, that any state regulation come under the jurisdiction of DPH. For purposes of conformity among federal and state guidelines, it would be advisable to ensure that bottled water be regulated by the state agency that oversees safety of food products.

500.093: Sampling and Testing Requirements for Bottled Water and Carbonated Non-alcoholic Beverages

500.093(A)(2)(c)
The language states that the methods for analysis shall be as specified in 21 CFR 165.110(b). The FDA permits the use of any approved method, not only the ones in 21 CFR 165.110(b). FDA publishes approved methods for analysis in an effort to notify and inform the regulated community of the methods that will be utilized by FDA laboratories in enforcement actions.

500.093(B)(1) and 500.093(B)(2)
Regarding addition testing, the amended language states that testing and submission results may be requested by DPH should there be a “reason to believe” that a substance may be present in a water source. IBWA believes that compliance should be based on confirmed test results not upon the inclination of DPH as to potential threats. This is another instance where the Department is using terminology and regulations that are put forth in EPA provisions and not FDA Standards of Quality. IBWA urges the Department to make any recommended changes based upon FDA regulations in order to maintain the uniformity of the regulatory process for bottled water as a food product.

We appreciate this opportunity to offer these comments on the proposed regulation changes. Should you have any questions, please contact us at any time.

Sincerely,


James P. Toner, Jr.
Director of Government Relations
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