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CHAPTER 109. SAFE DRINKING WATER


BOTTLED WATER PERMIT BY RULE





§ 109.1005. Permit requirements.





Comment #1





The commentators expressed concern that the provision in §109.1005(c) requiring a permit amendment under subsection (f) for “...the expanded use of existing permitted sources used by the bottled water system....” would unintentionally expand or enlarge the scope of the permit amendments requirements.  The language appears to impose a permit amendment requirement for any “expanded use” of an existing permitted source.  Generally, increases in the amount of water withdrawn within an approved safe yield do not require a permit amendment which are for “substantial modifications” to the system.  A recommendation was made to add the phrase “...if required by subsection (f)...” to clarify that a permit amendment would only be required if the change represents a “substantial modification” to the system.  (1 & 2)





This new provision should be clarified since the understanding was that the intent of the permit by rule was not to expand the permit requirements.  (3)





Response #1





The Department agrees that the intent of the permit by rule was not to expand the permit requirements.  The language under question was to specify that the permit by rule only applies to the processing, manufacturing and bottling facilities for producing bottled water products and not the source(s) used.  Therefore, the proposed provision will be replaced by “...The permit by rule does not apply to the collection facilities.”  Collection is defined in Chapter 109 as “the parts of a public water system occurring prior to treatment, including source, transmission facilities and pretreatment storage facilities.”  Substantial modifications to the collection facilities require a permit amendment under Section 109.1005(f).  Examples of “substantial modifications” are contained in subsection (f).   The Department determines if the modification is a “substantial modification” requiring a permit amendment considering the magnitude and complexity of the proposed modification and the compliance history of the bottled water system.  Bottlers operating under the permit by rule have the opportunity to contact the Department to determine if a proposed modification to the collection facilities constitutes a “substantial modification.” 








Comment #2





In subsection (c)(1), the protocols should be identified that may be used by the Department in making the determination whether the bottled water system uses groundwater sources that are not under the direct influence of surface water. (3)





Response #2





For determining whether the groundwater source is directly affected by surface water, the Department uses the Guidance for Surface Water Identification Protocol.  This Protocol specifies the procedures and methods used for data collection and analysis in evaluating whether the groundwater source is under the direct influence of surface water.  The language in the proposal will be modified to read “...permitted groundwater sources which are not under the direct influence of surface water as determined through the Department’s Guidance for Surface Water Identification Protocol or finished water from a Department approved community water system.”








Comment #3





The commentators expressed concern over the requirement in §109.1005(c)(3)(i) that the third-party evaluator demonstrate that “it is independent of the bottled water systems using the organization’s services...” It was believed this would eliminate from consideration industry organizations that have the knowledge and information that would enable them to serve as particularly effective evaluators.  


Some inspection organizations include membership in the bottled water industry organization or receive financial support from the bottled water companies.  The commentators recommended adding the word “...operationally...” before “..independent...” to ensure the objectivity of the evaluations but not eliminating from consideration the expert organizations who may have among their members companies from the bottled water industry. (1 & 2)





It should be further defined or explained how “independence” from the bottled water industry will be determined.  (3)





Response #3





Examples of inspection organizations with membership in or which receive financial support from the bottled water companies were not provided.  It is crucial that the evaluation or inspection agency be independent from the bottled water industry.  This is a key element of the permit by rule in assuring regulatory compliance and public health protection.  





The American National Standards Institute (ANSI) is a nationally recognized accreditation agency for third-party certification organizations and agencies including testing/inspection organizations. Accredited inspection organizations certify compliance with specific requirements and standards including government regulations.  The ANSI evaluates the accreditation applicant’s organizational structure to determine if the organization is “controlled” by the party that would be inspected or evaluated.  If there is a potential conflict of interest, ANSI will recommend corrective measures to enable the organization to be accredited as a third-party inspection organization.





For accreditation by ANSI, the third-party organization must also have a method for handling complaints, a system for appeal of unresolved or other complaints or disagreements, an effective internal quality control system appropriate to the type, range and volume of work performed, and sufficient staff with the necessary education, training and experience to carry out the work for which it claims to be competent and subject to effective supervision.  Requiring ANSI accreditation as a third-party inspection agency or organization would address subsection (c)(3)(i) pertaining to demonstrating independence from the bottled water systems using its services, subsection (c)(3)(iii) pertaining to having an established system for investigating complaints and an appeals process, subsection (c)(3)(iv) pertaining to a documented quality assurance and control program and subsection (c)(3)(v) pertaining to the capability through experience and/or training to conduct the on-site evaluation program.





In the final amendments, the requirement that the inspection organization be accredited by ANSI as a third-party inspection agency will replace the present language in subsection (c)(3)(i) and subsections (c)(3)(iii), -(iv) and -(v) will be deleted.”








Comment #4





Subsection (c)(5)(ii) allows validation of treatment technologies through “protocols developed by...but not limited to, NSF, the American Water Works Association Research Foundation and the EPA Technology Verification Program.”  We question what other organizations will be acceptable and recommend the Department publish an annual list of organizations whose standards it deems acceptable. (3)  








Response #4





The Department believes providing an annual listing of all organizations could be resource intensive.  The Department would have to determine the acceptability of such organizations and evaluate their testing protocol to assure compliance with the requirement.  In addition to Universities and colleges, industry or trade organizations could conceivably request Department acceptance.  The Department’s intent was to minimize the need for approval of evaluation organizations and protocols. 





In the final amendments, the Department will delete the reference to protocols and refer to only treatment technologies certified under the appropriate ANSI/NSF Standard by the NSF or other certification organizations acceptable to the Department and those technologies verified under the EPA Environmental Technology Verification Program.  





In addition, the final amendments will include as validated treatment technologies those that have been permitted by the Department for the bottler operating under the permit by rule.  The permit by rule pertains to permitted in-State bottled water systems.  For the initial permit application, the Department evaluates the proposed treatment technologies to determine acceptability.  These treatment technologies may not be certified or verified.  Under the proposed amendments, the bottler operating under the permit by rule would not be able to add these treatment technologies to a new or additional product line or expanded bottling facilities.  This was not the Department’s intent.  Treatment technologies that have been permitted by the Department for the bottler operating under the permit by rule would be validated treatment technologies.  This would allow a bottler operating under the permit by rule to add these permitted treatment technologies to a new product line or for an expansion of the bottling facilities.





To be acceptable to the Department, the final amendments will specify the certification organization must be accredited by ANSI as a third-party certification organization and meet the requirements, as appropriate, under § 109.606(d).  This requirement for ANSI accreditation is to assure an independent certification organization.  (See Response #
