Annex A



Title 25.  ENVIRONMENTAL RESOURCES



PART I.  DEPARTMENT OF 

ENVIRONMENTAL PROTECTION



CHAPTER 109. SAFE DRINKING WATER



Subchapter A.  GENERAL PROVISIONS





§ 109.1. Definitions: 



	The following words and terms, when used in this chapter, have the following meanings, unless the context clearly indicates otherwise:



* * * * *



IBWA - THE INTERNATIONAL BOTTLED WATER ASSOCIATION, ALEXANDRIA, VA 22314. 



NSF - [The National Sanitation Foundation] NSF INTERNATIONAL, Ann Arbor, Michigan 48105.



* * * * *



Subchapter C. MONITORING REQUIREMENTS



§ 109.301.  General monitoring requirements.



	The monitoring and analytical requirements, including approved sampling procedures and analytical techniques, established by the EPA under the National Primary Drinking Water Regulations, 40 CFR Part 141 (relating to national primary drinking water regulations), as of December 8, 1984, are incorporated by reference.  Public water suppliers shall monitor for compliance with MCLs in accordance with the requirements established in the National Primary Drinking Water Regulations, except as otherwise established by this chapter unless increased monitoring is required by the Department under § 109.302 (relating to special monitoring requirements).  Alternative monitoring requirements may be established by the Department and may be implemented in lieu of monitoring requirements for a particular National Primary Drinking Water Regulation if the alternative monitoring requirements are in conformance with the Federal act and regulations.  The monitoring requirements shall be applied as follows:



* * * * *



	(8)  Monitoring requirements for public water systems that obtain finished water from another public water system.

* * * * *



		(ii)  Community consecutive water suppliers shall:



* * * * *



			(B)  [Reserved



			(C)]  Monitor the distribution system for compliance with the MCL for asbestos at the frequency indicated in paragraph (7)(i), when the Department determines that the system's distribution system contains asbestos cement pipe and optimum corrosion control measures have not been implemented.



		(iii)  Consecutive water suppliers are exempt from conducting monitoring for the MCLs for VOCs, SOCs and IOCs if the public water system from which the finished water is obtained complies with paragraphs (5)--(7), except that [lead and cadmium monitoring is required in accordance with subparagraph (ii)(B), and] asbestos monitoring is required in accordance with subparagraph (ii)[(C)](B).



* * * * *





Subchapter G.  SYSTEM MANAGEMENT RESPONSIBILITIES



§ 109.701.  Reporting and recordkeeping.



	(a)  Reporting requirements for public water systems. Public water systems shall comply with the following requirements:



* * * * *



		(5)  Siting plan. The water supplier shall submit to the Department a written sample siting plan for routine coliform sampling as required by § 109.303(a)(2) [by November 16, 1992] WITHIN 30 DAYS OF RECEIPT OF THE DEPARTMENT’S REQUEST FOR THIS INFORMATION.



* * * * *



Subchapter J.  BOTTLED WATER AND VENDED WATER SYSTEMS,

RETAIL WATER FACILITIES AND BULK WATER HAULING SYSTEMS



§ 109.1003.  Monitoring requirements.



	(a)  General monitoring requirements.  Bottled water and vended water systems, retail water facilities and bulk water hauling systems shall monitor for compliance with the MCLs in accordance with [the requirements under] § 109.301 (relating to general monitoring requirements) and shall comply with § 109.302 (relating to special monitoring requirements). The monitoring requirements shall be applied as follows, except that systems which have installed treatment to comply with a primary MCL shall conduct quarterly operational monitoring for the contaminant which the facility is designed to remove:



		(1)  Bottled water systems, retail water facilities and bulk water hauling systems, for each entry point shall:



* * * * *



			(vii)   Monitor for compliance with radiological MCLs [annually] ONCE EVERY FOUR YEARS.



* * * * *



§ 109.1005.  Permit Requirements.



	(a)  General permit requirement.  A person may not construct or operate a bottled water or vended water system, retail water facility or bulk water hauling system without first having obtained a public water system permit under subsection (b) or [(d)] (e).



* * * * *



	(c) SPECIAL PERMIT BY RULE REQUIREMENT FOR BOTTLED WATER SYSTEMS.  A PERSON OWNING OR OPERATING A BOTTLED WATER SYSTEM IN PENNSYLVANIA PERMITTED UNDER THIS CHAPTER SHALL OBTAIN AN AMENDED PERMIT BEFORE MAKING SUBSTANTIAL MODIFICATIONS TO THE PROCESSING AND BOTTLING FACILITIES UNLESS THE BOTTLED WATER SYSTEM SATISFIES THE CONDITIONS IN PARAGRAPHS (1) - (5).  THE PERMIT BY RULE DOES NOT APPLY TO THE COLLECTION FACILITIES . [ADDITION OF NEW SOURCES OR THE EXPANDED USE OF EXISTING PERMITTED SOURCES USED BY THE BOTTLED WATER SYSTEM.  FOR THE ADDITION OF NEW SOURCES OR THE EXPANDED USE OF EXISTING PERMITTED SOURCES, A PERMIT AMENDMENT UNDER SUBSECTION (f) (RELATING TO PERMIT AMENDMENT APPLICATIONS) SHALL BE OBTAINED.]  THE DEPARTMENT RETAINS THE RIGHT TO REQUIRE A BOTTLED WATER SYSTEM THAT MEETS THE REQUIREMENTS OF PARAGRAPHS (1) - (5) TO OBTAIN A PERMIT, IF, IN THE JUDGMENT OF THE DEPARTMENT, THE BOTTLED WATER SYSTEM CANNOT BE ADEQUATELY REGULATED THROUGH THE STANDARDIZED SPECIFICATIONS AND CONDITIONS.  A BOTTLED WATER SYSTEM WHICH IS RELEASED FROM THE OBLIGATION TO OBTAIN A PERMIT SHALL COMPLY WITH THE OTHER REQUIREMENTS OF THIS SUBCHAPTER, INCLUDING DESIGN, CONSTRUCTION AND OPERATION REQUIREMENTS.  THE FOLLOWING ARE THE CONDITIONS FOR A PERMIT BY RULE:  





		(1)  THE BOTTLED WATER SYSTEM HAS AS ITS SOLE SOURCES OF WATER PERMITTED GROUNDWATER SOURCES WHICH ARE NOT UNDER THE DIRECT INFLUENCE OF SURFACE WATER AS DETERMINED THROUGH THE [A] DEPARTMENT’S GUIDANCE FOR SURFACE WATER IDENTIFICATION PROTOCOL [ESTABLISHED BY THE DEPARTMENT OR APPROVED BY THE DEPARTMENT] OR FINISHED WATER FROM A DEPARTMENT APPROVED COMMUNITY WATER SYSTEM.   



		(2)  THE WATER QUALITY OF THE SOURCES DOES NOT EXCEED THE FOOD AND DRUG ADMINISTRATION QUALITY STANDARDS FOR PRIMARY (THAT IS, HEALTH-RELATED) CHEMICAL AND RADIOLOGICAL CONTAMINANTS SPECIFIED IN 21 CFR PART 165.110 (RELATING TO BEVERAGES) AS DETERMINED UNDER SAMPLING CONDUCTED UNDER SUBSECTION (e)(4)(ii) AND REQUIRES TREATMENT NO GREATER THAN DISINFECTION TO PROVIDE WATER OF A QUALITY THAT MEETS THE PRIMARY MCLS ESTABLISHED UNDER SUBCHAPTER B (RELATING TO MCLS AND TREATMENT TECHNIQUES).



		(3)  PROOF THAT THE FACILITIES MEET THE PROVISIONS OF THE STANDARDS OF THE FOOD AND DRUG ADMINISTRATION IN 21 CFR PARTS 110, 129 AND 165 (RELATING TO PROCESSING AND BOTTLING OF BOTTLED DRINKING WATER; TO GOOD MANUFACTURING PRACTICES; AND BEVERAGES) AND THE IBWA MODEL BOTTLED WATER CODE AS DETERMINED BY AN ONSITE EVALUATION CONDUCTED BY A NATIONALLY RECOGNIZED, INDEPENDENT, NOT-FOR-PROFIT THIRD-PARTY ORGANIZATION SUCH AS NSF OR OTHER ORGANIZATION ACCEPTABLE TO THE DEPARTMENT.  THE ONSITE EVALUATION SHALL BE CONDUCTED ANNUALLY.  THE PROOF SHALL CONSIST OF THE REPORT ISSUED BY THE ORGANIZATION WHICH SHALL BE SUBMITTED TO THE DEPARTMENT WITHIN 30 DAYS FOLLOWING THE COMPLETION OF THE ONSITE EVALUATION.  TO BE ACCEPTABLE TO THE DEPARTMENT, THE ORGANIZATION SHALL:



			(i)	  [DEMONSTRATE IT IS INDEPENDENT OF THE BOTTLED WATER SYSTEMS USING THE ORGANIZATION’S SERVICES] BE ACCREDITED BY ANSI AS A THIRD-PARTY INSPECTION/EVALUATION ORGANIZATION.



			(ii)  HAVE WELL DEVELOPED, DOCUMENTED POLICIES, PROCEDURES, AND CONTRACTS TO SUPPORT DEPARTMENT ENFORCEMENT ACTIONS FOR MEETING COMPLIANCE OBJECTIVES.



			[(iii)  HAVE AN ESTABLISHED SYSTEM FOR INVESTIGATING COMPLAINTS AND TAKING APPROPRIATE ACTIONS, WITH AN EFFECTIVE APPEALS PROCESS.



			(iv)  MAINTAIN A DOCUMENTED ONGOING QUALITY ASSURANCE AND QUALITY CONTROL PROGRAM



			(v)  DEMONSTRATE THE CAPABILITY THROUGH EXPERIENCE AND/OR TRAINING, OR BOTH, TO IMPLEMENT AND CONDUCT AN ON-SITE EVALUATION PROGRAM.]



	(4)  A BOTTLED WATER SYSTEM INTENDING TO OPERATE UNDER THIS SUBSECTION SHALL SUBMIT WRITTEN NOTIFICATION TO THE DEPARTMENT WITH DOCUMENTATION THAT THE SYSTEM COMPLIES WITH PARAGRAPHS (1)-(3).



	(5)  A BOTTLED WATER SYSTEM OPERATING UNDER THIS SUBSECTION SHALL FILE DESCRIPTIONS OF SUBSTANTIAL MODIFICATIONS MADE TO THE SYSTEM TO THE DEPARTMENT WITHIN 30 DAYS OF OPERATION OF THE MODIFICATION.  THE DESCRIPTION SHALL INCLUDE DOCUMENTATION THAT THE MODIFICATION MEETS THE FOLLOWING REQUIREMENTS AS APPLICABLE:



		(iI)	COMPLIANCE WITH THE PRODUCT WATER-CONTACT MATERIALS AND TREATMENT CHEMICAL ADDITIVES TOXICOLOGICAL REQUIREMENTS OF § 109.606 (RELATING TO CHEMICALS, MATERIALS AND EQUIPMENT) OR ALTERNATIVELY, THE FOOD AND DRUG ADMINISTRATION STANDARDS IN 21 CFR PART 129 (RELATING TO PROCESSING AND BOTTLING OF BOTTLED DRINKING WATER).



		(ii)	VALIDATED TREATMENT TECHNOLOGIES FOR THE REDUCTION OF CONTAMINANTS.  [VALIDATION MAY BE ESTABLISHED BY CERTIFICATION] VALIDATED TREATMENT TECHNOLOGIES ARE THOSE THAT HAVE BEEN PERMITTED BY THE DEPARTMENT UNDER THIS CHAPTER AT THE BOTTLED WATER SYSTEM OPERATING UNDER THE PERMIT BY RULE OR CERTIFIED TO AN APPLICABLE ANSI/NSF STANDARD BY NSF OR OTHER CERTIFICATION ORGANIZATION ACCEPTABLE TO THE DEPARTMENT OR [THROUGH PROTOCOLS DEVELOPED BY ORGANIZATIONS/CONSORTIA SUCH AS, BUT NOT LIMITED TO, NSF, AMERICAN WATER WORKS ASSOCIATION RESEARCH FOUNDATION AND] VERIFIED UNDER THE EPA ENVIRONMENTAL TECHNOLOGY VERIFICATION PROGRAM. TO BE ACCEPTABLE TO THE DEPARTMENT, A CERTIFICATION ORGANIZATION OTHER THAN NSF SHALL BE ACCREDITED BY ANSI AS A THIRD-PARTY CERTIFICATION ORGANIZATION AND MEET THE REQUIREMENTS UNDER § 109.606(d) (RELATING TO CHEMICALS, MATERIALS AND EQUIPMENT) AS APPLICABLE TO THE APPROPRIATE ANSI/NSF STANDARD FOR THE TREATMENT TECHNOLOGY.



		(6)  THE DEPARTMENT WILL PUBLISH A NOTICE IN THE PENNSYLVANIA BULLETIN OF ITS DETERMINATION THAT A BOTTLED WATER SYSTEM HAS COMPLIED WITH SUBSECTIONS (c)(1)-(4) AND IS OPERATING UNDER THE PERMIT BY RULE.  THE DEPARTMENT WILL PUBLISH A NOTICE IN THE PENNSYLVANIA BULLETIN OF DESCRIPTIONS SUBMITTED UNDER SUBSECTION (c)(5) OF SUBSTANTIAL MODIFICATIONS MADE BY A BOTTLED WATER SYSTEM OPERATING UNDER THE PERMIT BY RULE.



	[(c)] (d) Permit amendments.  A person may not substantially modify a bottled water or vended water system, retail water facility or bulk water hauling system operated under a public water system permit without obtaining a permit amendment from the Department or otherwise complying with subsection [(e)] (f).



* * * * *



	[(d)] (e) Permit Applications.  An application for a public water system permit for a bottled water or vended water system, retail water facility or bulk water hauling system shall be submitted in writing on forms provided by the Department and shall be accompanied by plans, specifications, engineer’s report, water quality analyses and other data, information or documentation reasonably necessary to enable the Department to determine compliance with the act and this chapter. The Department will make available to the applicant the Public Water Supply Manual, available from the Bureau of Water Supply [and Community Health] MANAGEMENT, Post Office Box 8467, Harrisburg, PA 17105-8467 which contains acceptable design standards and technical guidance. Water quality analyses shall be conducted by a laboratory certified under this chapter.  An application for a public water system permit for a bottled water or vended water system, retail water facility or bulk water hauling system shall include:



* * * * *



	[(e)] (f) Permit amendment applications.  A bottled water or vended water system, retail water facility or bulk water hauling system operating under a public water system permit shall obtain a permit amendment before making a substantial modification to the public water system.



	(1) A water supplier shall submit an application for a major permit amendment in accordance with subsection [(d)] (e), if the proposed modification constitutes a major change to the public water system.



* * * * *



* * * * *

				(II)  DEMONSTRATION MEETING THE PROVISIONS OF 109.1005(e)(4)(i) (RELATING TO SANITARY SURVEY REQUIREMENTS);



				(III)  DOCUMENTATION THAT THE NEW GROUNDWATER SOURCE OR INCREASED WITHDRAWAL FROM AN EXISTING PERMITTED GROUNDWATER SOURCE ZONE OF INFLUENCE (ZOI) WILL NOT ADVERSELY IMPACT ENVIRONMENTALLY SENSITIVE AREAS, RARE OR ENDANGERED SPECIES OR THE WATER RESOURCES.  THE ZOI IS DEFINED AS THE AREA SURROUNDING A PUMPING WELL OR BOREHOLE WITHIN WHICH THE WATER TABLE OR POTENTIOMETRIC SURFACES HAVE BEEN CHANGED DUE TO THE GROUNDWATER WITHDRAWAL.  AS A MINIMUM, THE DOCUMENTATION SHALL CONSIST OF THE HYDROGEOLOGICAL REPORT UNDER 109.1005 (4)(II).

(ii)

		(iii)  For vended water systems, typical modifications which may be considered major changes are proposed additions or deletions of treatment techniques or processes, new product lines or types of products and the addition to the system of machines not certified by NAMA.  For new sources, the supplier shall obtain a separate and distinct permit in accordance with subsection [(d)] (e) unless the system qualifies for a permit by rule under subsection (b).



* * * * *



	(3)  The Department determines whether a particular modification requires a permit amendment under subsection [(e)] (f)(1) or a permit amendment under subsection [(e)](f)(2).  The Department’s determination will include consideration of the magnitude and complexity of the proposed change and the compliance history of the public water system.



	    [(f)] (g) Emergency permits.  In emergency circumstances [SITUATIONS], the Department may issue permits for construction, operation or modification to a bottled water or bulk water hauling system, which the Department determines may be necessary to assure that potable drinking water is available to the public.



		(1)  Emergency permits shall be limited in duration and may be conditioned on additional monitoring, reporting and the implementation of appropriate emergency response measures.  The Department may revoke an emergency permit if it finds the water system is not complying with drinking water standards or the terms or conditions of the permit.  An authorization for construction, operation or modifications obtained under an emergency permit will not extend beyond the expiration of the emergency permit unless the public water system receives a permit or permit amendment under subsection [(d)] (e) or [(e)] (f) for the construction, operation or modification initiated during the emergency.



* * * * *



	[(g)] (h) Department review.  Applications for public water system permits and permit amendments for bottled water and vended water systems, retail water facilities and bulk water hauling systems will be reviewed in accordance with the following procedures:



* * * * *



		(3)  As a condition of receiving a public water system permit, a bottled water system shall comply with the standards of the Food and Drug Administration contained in 21 CFR Part 129.  Evidence shall be presented demonstrating compliance with subsection [(d)](e)(7)(iii).



* * * * *



	    [(h)] (i) Permit fees.



		(1) An application for a new permit or major permit amendment under subsection [(e)](f)(1) for a bottled water or vended water system, retail water facility or bulk water hauling system shall be accompanied by a check in the amount of $750 payable to the “Commonwealth of Pennsylvania,” except that:



			(i)   An application from an out-of-State bottled water system submitting proof of out-of-State approval under subsection [(d)] (e)(6) shall be accompanied by a fee of $100.



* * * * *



		(2) A fee is not required for an emergency permit under subsection [(f)] (g) or a minor permit amendment under subsection [(e)](f)(2).



* * * * *



§109.1007.  Labeling requirements for bottled water systems, vended water systems and retail water facilities.



	   (a) General labeling requirements. Containers of bottled water distributed in this Commonwealth by bottled water systems, retail water facilities or, when appropriate, vended water systems, shall have 

labels which are designed to remain affixed to the container during use and which include the following information AS REQUIRED BY THIS SECTION.  LABELS WITH THE FOLLOWING INFORMATION ON THE CAPS OF BOTTLED WATER CONTAINERS DESIGNED FOR REUSE BY THE BOTTLER ARE DEEMED TO MEET THIS REQUIREMENT PROVIDED THE 

DEPARTMENT-ISSUED IDENTIFICATION NUMBER AND THE MANUFACTURE DATE DATE, LOT OR BATCH NUMBER ARE ON THE BOTTLE:



* * * * *













§ 109.1008.  System management responsibilities.



	(a)  Reporting and recordkeeping requirements for bottled water and vended water systems, retail water facilities and bulk water hauling systems. Bottled water and vended water systems, retail water facilities and bulk water hauling systems shall comply with the reporting requirements in § 109.701(a) and (d) (relating to reporting and recordkeeping).



* * * * *



		(3)  For bottled water systems and, if applicable, vended water systems and retail water facilities, new or additional proprietary labels shall be reported to the Department in writing, along with copies of the labels, [at least] WITHIN 10 days [prior to commencing ] FOLLOWING production or distribution of the new OR ADDITIONAL label product.  THE NEW OR ADDITIONAL PROPRIETARY LABELS MAY BE SUBMITTED TO THE DEPARTMENT PRIOR TO THE PRODUCT PRODUCTION IF THE WATER SUPPLIER DESIRES INITIAL DEPARTMENT REVIEW.  THE NEW OR ADDITIONAL PROPRIETARY LABELS SHALL COMPLY WITH THE PROVISIONS OF § 109.1007 (RELATING TO LABELING REQUIREMENTS FOR BOTTLED WATER SYSTEMS, VENDED WATER SYSTEMS AND RETAIL WATER FACILITIES).





	(b)  Operation and maintenance plan requirements. Bottled water, vended water, retail water and bulk water suppliers shall develop an operation and maintenance plan for each system. The operation and maintenance plan shall conform to the guidelines contained in Part III of the Department’s Public Water Supply Manual which is available from the Bureau of Water Supply [and Community Health] MANAGEMENT, Post Office Box 8467, Harrisburg, Pennsylvania 17105-8467. The water supplier shall implement the operation and maintenance plan in accordance with this chapter, and if appropriate in accordance with accepted practices of the bottled water, vended water, retail water facility or bulk water hauling industry. The plan shall be reviewed and updated as necessary to reflect changes in the operation or maintenance of the water system. The plan shall be bound and placed in locations which are readily accessible to the water system’s personnel, and shall be presented upon request to the Department.



* * * * *
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