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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM. CODE 611   )  
             
        

NOTICE OF FILING  

 

PLEASE TAKE NOTICE that I have filed today with the Illinois Pollution Control Board 
Illinois EPA’s APPEARANCE; STATEMENT OF REASONS; MOTION FOR 
ACCEPTANCE; MOTION FOR EXPEDITED REVIEW; CERTIFICATE OF ORIGINATION; 
and PROPOSED AMENDMENTS TO 35 ILL. ADM. CODE PART 611, a copy of which is 
herewith served upon you. 
 

 

Respectfully submitted, 
 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
 
DATED:  May 20, 2015 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544  
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM. CODE 611   )  
             
              

APPEARANCE 

 

 The undersigned hereby enters her appearance as an attorney on behalf of the Illinois 

Environmental Protection Agency. 

 

 

Respectfully submitted, 
 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544 
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM. CODE 611   )  
  
            

STATEMENT OF REASONS  

 

NOW COMES the Illinois Environmental Protection Agency (“Illinois EPA” or 

"Agency"), by and through its counsel, and hereby submits this Statement of Reasons to the 

Illinois Pollution Control Board (“Board”) pursuant to Sections 17, 27, and 28 of the 

Environmental Protection Act (“Act”) (415 ILCS 5/17, 27, and 28) and 35 Ill. Adm. Code 

102.202 in support of the attached proposed regulations.    

I.  INTRODUCTION 

  Under Section 611.125 of the Board’s regulations, all community water supplies (CWS) 

must maintain a fluoride ion concentration of 0.9 to 1.2 milligrams per liter (mg/l) in the CWS' 

distribution system.  35 Ill. Adm. Code 611.125.  This state requirement was based in a statutory 

fluoridation requirement found in the Public Water Supply Regulation Act, 415 ILCS 40.  In 

2011, this fluoridation range was removed from the statute and replaced with a reference to the 

optimal fluoridation levels recommended by the United States Department of Health and Human 

Services (HHS).  Recently, HHS adopted a recommended fluoridation ion concentration of 0.7 

mg/L.  To bring the Board’s rules in line with the current HHS recommendation, and to reduce 

CWS’ cost of having to meet higher fluoridation levels, the Agency recommends the Board 

amend it rules to reflect a fluoridation ion concentration of 0.7 mg/L.  The Agency also proposes 
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that the Board reinstate a secondary fluoride standard in Section 611.858 that appears to have 

been inadvertently repealed in 2001. Order and Opinion, R2001-07 (January 4, 2001).   

II. BACKGROUND 

A.  Fluoridation Requirement 

On April 5, 1962, the United States Department of Health, Education, and Welfare1 

adopted Drinking Water Standards.  See Exhibit A, Public Health Service Publication No. 956. 

These Drinking Water Standards contained recommended optimal control limits for fluoride 

concentrations.  The recommend limits were based on the annual average of maximum daily air 

temperatures.   For example, where the annual average of maximum daily air temperatures was 

63.9 to 70.6 ºF, the optimum fluoridation concentration was 0.9 mg/l.  Id. at 8. 

 Beginning on July 17, 1967, public water supplies in Illinois were required to add 

fluoride to drinking water to maintain a fluoride content between 0.9 and 1.2 mg/l.  Laws 1967 p.  

1769, S.B. No. 516; Illinois Revised Statutes Ch. 111 ½ ¶ 121g1.  The 1967 law required the 

Illinois Department of Public Health ("IDPH") to promulgate rules to require the addition of 

fluoride.   Id.  In August 1967, IDPH promulgated rules and regulations requiring the addition of 

fluoride to maintain a fluoride ion concentration of 0.9 to 1.2 mg/l.  See Exhibit B, IDPH 

Fluoridation of Public Water Supplies, Technical Release 10-3.  

The Illinois EPA was created in 1970 with the adoption of the Act.  Public Act 76-2429.  

The General Assembly found that "state supervision of public water supplies is necessary in 

order to protect the public from disease and to assure an adequate supply of pure water for all 

beneficial uses."  415 ILCS 5/14 (2012).  Under Title IV of the Act, the Illinois EPA and the 

                                                 
1 In 1979, the United States Department of Health, Education and Welfare was divided into two departments:  
Department of Education and the Department of Health and Human Services. 
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Board began regulating public water supplies.2  The Agency initially operated the public water 

supply program under the rules developed by the IDPH.  See Exhibit C, Letter to Jacob D. 

Dumelle, Subject:  Proposed Public Water Supply Rules, October 24, 1973; In the Matter of 

Public Water Supplies, R1973-13, Opinion of the Board at 2 (January 3, 1975).  In 1975, the 

Board adopted rules governing public water supplies.  R1973-13.  The Board added a 

fluoridation requirement in Rule 306, stating "This rule reinforces the existing law requiring 

fluoridation of public water supplies.  The Environmental Protection Agency will by this rule 

cooperate with the Public Health Department, and by its field personnel insure proper operation 

of equipment and enforcement of the rule." R1973-13, Opinion of the Board at 38 (January 3, 

1975).  

The fluoridation requirement in Rule 306 was re-codified at 35 Ill. Adm. Code 604.405 

pursuant to the Illinois Administrative Procedure Act.  In 1990, the fluoridation requirement was 

again moved to Section 611.125 when the Board adopted regulations implementing the Safe 

Drinking Water Act to Section 611.125.  In its Proposed Order, the Board stated, "The Board has 

moved the mandatory fluoridation requirement from 35 Ill. Adm. Code 604.405.  This is an 

additional state requirement.  Since mandatory fluoridation is enforced by the Department of 

Public Health, the Board solicits comment as to whether it should retain this provision in the 

regulations."  R88-26, Proposed Order at 20 (October 5, 1989).  The Board did not receive any 

comments, and retained the mandatory fluoridation in Part 611.  R88-26, Final Order, 59 (August 

9, 1990).  

                                                 
2 On September 4, 1981, the General Assembly bifurcated public water supplies into community water supplies and 
non-community water supplies. P.A. 82-393; PCB Docket R 81-6/R81-28.  Non-community water supplies were no 
longer regulated by the Board. In the Matter of: Proposal for Rulemaking for Ch. 6:  Public Water Supply 

Regulations of the Illinois Pollution Control Board, Final Opinion of the Board, R81-6/R81-28, 2 (September 2, 
1982) ("Therefore, the Board no longer has jurisdiction over non-community water supplies for the purpose of the 
Certified Operators Act or the [Environmental Protection] Act. Accordingly, Section 601.102, Applicability, has 
been added to Chapter 6. This section makes clear that Chapter 6 does not apply to those public water supplies 
classified as non-community water supplies.") 
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The law in Illinois regarding mandatory fluoridation remained unchanged until June 28, 

2011.  P.A. 97-43; 415 ILCS 40/7a (2012).  Public Act 97-43 amended the Public Water Supply 

Regulation Act, Section 7a, by removing the required range of fluoride content.  Instead of 

requiring the fluoride content to be between 0.9 and 1.2 mg/l, the statute now requires the IDPH 

to promulgate rules requiring the addition of fluoride based on the recommendation on optimal 

fluoridation for community water levels as proposed and adopted by the United States 

Department of Health and Human Services (HHS).  415 ILCS40/7(a)(2012).   

When the Public Water Supply Regulation Act was amended in 2011, the only adopted 

recommendation from HHS was from 1962, when HHS was the Department of Health, 

Education, and Welfare. See Exhibit A.  On January 13, 2011, HHS proposed a new 

recommendation for fluoride concentration in drinking water: "HHS proposes that community 

water systems adjust their fluoride content to 0.7 mg/l."  See Exhibit D, 76 Fed. Reg. 2383-2388.  

HHS accepted comments on the proposed fluoride recommendation until April 15, 2011. 76 Fed. 

Reg. 10899 (February 29, 2011).  On May 1, 2105, HHS issued its recommendation for fluoride 

concentration in drinking water: 

For community water systems that add fluoride to their water, PHS recommends a 
fluoride concentration of 0.7 mg/L (parts per million [ppm]) to maintain caries prevention 
benefits and reduce the risk of dental fluorosis. 
 

See Exhibit E, 80 Fed. Reg. 24936-24947 (May 1, 2015).    

B.  Fluoride Secondary Standard  

 In a final order3, issued January 4, 2001, the Board repealed Section 611.858.  R01-07, 

Order of the Board at 117; 25 Ill. Reg. 1329.  The Board's final opinion struck the text of Section 

                                                 
3 The Notice of Adopted Amendments which appeared in the Illinois Register on January 26, 2001 also contained 
the repeal of Section 611.858.   
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611.8584, but did not provide any discussion of its repeal.  R01-07, Opinion of the Board 

(January 4, 2001).  Instead, the Board stated that it intended to repeal Sections 611.832, 611.851 

through 611.856, and existing Appendix A to Part 611.  Id. at 12.  Moreover, Sections 611.901, 

611.904, 611.908 were added in the same final order repealing Section 611.858, but each of 

these sections contained a cross reference to Section 611.858.  R01-07, Order of the Board at 

131, 137, 143.  The Code of Federal Regulations published in July 2001 still contained the 

secondary standard for fluoride of 2.0 mg/lm.  See Exhibit F; 40 C.F.R. §143.3 (July 2001).  

Based on the forgoing, the repeal of Section 611.858 appears to be an inadvertent error and the 

Agency proposes that the Section be reinstated.   

III.  THE ILLINOIS EPA’S PROPOSAL 

A. Section 611.125 

 The Agency proposes that the Board amend Section 611.125 to reflect HHS's 2015 

Recommendation.  As noted above, HHS recommends that CWSs that add fluoride to their water 

should maintain a fluoride concentration of 0.7 mg/l.  The Agency proposes amending Section 

652.125 as follows:  

Section 611.125  Fluoridation Requirement 

 
All CWSs that are required to add fluoride to the water must maintain a fluoride ion 
concentration, reported as F, of 0.70.9 to 1.2 mg/ℓ in its distribution system, as required 
by Section 7a of the Public Water Supply Regulation Act [415 ILCS 40/7a]. 

                                                 
4 Before its repeal, Section 611.858 provided:  

If a CWS exceeds the secondary standard for fluoride of 2.0 mg/L, as determined by the last single sample 
taken in accordance with Section 611.603, but does not exceed the MCL in Section 611.301(b), the supplier 
shall provide the fluoride notice in Section 611.Appendix A (9) to:  
 
a) All billing units annually; 
 
b) All billing units at the time service begins; and 
 
c) The local public health department. 
 
BOARD NOTE: Derived from 40 CFR 143.3 and 143.5 (1994). 
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BOARD NOTE:  This is an additional State requirement. 

 
B. Section 611.858 

 As the Agency believes Section 611.858 was inadvertently repealed, the Agency 

proposes the following language: 

 
Section 611.858  Fluoride Secondary Standard  

The secondary standard for fluoride is 2.0 mg/L. 
 

BOARD NOTE: Derived from 40 CFR 143.3 (2014). 
 

IV.  TECHNICAL FEASIBILITY AND ECONOMIC REASONABLENESS 

 Section 27 of the Act requires the Board to consider the technical feasibility and 

economic reasonableness of all rulemaking proposals.  Illinois EPA’s proposed amendment 

would not require facilities to implement additional treatment technologies.  Instead, the 

converse is true.  A CWS may be able to stop or reduce fluoride addition to meet the proposed 

fluoridation requirement. CWSs will not have to spend additional money to comply with this 

proposed change.  For these reasons, the Agency’s proposed changes are technically feasible and 

economically reasonable.   

V.  AFFECTED FACILITIES AND ECONOMIC IMPACT 

 The Illinois EPA regulates 1,744 CWSs.  These CWSs obtain water from groundwater 

and surface water sources.  Approximately, 1,006 CWSs use groundwater sources, and 98 use 

surface water sources or groundwater sources under the direct influence of surface water.  Seven 

CWSs use both groundwater and surface water sources, and 652 CWSs purchase water from 

other CWSs.  Approximately 12, 000,000 persons are served by these systems in Illinois.  Water 

delivery can vary greatly.  A very small community water system such as Stratford West 
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Apartments near Macomb, Illinois produces on average 2,500 gallons per day.  The City Chicago 

is capable of delivering over two billion gallons of water per day and routinely produces on 

average 510 million gallons per day. 

The Illinois EPA anticipates that any CWS that adds fluoride will be affected by these 

proposed rules.  The Agency believes the impact will be positive.  This proposal will reduce or 

eliminate costs associated with fluoride addition because it proposes to lower the fluoride 

requirement.  The Illinois EPA projects water systems that add fluoride could see a reduction of 

20% to 30% in the cost of their chemical addition for fluoride.  A moderately sized surface water 

treatment plant that currently adds fluoride could save $8,000 to $10,000 per year.  A large 

private utility estimates that revising the standard will save them approximately $150,000 per 

year.  The City Chicago estimates a cost savings of almost $1,000,000 a year. 

VI.  SYNOPSIS OF TESTIMONY 

The Illinois EPA will present one witness, David McMillian, Manager of the Agency’s 

Division of Public Water Supplies.  Mr. McMillan has a Bachelor of Science Degree in 

Geological Sciences from Bradley University, and is an Illinois licensed professional geologist.  

He has worked in the Division of Public Water Supplies at Illinois EPA for 29 years, and has 

been the manager of the Division since December of 2010.  In 1985, Mr. McMillan began his 

career in the Peoria Regional office as a member of the Groundwater Section.  He advance into a 

Unit Manager position in 1992 and moved to the Central Office in Springfield.  In 2004, he 

became the interim Manager of the Field Operations Section, a position that later became 

permanent.  In Mr. McMillan’s current position, he leads a collaborative program of four 

sections staffed by environmental engineers, geologists and specialists.  The Permit, Compliance 

Assurance, Groundwater and Field Operations Sections ensure the safety of the Illinois’ drinking 
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water supplies.  Together the staff of the Division of Public Water Supplies oversees inspections 

of CWSs, evaluates source water protection programs, issues permits, and ensures the safety and 

compliance of community water systems.  Mr. McMillan will be present at the Board's hearing to 

testify regarding the necessity, purpose and effect of this regulatory proposal. 

VII.  PUBLISHED STUDY OR RESEARCH REPORT 

 Section 102.202(e) of Title 35 of the Illinois Administrative Code requires the regulatory 

proposal to include “[a] descriptive title or other description of any published study or research 

report used in developing the rule.”  Neither a research report nor a published study was used in 

developing this rule.  Therefore, the requirement of Section 102.202(e) is inapplicable. 

VIII. CONCLUSION 

WHEREFORE, the Illinois EPA asks the Board to accept this Statement of Reasons and 

proceed to hearings on the above-captioned rulemaking proposal. 

Respectfully submitted, 
 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544  
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM.  CODE 611   )  
             
              

MOTION FOR ACCEPTANCE 

NOW COMES the Illinois Environmental Protection Agency ("Illinois EPA"), by and 

through its attorneys, and pursuant to 35 Ill. Adm. Code 102.106, 102.200, and 102.202, moves 

that the Illinois Pollution Control Board accept for hearing the Illinois EPA’s proposal for the 

adoption of amendments to 35 Ill. Adm. Code 611.125.  This regulatory proposal includes (1) 

Notice of Filing; (2) Appearance; (3) Statement of Reasons and Exhibits; (4) Motion to Expedite; 

(5) Certification of Origination; and (6) Proposed Amendments. 

      
 Respectfully submitted, 

 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544  
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM.  CODE 611   )  

             

  
MOTION FOR EXPEDITED REVIEW 

 
NOW COMES the ILLINOIS ENVIRONMENTAL PROTECTION AGENCY ("Illinois 

EPA" or "Agency"), by one of its attorneys, and pursuant to 35 Ill. Adm. Code 101.512, 

respectfully submits this Motion for Expedited Review.  In support of this motion, the Illinois 

EPA states as follows: 

 1. On May 1, 2015, the United States Department of Health and Human Services 

("HHS") issued its recommendation that community water supplies that add fluoride to their 

water maintain the fluoride concentration of 0.7 mg/l. 

 2. The Illinois Pollution Control Board's ("Board") current regulations require 

community water supplies that add fluoride must maintain a fluoride ion concentration between 

0.9 and 1.2 mg/l.  

3. Illinois statutes require fluoridation only to levels recommended by the HHS.  

Section 7a of the Public Water Supply Regulation Act provides that the Illinois Department of 

Public Health ("IDPH") shall adopt rules to provide for the addition of fluoride to public water 

supplies, and such rules shall incorporate the recommendations on optimal fluoridation adopted 

by the HHS.  415 ILCS 40/7a (2104). 
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4. Since the HHS issued its recommendation, the Agency has received over a 

numerous calls inquiring when the Board's standard will be changed.  

5. The Illinois EPA projects water systems that add fluoride could see a reduction of 

20% to 30% in the cost of their chemical addition for fluoride.  A moderately sized surface water 

treatment plant that currently adds fluoride could save $8,000 to $10,000 per year.  A large 

private utility estimates that revising the standard will save them approximately $150,000 per 

year. The City Chicago estimates that it will save all most $1,000,000 a year with the lower 

standard.   The savings for all CWS across the state can begin immediately upon the Board’s 

adoption of the proposed lower standard. 

6. The City of Chicago, Illinois American Water Company, Aqua support this 

motion to expedite. 

7. Material prejudice will not result from this motion being granted.  If this motion is 

denied, community water supplies are required to follow the Board's current fluoride standard of 

0.9 mg/l to 0.7 mg/l, resulting in higher costs. 

9. The Agency's proposed changes are not controversial.  The new fluoridation 

requirement is based on both an Illinois statutory requirement and a federal recommendation.  

10. In light of the foregoing, it is necessary to expedite review in this matter.  

11.  As required by 35 Ill. Adm. Code Section 101.512, this Motion is accompanied 

by an Affirmation attesting that the facts cited herein are true. 
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WHEREFORE, for the reasons set forth above, the Illinois EPA respectfully requests that 

the Board expedite review in this matter, and proceed to First Notice immediately. 

Respectfully submitted, 
 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544  
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM. CODE 611   )  

       

        
 

AFFIRMATION 

 
I, David McMillian, under oath, hereby state and affirm that I am the manager of the 

Division of Public Water Supplies at the Illinois Environmental Protection Agency and that the 

facts cited in the foregoing Motion for Expedited Review are true and correct to the best of my 

information and belief. 

 
 
_s/David McMillian____________ 
David McMillian  

 
 
SUBSCRIBED AND SWORN TO BEFORE ME 
This 15 day of May, 2015 
 
 
s/    Michael J McCabe            
Notary Public 
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BEFORE THE ILLINOIS POLLUTION CONTROL BOARD 

 
 
IN THE MATTER OF:   ) 
      ) R15- 
AMENDMENTS TO  PRIMARY  )  (Rulemaking - Public Water Supply)  
DRINKING WATER STANDARDS: ) 
35 ILL. ADM. CODE 611   )  
 

 

CERTIFICATION OF ORIGINATION 

 

NOW COMES the ILLINOIS ENVIRONMENTAL PROTECTION AGENCY ("Illinois 

EPA"), by one of its attorneys, and pursuant to 35 Ill. Adm. Code 102.202(i), the Illinois EPA 

certifies that the regulatory proposal in the above captioned matter amends the most recent 

version of Part 611 of the Illinois Pollution Control Board's regulations, as published on the 

Board's website. 

      
 Respectfully submitted, 

 
       ILLINOIS ENVIRONMENTAL 
       PROTECTION AGENCY 
 
        

By:  /s/Joanne  M. Olson  

        Joanne M. Olson 
        Assistant Counsel 
        Division of Legal Counsel 
 
             
Joanne M. Olson #6293500 
Illinois Environmental Protection Agency  
Division of Legal Counsel 
1021 N. Grand Ave. East 
P.O. Box 19276 
Springfield, IL 62794-9276 
(217) 782-5544 
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TITLE 35:  ENVIRONMENTAL PROTECTION 
SUBTITLE F:  PUBLIC WATER SUPPLIES 

CHAPTER I:  POLLUTION CONTROL BOARD 
 

PART 611 
PRIMARY DRINKING WATER STANDARDS 

 
SUBPART A:  GENERAL 

Section 
611.100 Purpose, Scope, and Applicability 
611.101 Definitions 
611.102 Incorporations by Reference 
611.103 Severability 
611.105 Electronic Reporting 
611.107 Agency Inspection of PWS Facilities 
611.108 Delegation to Local Government 
611.109 Enforcement 
611.110 Special Exception Permits 
611.111 Relief Equivalent to SDWA Section 1415(a) Variances 
611.112 Relief Equivalent to SDWA Section 1416 Exemptions 
611.113 Alternative Treatment Techniques 
611.114 Siting Requirements 
611.115 Source Water Quantity 
611.120 Effective Dates 
611.121 Maximum Contaminant Levels and Finished Water Quality 
611.125 Fluoridation Requirement 
611.126 Prohibition on Use of Lead 
611.130 Special Requirements for Certain Variances and Adjusted Standards 
611.131 Relief Equivalent to SDWA Section 1415(e) Small System Variance 
611.160 Composite Correction Program 
611.161 Case-by-Case Reduced Subpart Y Monitoring for Wholesale and Consecutive 

Systems 
 

SUBPART B:  FILTRATION AND DISINFECTION 
Section 
611.201 Requiring a Demonstration 
611.202 Procedures for Agency Determinations 
611.211 Filtration Required 
611.212 Groundwater under Direct Influence of Surface Water 
611.213 No Method of HPC Analysis 
611.220 General Requirements 
611.230 Filtration Effective Dates 
611.231 Source Water Quality Conditions 
611.232 Site-Specific Conditions 
611.233 Treatment Technique Violations 
611.240 Disinfection 
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611.241 Unfiltered PWSs 
611.242 Filtered PWSs 
611.250 Filtration 
611.261 Unfiltered PWSs:  Reporting and Recordkeeping 
611.262 Filtered PWSs:  Reporting and Recordkeeping 
611.271 Protection during Repair Work 
611.272 Disinfection Following Repair 
611.276 Recycle Provisions 
 

SUBPART C:  USE OF NON-CENTRALIZED TREATMENT DEVICES 
Section 
611.280 Point-of-Entry Devices 
611.290 Use of Point-of-Use Devices or Bottled Water 
 

SUBPART D:  TREATMENT TECHNIQUES 
Section 
611.295 General Requirements 
611.296 Acrylamide and Epichlorohydrin 
611.297 Corrosion Control 
 

SUBPART F:  MAXIMUM CONTAMINANT LEVELS (MCLs) AND 
MAXIMUM RESIDUAL DISINFECTANT LEVELS (MRDLs) 

Section 
611.300 Old MCLs for Inorganic Chemical Contaminants 
611.301 Revised MCLs for Inorganic Chemical Contaminants 
611.310 State-Only Maximum Contaminant Levels (MCLs) for Organic Chemical 

Contaminants 
611.311 Revised MCLs for Organic Chemical Contaminants 
611.312 Maximum Contaminant Levels (MCLs) for Disinfection Byproducts (DBPs) 
611.313 Maximum Residual Disinfectant Levels (MRDLs) 
611.320 Turbidity (Repealed) 
611.325 Microbiological Contaminants 
611.330 Maximum Contaminant Levels for Radionuclides 
611.331 Beta Particle and Photon Radioactivity (Repealed) 
 

SUBPART G:  LEAD AND COPPER 
Section 
611.350 General Requirements 
611.351 Applicability of Corrosion Control 
611.352 Corrosion Control Treatment 
611.353 Source Water Treatment 
611.354 Lead Service Line Replacement 
611.355 Public Education and Supplemental Monitoring 
611.356 Tap Water Monitoring for Lead and Copper 
611.357 Monitoring for Water Quality Parameters 
611.358 Monitoring for Lead and Copper in Source Water 
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611.359 Analytical Methods 
611.360 Reporting 
611.361 Recordkeeping 
 

SUBPART I:  DISINFECTANT RESIDUALS, DISINFECTION BYPRODUCTS, 
AND DISINFECTION BYPRODUCT PRECURSORS 

Section 
611.380 General Requirements 
611.381 Analytical Requirements 
611.382 Monitoring Requirements 
611.383 Compliance Requirements 
611.384 Reporting and Recordkeeping Requirements 
611.385 Treatment Technique for Control of Disinfection Byproduct (DBP) Precursors 
 

SUBPART K:  GENERAL MONITORING AND ANALYTICAL 
REQUIREMENTS 

Section 
611.480 Alternative Analytical Techniques 
611.490 Certified Laboratories 
611.491 Laboratory Testing Equipment 
611.500 Consecutive PWSs 
611.510 Special Monitoring for Unregulated Contaminants (Repealed) 
 

SUBPART L:  MICROBIOLOGICAL MONITORING AND ANALYTICAL 
REQUIREMENTS 

Section 
611.521 Routine Coliform Monitoring 
611.522 Repeat Coliform Monitoring 
611.523 Invalidation of Total Coliform Samples 
611.524 Sanitary Surveys 
611.525 Fecal Coliform and E. Coli Testing 
611.526 Analytical Methodology 
611.527 Response to Violation 
611.528 Transition from Subpart L to Subpart AA Requirements 
611.531 Analytical Requirements 
611.532 Unfiltered PWSs 
611.533 Filtered PWSs 
 

SUBPART M:  TURBIDITY MONITORING AND ANALYTICAL 
REQUIREMENTS 

Section 
611.560 Turbidity 
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SUBPART N:  INORGANIC MONITORING AND ANALYTICAL 
REQUIREMENTS 

Section 
611.591 Violation of a State MCL 
611.592 Frequency of State Monitoring 
611.600 Applicability 
611.601 Monitoring Frequency 
611.602 Asbestos Monitoring Frequency 
611.603 Inorganic Monitoring Frequency 
611.604 Nitrate Monitoring 
611.605 Nitrite Monitoring 
611.606 Confirmation Samples 
611.607 More Frequent Monitoring and Confirmation Sampling 
611.608 Additional Optional Monitoring 
611.609 Determining Compliance 
611.610 Inorganic Monitoring Times 
611.611 Inorganic Analysis 
611.612 Monitoring Requirements for Old Inorganic MCLs 
611.630 Special Monitoring for Sodium 
611.631 Special Monitoring for Inorganic Chemicals (Repealed) 
 

SUBPART O:  ORGANIC MONITORING AND ANALYTICAL REQUIREMENTS 
Section 
611.640 Definitions 
611.641 Old MCLs 
611.645 Analytical Methods for Organic Chemical Contaminants 
611.646 Phase I, Phase II, and Phase V Volatile Organic Contaminants 
611.647 Sampling for Phase I Volatile Organic Contaminants (Repealed) 
611.648 Phase II, Phase IIB, and Phase V Synthetic Organic Contaminants 
611.650 Monitoring for 36 Contaminants (Repealed) 
611.657 Analytical Methods for 36 Contaminants (Repealed) 
611.658 Special Monitoring for Organic Chemicals (Repealed) 
 

SUBPART P:  THM MONITORING AND ANALYTICAL REQUIREMENTS 
(REPEALED) 

Section 
611.680 Sampling, Analytical, and other Requirements (Repealed) 
611.683 Reduced Monitoring Frequency (Repealed) 
611.684 Averaging (Repealed) 
611.685 Analytical Methods (Repealed) 
611.686 Modification to System (Repealed) 
611.687 Sampling for THM Potential (Repealed) 
611.688 Applicability Dates (Repealed) 
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SUBPART Q:  RADIOLOGICAL MONITORING AND ANALYTICAL 
REQUIREMENTS 

Section 
611.720 Analytical Methods 
611.731 Gross Alpha 
611.732 Beta Particle and Photon Radioactivity 
611.733 General Monitoring and Compliance Requirements 
 

SUBPART R:  ENHANCED FILTRATION AND DISINFECTION:  SYSTEMS 
THAT SERVE 10,000 OR MORE PEOPLE 

Section 
611.740 General Requirements 
611.741 Standards for Avoiding Filtration 
611.742 Disinfection Profiling and Benchmarking 
611.743 Filtration 
611.744 Filtration Sampling Requirements 
611.745 Reporting and Recordkeeping Requirements 
 

SUBPART S:  GROUNDWATER RULE 
Section 
611.800 General Requirements and Applicability 
611.801 Sanitary Surveys for GWS Suppliers 
611.802 Groundwater Source Microbial Monitoring and Analytical Methods 
611.803 Treatment Technique Requirements for GWS Suppliers 
611.804 Treatment Technique Violations for GWS Suppliers 
611.805 Reporting and Recordkeeping for GWS Suppliers 
 

SUBPART T:  REPORTING AND RECORDKEEPING 
Section 
611.830 Applicability 
611.831 Monthly Operating Report 
611.832 Notice by Agency (Repealed) 
611.833 Cross Connection Reporting 
611.840 Reporting 
611.851 Reporting MCL, MRDL, and other Violations (Repealed) 
611.852 Reporting other Violations (Repealed) 
611.853 Notice to New Billing Units (Repealed) 
611.854 General Content of Public Notice (Repealed) 
611.855 Mandatory Health Effects Language (Repealed) 
611.856 Fluoride Notice (Repealed) 
611.858 Fluoride Secondary Standard (Repealed) 
611.860 Record Maintenance 
611.870 List of 36 Contaminants (Repealed) 
 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



 

SUBPART U:  CONSUMER CONFIDENCE REPORTS 
Section 
611.881 Purpose and Applicability 
611.882 Compliance Dates 
611.883 Content of the Reports 
611.884 Required Additional Health Information 
611.885 Report Delivery and Recordkeeping 
 

SUBPART V:  PUBLIC NOTIFICATION OF DRINKING WATER 
VIOLATIONS 

Section 
611.901 General Public Notification Requirements 
611.902 Tier 1 Public Notice:  Form, Manner, and Frequency of Notice 
611.903 Tier 2 Public Notice:  Form, Manner, and Frequency of Notice 
611.904 Tier 3 Public Notice:  Form, Manner, and Frequency of Notice 
611.905 Content of the Public Notice 
611.906 Notice to New Billing Units or New Customers 
611.907 Special Notice of the Availability of Unregulated Contaminant Monitoring 

Results 
611.908 Special Notice for Exceedence of the Fluoride Secondary Standard 
611.909 Special Notice for Nitrate Exceedences above the MCL by a Non-Community 

Water System 
611.910 Notice by the Agency on Behalf of a PWS 
611.911 Special Notice for Cryptosporidium 
 

SUBPART W:  INITIAL DISTRIBUTION SYSTEM EVALUATIONS 
Section 
611.920 General Requirements 
611.921 Standard Monitoring 
611.922 System-Specific Studies 
611.923 40/30 Certification 
611.924 Very Small System Waivers 
611.925 Subpart Y Compliance Monitoring Location Recommendations 
 

SUBPART X:  ENHANCED FILTRATION AND DISINFECTION—SYSTEMS 
SERVING FEWER THAN 10,000 PEOPLE 

Section 
611.950 General Requirements 
611.951 Finished Water Reservoirs 
611.952 Additional Watershed Control Requirements for Unfiltered Systems 
611.953 Disinfection Profile 
611.954 Disinfection Benchmark 
611.955 Combined Filter Effluent Turbidity Limits 
611.956 Individual Filter Turbidity Requirements 
611.957 Reporting and Recordkeeping Requirements 
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SUBPART Y:  STAGE 2 DISINFECTION BYPRODUCTS REQUIREMENTS 
Section 
611.970 General Requirements 
611.971 Routine Monitoring 
611.972 Subpart Y Monitoring Plan 
611.973 Reduced Monitoring 
611.974 Additional Requirements for Consecutive Systems 
611.975 Conditions Requiring Increased Monitoring 
611.976 Operational Evaluation Levels 
611.977 Requirements for Remaining on Reduced TTHM and HAA5 Monitoring Based 

on Subpart I Results 
611.978 Requirements for Remaining on Increased TTHM and HAA5 Monitoring Based 

on Subpart I Results 
611.979 Reporting and Recordkeeping Requirements 
 

SUBPART Z:  ENHANCED TREATMENT FOR CRYPTOSPORIDIUM 
Section 
611.1000 General Requirements 
611.1001 Source Water Monitoring Requirements:  Source Water Monitoring 
611.1002 Source Water Monitoring Requirements:  Sampling Schedules 
611.1003 Source Water Monitoring Requirements:  Sampling Locations 
611.1004 Source Water Monitoring Requirements:  Analytical Methods 
611.1005 Source Water Monitoring Requirements:  Approved Laboratories 
611.1006 Source Water Monitoring Requirements:  Reporting Source Water Monitoring 

Results 
611.1007 Source Water Monitoring Requirements:  Grandfathering Previously Collected 

Data 
611.1008 Disinfection Profiling and Benchmarking Requirements:  Requirements When 

Making a Significant Change in Disinfection Practice 
611.1009 Disinfection Profiling and Benchmarking Requirements:  Developing the 

Disinfection Profile and Benchmark 
611.1010 Treatment Technique Requirements:  Bin Classification for Filtered Systems 
611.1011 Treatment Technique Requirements:  Filtered System Additional 

Cryptosporidium Treatment Requirements 
611.1012 Treatment Technique Requirements:  Unfiltered System Cryptosporidium 

Treatment Requirements 
611.1013 Treatment Technique Requirements:  Schedule for Compliance with 

Cryptosporidium Treatment Requirements 
611.1014 Treatment Technique Requirements:  Requirements for Uncovered Finished 

Water Storage Facilities 
611.1015 Requirements for Microbial Toolbox Components:  Microbial Toolbox Options 

for Meeting Cryptosporidium Treatment Requirements 
611.1016 Requirements for Microbial Toolbox Components:  Source Toolbox Components 
611.1017 Requirements for Microbial Toolbox Components:  Pre-Filtration Treatment 

Toolbox Components 
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611.1018 Requirements for Microbial Toolbox Components:  Treatment Performance 
Toolbox Components 

611.1019 Requirements for Microbial Toolbox Components:  Additional Filtration Toolbox 
Components 

611.1020 Requirements for Microbial Toolbox Components:  Inactivation Toolbox 
Components 

611.1021 Reporting and Recordkeeping Requirements:  Reporting Requirements 
611.1022 Reporting and Recordkeeping Requirements:  Recordkeeping Requirements 
611.1023 Requirements to Respond to Significant Deficiencies Identified in Sanitary 

Surveys Performed by USEPA or the Agency 

SUBPART AA:  REVISED TOTAL COLIFORM RULE 

Section 
611.1051 General 
611.1052 Analytical Methods and Laboratory Certification 
611.1053 General Monitoring Requirements for all PWSs 
611.1054 Routine Monitoring Requirements for Non-CWSs That Serve 1,000 or Fewer 

People Using Only Groundwater 
611.1055 Routine Monitoring Requirements for CWSs That Serve 1,000 or Fewer People 

Using Only Groundwater 
611.1056 Routine Monitoring Requirements for Subpart B Systems That Serve 1,000 or 

Fewer People 
611.1057 Routine Monitoring Requirements for PWSs That Serve More Than 1,000 People 
611.1058 Repeat Monitoring and E. coli Requirements 
611.1059 Coliform Treatment Technique Triggers and Assessment Requirements for 

Protection Against Potential Fecal Contamination 
611.1060 Violations 
611.1061 Reporting and Recordkeeping 
 
611.APPENDIX A Regulated Contaminants 
611.APPENDIX B Percent Inactivation of G. Lamblia Cysts 
611.APPENDIX C Common Names of Organic Chemicals 
611.APPENDIX D Defined Substrate Method for the Simultaneous Detection of Total 

Coliforms and Eschericia Coli from Drinking Water 
611.APPENDIX E Mandatory Lead Public Education Information for Community Water 

Systems 
611.APPENDIX F Mandatory Lead Public Education Information for Non-Transient Non-

Community Water Systems 
611.APPENDIX G NPDWR Violations and Situations Requiring Public Notice 
611.APPENDIX H Standard Health Effects Language for Public Notification 
611.APPENDIX I Acronyms Used in Public Notification Regulation 
611.TABLE A Total Coliform Monitoring Frequency 
611.TABLE B Fecal or Total Coliform Density Measurements 
611.TABLE C Frequency of RDC Measurement 
611.TABLE D Number of Lead and Copper Monitoring Sites 
611.TABLE E Lead and Copper Monitoring Start Dates 
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611.TABLE F Number of Water Quality Parameter Sampling Sites 
611.TABLE G Summary of Section 611.357 Monitoring Requirements for Water Quality 

Parameters 
611.TABLE H CT Values (mg·min/ℓ) for Cryptosporidium Inactivation by Chlorine 

Dioxide 
611.TABLE I CT Values (mg·min/ℓ) for Cryptosporidium Inactivation by Ozone 
611.TABLE J UV Dose Table for Cryptosporidium, Giardia lamblia, and Virus 

Inactivation Credit 
611.TABLE Z Federal Effective Dates 
 
AUTHORITY:  Implementing Sections 7.2, 17, and 17.5 and authorized by Section 27 of the 
Environmental Protection Act [415 ILCS 5/7.2, 17, 17.5, and 27]. 
 
SOURCE:  Adopted in R88-26 at 14 Ill. Reg. 16517, effective September 20, 1990; amended in 
R90-21 at 14 Ill. Reg. 20448, effective December 11, 1990; amended in R90-13 at 15 Ill. Reg. 1562, 
effective January 22, 1991; amended in R91-3 at 16 Ill. Reg. 19010, effective December 1, 1992; 
amended in R92-3 at 17 Ill. Reg. 7796, effective May 18, 1993; amended in R93-1 at 17 Ill. Reg. 
12650, effective July 23, 1993; amended in R94-4 at 18 Ill. Reg. 12291, effective July 28, 1994; 
amended in R94-23 at 19 Ill. Reg. 8613, effective June 20, 1995; amended in R95-17 at 20 Ill. Reg. 
14493, effective October 22, 1996; amended in R98-2 at 22 Ill. Reg. 5020, effective March 5, 
1998; amended in R99-6 at 23 Ill. Reg. 2756, effective February 17, 1999; amended in R99-12 at 
23 Ill. Reg. 10348, effective August 11, 1999; amended in R00-8 at 23 Ill. Reg. 14715, effective 
December 8, 1999; amended in R00-10 at 24 Ill. Reg. 14226, effective September 11, 2000; 
amended in R01-7 at 25 Ill. Reg. 1329, effective January 11, 2001; amended in R01-20 at 25 Ill. 
Reg. 13611, effective October 9, 2001; amended in R02-5 at 26 Ill. Reg. 3522, effective 
February 22, 2002; amended in R03-4 at 27 Ill. Reg. 1183, effective January 10, 2003; amended 
in R03-15 at 27 Ill. Reg. 16447, effective October 10, 2003; amended in R04-3 at 28 Ill. Reg. 
5269, effective March 10, 2004; amended in R04-13 at 28 Ill. Reg. 12666, effective August 26, 
2004; amended in R05-6 at 29 Ill. Reg. 2287, effective January 28, 2005; amended in R06-15 at 
30 Ill. Reg. 17004, effective October 13, 2006; amended in R07-2/R07-11 at 31 Ill. Reg. 11757, 
effective July 27, 2007; amended in R08-7/R08-13 at 33 Ill. Reg. 633, effective December 30, 
2008; amended in R10-1/R10-17/R11-6 at 34 Ill. Reg. 19848, effective December 7, 2010; 
amended in R12-4 at 36 Ill. Reg. 36 Ill. Reg. 7110, effective April 25, 2012; amended in R13-2 
at 37 Ill. Reg. 1978, effective February 4, 2013; amended in R14-8 at 38 Ill. Reg. 3608, effective 
January 27, 2014; amended in R14-9 at 38 Ill. Reg. 9792, effective April 21, 2014. 
 

SUBPART A:  GENERAL 
 

Section 611.125  Fluoridation Requirement 

 
All CWSs that are required to add fluoride to the water must maintain a fluoride ion 
concentration, reported as F, of 0.70.9 to 1.2 mg/ℓ in its distribution system, as required by 
Section 7a of the Public Water Supply Regulation Act [415 ILCS 40/7a]. 
 
BOARD NOTE:  This is an additional State requirement. 
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(Source:  Amended at __ Ill. Reg. _______, effective __________) 
 

SUBPART T:  REPORTING AND RECORDKEEPING 
 
Section 611.858  Fluoride Secondary Standard  

The secondary standard for fluoride is 2.0 mg/L. 
 

BOARD NOTE: Derived from 40 CFR 143.3 (2014). 
 
(Source:  Section repealed  at 25 Ill. Reg. 1329, effective January 11, 2001, new section adopted 
at __ Ill.  Reg. ______, effective ___________) 
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CERTIFICATE OF SERVICE 

Joanne M. Olson, Assistant Counsel for the Illinois EPA, herein certifies that she has served a 

copy of the foregoing NOTICE OF FILING; APPEARANCE; STATEMENT OF REASONS; 

MOTION FOR ACCEPTANCE; MOTION FOR EXPEDITED REVIEW; CERTIFICATE OF 

ORIGINATION; and PROPOSED AMENDMENTS TO 35 ILL. ADM. CODE PART 611 upon 

persons listed on the Service List by mailing, unless otherwise noted on the Service List, a true 

copy thereof in an envelope duly addressed bearing proper first class postage and deposited in 

the United States mail at Springfield, Illinois on May 20, 2015. 

 
        

  /s/Joanne  M. Olson  

        Joanne M. Olson 
        
THIS FILING IS SUBMITTED ON RECYCLED PAPER 

 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



 

SERVICE LIST 

Paper Document Service  

Matthew J. Dunn, Chief 
Environmental Enforcement/Asbestos 
Litigation Division 
Illinois Attorney General's Office 
500 South Second Street 
Springfield, IL 62706  

Office of Legal Services 
Illinois Department of Natural Resources 
One Natural Resources Way 
Springfield, IL 62702-1271 

Electronic Document Service  
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THE PUBLIC HEALTH SERVICE DRINKING 
WATER STANDARDS-1962 

U.S. Dl:l'A.B.TliENT Ol' HE:.U.TB, EDUCATION, .UfD WELI'.&.B:£. 

PUBLic HULTB SERVlCE, 

Walllinqton !5, D.O., Mall 6, l96f. 

The Standards published herein bave been promulgated as Publle Health 
Regulnrtons In the Fedcrnl Register . .As such they bL>came eaectlve April tS,I962, 
liS the Swndnrds to which drinking water and water supply systems used by 
carriers and others subject to Federal qunrantlne regulutlons must conform. 

Tbe Dh·lslon of Envlronnlentnl Engineering and Food Protection Is responalble 
for the apJ•llctl!lon ot these Standards to all carrier water supplies. 

These Standards supersede the Public Health Service Drinking Water Stand­
ards-1W6, as amended In 1956. The ne\v Standards were developed wltb the 
nsslstanre oC au Advl11ory Comwlltee appointed by the l'uhllc Health Service 
to revise tbe Standards of 1\HO. Tbe Committee In its deliberations took cog­
nizance ot mall's changing environment and Its eaect on water supplies, Accord­
Ingly, new sections, ~uch as one on rndloacUvlty, have been added and sub­
stantive changes have been m11de elsewhere. 

The new Standards 11re In a torm believed useful tn evaluating the quality and 
safety of water supplies generally 11nd they are hereby recommended tor such 
use. 

LUTDEB L. TERRT, 

Surgeon GC11cral, Pull!lo Health SeMJlce. 

m 
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ENDORSEMENT BY THE AMERICAN WATER WORKS ASSOCIATION 

Acting on behalf of the Ofllccrs and Directors, the AWWA Executive Com· 
mlttee adopted a resolution endorsing the 100:! revllllon of the USPHS Drinking 
Water Standards ns "minimum" standards tor all public water SU!Ipllcs. 

The resolution, which will be Included wltb the JIUbllshed standards, rend: 
Wm:nEAB· tbe 1902 Drinking Water Standards ot the U.S. Publlc Health 

Service, as prepared by the Advisory Committee on Revl~lon of U.S. Public 
Hemlth Serv!Cll 1M6 Drinking Water Stnndmrds and promulgated tor use In the 
ndmlnlstratlon ot Interstate qnnraotlne regulations, are Intended to npply only 
to water used on common carriers engaged In lnterstute commerce; 

Wauus, the 1M2 Drinking Water Standards arc to serve ms minimum 
requirements to protect the health nod [lromote the well-being of lndlvilluals 
and of communities; 

WHEREAS, It Is the desire of tbe American Water Worka Asaoclatlon to sup­
port all ettorts to promote health through sate wnter supplies and to recognize 
reasonable standards of quality for water furnished by public water supply 
systems; and, 

WnEREAS, It Is the hope of the American Water Works Association that Its 
acceptance of the l!lG2 Drinking Water Standards will establish these standards 
ns minimum crltcrlll of qumllty for all public water supplies In the United 
States; now, therefore, be It 

Rc•olvcd by the Officers and Directors of the American Water Works Assocla· 
Uon, thllt the 1002 Drinking Water Standards oC the U.S. Public IIcaJth Service 
be accepted as minimum standarlla for all J)Ubllc water supplies. 

IV 
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ADVISORY CO!'rU\liTTEE REPORT 

Domestic water supplies should protect the health and promote the well·belng 
ot Individuals and the community. In this report ou the revision ot the IM6 
edition of tho Public Health Service Drinking Water Standards, the objective 
of the Committee is to ~mwend minimum requirements for reaching this 
goal. 

Tho Public Health Service Drinking Water Stondarda were first 11dopted In 
1014 to protect the health ot the traveling publlc. The general and whlespread 
use ot these Standards since that time has led tl) a aeries oC revisions which 
hove bl!lm nppllcable to water supplies generally. Tbe development of atomic 
energy and other technological advances requires that these Stondards again 
be revised. To carry out this revision, tbe Chief Sanitary Engineer ot the Public 
Health Service appointed the Advisory Committee. A Technical Subcommittee 
ot Public llealth Service Officers and a To:llcologlcol Tusk Force were estab­
lished to collect Information and prepare suggestions for the consideration of 
the Advisory Commlttce. 

In preparing this report on the re\'lslon ot Ute Standards, the Committee 
established the follow! ng guidelines : 

1. Tho proposed standards should be discussed widely and due cognl~nnce 
should be given to International and other standards of wnter quality before 
a final report Is submitted. 

!!. A new section on radioactivity should be added. 
3. Greater attention should be gino to the chemical substnnces helng enconn· 

tered Increasingly In both variety and qnnntlty in water sourl!t!s. 
4. In estnbllshlng limits for toxic substances, intoku from food and air should 

be considered. 
5. The rationnle employed ln determining the vnrlous limits should be Included 

In on appendix. 
G. The propooed tormnt, with the I!XN>IItlous noted above, sbouhl not dllfer 

rreatly from the present Standards. 
1. The Standards should be generally acceptable and should be applicable to 

all public water supplies In the United Stn tes, as v.•ell as those &UJlPIIes used b7 
carriers subject to the Public Ilenllh Sen· tee regulations. 

& Tbe following two types of limits used In previous eultlons should be 
tontlnucd: 

(a) Lhnlts which, It ucceded, shall be grounds for reJection of the sup­
ply. Substances In this category may buve a•h·en~e eJrects on lleolth when 
present In concentrations above the limit. 

(b) Limits which should not be exceeded whenever more suitable SUiltllics 
are, or can be mode, avallnble at reasonable cost. Substances In this cote­
gory, when present In concentrations above the limit, nre either objection· 
able to an appreciable number of people or exceed the levels required by 
good water quality control practices. 

9. These limits should apply to the water at tbe !ree-tlon·ing outlet ot tbe 
ultimate consumer. 

This revision ot the Drlnklug Water Standards Includes, for the first time, 
limiting concentrations of radlooctlvlty In water. The elreets on large popula· 

.., 
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VI 

tlou cron!Jfl ot chronic uposure to low levels ot radioactivity are not :ret well 
de1lned. The limits presented bereln are an effort to derive conscrvatl ve values 
from the be.&t lnlormatlon now avallable and may be adjusted upward or down· 
ward u new and better dntn become a vallable. 

'l'be Committee bas taken cognizance of the growing problem of potentially 
hanntul cbemiCiliB l.D sources ot drl.Dklng water. Llwlls tor several nl!lv cheml· 
Cllla bDVe been added, Including a gross limit for the concentration of some t:rocs 
ot synthetic chemicals. It was not feasible, however, to Include limits for all 
the many chemicals that have varying degrees of toxic potential. Consltlerntlon 
was given to the more common cblorloated bydrocnrbon and orgaoophospbate 
lnseetlcides but the Information available was Dot sumclcut to establish specific 
Umlts for th~e chemicals. Moreover, the conccntrntlons of these cbemlcnls, 
where tested, have been below those whkb would constitute n known health 
hazard. The Committee believes that pollution of water snppllt!B wltb such 
contaminants can become slgnltlcant and urges that the problem be kept under 
clolll!r aurvclllance. Further, the Committee recommends tbnt rcgulntory 
actions be taken to minimize coneentro.tloos or such chemknls In drloklog water. 

In view or the accelerating pace of new developments atrecllng wnter quntlty, 
the Committee recommends that a mechanism be estnblLRhed tor continual 
appraiB!ll and appropriate revision or the Standards. It also recommends that 
the Public Health Service Intensify Its continuing studies toward the develop­
mentor bulc intormatlon on the relationship Qf the blologlt:al, chemical, physical, 
and l'lldlologlcal BSJJecta of water quality to health. 

'l'be tollowlng pages contain the Drinking Water Standards recommended 
by the Committee, the membership of which Is listed In ap(tc:Ddlx F. 
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8 DRINKING WATER STANDARDS, 1982 

5.22 The presence of the following substances in excess of the 
concentrations listed shall constitute grounds for rejection of the 
supply: 

co .. ecmtrclloll 
Bllldancc 111 rrlf//1 

Arsenic (As) --- ------------ - - ---------- ----- --------------- 0.05 
Bo.rlum (Ba.) ------- - - - - - ---------- - - - - -------------------- 1. 0 
Ca.dtnlDEB (Cd) - --------------------------- ----------------- 0.01 
Chromium ( Hexunlen t) (Cr .. ) -------------------- - - ------- o. 00 
Cyanide (CN) ---------------- ------------------ ------------ 0.2 
Fluoride (F) --------------------- ------------ ----------- (See 5.23) 
Lend (Pb) -- ------ ----------------------------------------- 0.00 
Selenlutn (Se) ------ ------- ------------------ - ------------- 0.01 
Sllver (Ag) --------- - - ---- ------ --------------------------· - 0. 00 

5.23 Fl'U()ride.-When fluoride is naturally present in drink­
ing water, the concentration should not average more than the ap­
propriate upper limit in Table I. Presence of fluoride in u.vernge 
concentrations greater than two times the optimum values in Table 
I shalt constitute grounds for rejection of the supply. 

Where fluoridation (supplementation of fluoride in drinking 
wa.tar) is practiced, the average fluoride conccntrntion shaU be 
kept within the upper and lower control limits in Tnble I. 

T.uu: 1. 

.AIIDual a•cror ~r auuh~ultl dally air "'"'pcrat,._ 1 

Recommended .ontroJtlmlts­
FIIIOrldc cancentn.tloll> In mlfl 

Lowor OpUtnum Upper 

... o-53 7- • .......... or-' ...... '0' .. ... ... .._.... ........................ -·-·--- - ___ ..._ . ____ .......... .. 0. 9 
0.8 
g. a 
0 7 
0. ~ 
o. ~ 

1.2 
J. l 
l.O 
ev 
0. 8 
0.7 

1.7 
1.~ 
1. 3 
L2 
1.0 
0.8 

:1.'1.8-58.3 ••••• - .• ••••••• •-• ••·· ••••• ··•• •••••,. •••, ••• •• ••, •••• ... n. 
.tB.H3 s .. . ....... rww ....... - ................................. _ _ _ ,.. . .. .. ............................... ... 4-A-A .... . ....... .. 

e .o--jO ~ • "' • • •• a•A a a •a a a a " .. •• a a a ra a .... . ........ "'"''O'a "•'"'PW ... PW'W'"''O' ............... .. 

7G..7-79.2 ~ • ...................................................................... ·-· ............................... .... . 
78.3-QO.i ............ .......... .............. ............................................... . 

1 llo""d t n tlltnpern~urn d~ta Gbtnlm!d tor ~ mlnlmu~n at lhe :re.>u. 

In nddition to the sampling required by pnrngro.ph 5.1 above, 
fluoridated nnd dcfluoridllted supplies shn.ll be sampled with suffi­
cient frequency lo determine lhn.t the desired fluoride concentrn· 
tion is mnintnined. 

0. IL\010,\CTivrrl' 

6.1 Sampling. 
6.11 The frequency of sampling ILIId analysis for radioactivity 

shnll be detennined by the Reporting Agency nnd the Certify· 
ing Authority nfter consideration o£ the likelihood of significn.nt 
amounts being present. 'Where concentrations of Rn.220 or Sr110 

may vary considerably, quarterly samples composited over o. pe­
riod of three months n.re recommended. Snmples for determinu.-
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STATE OF ILLINOIS 
Division of Sanitary Engineering 

ILLINOIS DEPJ\RTHENT OF PUBLIC HEALTII 

Technical Release 10-3 , : August, 1967 
Revi·sed 1/15/69 

FLUORIDATION OF PUBLIC WATER ~UPPLIES 

Law 

During the 1967 Session of the Illinois General Assembly, the · 
Illinois Public Water Supply Control Law was amended. The amendment 
requires that rules and regulations be established to provide for the 
addition of fluoride 'to all public water supplies to protect the dental 
health of all citizens, especially children in Illinois 

( ~ Rules. and Regulations 

Based on the above mentioned fluoridation amendment to the· Public 
Water Supply Control Law, the existing Rules and Regulations ~or public 
water sup~ly systems have been amended, 

Where the average natural fluoride ion content of the water from 
any source for a public water supply is less than 0,9 mg/1, equipment 
shall be provided to adjust the fluoride ion concentration to a level 
of 0.9 to 1.2 mg/1. 

.. 
The operation of fluoridation equipment shall be such as to maintain 

a fluoride ion concentration of 0.9 to 1.2 mg/1 in all water discharged 
to the distribution system. At least one representative sample of 
fluoridated water shall be submitted pe:- month. to the Department Labora­
tory in containers furnished by the Department · in accordance t-Tith the 
provisions of Section B of the Public Water Supply Control Law. Daily 
records of the fluoride ion concentration shall be maintained by owners, 
official custodians or their representatives. A copy of these records 
shall be submitted monthly to the Department in accordance with the pro­
visions of Section 9 of the Public Water Supply Control Lato~. 

j 

• 
' 

I 
EXHIBIT 

6 
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As ·Amended 1/15/69 
400 

AMENDH!!:NTS TO Pt~LIS ~·lATER SUPPLY RULES AND REGULATIONS 

Rule 2 . 93. Cause for Revocation of Aooroval - Any representations 
or statements made by the owner or operator of a public water supply or his 
agent in the application for the approval of proposed public water supply 
installations, changes, or additions found to be incorrect subsequent to 
the issuance of approval may be cause for revocation of the approval. 
An approval may be revoked for a violation of Rule 2.71. 

Rule 2.94. Procedure for Revocation of Aporoval -Upon evidence of 
incorrect representations or statements contained in the application or of 
a violation of Rule 2.71, the Department shall notify the owner or operator 
of a public water supply, his agent and other interested parties in writing 
of the revocation of the approval issued and the reason therefor .•. 

Rule 2.95. Waiver of RiEhts - If an approval is revoked under Rule 
2.94, the owner or operator of the existing or proposed public water supply 
waives all rights granted by the approval. 

Rule 2.98. Right of Inspection - During the progress of construction 
or installation of a waterworks system or improvements thereto, the Department 
shall, t~rough its authorized representatives, have the right, at all reasonable 
times, to inspect such work, and after erection of installation to inspect the 
same or the operation thereof. 

Rule 3.05. Repealed 1/15/69 

Rule 3.06. Repealed 1/15/69 
( 

Rule 3.07. Design of Fluoridation Facilities - Detailed plans and 
specifications for fluoridation installations shall be prepared in accordance 
with accepted engineering practices, Technical Release 10-3 of the Division 
of Sanitary Engineering and in accordance with Articles II and III of these 
Rules and Regulations. 

Rule 3.47. Chemical Feeding- When the procedure for the application 
of any chemical to drinking water is originally established or significantly 
changed~ permission shall be obtained from the Department. The design of 
chemical feeding installations shall be in conformance with accepted engineering 
practices and the "Great Lakes-Upper Mississippi River Board of State Sanitary 
Engineers Report on Policies for the Review and Approval of Plans and Sepcifi­
cations for Public Water Supplies." 

Rule 5.15. Chemicals - Any chemicals used for the treatment of drinking 
water shall be approved by the U.S. Public Health Service for Public Water 
Supply Use. The container for any such chemical shall bear the name 1 address 
and telephone number of the supplier, along with a functional name or identi­
fication of the chemical and its strength. 

Rule 5.28. Fluoridation - The operation of fluoridation equipment shall 
be such as to maintain a fluoride ion concentration of 0.9 to 1 2 mg/1 in all 
-.:.:.:::.::- .!!. ...... ~lO\.&.~CU I.U Ltle uistribution system. At least one representative 
sample of fluoridated water shall be submitted per month to the Department 
laboratory in containers furnished by the Department in accordance with the 
provisions of Section 8 of the Public Water Supply Control Law. Daily records 
of the fluoride ion concentr~tion shall be maintained by owners 1 official 
custodians or their representatives. A copy of these records shall be sub­
mitted monthly to the Department in accordance with the provisions of Section 9 
of the Public Water Supply Control Law. 
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-45- November 16, 1973 
NEWsl)Y:E!~bis ENVIRONMENTAL PRarECTION AGENCY 

2200 Churchill Road 

62706 

Springfield, Illinois 

~: 217/796-6945 

October 24, 1973 

Mr. Jacob D. Dumelle 
Chairman 
Illinois Pollution Control Board 
309 West Washington Street 
Chicago, Illinois 60606 

Subject: Proposed Public Water Supply Rules 

Dear Chairman Dumelle: 

The Illinois Environmental Protection Agency has been operating 
under rules developed by the Illinois Department of Public Health 
in 1966 for the design, construction and operation of public water 
supplies. Experience gained by the Agency in implementing these 
rules has shown that some areas require strengthening, and that 
improvements in water supply technology during the intervening 
years should be reflected in related changes in the rules. 

OVer the past year the Agency has been developing a completely 
revised set of rules, which have been discussed in detail with 
several knowledgeable persons and public groups. These contacts 
have included the U. S. Environmental Protection Agency and the 
Illinois Section of AWWA, as well as the Illinois Operators 
Certification Advisory Board. The cooperation and assistance of 
all groups and individuals is gratefully acknowledged. We want 
to encourage them to continue this dialogue with the Agency, 
and to offer their expertise in testimony before the.Board during 
the hearings on these proposals. 

The proposed rules were designed to provide the basis for assurance 
of safe drinking water for the people served by public water 
supplies in Illinoi·s. The general philosophy and basic thrusts 
of the existing ••public Water Supply Rules and Regulations 11 adopted 
by the Illinois Department of Public Health have not been changed. 
The attached rationale outlines the Agency's thinking used in 
developing this proposal. 

Even though the basic philosophy of the existing rules is not 
being changed, they were adopted by direct administrative action. 
We believe that open hearings are a preferable method for rule 
making, and look forward to the discussion at those hearings. In 
addition, the proposed rules have been put in a form consistent 
with other rules adopted by the Board. 

EXHIBIT 

I c __ __,;;;;:...,_ __ 
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Page 2 
Mr. Jacob D. Dumelle 
october 24, 1973 

-46- November 16, 1973 

One item requires special mention in this letter. We have 
included a recommendation for the modification of Board Rule 
204 in Chapter 3: Water Pollution. This is necessary to 
make that Chapter completely consistent with the algicide 
permit system contained in this proposal. 

We respectfully request that the Board schedule hearings on 
this proposal in accordance with the provisions of the Environ­
mental Protection Act, with a view toward final adoption of 
new rules for public water supplies in Illinois. 

JMM:JPA:aa 

Respectfully submitted, 

ohn M. Marco 
Acting Director 
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Zammit, President/CEO. Application 
T_vpe: Ql Change. 

D:lted: January 7, 2011 . 
Knren V. Gregory, 
Secretary. 
[FR Doc. :!0 11- 57-1 Filed 1- \2- 11; 8:-15 ami 

BILUNG CODE 1173G-01-P 

Ucense No. 

FEDERAL MARITIME COMMISSION 

Ocean Transportation Intermediary 
License Relssuance 

Notice is hereby given that the 
following Ocean Transportation 
Intermediary licenses have been 

Name/address 

reissued by the Federal Maritime 
Commission pursuant to section 19 of 
the Shipping Act of 1984 (46 U.S.C. 
Chapter 409) and the regulations of the 
Commission pertaining to the licensing 
of Ocean Transportation Intermediaries, 
46 CFR part 515. 

Date reissued 

004027F .............................. U.S. Airfreight, Inc., 2624 N.W. 112th Avenue, Miami, FL 33172 ............................... October 28, 2010. 
017330N .............................. Geomarine Shipping Inc., 27 Cambridge Road, East Rockaway, NY 11518 .............. November 10, 2010. 
018429F .............................. AB Shipping, Inc., 5428 El Monte Avenue, Temple City, CA"917BO ........................... November 15, 2010. 
018525N ......................... ..... Valu Freight Consolidators, Inc., 1325 NW 21th Street, Miami, FL 33142 .................. November 19,2010. 
02025BNF ........................... Sistemas Aereos LLC, 11027 NW 122nd Street, Medley, FL 33178 .......................... November 19,2010. 
020264N ...... ........................ Empire Shlpping Co. Inc., 100 East Peddie Street, Newark, NJ 07114 ...................... November 6, 2010. 
021534N .............................. Martinez Cargo Express, Corp., 8026 Sunport Drive, Units 301-302, Orlando, FL November 19, 2010. 

32809. 
021694N .............................. Wheelsky Logistics, Inc., 14515 East Don Julian Road, City of Industry, CA 91746 .. November 19, 2010. 
022244N .............................. Golden Freight, Inc., dba Saigon Express, 510 Parrott Street, Suite 2, San Jose, CA November 15, 2010. 

95112. 

Sandra L. Kusumoto, 
Director, Bureau o[Ct!rtification anrl 
Licensing. 
WR D01: :.!Oll- 5ili F'iiU!I1 - 12- 11 : 8;-15 am) 
BILUNG COOE S73G-01-P 

FEDERAL MARITIME COMMISSION 

Ocean Transportation Intermediary 
License; Rescission of Order of 
Revocation 

Notice is hereby given that the Order 
revoking the following license is being 
rescinded by the Federal Maritime 
Commission pursuant to section 19 of 
the Shipping Act of 1984 (46 U.S.C. 
Chapter 400) and the regulations of the 
Commission pertaining to the licensing 
of Ocean Transportation Intermediaries, 
46 CFR Part 515. 

License Number: 020667N. 
Name: Atlas Logistics (U.S.A.). Inc. 
Address: 2401 E. Atlantic Blvd., Suite 

310, Pompano Beach. FL 33062. 
Order Published: FR: 12/22/10 

(Volume 75, No. 245, Pg. 80501). 

Sandra L. Kusumoto, 
Director. Burcew of Certification and 
Licensing. 
IF'R Doc. :!011 - 575 F'ilnd 1- 12- 11.8:-15 nm) 

BILUNG COOE 67JG-01-P 

FEDERAL RESERVE SYSTEM 

Change In Bank Control Notices; 
Acquisitions of Shares of a Bank or 
Bank Holding Company 

The notilicants listed below have 
applied under the Change in Bank 
Control Act (12 U.S.C. 1817(j)) and 
§225.41 of the Board's Regulation Y (12 
CFR 225.41) to acquire shares of a bank 

or bank holding company. The factors 
that are considered in acting on the 
notices are set forth in paragraph 7 of 
the Act (12 U.S.C. 1817(j)(7)). 

The notices are available for 
immediate inspection at the Federal 
Reserve Bank indicated. The notices 
also will be available for inspection at 
the offices of the Board of Governors. 
Interested persons may express their 
views in writing to the Reserve Bank 
indicated for that notice or to the offices 
of the Board of Governors. Comments 
must be received not later than January 
28, 2011. 

A. Federal Reserve Bank of Atlanta 
(Clifford Stanford. Vice President) 1000 
Peachtree Street, N.E., Atlanta, Georgia 
30309: 

1. SG-BBC, LLC. and The Stephens 
Group, LLC. both of Little Rock, 
Arkansas; to acquire voting shares of 
Brand Group Holdings, Inc., and thereby 
indirectly acquire voting shares of The 
Brand Banking Company, both of 
Lawrenceville, Georgia. 

Board of Governors of the Fedaral Raserve 
System, Janunry 10, 2011. 
Robert deV. Frierson, 
Deputy Secretary of tlw Board. 
II' K Oor, 2011- :i!l!J Filnd t- 12- 11. 8:-15 uml 
BILUNG CODE 821G-01-P 

FEDERAL RETIREMENT THRIFT 
INVESTMENT BOARD 

Sunshine Act; Notice of Meeting 

TIME AND DATE: 0 a.m. (Eastern Time), 
January 25,2011. 
PLACE: 4th Floor Conference Room, 
1250 H Street, NW., Washington, DC 
20005. 

STATUS: Parts will be open to the public 
nnd parts closed to the public. 
MATTERS TO BE CONSIDERED: 

Parts Open to the Public 

1. Approval of the minutes of the 
December 13,2010 Board member 
meeting 

2. Thrift Savings Plan activity report by 
the Executive Director 

a. Monthly Participant Activity Report 
b . Quarterly Investment Policy 

Review 
c. Legislative ReJ>ort 

3. Vondor Financials Report 
4. Annual Expense Ratio Review 
5. Erroneous Required Minimum 

Distribution Payment Report 
6. TSP Investment funds DVD 

Demonstration 

Parts Closed to the Public 

7. Confidential financial Information 
8. Personnel 
CONTACT PERSON FOR MORE INFORMATION: 
Thomas J. Trabucco, Director, Office of 
External Affairs, (202) 042- 16ol0. 

Dated: January 10, 2011. 
Thomas K. Emswiler, 
Secretary, Fcdara//letircmant 11~rift 
lm•estment Board. 
IF'R Due. 2011- 71!1 F'ilmll - ll - 11; -1 :15 pml 
BILUNG CODE 676G-01•P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Proposed HHS Recommendation for 
Fluoride Concentration In Drinking 
Water for Prevention of Dental Carles 

AGENCY: Office of the Secretary, 
Department of Health and Human 

Services. ·--~~~!1!1!!1!~--
ACTION: Notice. EXHIBIT 

I D 
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SUMMARY: The Department of Health and 
Human Services (HHS) seeks public 
comment on proposed new guidance 
which will update and replace the 1962 
U.S. Public Health Service Drinking 
Water Standards related to 
recommendations for fluoride 
concentrations in drinking water. The 
U.S. Public Health Service 
recommendations for optimal fluoride 
concentrations were based on ambient 
air temperature of geographic areas and 
ranged from 0.7-1.2 mg/L. 

HHS proposes that community water 
systems adjust the amount of fluoride to 
0. 7 mg/L to achieve an optimal fluoride 
level. For the purpose of this guidance, 
the optimal concentration of fluoride in 
drinking water is that concentration that 
provides the best balance of protection 
from dental caries while limiting the 
risk of dental fluorosis. Community 
water fluoridation is the adjusting and 
monitoring of fluoride in drinking water 
to reach the optimal concentration 
(Truman Bl, eta/, 2002). 

This updated guidance is intended to 
apply to community water systems that 
are currently fluoridating or will initiate 
fluoridation. 1 This guidance is based on 
several considerations that include: 

• Scientific evidence related to 
effectiveness of water fluoridation on 
caries prevention and control across all 
age groups. ~ --

• Fluoride in drinking water as one of 
several available fluoride sources. 

• Trends in the prevalence and 
severity of dental fluorosis. 

• Current evidence on fluid intake in 
children across various ambient air 
temperatures. 

DATES: To receive consideration. 
comments on the proposed 
recommendations for fluoride 
concentration in drinking water for the 
prevention of dental caries should be 
received no later than February 14, 
2011. 

ADDRESSES: Comments are preferred 
electronically and may be addressed to 
CWFcomments®cdc.gov. Written 
responses should be addressed to the 
U.S. Department of Health and Human 
Services, Centers for Disease Control 
and Prevention, CWF Comments, 
Division of Oral Health, National Center 
for Chronic Disease Prevention and 
Health Promotion (NCCDPHP), -1770 
Buford Highway, NE, MS F-10, Atlanta, 
GA 30341-3717. 

I Community watnr fluuriclalion or public 
drinking watur systnms bus huon domunstratuclto bo 
nrrouivo in rcrluc inf1c.nries ~nil prududng cust· 
s~vings rrnm n sociutJ) purspncti\'n, (Truman D cl 
nl. 2002). 1r locnlgontl. nncl rc~nurc us purmit. tho 
usn of this intorvonti/m shuuld hn continucttl, 
inltintcd, or incrunsod (CDC ~OIIln). 

FOR FURTHER INFORMATION CONTACT! 
Barbara F. Gooch, Associate Director for 
Science (Acting), 77().....188-6054, 
CWFcomments@cdc.gov, Division of 
Oral Health, National Center for Chronic 
Disease Prevention and Health 
Promotion (NCCDPHP}. Centers for 
Disease Control and Prevention, 4770 
Buford Highway, NE., MS F- 10, Atlanta, 
GA 30341-3717. 
SUPPLEMENTARY INFORMATION: The U.S. 
Public Health Service has provided 
recommendations regarding optimal 
fluoride concentrations in drinking 
water from community water systems 
(CWS) 2 for the prevention of dental 
caries (US DHEW, 1962). HHS proposes 
to update and replace these 
recommendations because of new data 
that address changes in the prevalence 
of dental fluorosis. fluid intake among 
children, and the contribution of 
fluoride in drinking water to total 
fluoride exposure in the United States. 
As of December 31, 2008. the Centers for 
Disease Control nnd Prevention (CDC) 
estimated that 16,977 community water 
systems provided fluoridated water to 
196 million people. 95% of the 
population receiving fluoridated water 
was served by community water 
systems that added fluoride to water, or 
purchased water with added fluoride 
from other systems. The remaining 5% 
were served by systems with naturally 
occurring nuoride at or above the 
recommended level. More statistics 
about water fluoridation in the United 
States are available <tl http:// 
lVlVl\'.cdc.govlfluoridation!statistics/ 
200Bstats.htm. Guidance for systems 
with naturally occurring fluoride levels 
above the recommended level are 
beyond the scope of this document. 
Systems that have fluoride levels greater 
than the national primary (4.0 mg/L) or 
secondary (2.0 mg/L) drinking water 
standards established by EPA can find 
more informillion at the following EPA 
Web site: lzttp:!!ll'ater.epa.govldrinkl 
contaminants!basicinformation/ 
fluoride.cfm. CDC's Recommendations 
for Fluoride Use (CDC. 2001b), available 
at http:! I!VU'JV.cdc.go!'lmmiVr!previe!v/ 
mmwrhtml/ rr5014al.iltm, provides 
guidance on community water 

'For purpose·~ or thi~ guicbnco, D wn1ttr systom 
is consiclurod n community water system iC so 
clcsign~tod by tho St11to drinking wntor 
administrator in nccorclanw with tho regulatory 
ruquirumunts or tho U.S. En1·irunmnntal Protuctiun 
,\gonc:y. lngonurnl. public 1V.1tor systums proviclo 
\VIItUr rnr humnn ~.OOS11111ption through pipos or 
nthor constructnd c:onvoyancos tu ot lc•nst 15 sorvico 
connncticms or sorvcs an nvor.cgu or nt lonst 25 
pooplo fur nt luastllO days o }'nar. t\ r.ommunity 
wntnr systc•m is n public wntor sys tum thnt supplins 
wntnr to tho snmu pupulntinn ynor·rouncl, ilttp:/1 
ll'lllcr.tJpll.f::OI'Iill{mstruc/uro/clrillkinJJII'fllt:rlpn·.~/ 
{11cloids.r.[m. 

fluoridation and use of other fluoride· 
containing products. 

Recommendation 
HHS proposes that community water 

systems adjust their fluoride content to 
0.7 mg/L [parts per million (ppm)]. 

Rationale 
Importance of community water 

fluoridation: 
Community water fluoridation is a 

major factor responsible for the decline 
of the prevalence and severity of dental 
caries (tooth decay) during the second 
half of the 20th century. From the early 
1970's to the present, the prevalence of 
dental caries in at least one permanent 
tooth (excluding third molars) among 
adolescents, aged 12- 17 years,3 has 
decreased from 90% to 60% and the 
average number of teeth affected by 
dental caries (i.e., decayed, missing and 
filled) from 6.2 to 2.6 (Kelly JE, 1975, 
Dye B. et a/, 2007). Adults have also 
benefited from community water 
fluoridation. Among adults, aged 35-44 
years;' the average number of affected 
teeth decreased from 18 in the early 
1960's to 10 among adults, aged 35-49 
years, in 1999-2004 (Kelly JE, eta/, 
1967; Dve B. eta/, 2007). Although there 
have beim notable declines in tooth 
decay. it remains one of the most 
common chronic diseases of childhood 
(USDHHS, 2000; Ncwacheck PW eta/, 
2000). Effective population-based 
interventions to prevent and control 
dental caries, such as community water 
fluoridation. are still needed (CDC, 
2001a). 

Systematic reviews of the scientific 
evidence related to fluoride have 
concluded that community water 
nuoridation is effective in decreasing 
dental caries prevalence and severity 
(McDonagh MS. et a/, 2000a, McDonagh 
MS. eta/, 2000b, Truman Bl, eta/, 2002, 
Griffin SO, eta/, 2007). Effects included 
significant increases in the proportion of 
children who were caries-free and 
significant reductions in the number of 
teeth or tooth surfaces with caries in 
both children and adults (McDonagh 
MS. et a/, 2000b, Griffin SO, et a/, 2007). 
When analyses were limited to studies 

·'Thoro weru slight cli£foron~os in the nge groups 
usorl in both survuys. Tho I!J? I-1!17-t snrvuy 
mportucl on ndnloscunts ogoclt2-17 yonrs (Kelly JE, 
1!175) whilu tho 1!l!l!I-2{)(H survey rupurtnd on 
adulosconts nncl youths O!locl 12-1!1 years (Dyn B. el 
ul., 2007). Docnuse tho provalnnco of clontal cnrius 
in~runsns with ngo. tho ostimatns rnr 12-17 yonr olds 
in the most recnnt survey (l !l!l9-:!0II-t) should be 
slightly lowor than those puhllshud for 12- t!l yonr 
ulcls (Dy11 B, ctul. 2007). 

• Thurn w11rn slight rlirfnrnnces in thn ngo groups 
usucl in bnth survuys. The I !162 ~nn·oy ruportud ell\ 

nclults agocl 35-H yonrs (Kully JE rl o/ 1907) whilu 
tho 1999-2004 survuy roportucl on acluhs ngocl 35-
-\!J yoors (Dyo n. C!l nl, 2007). 

• 
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conducted after the introduction of 
other sources of fluoride, especially 
fluoride toothpaste. beneficial effects 
across the lifespan from community 
water fluoridation were still apparent 
(McDonagh MS. et a/, 2000b: Griffin SO, 
eta/, 2007). 

Fluoride works primarily to prevent 
dental caries through topical 
remineralization of tooth surfaces when 
small amounts of fluoride, specifically 
in saliva and accumulated plaque, are 
present frequently in the mouth 
(Featherstone ]DB, 1999). Consuming 
fluoridated water and beverages and 
foods prepared or processed with 
fluoridated water routinely introduces a 
low concentration of fluoride into the 
mouth. Although other fluoride­
containing products are available and 
contribute to the prevention and control 
of dental caries, community water 
fluoridation has been identified as the 
most cost-effective method of delivering 
fluoride to all members of the 
community regardless of age. 
educational attainment, or income level 
(CDC, 1999, Burt BA, 1969). Studies 
continue to find that community water 
fluoridation is cost-saving (Truman B, et 
a/, 2002). 

Trends in Availability of Fluoride 
Sources 

Community water fluoridation and 
fluoride toothpaste are the most 
common sources of non-dietary fluoride 
in the United States (CDC, 2001b). 
Community water fluoridation began in 
1945, reaching almost 50% of the U.S. 
population by 1975 and 64% by 2008, 
llttp:l!ll'lvw.cdc.gov/fluoridation! 
statistics/200Bstats.htm: http:/ I 
\VIVIv.cdc.gov/fluoridationlpdf/statistics/ 
1975.pdf. Toothpaste containing 
fluoride was first marketed in the 
United States in 1955 (USDHEW. 1980) 
and by the 1990's accounted for more 
than 90 percent of the toothpaste market 
(Burt BA and Eklund SA. 2005). Other 
products that provide fluoride now 
include mouthrinses. fluoride 
supplements, and professionally 
applied fluoride compounds. More 
detailed explanations of these products 
are published elsewhere (CDC, 2001b) 
(ADA. 2006) (USDHHS, 2010). More 
information on all sources of fluoride 
and their relative contribution to total 
fluoride exposure in the United States is 
presented in a report by EPA (US EPA 
2010a). 

Dental Fluorosis 

Fluoride ingestion while teeth are 
developing can result in a range of 
visually detectable changes in the tooth 
enamel (Aoba T and Fejerskov 0, 2002). 
Changes range from barely visible lacy 

white markings in milder cases to 
pitting of the teeth in the rare, severe 
form. The period of possible risk for 
fluorosis in the permanent teeth, 
excluding the third molars,5 extends 
from about birth through B years of age 
when the preemptive maturation of 
tooth enamel is complete (CDC. 2001b; 
Massier M and Schour I, 1958). When 
communities first began adding fluoride 
to their public water systems in 1945, 
drinking water and foods and beverages 
prepared with fluoridated water were 
the primary sources of fluoride for most 
children (McClure FJ, 1943). Since the 
1940's, other sources of ingested 
fluoride, such as fluoride toothpaste (if 
swallowed) and fluoride supplements, 
have become available. Fluoride intake 
from these products. in addition to 
water and other beverages and infant 
formula prepared with fluoridated 
water, have been associated with 
increased risk of dental fluorosis (Levy 
SL, eta/, 2010, Wong MCM. eta/, 2010, 
Osuji 00 et al. 1988, Pendrys DG eta/, 
1994, Pendrys DC and Katz RV 1989, 
Pendrys DG. 1995). Both the 1962 
USPHS recommendations and the 
current proposal for fluoride 
concentrations in community drinking 
water were set to achieve a reduction in 
dental caries while minimizing the risk 
of dental fluorosis. 

Results of two national surveys 
indicate that the prevalence of dental 
fluorosis has increased since the 1980's, 
but mostly in the very mild or mild 
forms. The most recent data on 
prevalence of dental fluorosis come 
from the National Health and Nutrition 
Examination Survey (NHANES), 1999-
2004. NHANES assessed the prevalence 
and severity of dental fluorosis among 
persons, aged 6 to 49 years. Twenty­
three percent had dental fluorosis of 
which the vast majority was very mild 
or mild. Approximately 2% of persons 
had moderate dental fluorosis, and less 
than 1% had severe. Prevalence was 
higher among younger persons and 
ranged from 41 o/o among adolescents 
aged 12-15 years to 9% among adults, 
aged -10-49 years. The higher prevalence 
of dental fluorosis in the younger 
persons probably reflects the increase in 
fluoride exposures across the U.S. 
population through community water 

•·Risk (or tho third molnrs (i.e., wl~clom Iouth) 
t!XIumls tu ngo H y~>ars (Mnsslur M. I !JSB) . Third 
mulurs am much fuss likely thnn othor tooth to erupt 
(ully into u functionnl position duo In spnco 
cons traints in tho clontnl urch nnrlmny bo imp01etod, 
parlinlly Hruptod, or n:\trac tod For thosn reasons 
third molars are nolnssossod for rlonlnl carlus or 
rl~ntnl fluorosis in nationnl sur\"uys in tim U.S. In 
arlclition. bosod on tholr plncomunl, th~sn tenth aro 
unlikely lobo ofnnsthntic c;um:nrn . 

fluoridation and increased use of 
fluoride toothpaste. 

The prevalence and severity of dental 
fluorosis among 12-15 year olds in 
1999-2004 were compared to estimates 
from the Oral Health of United States 
Children Survey, 1986-67, which was 
the first national survey to include 
measures of dental fluorosis. Although 
these two national surveys differed in 
sampling and representation 
(schoolchildren versus household), 
findings support the hypothesis that 
there has been an increase in dental 
fluorosis that was very mild or greater 
between the two surveys. In 1986-87 
and 1999-2004 the prevalence of dental 
fluorosis was 23% and 41%. 
respectively, among adolescents aged 12 
to 15. (Beltran-Aguilar ED. eta/, 2010a). 
Similarly. the prevalence of very mild 
fluorosis (17.2% and 26.5%), mild 
fluorosis (4.1% and 6.6%) and moderate 
and severe fluorosis combined (1.3% 
and 3.6%) have increased. The 
estimates for severe fluorosis for 
adolescents in both surveys were 
statistically unreliable because of too 
few cases in the samples. 

More information on fluoride 
concentrations in drinking water and 
the impact of severe dental fluorosis in 
children is presented in a report by EPA 
(US EPA 2010 b). 

Relationship between dental caries 
and fluorosis at varying water 
fluoridation concentrations: 

The 1986-87 Oral Health of United 
States Children Survey is the only 
national survey that measured the 
child's water fluoride exposure and can 
link that exposure to measures of caries 
and fluorosis (U.S. DHHS, 1989). An 
additional analysis of data from this 
survey examined the relationship 
between dental caries and fluorosis at 
varying water fluoride concentrations 
for children aged 6 to 17 years (Heller 
KE, eta/, 1 997). Findings indicate that 
there was a gradual decline in dental 
caries as fluoride content in water 
increased from negligible to 0.7 mg/L. 
Reductions plateaued at concentrations 
from 0.7 to 1.2 mg/L. In contrast, the 
percentage of children with at least very 
mild dental fluorosis increased with 
increasing fluoride concentrations in 
water. The published report did not 
report standard errors. 

In Hong Kong a small change of about 
0.2 mg/LU in the mean fluoride 
concentration in drinking water in 1978 
was associated with a detectable 
reduction in fluorosis prevalence by the 

"Flunricln roncrmtmtin n~ ~~~ •lrinking watnr huforn 
ancl nftor tho l!J7R rr• rlu~lion wuru 0.112 nnd 0.64 fill 
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mid 1980's7 {Evans R.W, Stamm JW., 
1991). Across all age groups more than 
90% of fluorosis cases were very mild 
or mild. (Evans R.W, Stamm JW., 1991). 
The study did not include measures of 
fluoride intake. Concurrently. dental 
caries prevalence did not increase. (Lo 
ECM et al, 1990). Although not fully 
generalizable to the current U.S. 
context, these findings, along with those 
from the Hl86-87 survey of U.S. 
schoolchildren, suggest that risk of 
fluorosis can be reduced and caries 
prevention maintained toward the lower 
end (i.e., 0.7 mg/L) of the 1962 USPHS 
recommendations for fluoride 
concentrations for community water 
systems. 

Relationship of fluid intake and 
ambient temperature among children 
and adolescents in the United States: 

The 1962 USPHS recommendations 
stated that community drinking water 
should contain 0.7-1 .2 mg/L [ppm) 
fluoride, depending on the ambient air 
temperature of the area. These 
temperature-related guidelines were 
based on studies conducted in two 
communities in California in the early 
1950's. Findings indicated that a lower 
fluoride concentration was appropriate 
for communities in warmer climates 
because children drank more tap water 
on warm days (Galagan OJ, 1953; 
Galagan OJ and Vermillion JR, 1957; 
Calagan OJ eta/, 1957). Social and 
environmental changes, including 
increased use of air conditioning and 
more sedentary lifestyles, have occurred 
since tho 1950's, and thus, the 
assumption that children living in 
warmer regions drink more tap water 
than children in cooler regions may no 
longer be valid. 

Studies conducted since 2001 suggest 
that fluid intake in children does not 
increase with increases in ambient air 
temperature (Sohn W, et al. 2001: 
Beltran-Aguilar ED, et al, 2010b). One 
study conducted among children using 
nationally representative data from 1988 
to 1994 did not find an association 
between fluid intake and ambient air 
temperature (Sohn W, eta/, 2001). A 
similar study using nationally 
representative data from 1999 to 2004 
also found no association between fluid 
intake and ambient temperature among 
children or adolescents (Beltran-Aguilar 
ED, et nl, 2010b). These recent findings 
demonstrating a lack of an association 
between fluid intake among children 
and adolescents and ambient 
temperature support use of a single 
target concentration for community 

'Fluoru~i~ provaluncn tnngnd rrnm 6-1% (SE = 
·1 .1} to -17% (SE " 4.5J bnsud on lho uppur right 
r.ontrnl inci5or unly. 

water fluoridation in all temperature 
zones of the United States. 

Conclusions 
HHS recommends an optimal fluoride 

concentration of 0. 7 mg/L for 
community water systems based on the 
following information: 

• Community water fluoridation is 
the most cost-effective method of 
delivering fluoride for the prevention of 
tooth decay: 

• In addition to drinking water, other 
sources of fluoride exposure have 
contributed to the prevention of dental 
caries and an increase in dental 
fluorosis prevalence; 

• Significant caries preventive 
benefits can be achieved and risk of 
lluorosis reduced at 0.7 mg/L, the 
lowest concentration in the range of the 
USPHS recommendation. 

• Recent data do not show a 
convincing relationship between fluid 
intake and ambient air temperature. 
Thus, there is no need for different 
recommendations for water fluoride 
concentrations in different temperature 
zones. 

Surveillance Activities 
CDC and the National Institute of 

Dental and Craniofacial Research 
(NIDCR). in coordination with other 
Federal agencies, will enhance 
surveillance of dental caries, dental 
fluorosis, and fluoride intake with a 
focus on younger populations at higher 
risk of fluorosis to obtain the best 
available and most current information 
to support effective efforts to improve 
oral health. 

Process 
The U.S. Department of Health and 

Human Services (HHS) convened a 
Federal inter-departmental, inter-agency 
panel of scientists (Appendix A) to 
review scientific evidence related to the 
1962 USPHS Drinking Water Standards 
related to recommendations for fluoride 
concentrations in drinking water in the 
United States and to update these 
proposed recommendations. Panelists 
included representatives from the 
Centers for Disease Control and 
Prevention, the National Institutes of 
Health. the Food and Drug 
Administration, the Agency for 
Healthcare Research and Quality, the 
Office of the Assistant Secretary for 
Health . the U.S. Environmental 
Protection Agency, and the U.S . 
Department of Agriculture. The 
panelists evaluated existing 
recommendations for fluoride in 
drinking water, systematic reviews of 
the risks and benefits from fluoride in 
drinking water, the epidemiology of 

dental caries and fluorosis in the U.S .. 
and current data on fluid intake in 
children, aged 0 to 10 years, across 
temperature gradients in the U.S. 
Conclusions were reached and are 
summarized along with their rationale 
in this proposed guidance document. 
This guidance will be advisory. not 
regulatory, in nature. Guidance will be 
submitted to the Federal Register and 
will undergo public and stakeholder 
comment for 30 days. after which HHS 
will review comments and consider 
changes. 

Dated: January 7, 2011. 
Kathleen Sebelius, 
Secretary. 
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BILLING CODE P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Meeting of the National Biodefense 
Science Board 

AGENCY: Department of Health and 
Human Services, Office of the Secretary. 
ACTION: Notice. 

SUMMARY: As stipulated by the Federal 
Advisory Committee Act, the U.S. 
Department of Health and Human 
Services is hereby giving notice that the 
National Biodefense Science Board 
(NBSB) will be holding a public 
meeting. The meeting is open to the 
public. 

DATES: The NBSB will hold a public 
meeting on January 25 , 2011 from 1 :15 
p .m. to 3 p .m. ET. The agenda is subject 
to change as priorities dictate. 
ADDRESSES: Department of Health and 
Human Services: Hubert H. Humphrey 
Building. Room 800; 200 Independence 
Avenue, SW., Washington, DC 20201. 
To attend by teleconference, calll-866-
3!)5~129, pass-code "ASPR." Please call 
15 minutes prior to the beginning of the 
conference call to facilitate attendom;c. 
Pre-registration is required for public 
attendance. Individuals who wish to 
attend the meeting in person should 
send an email to NBSB@HHS.GOV with 
"NBSB Registration" in the subject line. 
FOR FURTHER INFORMATION CONTACT: E· 
mail: NBSB®HHS.GOV. 
SUPPLEMENTARY INFORMATION: Pursuant 
to section 319M of the Public Health 
Service Act (42 U.S.C. 247d- ij) and 
section 222 of the Public Health Service 
Act (.12 U.S.C. 217a), the Department of 
Health and Human Services established 
the National Biodefense Science Board. 
The Board shall provide expert advice 
and guidance to the Secretary on 
scientific, technical. and other matters 
of sp~cial interest to the Department of 
Health and Human Services regarding 
current and future chemical, biological, 
nuclear, and radiological agents, 
whe ther naturally occurring, accidental. 
or deliberate. The Board may also 
provide advice and guidance to the 
Secretary and/or the Assistant Secretary 
for Preparedness and Response on other 
matters related to public health 
emergency preparedness and response. 

Background: A portion of this public 
meeting will be dedicated to swearing in 
the six new voting members who will 
replace the members whose 3-year terms 
expired on December 31. 2010. The 
Board will be asked to consider the 
various components of a science 
response to disasters. Subsequent 
agenda topics will be added as priorities 
dictate. 

Availability of Materials: The meeting 
agenda and materials will be posted on 
the NBSB Web site at http:// 
lvtvtv.phe.gav/Preparednessl/ega/1 
boardsl nbsb/Pages!default.asp:oc prior to 
the meeting. 

Procedures for Providing Public Input: 
Any member of the public providing 
oral comments at the meeting must sign· 
in at the registration desk and provide 
his/her name, address, and affiliation. 
All written comments must be received 
prior to January 18, 2011 and should be 
sent by e-mail to NBSB®HHS.GOV with 
"NBSB Public Comment" as the subject 
line. Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should e­
mail NBSB®HHS.GOV. 

Dated: Jnnuary 7, :!011. 

Nicole Lurie, 
A.~sistanl Secretary for Preparedness and 
llcsponsc. 
IFK Doc. ZUtl ..UI14 fitmtt - 12- 1 t ; 8:-IS .un) 

Blt.UNG CODE 4150-37-P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Toxicology Program (NTP); 
NTP Interagency Center for the 
Evaluation of Alternative Toxicological 
Methods (NICEATM); Federal Agency 
Responses to Interagency 
Coordinating Committee on the 
Validation of Alternative Methods 
(ICCVAM) Recommendations on Two 
Nonradioactive Versions of the Murine 
Local Lymph Node Assay (LLNA) for 
Assessing Allergic Contact Dermatitis 
(ACD) Hazard Potential of Chemicals 
and Products, and Expanded Uses of 
the LLNA for Pesticide Formulations 
and Other Products; Notice of 
Availability 

AGENCY: National Institute of 
Environmental Health Sciences 
(NIEHS) . National Institutes of Health 
(NIH) , HHS. 
ACTION: Notice of Availability. 

SUMMARY: U.S. Federal agency responses 
to !CCV AM test method 
recommendations on two 
nonradioactive versions of the LLNA for 
assessing the ACD hazard potential of 
chemicals and products and for 
expanded uses of the LLNA for 
pesticide formulations and other 
products are now available on the 
NICEATM-ICCVAl\1 Web site at http:// 
iccvam.niehs.nih.govl methads/ 
immunotox/ 1/na.htm. ICCVAM 
recommended the nonradioactive 
LLNA: 5·bromo·2· deoxyuridine· 
enzyme-linked immunosorbent assay 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



-· ., .... ':.;!~ L f. - .. ... . .. ............ ...._ 

~·· 
24936 Federal Register I Vol. 80, No. 84/ Friday, May 1, 2015 /Noliccs 

collection contact Momuna Ifedirah at 
41o-786-6849). 

2. T_rpe of Information Co!Iection 
Request: Extension of a curnmtly 
approved collection; Tille of 
lnformation Collection: Use of Restmint 
and Seclusion in Psychiatric Residential 
Treatment Facilities (PRTFs) for 
Individuals Under Ago 21 and 
Supporting Regulations; Use: 
Psychiatric residential treatment 
facilities arc required to report deaths, 
serious injuries and attempted suicides 
to the State .Medicaid Agency and the 
Protection and Advocacy Organization. 
They are also required to provide 
residents the restraint and seclusion 
policy in writing, and to document in 
tho residents' records all activities 
involving the usc of restraint and 
seclusion. Form Number: CMS-R-306 
(OMB Control Number 0938-()833); 
Frequency: Occasionally; Affected 
Public: Private sector (Business or other 
for-profits); Number of Respondents: 
390; Total Annual Responses: 
1,466.795; Total Annual Hours:431,062. 
(For policy questions regarding this 
collection contact Cindy Ruff at 410-
76~5916). 

Dated; April28, 2015. 
William N. Parham Ill, 
Director, Papemork Reduction Staff, Office 
of Strategic Operations and Regulatory 
Affairs. 
[FR Doc:. 2015-10207 Filed 4-J0-15; 8:45 ami 

BII.LING CODE 412~1-P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Findings of Research Misconduct 

AGENCY: Office ofth e Secretary, HHS. 
ACTION: Notice. 

SUMMARY: Notice is hereby gh•en that 
tho Office of Research Integrity (ORl) 
has taken final action in U1e foll owing 
case: 

Venl.:aia f. Reddy, Univer.~ity of 
Minnesota: Based upon the evidence 
and findings of an investigation report 
by the University of Minnesota (UMI'\') , 
an investigation conducted by another 
Fedora! agency, and additional 
information obtained by the Office of 
Research Integrity (ORI) during its 
oversight re\•iew of the UMN 
investigation, ORI found that Mr. 
Venkata ]. Reddy, former Graduate 
Student, Department of Chemistry, 
UMN, cngagod in research misconduct 
in research that was included in grant 
application ROt GM095559-01A1 , 
submitted to tho Nationallnstituto of 
General Medical Sciences (NJGMS), 

EXHIBIT 
s of Hea1th (NIH). 

E 

ORI found by a preponderance of the 
evidence that the Respondent 
intentionally and knowingly engaged in 
rcscatcb misconduct by falsifying and/ 
m· fabricating data that was provided to 
his mentor to include in grant 
application R01 GM095559-01Al 
submitted to NIGMS, NIH, to obtain 
U.S. Public Health Son•ice (PHS) funds. 
Specifically, ORI found that the 
Respondent falsified data included in 
Figuros 4, 9, 11, 15, and 25 in R01 
GM095559-01A 1 for enantiomeric 
excess ("eo") to falsely show a high 
degree of selectivity for one enantiomer 
over another by a cut-and-paste method 
and manipulation of the instrument to 
give the desired result. Respondent also 
falsified the underlying nuclear 
magnetic resonance spectroscopy (~"MR) 
data for Compound 22 reported in 
Figure 15 in Rol Gl\1095559-DlAl by a 
cut-and-paste method to manipulate the 
1\'MR spectra and give the desired result. 

Dr. Reddy has been debarred by the 
Federal agency with joint jurisdiction 
for a period of five (5) years, ending on 
August 26, 2018. OR! has implemented 
the following administrative action to 
coincide with the government-wide 
debarment: 

(1) Respondent is prohibited from 
serving in any advisory capacity to PHS 
including, but not limited to, service on 
any PHS advisory committee, board, 
and/or peer review committee, or as a 
consultant. 
FOR FURTHER INFORMATION CONTACT: 
Acting Director, Office of Research 
Integrity, 1101 Wootton Parkway, Suite 
750, Rockville, MD 20852, (2-10) 453-
8800. 

Donald Wright, 
Acting Director. Office afResearr:h Integrity. 
IFR Doc. 2015-10203 Filed 4~0-15: 8:45 nml 

BILUNG CODE 4150-41-f' 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Public Health Service 
Recommendation for Fluoride 
Concentration In Drinking Water for 
Prevention of Dental Carles 

AGENCY: Office of the Secretary, HHS. 
SUMMARY: Through this final 
recommendation, the U.S. Public Health 
Service (PHS) updates and replaces its 
1962 Drinking Water Standards related 
to community water fluoridation-the 
controlled addition of a fluoride 
compound to a community water 
supply to achieve a concentration 
optimal for dental caries prevention. For 
these community water systems that 
add fluoride, PHS now recommends an 

optimal fluoride concentration of 0.7 
milligrams/liter (mg/L). ln this 
guidance, the optimal concentration of 
fluoride in drinking water is the 
concentration that provides the best 
balance of protection from dental caries 
while limiting the risk of dental 
fluorosis. The earlier PHS 
recommendation for fluoride 
concentrations was based on outdoor air 
temperatme of geographic areas and 
ranged from 0.7-1.2 mg/L. This updated 
guidance is intended lo apply to 
community water systems that currently 
fluoridate or that will initiate 
fluoridation, and is based on 
considerations that includo: 

• Scientific evidence related to the 
cffecth•eness of water fluoridation in 
caries prevention and control across all 
age groups, 

• Fluoride in drinking wator as one of 
se\'eral available fluoride sources, 

• Trends in U1o pre\•alence and 
se,•erity of dental fluorosis. and 

• Current c\•idence on fluid intake of 
children across various outdoor air 
temperatures. 
FOR FURTHER INFORMATION CONTACT: 
Barbara F. Gooch, DMD, MPH, Centers 
for Disease Control and Prevention, 
National Center for Chronic Disease 
Pre\•ention and Health Promotion, 
Division of Oral Health, 4770 Buford 
Highway !\:"E., MS F-80, Atlanta, GA 
30341-3717: tel. 770-4B8-Q054; fax 
77o-488-6080: email <BGooch@ 
cdc.goV>. 
SUPPLEMENTARY INFORMATION: Because 
fluoridation of public drinking water 
systems had been demonstrated as 
effective in reducing dental caries, the 
U.S. Public Health Service (PHS) 
provided recommendations regarding 
optimal fluoride concentrations in 
drinking water for community water 
systems in 1962 (U.S. DHEW, 1962). 
The U.S. Department of Health and 
Human Services (HHS) is roleasing this 
updated PHS recommendation because 
of new data that address changes in the 
p1·evalence of dental fluorosis, the 
relationship between water intake and 
outdoor temperature in children, and 
the contribution of fluoride in drinking 
water to total fluoride exposure in the 
United States. Although PHS 
recommends community water 
fluoridation as an effective public health 
intervention, the decision to fluoridate 
water systems is made by slate and local 
governments. 

As of December 31,2012, tho Centers 
for Disease Control and Prevention 
(CDC) estimated that approximately 200 
million people in the United States were 
served by 12,341 community water 
systems that added fluoride to water or 
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purchased water wilh added fluoride 
from other systems. For mnny years, 
nearly all of these fluoridated systems 
used fluoride concentrations ranging 
from 0.8 to 1.2 mg/L: fewer than 1% of 
those svstems used a fluoride 
concentration nt 0.7 mg/L (Unpublished 
data. Water Fluoridation Reporting 
Svstom. CDC. 20101. When water 
systems that add fluoride implement the 
new PHS recommendation (0.7 mg/L}. 
the fluoride concent.ration in these 
systems will be reduced by 0.1 to 0.5 
mg/L and fluoride intake from water 
will decline among most people sen·ed 
bv those svstoms. 
· It is expected that implementation of 

the new recommendation will lead to a 
reduction of approximately 25°o (range: 
12%-l2o/o} in fluoride intake from 
drinking water alone and a reduction of 
approximately 14% (range: 5~o-29%) in 
total fluoride intake. Those estimates arc 
based on intake among young childt·en 
at the 90th percentile of drinking water 
intake for whom drinking wnter 
accounts for 40%-70'}o of total fluoride 
intake (U.S. EPA. 2010al. Furthermore, 
these estimates arc based on a weighted 
moan fluoride concentration of 0.94 mg/ 
Lin systems that added fluoride (or 
purchased water from systems that 
added fluoride) in 2009 (Unpublished 
data, Water Fluoridation Reporting 
System. CDC. 20091. Community water 
systems that contain naturally occurring 
fluoride at concenlrations greater than 
0.7 mg/L (estimated to sen•e about 11 
million people) will not be directly 
affoctod by tho now PHS 
recommendation. 

Under tlte Safe Drinking Water Act, 
the U.S. Environmental Protection 
Agency (EPA) sots standards for 
drinking water qunlity (42 U.S. C. 300f et 
seq. (1974)). EPA is in the process of 
reviewing tho maximum amount of 
fluoride allowed in drinking wnter. 
Upon completion of its review, EPA will 
determine if it is appropriate to re\'isc 
the drinking water standnrd for fluoride. 
Currently. the enforceable standard is 
set at 4.0 mg/L to protect ngRinst severe 
skeletal fluorosis. a rare condition in the 
United States (NRC. 2006; U.S. EPA, 
2010b).lfthe EPA determines that it is 
appropriate to reviso tho standard, any 
revisions could affect certain 
community wntcr systems that have 
naturally occurring fluoride. More 
information about EPA's existing 
drinking water standards for fluoride 
can be found at: llttp://waler.epa.govl 
drillklcontaminallls/basicinformatian/ 
fluaridc.cfm. 

Recommendation 
For community water systems thnt 

add fluoride to their water. PHS 

recommends a fluoride concentration of 
0.7 mg/L (parts per million (ppm II to 
maintain caries prevention benefits and 
reduce the risk of dental fluorosis. 

Rationale 

Imparlance of Community Water 
Fluoridation 

Community water fluoridation is a 
mnjor factor responsible for the decline 
in pm\•alence (occurrence) and se\·erity 
of dental caries (tooth decay) during the 
second half of the 20th century (CDC. 
1999). For adolescents. the prevalence 
of duntal carios in at least one 
permanent tooth (excluding third 
molars) decreased from 90o/o among 
those aged 12-17 years in the 1960's 
(Kelly JE. 1975) to 60% among those 
aged 12-19 years in 1999-2004 (Dye B. 
c.•t al., 2007): during \hil t inten·al. the 
number of permanent teeth affected by 
dental caries (i.e .• decayed, missing and 
filled) declined from 6.2 to 2.6, 
rospoctivoly. Adults also have benefited 
from community water fluoridation; the 
average number of affected Ieeth 
decreased from 18 among 35- to 44-year­
old adults in the 1960s to 10 among 35-
to 49-year-old adults in 1999-2004 
(Kelly JE, eta/., 1973; Dye B, ct a/., 
2007}. Althouglt data were not age­
adjusted, age groups in the 1999-2004 
sun•ey used a higher upper age limit, 
and both caries prevalence and number 
of tooth affected increased with age; 
thus. these comparisons may 
underestimate caries decline over time. 

Although t11crc have been notable 
declines in tooU1 decay, it remains one 
of the most common chronic diseases of 
childhood (U.S. DHHS. 2000; 
!':ewacheck PW eta}., 2000). In 2009-
2010, national survey data showed that 
untreated dental caries among children 
'·aricd by racc/ethnicily and federal 
po,•erty level. About one in four 
cltildren living below 100% of the 
federal poverty level had untreated 
decay (Dye BA et al., 2012). Untreated 
tooth decay can result in pain, school 
absences, and poorer school 
perfomtance (Lewis C. eta/., 2010; Detty 
AMR, ct al., 2014; Jackson SL, et al., 
2011; Seirawan H. eta/ .• 2012). 

Svstematic reviews of the scientific 
evidence related to fluoride have 
concluded that community water 
fluoridation is effective in decreasing 
dental caries prevalence and severity 
(McDonagh MS. et ul., 2000n; 
McDonagh MS. et al .• 2000b; Truman 
Bl. ct al .. 2002: ARCPOH 2006; Griffin 
SO. ct al., 2007: Yeung. 2008; CPSTF, 
2013). Effects included significant 
increases in the proportion of children 
who were caries-free and significant 
reductions in the number of teeth or 

tooth surfnces with caries in both 
children and adults (McDonagh MS. ct 
a/., 2000b: ARCPOH 2006; Griffin SO. at 
nl .• 2007; Yeung. 2008; CPSTF, 2013). 
When analyses were limited to studies 
conducted after the introduction of 
other sources of fluoride, especially 
fluoride toothpaste. beneficial effects 
across the lifespan from community 
water fluoridation were still apparent 
(McDonagh MS. et al .. 2000b: Griffin 
SO, et al .. 2007; Slade. et al.. 2013). 

Fluoride in saliva and dental plaque 
works to prevent dental caries primarily 
through topical remincrulizotion of 
tooth surfaces (Koulourides T. 1990; 
Featherstone JDB. 1999}. Consuming 
fluoridated water and beverages. and 
foods prepared or processed with 
fluoridated water, throughout the day 
maintains a low concentration of 
fluoride in saliva and plaquo that 
enhances remineralization. Although 
other fluoride-containing products arc 
available and contribute to the 
prevention and control of dental caries. 
community water fluoridation has been 
identified as the most cost-effective 
method of delivering fluoride to all 
members of the community regardless of 
age. educational attainment. or income 
level (CDC, 1999; Burt BA. 1989). 
Studies continue to find that 
community water fluoridation is cost­
saving (Truman B. et al .. 2002; 
O'Connell JM, ct al., 2005; Cam pain AC. 
et al .• 2010: Cobinc LJ and VasT. 2012). 

Tre11ds in Ami/ability of Fluoride 
Sources 

Community water fluoridation and 
fluoride toothpaste arc the most 
common sources of non-dietary fluoride 
in tltc United States (CDC. 2001b). 
Community water fluoridation began in 
1945, reaching49% ofthe U.S. 
population by 1975 and 67% by 2012 
(http:/ /uww.cdc.go'•/fluoridalion! 
statistics/2012stats.htm; http:// 
Wtnl'.cdc.gOI'/nalr ss/FSGrall'th _ 
tcxt .lltm). Toothpaste containing 
fluoride was first marketed in the 
United States in 1955 (USDHEW. 1980). 
By 1983, more than 90o/o of children and 
adolescents 5-19 years of age. and 
nlmost 70% of young children 2-4 ~·cars 
of age, reportedly used fluoride 
toothpaste (Ismail AI, et al. 19871. By 
1986, more than 90% of young children 
2-4 years of ago also wore roportod to 
usc fluoride toothpaste (NCHS. 1988). 
And by the 1990s, fluoride toothpaste 
accounted for more than 90 percent of 
the toothpaste market (Burt BA and 
Eklund SA. 2005). Other products that 
provide fluoride now include mouth 
rinses, dietary fluoride supplements, 
and professionally applied fluoride 
compounds. More detailed explanations 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



24938 Federal Register/Val. 80, No. 84 / Frida)' , May 1, 2015/Noticcs 

of these products nrc published 
elsewhere. (CDC, 2001b; ADA. 2006; 
USDHHS. 2010) 

More information on major sources of 
ingested fluoride and their rolntive 
contributions to total fluoride exposure 
in the L'nited States is presented in an 
EPA report (U.S. EPA 2010a). To protect 
the majority of the population. EPA uses 
tho 90th porcontilo of drinking water 
intake for nil nge groups in calculaling 
tho rclnlivc coniiibution for each 
fluoride source. Tho EPA definition of 
"drinking water" includes tap water 
ingested alone or with beverages and 
certain foods reconstituted in the home. 
Among children aged 6 months to 14 
years. drinking Willer Hccounls for 40°o-
70% of total fluoride intake; for adults, 
drinking water provides 60o/a of total 
fluoride intake. Toothpaste that has 
been swallowed inadvertently is 
estimated to account for about 20 
percent of total fluoride intake in very 
young children (1-3 years of agel {U.S. 
EPA 201 Oa). Other major contributors to 
total daily fluoride intake are 
commercial bc\•erngcs and solid foods. 

Dental Fluorosis 
Fluoride ingestion while teeth are 

developing can result in a range of 
visually detectable changes in the tooth 
enamel called dental fluorosis. Changes 
range from barely visib]e lacy white 
markings in milder cases to pitting of 
the tooth in the rare, severo form. The 
period of possible risk for fluorosis in 
the pennnnent teeth. excluding tho third 
molars, extends from birth through 8 
years of age when the pre-eruptive 
maturation of tooth en11mel is complete 
(CDC. 2001b: fvfassler M and Schour I. 
1958; Avery, 1987). The risk for and 
severity of dent11l fluorosis depends on 
tho nmount. timing. frequency, and 
duration of tho exposure (CDC. 2001b). 
When communities first began adding 
fluoride to their public water systems in 
1945. drinking water and local foods 
and beverages prepared with fluoridated 
Willer were t.ho primary sources of 
fluoride for most children (McClure FJ, 
1943; U.S. EPA, 2010b). At that time, 
only 11 few systems fluoridated U1eir 
water. minimizing the amount of 
fluoride contributed by processed water 
to commercial foods and beverages. 
Since the 1940s, other sources of 
ingested fluoride such as fluoride 
toothpaste (if swallowed) and dietary 
fluoride supplements have become 
available. Fluoride intake from these 
products, in addition to water, other 
beverages, and infant formula prepared 
with fluoridated water. have been 
associated with increased risk of don tal 
fluorosis (Levy SL. et al .. 2010; Wong 
MCM. el al .. 2010; Ismail AI and Hasson 

H. 2008; Osuji 00 ct nl .• 1988; Pendrys 
DC ct a/., 1994: Pendrys DG and Katz 
RV 1989; Pendrys DC, 1995). Both the 
1962 PHS recommendations and the 
current updated recommendation for 
fluoride concentration in communi tv 
drinking water wore sot to achiovo · 
reduction in dental caries while 
minimizing tho risk of dental fluorosis. 

Results of two notional suryeys 
indicate that the prevalence of dental 
fluorosis hns increased since the 1980s, 
but mostly in very mild or mild forms. 
Data on pre\·alence of dental fluorosis 
come from the National Health and 
~utrition Examination Survey 
(1'\HA..\IES) , 1999-2004 (Beltr~n-Aguilar 
ED. et al .. 2010a) . NHANES assessed tho 
pre,•nlence and severity of dental 
fluorosis among people aged 6 to 49 
years. Twenty-three percent (95"/o 
confidence interval [Cl): 20.1, 26.1) had 
dental fluorosis, of which t11e vast 
majority was very mild or mild. 
Approximately 2% (95% CI: 1.5, 2.5) of 
people had moderate dental fluorosis. 
and less than 1% (95% Cl: 0.1, 0.4) had 
severo fluorosis. Prc\•alencc of dental 
fluorosis that was very mild or greater 
was higher among young people and 
ranged from 41 % (95% Cl: 36.3, 44.9) 
runong adolescents aged 12-15 years to 
9% {95% CI: 6.1. 11.4) among adults. 
nged 4Q-49 years. 

The prevalence and severity of dental 
fluorosis among 12- to 15-year·olds in 
1999-2004 also were compared with 
estimates from tho Oral Honlth of United 
States Children survey, 1986-196i 
(USDHHS. 1989), which was the flrst 
national survey to include measures of 
dental fluorosis. Although these two 
national surveys differed in sampling 
and representation (household vs. 
schoolchildren), findings support the 
hypothesis that there was an increase in 
dental fluorosis that was very mild or 
greater during tho time botwoon the two 
sun·evs. In 1986-1987 and 1999-2004, 
the prevalence of dental fluorosis was 
23% and 41%, respectively. among 
adolescents aged 12 to 15 years. 
(Bcliiiin-Aguilar ED, et al., 2010a). 
Similarly, the prevalence of very mild 
fluorosis (17.2% and 28.5%), mild 
fluorosis {4.1% and 8.6%), and 
moderate and severe fluorosis combined 
(1 .3% and 3.6%) among 12- to 15-year­
old adolescents during 1986-1987 and 
1999-2004, respectively, all showed 
increases. Estimates limited to severe 
fluorosis among adolescents in both 
surveys. however, were statistically 
unreliable because there were too few 
cases among survey participants 
examined. The higher prevalence of 
dental fluorosis in young people in 
1999-200-1 may reflect increases in 

fluoride exposures (intake) across the 
U.S. r.opulation. 

Cluldren arc at risk for fluorosis in the 
permanent teeth from birth through 8 
years of age. Adolescents who were 12-
15 years of age when they participated 
in the national surveys of 1986-1987 
and 1999-2004 would have been at risk 
for dental fluorosis from 1971-1983 and 
from 1984-2000, respectively. 

By 1969, the percentage {number) of 
the U.S. population receiving 
fluoridated water was 44% (88.475,684). 
By 1985, this percentage (number) 
increased about 10 percentage points. 
roaching 55% (130,172.334). By 2000 , 
this percentage (number) was 57% 
(161,924,080). Although tbe percentage 
point increases in more recent years 
appear small (2 percentage points from 
1985 to 2000). it is important to note 
that the total size of the U.S. population 
also continued to expand during the 
lime period. As a result . the 10-
percentage·point increase from 1969 to 
1985 reflects an incronso of more than 
40 million people receiving fluoridated 
water whereas the 2-percentage-point 
increase from 1985 to 2000 represents 
an increase of more than 30 million 
people. 

Available data do not support 
additional detailed examination of 
changes in the percentage of children 
and adolescents using fluoride 
toothpaste. As previously described in 
Trends in A vailabilitv of Fluoride 
Sources. by 1983, more tJmn 90% of 
children and adolescents, 5-19 years, 
and almost 70% of young children, 
2-t years of age, were reportedly using 
fluoride toothpaste {Ismail AI. et al .. 
1987); by 1986 moro than 90% of young 
children were also using fluoride 
toothpaste {NCHS. 1988). As mentioned, 
recent EPA estimates indicate that 
toothpaste swallowed inadvertently 
accounts for about 20 percent of lotH) 
fluoride intake in very young children 
(U.S. EPA 2010n). 

More information on fluoride 
concentrations in drinking water and 
the risk of se,•ere dental fluorosis in 
children is presented in a report by EPA 
{U.S. EPA 2010b). EPA's scientific 
assessments considered new data on 
dental fluorosis and updated exposure 
estimates to reflect current conditions. 
Based on original data from a study that 
predated widespread water fluoridation 
in tho United States, EPA dotormined 
that the benchmark dose for a 0.5% 
prevalence of severe dental fluorosis 
was a drinking water fluoride 
cooceniiation of 2.14 mg/L. with a 
lower 95% CJ of 1.87 mg/L (U.S. EPA 
2010b). Categorical regression modeling 
{U.S. EPA, 2011 presentation) also 
indicated that the concentration of 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



Federal Regislcr/Vol. 80, No. 84 / Fridoy, May 1, 2015/Noticcs 24939 

fluoride in water associated with a 1% 
prevalence of se\·ere dental fluorosis 
decreased over time (1940-2000). These 
findings are consistent with an increase 
in exposures from other sources of 
fluoride and support tho conclusion that 
a fluoride concentration in drinking 
water of0.7 mg F/L would reduce the 
chance of dental fluorosis-especially 
severe dental fluorosis-in the current 
context of multiple fluoride sources. 

The two EPA assessments of fluoride 
(U.S. EPA, 2010a; U.S. EPA, 2010b) 
responded to earlier findings of the 
National Research Council (J'I:RC) of the 
;..lational Acadomios of Scion co (NRC, 
2006). Tho NRC had rc\'iewcd new data 
on fluoride at EPA's request and in 2006 
recommended that EPA update health 
and exposure assessments to consider 
all sources of fluoride and to tnke into 
account dental effects-specifically. 
pitting of teeth (i.e., severe dental 
fluorosis) in children. The NRC 
identified severe dental fluorosis as an 
adverse health effect, because pitting of 
tho enamel compromises its protective 
function. The NRC's report focused on 
the potential for adverse effects from 
naturally occurring fluoride at 2--4 
mg/L in drinking water; it did not 
examine benefits or risks that might 
occur at lower concentrations typically 
used for community water fluoridation 
(0.7 to 1.2 mg/L) (NRC, 2006). For this 
PHS recommendation, Panel scientists 
did review the balanco of benefits and 
potential for unwanted effects of water 
fluoridation at those lower levels (U.S. 
EPA, 2010b). 

Relationship Between Dental Caries and 
Fluorosis at \larying Water Fluoridation 
Conccmtrotions 

The 1986-1987 Oral Health of United 
Stales Children survey has been the 
only national survey that assessed tho 
child's water fluoride exposure, thus 
allowing linkage of that exposure to 
measures of caries and fluorosis 
(USDHHS. 1989). An additional analysis 
of data from this survey examined the 
relationship between dental caries and 
fluorosis at varying water fluoride 
concentrations for children and 
adolescents (Heller KE. et a/., 1997). 
Findings indicate that there was a 
gradual decline in dental caries as 
fluoride content in water increased from 
negligible to 0.7 mg/L. Reductions 
plateaued at concentrations from 0. 7-
1.2, mg/L.ln contrast, the percentage of 
children with at least very mild dental 
fluorosis increased from 13.50.0 
(standard error [SE] = 1.9) to 41.4% (SE 
= 4.4) as fluoride concentrations in 
water increased from <0.3 mg/L to >1.2 
mg/L. 

In Hong Kong, a small decrease of 
about 0.2 mg/L in the mean fluoride 
concentration in drinking \WILer in 1978 
(from 0.82 mg/L to 0.64 mg/L) was 
associated with a detectable reduction 
in fluorosis prevalence by the mid-
19BOs, from 64% (SE = 4.1) to 47% (SE 
= 4.5), based on the upper right central 
incisor only. Across all age groups, more 
than 90 percent of fluorosis cases were 
\'elj' mild or mild (Evans RW and 
Stamm JW, 1991). The study did not 
in<;lude measures of fluoride intake. 
ConcurrentlJ·. dental caries prevalence 
did not increase (Lo ECM, ef al .• 1990). 
Although not fully generalizable lo the 
current U.S. context. those findings, 
along with findings from the 1986-1987 
sun•ey of U.S. schoolchildren. suggest 
that the risk of fluorosis can be reduced 
and caries prevention maintained 
toward the lower end (i.e., 0.7 mg/L) of 
the 1962 PHS recommendations for 
community water fluoridation. 

Relations/rip of Water Intake aud 
Outdoor Temperature .-imong Children 
and Adolescents in the United States 

Tho 1962 PHS recommendations 
stated that community drinking water 
should contain 0.7-1.2 mg/L (ppm) 
fluoride, depending on the outdoor air 
temperature of the area. These 
tempornture-rolntod guidelines wore 
based on studies conducted in two 
communities in California in the earlv 
1950s. Findings indicAted that a lower 
fluoride concentration was appropriate 
for communities in warmer climates 
because children drank more water on 
warm days (Galngan DJ. 1953: Gnlagnn 
DJ and Vermillion JR, 1957; Galagan DJ, 
eta/., 1957). Social and environmental 
changes, including increased usc of air 
conditioning and more sedentary 
lifestyles, have occurred since the 
1950s-thus, the assumption that 
children living in warmer regions drink 
more tap water than children in cooler 
regions may no longer be valid (Heller, 
et al., 1999). 

Studies conducted since 2001 suggest 
that children's water intake docs not 
increase with increases in outdoor air 
temperature (Sohn W, eta/ .. 2001; 
Beltran-Aguilar ED. eta/., 2010b). One 
study conducted among children using 
nationally representative data from 
NHAI'\JES 1988-1994 did not find an 
association between either total or plain 
water intake and outdoor air 
temperature (Sohn W. el a!.. 2001). 
Although a similar study using 
nationally representative data from 
l':HA'I.IES 1999-2004 also found no 
association between total water intake 
and outdoor temperature among 
children or adolescents (Beltran-Aguilar 
ED, eta/., 2010b), additional analyses of 

these data detected a small but 
statistically significant association 
between plain water intake and outdoor 
temperature (Beltran-Aguilar ED. et a/ .. 
manuscript for Public Health Reports). 
Temperature explained less thnn 1% of 
the variation in plain water intake; thus, 
those findings support usc of one target 
concentration for community water 
fluoridation in all temperature zones of 
the United States, a standard far simpler 
to implement than the 1962 
temperature-based recommendations. In 
these analyses, "plain water" was 
defined as from the tap or bottled water 
and "total water" included water from 
or mixed with other be\•erages, such as 
juice, soda, sport drinks, and non-dailj' 
milk, as well as water from or mixed 
with foods (Beltran-.'\.guilar ED. et al., 
manuscript for Public Health Reports). 

Process 
HNS com·oned a federal inter­

departmental, inter-agency panel of 
scientists (Appendix A) to review 
scientific evidence relevant to the 1962 
PHS Drinking Water Standards for 
fluoride concentrations in drinking 
water in the United Stales and to update 
these recommendations based on 
current science. Panelists included 
representath•es from the CDC. the 
National Institutes of Health, the Food 
and Drug Administration (FDA). the 
Agency for Healthcare Research and 
Quality. tho Office of U10 Assistant 
Secrelalj' for Health, the EPA, and tho 
U.S. Department of Agriculture. The 
Panel evaluated recent systematic 
re,•icws of the effecli\'eness of fluoride 
in drinking water to prevent dental 
caries, as well as published reports 
about the epidemiology of dental caries 
and fluorosis in tho United States and 
the relationship of these conditions with 
varying water fluoridation 
concentrations. The Panel also reviewed 
existing recommendations for fluoride 
in drinking water and newm· data on the 
relationship between water intake in 
children and outdoor air temperature in 
the United States-a relationship that 
had served as the basis for the 1962 
recommendation. 

Recent systematic reviews of evidence 
on the effectiveness of community water 
fluoridation were from the Communitv 
Preventive Services Task Force (CPSTF), 
first published in 2001 and updated in 
2013, and the Australian National 
Health and Medical Research Council in 
2007 (Truman Bl, eta/., 200Z; CPSTF, 
2013). Both reviews updated a 
comprehensive systematic review of 
water fluoridation completed by the 
National Health Service Centre for 
Reviews and Dissemination, University 
of York, in2000 (McDonagh MS eta/., 
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2000n, McDonngh MS el a/., 2000b).ln 
those reviews. estimates of Ouoridation 
effectiveness in preventing caries were 
limited to children nnd adolescents and 
based on comparali\'o studies. Random 
assignment of individuals usually is not 
feasible for studios of water fluoridation, 
becnuse Ute intervention occurs in the 
community water system. Another 
svstematic review examined the 
effectiveness of water fluoridation in 
preventing dental caries in adults. 
Findings were based primarily on cross­
sectional studios of lifelong residents of 
communities with fluoridated or non­
fluoridated water (Griffin SO, et al. 
2007). Studies in these systematic 
reviews were not limited to the United 
States. 

Panel scientists accepted an extensive 
review of fluoride in drinking water by 
lho NRC (NRC. 2006) as the summary of 
hazard. Tho NRC review focused on 
potential adverse effects of naturally 
occurring fluoride at 2-4 mg/L in 
drinking water; it found no evidence 
substantial enough to support effects 
oilier than severe dental fluorosis at 
these levels. A majority of NRC 
Committee members also concluded 
that lifetime exposure to fluoride at a 
drinking water concentration of 4.0 mg/ 
L (tho enforceable standard established 
by EPA) is likely to increase bone 
fracture rates in Ute population. 
compared with exposures at 1.0 mg/L 
(NRC. 2006). Fluoride concentrations 
used for water fluoridation have been 
substantially lower than the enforceable 
standard EPA established to protect 
against severe skeletal fluorosis 
(USDHEW. 1962; NRC, 2006). 

Conclusions of the Panel were 
summarized, along with their rationale, 
in the Federal Register document 
(USDHHS. 2011). PHS guidance is 
advisory, not regulatory, in nature. 

01•en•iew of Public Comments: The 
public comment period for the Proposed 
Recommendation for Fluoride 
Concentration in Drinking Water for the 
Prevention of Dental Caries lasted for 93 
days: it began with publication of the 
Federal Register notice on January 13, 
2011, and was ox1ondod from its 
original deadline of February 14, 2011, 
to April15, 2011 to aiJow adequate time 
for interested organizations and 
members of Ute public to respond. 
Duplicate comments (e.g., electronic 
and paper submissions from the same 
source) were counted ns one comment. 
Although the 51 responses received 
electronically or postmarked after the 
dondlino (midnight ET. April 15, 2011) 
were not roviowod, aiJ other comments 
were considered carefully. 

Approximately 19,300 responses wore 
received: of these responses, 

approximately 18,500 (96 percent) were 
nearly identical to a letter submitted by 
an organization opposing community 
water fluoridation. often originating 
from tho Web site of that organization: 
hereafter, these responses are caiJed 
"standard letters." Of the remaining 746 
unique responses, 79 anecdotes 
doscribod personal oxporicnces, often 
citing potentially harmful effects, and 
18 t onsisted of attachments only. 
Attachments to tho unique submissions 
were examined to ensure that they 
addressed tho recommendation, and to 
determine whether they supported it, 
opposed it as too low, or opposed it as 
too high. Although nenrly all responses 
came from the general public, comments 
also were submitted by organizations, 
such as those representing dental, 
public bcallh. or water supply 
professionals: those that advocate 
cessation of community water 
fluoridation: or commercial companies. 

Of the unique responses, most 
opposed tho recommendation as still too 
high and presented multiple concerns. 
Four CDC scientists (who did not servo 
on the inter-agency Federal Panel) 
reviewed all unique responses and used 
an electronic list of descriptors to 
categorize Uteir contents. Comments 
wore summarized and reported to tho 
full Federal Panel, along with examples 
reflecting a range of differing opinions 
regarding tho new recommendation. The 
following sections summarize frequent 
comments and provide tho Federnl 
Panel's response. divided into three 
categories: Comments that opposed the 
recommendation as still too high, 
comments that opposed the 
recommendation as too low to achieve 
prc\•ention of dental caries, and 
comments that supported the 
rccommondation. Data on tho 
approximate numbers of comments 
received in support of and opposed to 
the new recommendation arc pro\•ided 
for informational purposes. Responses 
to these comments arc based primarily 
on conclusions of evidence-based 
reviews and/or export panels that 
reviewed and evaluated tho best 
available science. 

Comments That Opposed the 
Recommendation as Too High 

Nearly a11 submissions opposed 
community water fluoridation at any 
concentration; Utey stated that tho new 
recommendation remains too high, and 
most asked that all fluoride be removed 
from drinking water. These submissions 
include the standard letters [-18,500) 
and unique a·esponses (-700 said the 
new level was too high; of these -500 
specifically asked for all fluoride to bo 
removed). Nearly all of these 

submissions listed possible adverse 
health effects as concerns specifically, 
severo dental fluomsis, bone fractures, 
skeletal fluorosis, carcinogenicity, 
lowered JQ and other neurological 
effects, and endocrine disruption. 

In response to these concerns, PHS 
again reviewed tho scientific 
information cited to support actions 
announced in January 2011 by the HI-IS 
(U.S. Dlii-IS. 2011) and tho EPA (U.S. 
EPA, 2010a; U.S. EPA, 2010b)--and 
again considered carefully whether or 
not tho proposed recommendations and 
standards on fluoride in drinking water 
continuo to provide the health benefits 
of community water fluoridation while 
minimizing tho chance of unwanted 
health effects from too much fluoride. 
After a thorough review of the 
comments opposing tho 
recommendation. the Federal Panel did 
not identify compelling new 
information to alter its assessment Umt 
the recommended fluoride 
concentration (0.7 mg/L) provides tho 
best balance of benefit to potential 
harm. 

Dental Fluorosis 
The standard letters stated that the 

new recommendation would not 
eliminate dental fluorosis and cited its 
cmrenl prevalence among U.S. 
adolescents. In national surveys cited by 
the initial Federal Register notice. 
however, more than 90 percent of dental 
fluorosis in tlac United States is tl1e \'cry 
mild or mild form. most often appearing 
as barely visible lacy white markings or 
spots on the enamel (Bellrlin-.a.guilar, 
ED, ol oJ., 2010a). EPA considers the 
severe form of dental fluorosis, with 
staining and pitting of the tooth surface, 
as the "adverse health effect" to bo 
prevented (U.S. EPA, 2010b). Severe 
dental fluorosis is rare in the United 
Stales, and its prevalence could not be 
estimated among adolescents in a 
national survey because there wore too 
few cases among the survey participants 
examined to achieve statistical 
reliability (Beltran-Aguilar, ED, et al, 
2010a). The NRC review noted that 
prevalence of severe dental fluorosis 
was near zero at fluoride concentrations 
below 2 mg/L (1\'RC, 2006, p. 10). In 
addition, the most recent review of 
community water fluoridation by the 
Community Preventive Sen•ices Task 
Force concluded that "lherc is no 
evidence that community water 
fluoridation results in severo dental 
fluorosis" (CPSTF, 2013). 

Standard letter submissions also 
expressed concern that infants fed 
formula reconstituted with fluoridated 
drinking water would receive too much 
fluoride. If an infant is consuming only 

Electronic Filing - Received, Clerk's Office :  05/22/2015 - R2015-023 



Federal Rcgislcr/Vol. 80, No. 84 / Friday, May 1, 2015/Notices 24941 

infant formula mi:xcd with fluoridated 
water, there may be an increased chance 
for permanent teeth (when they erupt at 
-age 6) to have mild dental fluorosis 
(ADA. 2011). To lessen this chance, 
parents mny choose to usc low-fluoride 
bottled water some of the lime lo mi:x 
infant formula, e.g .. bottled waters 
labeled as do-ionized. purified, 
demineralized, or distilled, and without 
any fluoride added after purification 
treatment (FDA requires the label to 
indicate when fluoride is added). Such 
guidance currently is found on the Web 
sites of bolh CDC (http://n'l1'\l'.cdc.go\'l 
fluoridation/safety/infantJormula.htm) 
and tho American Dental Association 
(h ttp:l !IVnw.mouthhealthy.org/enlaz­
topicslf/f/uorosis.aspx). Tho PHS 
recommendation to lower the fluoride 
concentmtion for community water 
fluoridation should decrease fluoride 
exposure during the time of enamel 
formation, from birtl1 tluough B years of 
ago for most permanent teeth (CDC, 
2001b; Avorv, 1987: Massier M and 
Schour I, 19SB), and fmlher lessen the 
chance for children's teelh to have 
dental fluorosis, while keeping tho 
decay prevention benefits of fluoridated 
water. 

Bone Fractures and Skeletal Fluorosis 

Some unique comments (-toO) cited 
fractures or olher pathology of bono. 
while the standard letters expressed 
concern about skeletal fluorosis (i.e., a 
bone disease caused by excessive 
fluoride intake for a long period of lime 
that in advanced stages can cause pain 
or damage to bones and joints) and 
suggested lhat symptoms of stage II 
skeletal fluorosis (i.e., a clinical stage 
associated with chronic pain) are 
identical to those of arthritis (i.e., 
sporadic pain and stiffness of the joints). 
The NRC review found no recent studies 
to evaluate Ute prevalence of skeletal 
fluorosis in U.S. populations exposed to 
fluoride at tho current ma:ximum level 
of 4.0 mg/L (NRC, 2006). On the basis 
of existing epidemiologic literature, the 
NRC concluded that stage Ill skeletal 
fluorosis (i.e., a clinical stage associated 
with significant bone or joint damage) 
"appears to be a rare condition in the 
United States" and slated that the 
committee "could not determine 
who U1er stage II skeletal fluorosis is 
occurring in U.S. residents who drink 
water with fluoride at 4 mg/L" (NRC, 
2006). 

The NRC also recommended that EPA 
consider additional long-term effects on 
bone in adults-stage II skeletal 
fluorosis and bone fractures-as well as 
tho health endpoint that had boon 
evaluated previously (i.e. stage III 
skeletal fluorosis) (NRC, 2006). In 

response, tho EPA Dose-Response 
Analvsis for Non-Cancer Effects noted 
that, ·although existing data were 
inadequate to model the relationship of 
fluoride exposure and its impact on 
bone strength, skeletal effects among 
adults arc unlikely to occur altho 
fluoride intake level estimated to protec t 
against sovorc dental fluorosis among 
children (U. S. EPA, 2010b). The EPA 
report concluded U1at exposure to 
concentrations of fluoride in drinking 
watet· of 4 mg/L and above appears to 
be positively associated with the 
increased relative risk of bone fractures 
in susceptible populations when 
compared wiUt populations consuming 
fluoride concentrations of 1 mg/L (U.S. 
EPA, 2010b). Recently, a largo cohort 
study of olde r adults in Sweden 
reported no association between long­
term exposure to drinking water with 
fluoride concentrations up to 2.7 mg/L 
and hip fracture (~iisman P, el al., 
2013). 

The fluoride intake estimated bv EPA 
to protect against severe dental fluorosis 
among children during the critical 
period of enamel formation was 
determined to be "likely also protective 
against fluoride-related ad\'erse effects 
in adults, including skeletal fluorosis 
and an increased risk of bono fractures" 
(U.S. EPA, 2010b). EPA compared i ts 
own risk assessments for skeletal effects 
with those made both bv the NRC in 
2006 and bv the World Iiealth 
Organization in 2002. EPA concluded 
that its own dose recommendation is 
protective compared with each of these 
other benchmarks and, thus, is 
"applicable to lhe entire population 
sinco it is also protoctivo for the 
endpoints of severe fluorosis of primary 
teeth, skeletal fluorosis. and increased 
risk of bone fractures in adults" (U.S. 
EPA, 2010b). 

Carcinogenicity 
Some unique comments (-100) 

mentioned concerns regarding fluoride 
as a carcinogen, and tho standard letters 
called attention to one study {Bassin, et 
al., 2006) that reported an association 
between osteosarcoma (i.e., a type of 
bone cancer) among young males and 
estimated fluoride exposure from 
drinking water, based on residence 
history. The study examined an initial 
set of cases from a hospital-based case­
control study of osteosarcoma and 
fluoride exposure. Findings from 
subsequent cases (Kim, ct a/., 2011) 
were published in 2011. This Inter study 
assessed fluoride exposure using actual 
bone fluoride concentration--a more 
accurate and objective measure than 
previous estimates bused on reported 
fluoride concentrations in drinking 

water allocations in the reported 
residence history. Tho later study 
showed no significant association 
between bone fluoride levels and 
osteosarcoma risk {Kim, et al., 2011 ). 
This finding is consistent with 
systematic reviews (~1cDonagh. 2000b: 
Parnell, 2009; ARCPOH. 2006. Yeung, 
2008) and three recent ecological 
s tudies (Comber, el al., 2011; Levy and 
Leclerc, 2012; Blakey K, et al., 2014) 
that found no association between 
incidence of this rare cancer and the 
fluoride content of community water. 
Although study authors acknowledged 
the statistical and methodological 
limitations of ecological analyses, they 
also noted that their findings were 
consistent with the hypothesis that low 
concentrations of fluoride in water do 
not increase lhe risk of osteosarcoma 
development. 

A critical review of fluoride and 
fluoridating agents of drinking water, 
accepted by the European Commission's 
Scientific Committee on Health nnd 
Environmental Risks (SCHER) in 2010, 
used a wcight-of-0\•idcnco approach and 
concluded that epidemiological studies 
did not indicate a clear link between 
fluoride in drinking water and 
osteosarcoma or cancer in general. In 
addition, the committee found that the 
available data from animal studies, in 
combination with tho epidemiology 
results, did not support classifying 
fluoride as n carcinogen (SCHER, 2010). 
Finally. the Proposition 65 Carcinogen 
Identification Committee, convened by 
the Office of Environmental Health 
Hazard Assessment, California 
Environmental Protection Agency, 
determined in 2011 that fluoride and its 
salts have not clearly been shown to 
cause cancer (OET-niA CA, 2011). 

JQ aud Other Neurological Effects 

The standard letters and 
approximately 100 unique responses 
expressed concern about fluoride's 
impact on the brain, specifically citing 
lower IQ in children. Several Chinese 
studies (Xiang, el al., 2003; Lu, el al., 
2000; Zhao, eta/., 1996) considered in 
detail by the NRC review reported lower 
IQ among children exposed to fluoride 
in drinking water at mean 
concentrations of 2.5-4.1 mg/L-several 
limes higher than concentrations 
recommended for community water 
fluoridation. The NRC found U1at "the 
significance of these Chinese studies is 
uncertain" because importanl 
procedural details were omitted. but 
also stated that findings warranted 
additional research on the effects of 
fluoride on intolligonco (NRC, 2006). 

Based on animal studies, the NRC 
committee speculated about potontinl 
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mcchnnisms for nervous system chnnges 
and called for more research "to clarify 
the effect of fluoride on brain chemistry 
and function" {NRC, 2006). These · 
recommendations should be considered 
in tho context of tho NRC review, which 
limited its conclusions regarding 
adverse effects to water fluoride 
concentrations of 2-4 mg/L and did 
"not address the lower exposmes 
commonly experienced by most U.S. 
citizens" (NRC, 2006}. A recent meta­
analysis of studies conducted in rural 
China, including those considered by 
tho NRC report. identified an 
association between high fluoride 
exposure {i.e., drinking water 
concenll'ations ranging up to 11.5 mgJL) 
and lower IQ scores; study authors 
noted the low quality of included 
studies and the inability to rule out 
other explanations (Choi, et al.. 2012). A 
subsequent review cited this meta­
analysis to support its idcntificalion of 
"raised fluoride concentrations" in 
drinking water as a developmental 
ncurotoxicant {Grandjean and 
Landrigan, 2014). 

A review by SCHER also considered 
tho nourotoxicitv of fluoride in water 
and dctermined.lhat there was not 
enough evidence from well-conll'ollcd 
studies to conclude if fluoride in 
drinking water at concentrations used 
for community fluoridation might 
impair the TQ of children {SCHER, 
2010). The review also noted that .. a 
biological plausibility for the link 
between fluoridated water and IQ has 
not boon established" (SCHER, 2010). 
Findings of n recent prospective study 
of a birth cohort in Now Zealand did not 
support an association between fluoride 
exposure, including residence in an area 
with fluoridated water during early 
childhood, and IQ measured repeatedly 
during childhood and at age 38 years 
{Broadbent, et al .. 2014). 

Endocrine Disruption 
All of the standard letters and some 

of the unique comments (-100) 
expressed concern that fluoride disrupts 
endocrine system function, especially 
for young children or for individuals 
with high water intake. The 2006 NRC 
review considered a potential 
association between fluoride exposure 
(2-4 mg/L) and changes in the thyroid, 
parathyroid, and pineal glands in 
experimental animals and humans 
{NRC. 2006). The report noted that 
available studies of the effects of 
fluoride exposure on endocrine function 
have limitations. For example, many 
studies did not measure actual hormone 
concentrations, and several studies did 
not report nutritional status or other 
factors likely to confound findings. The 

l\'RC called for bolter measurement of 
exposure to fluoride in epidemiological 
studies and for further research .. to 
characterize tho direct nnd indirect 
mechanisms of fluoride's action on the 
endocrine svstem and factors that 
determine tlJC response, if nny, in a 
gh·en individual" (NRC. 2006). A 
review did not find evidence that 
consuming drinking water with fluoride 
at U10 level used in community water 
fluoridation presents health risks for 
people with chronic kidney disease 
(Ludlow, et nl., 2007). 

Effectiveness af Community Water 
Fluoridation i11 Caries Prevention 

In addition to citing potential adverse 
health effects, the standard letters stated 
that the benefits of community water 
fluoridation have never been 
documented in any randomized 
controlled trial. Thoro are no 
randomized, double-blind, controlled 
ll'ials of water fluoridation because its 
community-wide nature docs not permit 
randomization of individuals to study 
and control groups or blinding of 
participants. Howe,•er, community trials 
have been conducted, and these studies 
were included in systematic reviews of 
the effectiveness of community water 
fluoridation {McDonagh, eta/., 2000b; 
Truman Bl, eta/., 2002; CPSTF, 2013). 
As noted, these reviews of the scientific 
evidence related to fluoride ha\'e 
concluded that community water 
fluoridation is effective in decreasing 
dental caries prevalence and severity. 

Standard letters also stated that 
African-American and low-income 
children would not be protected by the 
recommendation, as they have 
experienced more tooth decay than 
other racial/ethnic groups, despite 
exposure to fluoride through drinking 
water and other sources. Data from the 
NHfu'l.lliS (Dye B, et a/., 2007) do not 
support this statement and. instead, 
document a decline in the prevalence 
and se\•eritv of dental caries {tooth 
decay) across racial/ethnic groups. For 
example, in 1999-2004, compared with 
1988-199~. the percentage of 
adolescents aged 12-19 years who had 
experienced dental caries in their 
permanent tooth, by race/ethnicity, was 
54% in African-American (down from 
63%), 58% in non-Hispanic while 
(down from 68%), and 64% in Mexican­
American (down from 69%} adolescents 
(Dye B. eta/., 2007). For adolescents 
whose family income was less than 
100% of the federal poverty level, a 
similar decline occurred: 66% had 
experienced dental caries in 1999-2004, 
down from 72% in 1988-1994. 
Although disparities in caries 
prevalence among these adolescent 

groups remain, tho prevalence for each 
group was lowor in 1999-2004 than in 
1988-1994. Concurrent with these 
reductions in tho pre\•alence of dental 
caries, the percentage (number) of the 
U.S. population receiving fluoridated 
water increased from 56% (144,217 ,476) 
in 1992 to 62'1o (180,632,481) in 2004 
(h ttp:l /n·1 vw.cdc .go,•/nohss/ 
fsgron1l!.lJtm). This change represented 
an increase of more than 36 million 
people. 

Cost-Effecti,•enoss of Community Water 
Fluoridation 

Some unique comments (-200) called 
attention to the cost of water 
fluoridation or slated that it was 
unnecessary or inefficient given tho 
availabilitv of other fluoride modalities 
and the amount of water used for 
purposes other than drinking. Cost­
effectiveness studies that included costs 
incurred in treating all community 
water with fluoride additives still found 
fluoridation to be cost-saving {Truman, 
et al., 2002, Griffin. et al., 2001}. 
Although the annual per-person cost 
varies by size of the water system (from 
S0.50 in communities of 20,000 or more 
to S3.70 for communities of 5,000 or 
fewer, updated to 2010 dollars using the 
Consumer Price Index [CPl)). it remains 
only a fraction of the cost of one dental 
filling. The annual per person cost 
savings for those aged 6 to 65 yoars 
ranged from S35.90 to $28.70 for larger 
and smaller communities, respectively 
(Griffin, et al .. 2001. updated to 2010 
dollars using CPI-dental services). 
Studies in the United States and 
Australia also ha\'e documented the 
cost-effectiveness of communi tv water 
fluoridation {Tmmnn BI, eta!., -2002; 
O'Connell JM et al., 2005; Campain AC 
et al., 2010; Cobiac LJ and Vos T, 2012). 

Safety of Fluoride Additives 
Unique comments (-300} expressed 

concern that fluoride is poison and an 
industrial waste product; standard 
letters noted the lack of specific data on 
the safety of silicofluoride compounds 
used by many water systems for 
community water fluoridation. All 
additives used to treat water, including 
those used for community water 
fluoridation, aro subject to a system of 
standards, testing, and certification 
involving participation of the American 
Water Works Association, NSF 
lnlemalional, and the American 
National Standards Institute (ANSI)­
enlilies that are nonprofit, 
nongovernmental organizations. Most 
stales require that water utilities use 
products that have been certified against 
ANSI/NSF Standard 60: Drinking Water 
Treatment Chemicals-Health Effects 
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(hereinafter. Standard 60) by an ANSI· 
accredited laboratory (U.S. EPA, 2000). 
All fluoride products evaluated against 
Standard 60 are tested to ensure that the 
levels of regulated impurities present in 
tho product will not contribute to tho 
treated drinking water more than 10°o 
of the corresponding Maximum 
Contaminant Lovol (MCL) established 
by EPA for that contaminant (U.S. EPA, 
2000). Results from 2000-2011, reported 
on the NSF International Web site 
(http:/ llVHw.nsf.orglncm·smom _pdf/ 
NSF _Fact_ Slwei_ on_Fluaridatian.pdf) 
found that no contaminants exceeded 
tho concentration allowed by Standard 
60. 

Although commenters expressed 
concerns about silicofiuorides, studies 
have shown that those compounds 
achieve virtually complete dissolution 
and ionic disassociation at 
concentrations added to drinking water 
and thus, are comparable to the fluoride 
ion produced by other addith·es. such as 
sodium fluoride (Crosby, 1969; Finney, 
et al;, 2006, U.S. EPA, 2000). At the pH 
of drinking water, usually 6.5~.5, and 
at a fluoride concentration of 1 mg/L, 
tho dogroo of hydrolysis of 
hexafluorosilicic acid has been 
described as "essentially 100%" (U.S. 
EPA, 2000). Standard 60 provides 
criteria to develop an allowable 
concentration when no MCL has been 
established by the EPA. Using this 
protocol. NSF International calculations 
showed Utal n sodium fluorosilicate 
concentration needed to achieve 1.2 mg 
F/L would result in 0.8 mg/L of silicate, 
or about 5% of tho allowable 
concentration calculated by NSF 
International. [http://www.nsf.org/ 
neu·smomydf!NSF _Fact_ Slleel_ on_ 
Fluoridalion.pdj). 

SCHER also considered health and 
environmental risks associated with tho 
use of silicofluoride compounds in 
community water fluoridation and 
concurred that in water they arc rapidly 
hydrolyzed to fluoride, and Umt 
concentrations of contaminants in 
drinking water nrc well below guideline 
values established by the World Health 
Organization (SCHER, 2010). 

Ethics of Community Water Fluoridation 

All standard letters and some unique 
comments (-200) stated that water 
fluoridation is unethical mass 
medication of U1e population. To 
determine if n public health action that 
may encroach on individual preferences 
is ethical, a caroful analysis of its 
benefits and risks must occur. In the 
case of water fluoridation, the literature 
offers d oar evidence of its benefits in 
reducing dental decay (McDonagh MS, 
et al., 2000a; McDonagh MS. et al., 

2000b; Truman BI. el al., 2002; 
ARCPOH. 2006; Griffin SO, et al .. 2007; 
Yeung, 2008; CPSTF, 2013), with 
documented risk limited to dental 
fluorosis (U.S. EPA. 2010a: U.S. EPA, 
2010b; McDonagh MS. eta/., 2000a; 
ARCPOH, 2006; CPSTF, 2013). 

Several aspects of decision-making 
related to water fluoridation reflect 
careful analysis and lend support to 
\'icwing the measure as a sound public 
health intervention. State and local 
governments docido whether or not to 
implement water fluoridation, after 
<;onsidering evidence regarding its 
benefits and risks. Often, voters 
themselves make the final decision to 
adopt or retain community water 
fluoridation. Although technical 
support is available from HHS, federal 
agencies do not initiate efforts to 
fluoridate individual water systems. In 
addition, court systems in tho United 
States ha\'o thoroughly reviewed legal 
challenges to community water 
fluoridation, and have viewed ilns 11 

proper means of furthering public 
health and welfare (http://fluidlaw.org). 

Comments That Opposed the 
Recommendation as Too Low 

Se\'eral unique comments said U1at 
O.img/L is too low to offer adequate 
protection against tooth decay. 
Evidence. however. does suggest that 
0.7 mg/L will maintain caries preventive 
benefits. Analysis of data from the 
1986-1987 Oral Hoolth of United States 
Children survey found that reductions 
in dental caries plateaued between 0.7-
1.2 mg/L of fluoride (Heller KE et al., 
1997). In addition. Ouorido in drinking 
water is only one of several available 
fluoride sources, such as toothpaste, 
mouth rinses, and professionally 
applied fluoride compounds. 

Comments That Supported the 
Recommendation 

Some submissions specifically 
endorsed lowering the concentration of 
fluoride in drinking water for U10 
pre,•ention of dental caries. Other 
commenlers asked for guidrmce on the 
operational range for implementing the 
recommended concentration of 0. 7 mg/ 
L and on consistent messaging regarding 
tho recommended chango. Currently, 
CDC is reviewing available data and 
collaborating with organizations of 
water supply professionals to update 
operational guidance. In addition, CDC 
continues to support local and state 
infrastructure needed to implement and 
monitor the rocommendation. Examples 
of this support include maintenance of 
the Water Fluoridation Reporting 
System; provision of training 
opportunities for water supply 

professionals; assisting slate and local 
health agoncios with health promotion 
and public education related to water 
fluoridation; and funding (in 
coordination with other Fedora! 
agencies, including the National 
Institute of Dental and Craniofacial 
Research) for research and surveillance 
activities related to dental caries, dental 
fluorosis, and fluoride intake. 

Monitoring Implementation of the New 
Recommendation 

Unpublished dntn from the Wnter 
Fluoridation Reporting System show 
how rapidly the proposed change in 
recommended concentration has gained 
acceptance. In December 2010, about 
63% of the population on water systems 
adjusting fluoride (ot' buying water from 
such systems) was at 1.0 mg/L or greater 
and fewer than 1°o at O.i mg/L. By 
summer 2011, onlv 6 months after 
publication of the ·draft notice, 68% of 
that population was at 0.7 mg/L and 
about 2B 0 o was at 1.0 rng/L or greater. 

Following broad implementation of 
the new recommendation. enhanced 
surveillance during tho next decade will 
detect changes in the prevalence and 
severity of dental caries and of dental 
fluorosis that is very mild or greater, 
nationally and for selected soda­
demographic groups. For example, the 
2011-2012 NHANES included clinical 
examination of children and adolescents 
by dentists to assess decayed, missing 
and filled teeth; presence of dental 
sealants; and dental fluorosis. The 
2013-2014 examination added fluoride 
content of home wnter (nsscssed using 
water taken from a faucet in the home), 
residence historv (needed to estimate 
fluoride content-of home tap water for 
each child since birth). and questions on 
use of other fluoride modalities [e.g., 
toothpaste, prescription drops. and 
tablets). As findings from those and 
future examinations become available, 
they can be accessed through the CDC 
Web site (hllp:ll!nVH'.cdc.go\'lnchs! 
nhanes/nlmnes _praducts.lllm). 

Definitive e\•aluation of changes in 
dental fluorosis prevalence or severity. 
associated with reduction in fluoride 
concentration in drinking water, cannot 
occur until permanent teeth erupt in the 
mouths of children who drank that 
water during tho period of tooth 
dtwelopment. HHS agencies continuo to 
give priority to the development of valid 
and reliable measures of fluorosis, as 
well as technologies that could assess 
individual fluoride exposure precisely. 
A recent study documented the validity 
of fingernail fluoride concentrations at 
age 2-7 years as a biomarker for dental 
fluorosis of the permanent teeth at age 
10-15 years (Buzalaf MA, eta/., 2012). 
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Summary and Conclusions 

PHS acknowledges the concerns of 
commcnters and appreciates the efforts 
of all who submitted responses to the 
Federal Register notice describing its 
recommendation to lower the fluoride 
concentration in drinking water for the 
prevention of dental caries. The full 
Federal Panel considered these 
responses in the context of best 
available science but did not alter its 
recommendation that Ute optimal 
fluoride concentration in drinking water 
for prevention of dental caries in the 
United States should be reduced to 0.7 
mg/L. from U1e previous range of 0.7-1.2 
mg/L, based on the following 
information: 

• Comnnmity water fluoridation 
remains an effective public health 
strategy for delivering fluoride to 
prevent tooth decay and is the most 
feasible and cost-effective strategy for 
roaching entire communities. 

• In addition to drinking water, other 
sources of fluoride exposure ha\'C 
contributed to the prevention of dental 
caries and an increase in dental 
fluorosis pre\•alence. 

• Caries preventive benefits can bo 
achieved and the risk of dental fluorosis 
reduced at a fluoride concentration of 
0.7 mg/L. 

• Recent data do not show a 
convincing relationship between wale•· 
intake and outdoor air temperature. 
Thus, recommendations for water 
fluoride concentrations that differ based 
on outdoor temperature arc 
unnecessary. 

Surveillance of dental caries, dental 
fluorosis, nnd fluoride intake will 
monitor changes that might occur, 
following implementation of the 
recommendHtion. 

Dated: April24. 2015. 
Syh•in M. Burwell, 
Secretary. 
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BlUING CODE 4163-1-

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Public Meeting of the Presidential 
Commission for the Study of 
Bloethlcallssues 

AGENCY: Presidential Commission for 
the Study of Bioethical Issues, Office of 
the Assistant Secretary for Henlth, 
Office of the Secretary. Department of 
HealtJt and Human Services. 
ACTION: Notice of meeting. 

SUMMARY: The Presidential Commission 
for the Study of Bioethical Issues (the 
Commission I will conduct its twenty. 
first mooting on May 27,2015. At th.is 
meeting, the Commission will discuss 
the role of deliberation and deliberative 
methods to engage the public and 
inform debate in bioethics, and how to 
integrate pubic dialogue into the 
bioctJtics convursation; bioethics 
education as a forum for fosturing 
deliberative skills, and preparing 
students to participate in public 
dialogue in bioothics; goals and 
methods of bioethics education; and 
integrating bioethics education across a 

range of professional disciplines and 
educational levels. 
DATES: The meeting will take place 
Wednesday. May 27. 2015, from 9 a.m. 
to approximately 5 p.m. 
ADDRESSES: University of Pennsylvania 
Henry Jordon Medical Education Center, 
5th Floor Lobby, 3400 Civic Center 
Boulevard. Philadelphia, PA 19104. 
FOR FURTHER INFORMATION CONTACT: 
Hillary Wicai Viers, Communications 
Director, Presidential Commission for 
the Study of Biocthicallssues, 1425 
New York Avenue NW., Suite C-100, 
Washington, DC 20005. Telephone: 
202-233-3960. Email: Hi/Jary. \'icrs(i'i} 
biocthics.gol'. Additional infonuation 
may be obtained at tl11'tl'.bioethics.got·. 
SUPPLEMENTARY INFORMATION: Pursuant 
to the Federal Advisory Committee Act 
of 19i2, Public Law 92-463, 5 U.S.C. 
app. 2, notice is hereby given of the 
t\\'enty·first meeting of the Commission. 
The meeting will be open to the public 
with attendance limited to space 
a\•ailable. The meeting will also be 
wobcnst at \1'\VW.bioetl!ics.gov. 

Vnder authority of E. 0. 13521, dated 
November 24, 2009, thu President 
established the Commission. The 
Commission is an expert panel of not 
mora than 13 members who are drawn 
from the fields ofbioethics, science, 
medicine, technology, engineering, law, 
philosoph~·. theology, or other areas of 
the humanities or social sciences. The 
Commission advises the President on 
bioethical issues arising from adwmces 
in biomedicine and t!!lated areas of 
science and technology. The 
Commission seeks to identifv and 
promote policies and practices that 
ensure scientific research, health care 
dclh·cry, and technological innovation 
arc conducted in a socially and ethicall)· 
reSJlOnsible manner. 

The main agenda items for the 
Commission's twenty-first meeting are 
to discuss tJ1o role of deliberation and 
deliberative methods to engage the 
public and inform debate in bioethics, 
and how to integrate pubic dialogue into 
the bioethics conversation: bioethics 
education as a forum for fostering 
deliberative skills, and preparing 
students to participate in public 
dialogue in bioethics; goals and 
methods ofbioelhics education; and 
integrating bioethics education across a 
range of professional disciplines and 
educalionnllevols. Tho draft meeting 
agenda and other information about the 
Commission, including information 
about access to the webcast, will be 
availnblo at 1\'IVW.bioethics.got'. 

The Commission welcomes input 
from anyone wishing to provide public 
comment on any issue before it. 

Respectful debate of opposing views 
and acth•e participation by citizens in 
public exchnnge of ideas enhances 
overall public understanding of the 
issues at hand and conclusions reached 
by the Commission. The Commission is 
particularly interested in receiving 
comments and questions during the 
meeting that are responsive to specific 
sessions. Written comments will be 
accepted at the registration desk and 
comment forms will be provided to 
members of the public in order to write 
down questions and comments for the 
Commission as they arise. To 
accommodate as many individuals as 
possible, the time for each question or 
comment mav be limited. If the number 
of individuals wishing to pose a 
question or make a comment is greater 
than can reasonably be accommodated 
during the scheduled meeting, the 
Commission may make a random 
selection. 

\Vrillen comments will also be 
accepted in ad,·ance of tho mooting and 
arc especially welcome. Please address 
written comments by email to info® 
bioctllics.gov, or by mnil to the 
following address: Public Commentary, 
Presidential Commission for the Studv 
of Bioethicallssues, 1425 New York • 
Avenue N\V., Suite C-100, Washington, 
DC 20005. Comments will bo publicly 
a"ailablc, including any personally 
identifiable or confidential business 
information that they contain. Trade 
secrets should not be submitted. 

Anyone planning to ollend the 
meeting who needs special assistance, 
such as sign language interpretation or 
other reasonable accommodations, 
should notify Esther Yoo by telephone 
at (202) 233-3960, or email at 
Esther. Yoo@bioetllics.gov in advance of 
the meeting. The Commission will make 
every effort to accommodate persons 
who need special assistance. 

Dated: April 22. 2015. 
Lisa M. Lee, 
Execulit'e Director, PresideiJiial Commission 
for tlw Study of Bioei!Jicallssues. 
IFR Dar, :101 ~-10205 Fllod 4~10-lfi; 8 45 am] 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center For Scientific Review; Notice of 
Closed Meetings 

Pursuant to section lO(d) of tho 
Fodera] Advisory Committeo Act, os 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 
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State comply with the requirements of 
the Act, this rule and the affordability 
criteria developed by the State. 

(b) If the Adtninistrator determines 
that small system variances granted by 
a State are not in compliance with the 
requirements of the Act, this rule or 
the affordabllity criteria developed by 
the State, the Administrator shall no­
tify the State in writing of the defi­
ciencies and make public the deter· 
minations. 

(c) The Adtninistrator's review will 
be based in part on quarterly reports 
prepared by the States pursuant to 
§142.15(a)(1) relating to violations of in­
crements of progress or other violated 
terms or conditions of small system 
variances. 

PART 143-NATIONAL SECONDARY 
DRINKING WATER REGULATIONS 

Sec. 
143.1 Purpose. 
143.2 Definitions. 
143.3 Secondary mu:tmum contaminant lev­

els. 
143.4 Monitoring. 

AVTBORITY: 42 U.S.C. 300! et seq. 

SOURCE: 44 FR 42198, July 19, 1979, unless 
otherwise noted. 

§ 143.1 Purpose. 

This part establishes National Sec­
ondary Drinking Water Regulations 
pursuant to section 1412 of the Safe 
Drinking Water Act, as amended (42 
u.s.a. 300g-1). These regulations con­
trol contaminants in drinking water 
that primarily affect the aesthetic 
qualities relating to the public accept­
ance of drinking water. At consider­
ably higher concentrations of these 
contaminants; health implications 
may also exist as well as aesthetic deg­
radation. The regulations are not Fed­
erally enforceable but are intended as 
guidelines for the States. 

§ 143.2 Definitions. 
(a ) Act means the Safe Drinking 

Water Act as amended (42 u.s.a. 300f et 
seq.). 

(b) Contaminant means any physical, 
chemical, biological, or radiological 
substance or matter in water. 

(c) Public water system means a sys­
tem for the provision to the public of 

piped water for human consumption,·:U 
such a system has at least fifteen selT: 
ice connections or regularly serves;an 
average or at least twenty-five indiVi~ 
uals daily at least 60 days out or the 
year. Such term includes (1) any coU!Q., 
tion, treatment, storage, and distrtb~~:: 
tion facllities under control of the 9llt 
erator of such system and used pri­
marily in connection with such systel}l, 
and (2) any collection or pretreatment: 
storage facilities not under such con= 
trol which are used primarily in con= 
nection with such system. A publio 
water system is either a "community 
water system" or a "non-community 
water system." ''" 

(d) State means the agency or the 
State or Tribal government which has 
jurisdiction over public water systems. 
During any period when a State does 
not have responsibility pursuant to 
section 1443 of the Act, the term 
"State" means the Regional Adm1Dilil 
trator, U.S. Environmental Protection 
Agency. 

(e) Supplier of water means any perso_q 
who owns or operates a public wa.~r 
system. 

(0 Secondary maximum contamina~J 
levels means SMaLs which apply to 
public water systems and which, in tb@ 
judgement of the Administrator, at] 
requisite to protect the public welfar~ 
The SMCL means the maximum pe_r; 
missible level of a contaminant 1l!, 
water which is delivered to the Cr~!! 
flowing outlet of the ultimate user or: 
public water system. Contamlmants 
added to the water under cir­
cumstances controlled by the user, ex~ 
cept those resulting from corrosion of· 
piping and plumbing caused by water 
quality, are excluded from this defini· 
tion. 

[44 FR 42198, July 19, 1979, as amended at 53 
FR 37412. Sept. 26, 1988] 

l 
§ 143.8 Secondary auaimum con~ 

nant levels. 
The secondary maximum conta.mi~ 

nant levels for public water systeJl].S 
are as follows: 

Contaminant 

Aluminum ............................. . 
Chloride .... - ......................... .. 
Color .................................... .. 

~-·::::::::::::::::::::::=::::: 

Level 

0.05 to 0.2 mg/1. 
zso "91· 
15 color unitS. 
1.0 mg/1. 
Non-alnOSive. 

608 

~1.\ntnl Protection Agency § 143.4 

2.01191-
0.5 mgll. 
0 3 mgll. 
005 mgll. 
3 threshold odor number. 
6.~.5. 

than the monitoring performed for in­
organic chemical contaminants listed 
in the National Interim Primary 
Drinking Water Regulations as applica­
ble to community water systems. More 
frequent monitoring would be appro­
priate for specific parameters such as 
pH, color, odor or others under certain 
circumstances as directed by the State. 

0.1 mgll. 
zso mgll. 
500 mgll. 
5 "91· 

represent reasonable goals 
(b) Measurement of pH, copper and 

fluoride to detennine compliance under 
§143.3 may be conducted with one or 
the methods in § 141.23(k)(l). Analyses 
of aluminum, chloride, foaming agents, 
iron, manganese, odor, silver, sulfate, 
total dissolved solids (TDS) and zinc to 
detennine compliance under § 143.3 may 
be conducted with the methods in the 
following table. Criteria for anal~ing 
aluminum, copper, iron, manganese, 
silver and zinc samples with digestion 
or directly without digestion, and 
other analytical test procedures are 
contained in Technical Notes on Drink­
ing Water Methods, EPA-600/Rr-94-173, 
October 1994, which is available at 
NTIS PB95-104766. 

'drinkin~r water quality. The States 
higher or lower levels 

be appropriate dependent 
conditions such as unavail­
alternate source waters or 

~1compelling factors, provided that 
llealth and welfare are not ad­
affected. 

July 19, 1979, as amended at 51 
Apr. 2, 1986; 56 FR 3597, Jan. 30, 

It is recommended that the pa­
~eters in these regulations should be 
~oni(Qred at intervals no less frequent 

3120 B 
3113 B 
3111 0 

04327-91 4110 B 
.... -...... ... ..... 4500-Q- 0 
................. _ 0512-896 4500-CI - B 
.................... 21208 
.................... 5540C 

•200.1 3120 B 
•200.9 3111 B 

................. _ 3113 6 
2200.7 3120 B 
•200.8 3111 6 
•200.9 3113 6 

................... . 21506 
•200.7 3120 8 
2200.8 3111 8 
2200.9 3113 B 
• 300.0 04327-91 4110 8 
' 375.2 4500-50.• F 

..... _............. 4501)-SO.• C, 0 

.................... 0516-90 4501)-SO.•- E 

.................... 2540C 
2200.1 3120 B 
2 200.8 31 11 B 

·~ 

done In aa:on1ance wi1h the doc:uments listed below. The incorporation by relantnce of the following 
by the Director of the Federal Register in aa:onlance with 5 U.S.C. 552(a} and 1 CFR part 51 Copies 
obtairMKI from the soun:es listed below. lntonnalion regarding obtaining these documents can be lib­

Water Hotline at 1100-426-4791. Oocuments may be lnspec1ad at EPA's Orinkina Water Ooc:kel. 
DC 20460 (Telephone: 202-260-3027); or at the Office of Federal Regisler, 800 Nor1h Capiml 

DC 20408. 
of Inorganic Substances In Environmental Samples", EPA16001A-93-100. August 1893. 

ot Metals In Environmental Samples-Supplement I". EPA/61KWR-94-111. May 1994. Avai-

1994 and 1996, Vols. t 1.01 and 11.02. American Society lor Testing and Materials. Cop­
Society lor Testing and Material$, 100 Ban Harbof Drive. West Conshohoc:l<en. PA 
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