Bill Osmunson DDS, MPH

President, Washington Action for Safe Water

www.washingtonsafewater.com

1418 – 112th Ave NE

Bellevue Washington 98004

425.466.0100

bill@teachingsmiles.com
June 14, 2010

Food and Drug Administration 
Frederick J. Sadler
Director, FOI Staff 
5600 Fishers Lane (HFI-30) 
Rockville, MD 20857 telephone number: (301) 827-6567 fax number: (301) 443-1726 
Re: Freedom of Information Act Request

Dear Sir:

This is a request under the Freedom of Information Act for the following information to be provided to me:
#1.
Records (digital if possible) of the e-mail exchange on or about May 21, 2010, between Ned Therien and John V. Kelsey, DDS, MBA, Dental Team Leader, Division of Dermatology and Dental Products, FDA.  These emails appear to indicate that the “FDA has relinquished any authority it might have for regulating fluoride levels in tap water under the memorandum of understanding with EPA.” (WBOH)   

#2.
Records, reports, papers, meeting minutes, correspondence with dates and names and/or clarifications of the MOU 225079-2001 http://www.fda.gov/AboutFDA/PartnershipsCollaborations/MemorandaofUnderstandingMOUs/DomesticMOUs/ucm116216.htm between the EPA and FDA.  
#3.
Records available providing Congressional approval for the FDA to relinquish drug regulatory approval (NDA) for fluoride in drinking water when the substance is intended to prevent disease and defined by the FD&C Act as a drug.

#4.
 Records the FDA has available providing Congressional approval for the EPA to assume jurisdiction and authority for the responsibility of substances intended to prevent disease when sold in public water systems. Which action by the EPA would appear to be in stated violation of the Safe Drinking Water Act. 
#5.
Records of whether the MOU 225079-2001 is intended to only apply to substances to make water safe and for foods as stated in the MOU, or whether the MOU includes drugs, substances used with the intent to prevent disease.

#6.
To include any records, action, minutes of meetings, reports, conclusions, lists of literature research, names of senior FDA toxicologists, past and current, assisting the EPA and/or correspondence the FDA has regarding assistance to the EPA under the MOU related to toxicological decision.  In other words, records that the following MOU terms of agreement have and are being met.  MOU “III. Terms of Agreement: (B)(2)(a, b, c)”  providing “assistance in conducting literature searches related to toxicological decision making. c) To provide a senior toxicologist to help EPA devise new procedures and protocols to be used in formulating advice on direct and indirect additives to drinking water”.

#7.
Records the FDA has of Congressional Authority which exempts drugs when combined with public water from the New Drug Application regulatory process and FD&C Act and authorizes the FDA to relinquish drug regulatory jurisdiction.  

#8.
Records of whether the MOU 225079-2001 was between the Food section or Drug section of the FDA and the EPA.

In order to help to determine my status for purposes of determining the applicability of any fees, you should know that I am the President of Washington Action for Safe Water, not for profit, and I request a waiver of all fees for this request.  
Disclosure of the requested information to me is in the public interest because it is likely to contribute significantly to public understanding of the operations or activities of the government and is not in our commercial interest.  The information will be used in creating new regulations for water safety in Washington State.  
If fees cannot be waved, please provide a list of documents and the costs associated with each. I request that the information I seek be provided in electronic format, and I would like to receive it on a personal computer disk or a CD-ROM or email to bill@teachingsmiles.com or US postal service to the address below.
Thank you for your consideration of this request.

Sincerely,

Bill Osmunson DDS, MPH
President, Washington Action for Safe Water

www.washingtonsafewater.com

1418 – 112th Ave NE

Bellevue Washington 98004

425.466.0100 
bill@teachingsmiles.com

Faxed to FDA 301-443-1726 or 301-443-1719
cc Ned Therien, WBOH  ned.therien@doh.wa.gov
John V. Kelsey, DDS, MBA, FDA  john.kelsey@fda.hhs.gov
