      STATE OF KANSAS

KANSAS PHARMACY BOARD 

NOTICE OF PUBLIC HEARING ON PROPOSED ARTICLE


A public hearing will be conducted at 9:00 a.m., on the 10th day of March 2011, at the University of Kansas School of Pharmacy, 2010 Becker Drive, Lawrence, KS 66047-1620, to consider the proposed adoption of amendments to K.A.R. 68-21-2 as a permanent regulation of the Kansas Pharmacy Board.     


This 60-day notice of the public hearing shall constitute a public comment period for the purpose of receiving written public comments on the proposed adoption of amendments to K.A.R. 68-21-2.  All parties may submit written comments prior to the hearing to the Executive Secretary of the Kansas Pharmacy Board, Debra Billingsley, pharmacy@pharmacy.ks.gov, or Kansas Board of Pharmacy, 800 SW Jackson, Suite 1414, Topeka, Kansas 66612.  All interested parties will be given a reasonable opportunity to present their views orally on the adoption of amendments to K.A.R. 68-21-2 during the hearing.  In order to give all parties an opportunity to present their views, it may be necessary to request each participant to limit any oral presentation to five minutes.


Any individual with a disability may request accommodation in order to participate in the public hearing and may request the regulation and economic impact statement in an accessible format.  Requests for accommodation to participate in the hearing should be made at least five working days in advance of the hearing by contacting the Kansas Pharmacy Board, 800 SW Jackson, Suite 1414, Topeka, Kansas 66612, (785) 296-4056, pharmacy@pharmacy.ks.gov.  Handicapped parking is available in the parking garage of the building off of 8th Street.  


Amendments to K.A.R. 68-21-2 are proposed for permanent adoption.  A summary of the proposed amendment is as follows:


K.A.R. 68-21-2.  Electronic Reports.   This regulation identifies the specifics relating to the electronic reports the must be submitted to the Prescription Monitoring Program. Amendments include requiring those that are required to report to the Program to submit Zero Reports if they go seven days without dispensing in or into the State. In addition, the amendments require those licensed or registered to dispense controlled substances or drugs of concern into the state to notify the Board if they never do so, thereby relieving them of their duty to report unless they begin dispensing in or into the state at a future date.

 
Copies of the regulations and the economic impact statements may be obtained from the Kansas Pharmacy Board, 800 SW Jackson, Suite 1414, Topeka, Kansas 66612, (785) 296-4056, pharmacy@pharmacy.ks.gov or by accessing the Board’s website at http://www.kansas.gov/pharmacy/Proposed%20Regs.htm
Debra Billingsley

Executive Secretary

KANSAS PHARMACY BOARD

ECONOMIC IMPACT STATEMENT

K.A.R. 68-21-2Electronic Reports
I. Summary of Proposed Amendment to Regulation, Including its Purpose.

K.A.R. 68-21-2 identifies the specifics relating to the electronic reports the must be submitted to the Prescription Monitoring Program. Amendments include requiring those that are required to report to the Program to submit Zero Reports if they go seven days without dispensing in or into the State. In addition, the amendments require those licensed or registered to dispense controlled substances or drugs of concern into the state to notify the Board if they never do so, thereby relieving them of their duty to report unless they begin dispensing in or into the state at a future date. 
II. Reason or reasons the Proposed Regulations Are Required, Including Whether or Not the Regulations Are Mandated By Federal Law.


Federal law does not mandate the proposed regulations. Kansas Statutes mandate the development of a Prescription Monitoring Program in the state. These regulations are required by K.S.A 65-1681 through K.S.A. 65-1993.
III. Anticipated Economic Impact upon the Kansas Board of Pharmacy.


The adoption of this amendment does not have an additional economic impact to Board of Pharmacy besides the original impact of implementing such a program. 
IV. Anticipated Financial Impact Upon Other Governmental Agencies and Upon 

Private Business or Individuals.


The Board does not anticipate that this amendment will have any financial impact upon other governmental agencies of upon private businesses or individuals besides the original impact of implementing such a program. 
V. Less Costly or Intrusive Methods That Were Considered.


The Board is not aware of any less costly or less intrusive methods to achieve the stated purpose and thus none were considered. 
IV: 
Environmental Regulation


These are not proposed environmental regulations or amendments to environmental regulations.
68-21-2. Electronic reports.  (a) Each dispenser shall file a report with the board for schedule II through IV drugs and any drugs of concern dispensed in this state or to an address in this state. On and after January 1, 2013, this report shall be submitted within 24 hours of the time that the substance is dispensed, unless the board grants an extension as specified in subsection. During the implementation period following the effective date of this regulation and  Before January 1, 2013, each dispenser shall submit the report within seven days of dispensing the substance. Each dispenser that does not dispense schedule II through IV drugs or any drugs of concern in this state or to an address in this state during the reporting periods specified in this subsection shall file a zero report with the board. 

(b) In addition to the requirements of K.S.A. 65-1683 and amendments thereto, each dispenser shall submit the prescriber’s name, the patient's telephone number, and the number of refills for the dispensed drug on the report to the board.  As an alternative to reporting the dispenser identification number, any dispenser may report the pharmacy DEA number.

(c) Except as specified in K.A.R. 68-21-3, the report shall be submitted by secure file transfer protocol in the electronic format established by the American society for automation in pharmacy, dated no earlier than 2007, version 4, release 1. 

(d) An extension may be granted by the board to a dispenser for the submission of a report if both of the following conditions are met:

(1)(A) The dispenser suffers a mechanical or electronic failure; or

(B) the dispenser cannot meet the deadline established by subsection (a) because of circumstances beyond the dispenser’s control. 
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 (2) The dispenser files a written application for extension on a form provided by the board within 24 hours of discovery of the circumstances necessitating the extension request or on the next day the board’s administrative office is open for business.               

(e) An extension for the filing of a report shall be granted to a dispenser if the board is unable to receive electronic reports submitted by the dispenser.  

(f) Each dispenser that is registered or licensed to dispense schedule II through IV drugs or any drugs of concern in this state or to an address in this state but does not dispense any of these drugs shall notify the board in writing that the dispenser will not be reporting to the board. If the dispenser begins dispensing schedule II through IV drugs or any drugs of concern in this state or to an address in this state, the dispenser shall notify the board of this fact and shall begin submitting reports to the board pursuant to this regulation. (Authorized by K.S.A. 2009 Supp. 65-1683 and 65-1692; implementing K.S.A. 2009 Supp. 65-1683; effective Oct. 15, 2010; amended P-__________________.)

