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COMMONWEALTH OF KENTUCKY

STATE FISCAL NOTE STATEMENT

	GENERAL ASSEMBLY
	LEGISLATIVE RESEARCH COMMISSION

	2012  REGULAR SESSION
	


MEASURE
	(x ) 2012 BR No.
	354
	
	( x)
	House
	Bill No.
	377

	( ) Resolution No.
	
	
	( ) Amendment No.
	

	SUBJECT/TITLE
	An ACT relating to the substitution of opioids in pharmacies and declaring an emergency.

	
	

	SPONSOR
	Representative Addia Wuchner


NOTE SUMMARY
	Fiscal Analysis:
	
	
	Impact
	
	x
	No Impact
	
	Indeterminable Impact

	Level(s) of Impact:
	
	
	State
	
	
	Local
	
	Federal

	Budget Unit(s) Impact
	

	Fund(s) Impact:
	
	
	General
	
	
	Road
	
	Federal

	
	
	Restricted Agency (Type)
	
	(Other)


FISCAL SUMMARY______________________________________________________________
	Fiscal Estimates
	
	2012-2013
	2013-2014
	Future Annual

Rate of Change

	Revenues          Increase
                             (Decrease)


	
	
	
	

	Expenditures     Increase 
                              (Decrease)

  
	
	
	
	

	Net Effect      Positive
                         (Negative)


	
	
	
	


MEASURE'S PURPOSE:   HB 377 defines "Interchange of substitution of an opioid analgesic drug".  An Opioid analgesic drug is defined as a drug in the opioid analgesic drug class prescribed to treat moderate to severe pain or other conditions, whether in immediate release or extended release form and whether or not combined with other drub substances to form a single tablet or other dosage form.  
"Opioid analgesic drug incorporating a tamper-resistance technology" means an opioid analgesic drug listed as such by the pharmacy board based upon a submission of evidence by the drug manufacturer or distributor that the drug:


1.
Incorporates a tamper-resistance technology; and


2.
Has been approved by the United States Food and Drug Administration pursuant to an application 


that includes at least one (1) human tampering or abuse potential study or a laboratory study 


comparing the tamper-or abuse-resistance properties of the drug to one (1) or more opioid 


analgesic drugs that:



a.
Have been approved by the United States Food and Drug Administration; and



b.
Serve as a positive control.

HB 377 forbids that a prescription written specifically for an opioid drug with tamper-resistance technology be substituted for another generic opioid analgesic drug UNLESS the generic opioid analgesic drug has a tamper-resistance technology.

HB 377 requires the Board of Pharmacy promulgate an administrative regulation listing those opioid analgesic drugs that incorporate tamper resistance technologies.  Drugs included on the list by the Board of Pharmacy shall not require that a drug bear a labeling claim with respect to reduction of tampering, abuse or abuse potential at the time of listing.  The list shall also include a determination by the Board of Pharmacy as to which listed opiod analgesic drug incorporating tamper-resistant technologies provide substantially similar tamper-resistance properties, based solely upon studies submitted by the drug manufacturer.   
PROVISION/MECHANICS:  
HB 377 creates a new section of KRS Chapter 218A is created to forbid  that a prescription written specifically for an opioid drug with tamper-resistance technology be substituted for another generic opioid analgesic drug UNLESS the generic opioid analgesic drug has a tamper-resistance technology.

Section 1 (a) defines "Interchange or substitution of an opioid drug".

Section 1 (b) defines "Opioid analgesic drug"

Section 1 (c) defines "Opioid analgesic drug incorporating a tamper-resistant technology" 

Section 1 (d) defines "pharmacist" for purposes of the sections

Section 2 creates a new requirement that the Board of Pharmacy promulgate an administrative regulation listing those opioid analgesic drugs that incorporate tamper resistance technologies.  Drugs included on the list by the Board of Pharmacy shall not require that a drug bear a labeling claim with respect to reduction of tampering, abuse or abuse potential at the time of listing.  The list shall also include a determination by the Board of Pharmacy as to which listed opiod analgesic drug incorporating tamper-resistant technologies provide substantially similar tamper-resistance properties, based solely upon studies submitted by the drug manufacturer. 

Section 3 creates a new section  that not withstands KRS 217.822, that no pharmacist shall interchange or substitute an opioid analgesic drug, brand or generic, that is otherwise eligible for such interchange or substitution under KRS 217.822, for an opioid analgesic drug incorporating a tamper resistance technology that is listed pursuant to subsection (2) of this section without:


(a) 
Verifying that the opioid analgesic drug has been listed by the pharmacy board pursuant to 


subsection (2) of this section as providing tamper-resistance properties substantially similar to the 


prescribed opioid analgesic drug incorporating a tamper resistance technology; or
(b)
Obtaining written, signed consent from the prescribing physician for the interchange or substitution. Comparing the tamper-or abuse-resistance properties of the drug to one (1) or more   opioid 


FISCAL EXPLANATION:  
As written, this legislation would have no fiscal impact.
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