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Be it enacted by the Legislature of the State of Arizona: 1 
Section 1.  Title 36, Arizona Revised Statutes, is amended by adding 2 

chapter 40, to read: 3 
CHAPTER 40 4 

PRESCRIPTION DRUGS 5 
ARTICLE 1.  GENERAL PROVISIONS 6 

36-4001.  Definitions 7 
IN THIS ARTICLE, UNLESS THE CONTEXT OTHERWISE REQUIRES: 8 
1.  "ESSENTIAL OFF-PATENT OR GENERIC DRUG": 9 
(a)  MEANS ANY PRESCRIPTION DRUG THAT MEETS ALL OF THE FOLLOWING: 10 
(i)  ALL EXCLUSIVE MARKETING RIGHTS, IF ANY, GRANTED UNDER THE 11 

FEDERAL FOOD, DRUG, AND COSMETIC ACT, SECTION 351 OF THE FEDERAL PUBLIC 12 
HEALTH SERVICE ACT, AND FEDERAL PATENT LAW HAVE EXPIRED. 13 

(ii)  EITHER APPEARS ON THE MODEL LIST OF ESSENTIAL MEDICINES MOST 14 
RECENTLY ADOPTED BY THE WORLD HEALTH ORGANIZATION OR HAS BEEN DESIGNATED 15 
BY THE SECRETARY OF THE UNITED STATES DEPARTMENT OF HEALTH AND HUMAN 16 
SERVICES AS AN ESSENTIAL MEDICINE DUE TO ITS EFFICACY IN TREATING A 17 
LIFE-THREATENING HEALTH CONDITION OR A CHRONIC HEALTH CONDITION THAT 18 
SUBSTANTIALLY IMPAIRS AN INDIVIDUAL'S ABILITY TO ENGAGE IN ACTIVITIES OF 19 
DAILY LIVING. 20 

(iii)  IS ACTIVELY MANUFACTURED AND MARKETED FOR SALE IN THE UNITED 21 
STATES BY THREE OR FEWER MANUFACTURERS. 22 

(iv)  IS MADE AVAILABLE FOR SALE IN THIS STATE. 23 
(b)  INCLUDES ANY DRUG-DEVICE COMBINATION PRODUCT USED TO DELIVER A 24 

DRUG FOR WHICH ALL EXCLUSIVE MARKETING RIGHTS, IF ANY, GRANTED UNDER THE 25 
FEDERAL FOOD, DRUG, AND COSMETIC ACT, SECTION 351 OF THE FEDERAL PUBLIC 26 
HEALTH SERVICE ACT, AND FEDERAL PATENT LAW HAVE EXPIRED. 27 

2.  "PRICE GOUGING" MEANS AN UNCONSCIONABLE INCREASE IN THE PRICE OF 28 
A PRESCRIPTION DRUG. 29 

3.  "STATE MEDICAL ASSISTANCE PROGRAM" MEANS THE ARIZONA HEALTH CARE 30 
COST CONTAINMENT SYSTEM ESTABLISHED BY CHAPTER 29 OF THIS TITLE. 31 

4.  "UNCONSCIONABLE INCREASE" MEANS AN INCREASE IN THE PRICE OF A 32 
PRESCRIPTION DRUG THAT BOTH: 33 

(a)  IS EXCESSIVE AND NOT JUSTIFIED BY THE COST OF PRODUCING THE 34 
DRUG OR THE COST OF APPROPRIATE EXPANSION OF ACCESS TO THE DRUG TO PROMOTE 35 
PUBLIC HEALTH. 36 

(b)  RESULTS IN CONSUMERS FOR WHOM THE DRUG HAS BEEN PRESCRIBED 37 
HAVING NO MEANINGFUL CHOICE ABOUT WHETHER TO PURCHASE THE DRUG AT AN 38 
EXCESSIVE PRICE BECAUSE OF THE IMPORTANCE OF THE DRUG TO THE CONSUMER'S 39 
HEALTH AND INSUFFICIENT COMPETITION IN THE MARKET FOR THE DRUG. 40 

5.  "WHOLESALE ACQUISITION COST" HAS THE SAME MEANING PRESCRIBED IN 41 
42 UNITED STATES CODE SECTION 1395w–3a. 42 
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36-4002.  Manufacturers; wholesale distributors; price gouging 1 
prohibited 2 

A.  A MANUFACTURER OR WHOLESALE DISTRIBUTOR MAY NOT ENGAGE IN PRICE 3 
GOUGING IN THE SALE OF AN ESSENTIAL OFF-PATENT OR GENERIC DRUG. 4 

B.  IT IS NOT A VIOLATION OF SUBSECTION A OF THIS SECTION FOR A 5 
WHOLESALE DISTRIBUTOR TO INCREASE THE PRICE OF AN ESSENTIAL OFF-PATENT OR 6 
GENERIC DRUG IF THE PRICE INCREASE IS DIRECTLY ATTRIBUTABLE TO ADDITIONAL 7 
COSTS FOR THE DRUG IMPOSED ON THE WHOLESALE DISTRIBUTOR BY THE 8 
MANUFACTURER OF THE DRUG.  9 

36-4003.  Attorney general; information required; enforcement 10 
actions; civil penalty 11 

A.  THE STATE MEDICAL ASSISTANCE PROGRAM MAY NOTIFY THE ATTORNEY 12 
GENERAL OF ANY INCREASE IN THE PRICE OF AN ESSENTIAL OFF-PATENT OR GENERIC 13 
DRUG IF BOTH OF THE FOLLOWING APPLY: 14 

1.  THE PRICE INCREASE, BY ITSELF OR IN COMBINATION WITH OTHER PRICE 15 
INCREASES, WOULD RESULT IN AN INCREASE OF AT LEAST FIFTY PERCENT IN 16 
EITHER: 17 

(a)  THE WHOLESALE ACQUISITION COST OF THE DRUG WITHIN THE PRECEDING 18 
ONE-YEAR PERIOD. 19 

(b)  THE PRICE PAID BY THE STATE MEDICAL ASSISTANCE PROGRAM FOR THE 20 
DRUG WITHIN THE PRECEDING ONE-YEAR PERIOD. 21 

2.  ONE OF THE FOLLOWING APPLIES: 22 
(a)  A THIRTY-DAY SUPPLY OF THE MAXIMUM RECOMMENDED DOSAGE OF THE 23 

DRUG FOR ANY INDICATION, ACCORDING TO THE LABEL FOR THE DRUG APPROVED 24 
UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT, WOULD COST MORE THAN $80 25 
AT THE DRUG'S WHOLESALE ACQUISITION COST. 26 

(b)  A FULL COURSE OF TREATMENT WITH THE DRUG, ACCORDING TO THE 27 
LABEL FOR THE DRUG APPROVED UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC 28 
ACT, WOULD COST MORE THAN $80 AT THE DRUG'S WHOLESALE ACQUISITION COST. 29 

(c)  THE DRUG IS MADE AVAILABLE TO CONSUMERS ONLY IN QUANTITIES THAT 30 
DO NOT CORRESPOND TO A THIRTY-DAY SUPPLY, A FULL COURSE OF TREATMENT OR A 31 
SINGLE DOSE AND WOULD COST MORE THAN $80 AT THE DRUG'S WHOLESALE 32 
ACQUISITION COST TO OBTAIN A THIRTY–DAY SUPPLY OR A FULL COURSE OF 33 
TREATMENT. 34 

B.  ON REQUEST OF THE ATTORNEY GENERAL, THE MANUFACTURER OF AN 35 
ESSENTIAL OFF-PATENT OR GENERIC DRUG IDENTIFIED IN A NOTICE UNDER 36 
SUBSECTION A OF THIS SECTION, WITHIN FORTY-FIVE DAYS AFTER THE REQUEST, 37 
SHALL SUBMIT A STATEMENT TO THE ATTORNEY GENERAL THAT DOES ALL OF THE 38 
FOLLOWING: 39 

1.  ITEMIZES THE COMPONENTS OF THE COST OF PRODUCING THE DRUG AND 40 
IDENTIFIES THE CIRCUMSTANCES AND TIMING OF ANY INCREASE IN MATERIALS OR 41 
MANUFACTURING COSTS THAT CAUSED ANY INCREASE IN THE PRICE OF THE DRUG 42 
WITHIN THE ONE-YEAR PERIOD PRECEDING THE DATE OF THE PRICE INCREASE. 43 
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2.  IDENTIFIES THE CIRCUMSTANCES AND TIMING OF ANY EXPENDITURES MADE 1 
BY THE MANUFACTURER TO EXPAND ACCESS TO THE DRUG AND EXPLAINS ANY 2 
IMPROVEMENT IN PUBLIC HEALTH ASSOCIATED WITH THOSE EXPENDITURES. 3 

3.  PROVIDES ANY OTHER INFORMATION THAT THE MANUFACTURER BELIEVES TO 4 
BE RELEVANT TO DETERMINING WHETHER A VIOLATION OF THIS ARTICLE HAS 5 
OCCURRED. 6 

C.  THE ATTORNEY GENERAL MAY REQUIRE A MANUFACTURER OR A WHOLESALE 7 
DISTRIBUTOR TO PRODUCE ANY RECORDS OR OTHER DOCUMENTS THAT MAY BE RELEVANT 8 
TO A DETERMINATION OF WHETHER A VIOLATION OF THIS ARTICLE HAS OCCURRED. 9 

D.  ON PETITION OF THE ATTORNEY GENERAL AND SUBJECT TO SUBSECTION E 10 
OF THIS SECTION, A SUPERIOR COURT MAY ISSUE AN ORDER: 11 

1.  COMPELLING A MANUFACTURER OR A WHOLESALE DISTRIBUTOR TO PROVIDE 12 
THE STATEMENT REQUIRED UNDER SUBSECTION B OF THIS SECTION AND TO PRODUCE 13 
SPECIFIC RECORDS OR OTHER DOCUMENTS REQUESTED BY THE ATTORNEY GENERAL 14 
UNDER SUBSECTION C OF THIS SECTION THAT MAY BE RELEVANT TO DETERMINING 15 
WHETHER A VIOLATION OF THIS ARTICLE HAS OCCURRED. 16 

2.  RESTRAINING OR ENJOINING A VIOLATION OF THIS ARTICLE. 17 
3.  RESTORING TO ANY CONSUMER, INCLUDING A THIRD-PARTY PAYOR, ANY 18 

MONIES ACQUIRED AS A RESULT OF A PRICE INCREASE THAT VIOLATES THIS 19 
ARTICLE. 20 

4.  REQUIRING A MANUFACTURER THAT HAS ENGAGED IN PRICE GOUGING IN 21 
THE SALE OF AN ESSENTIAL OFF-PATENT OR GENERIC DRUG TO MAKE THE DRUG 22 
AVAILABLE TO PARTICIPANTS IN THE STATE MEDICAL ASSISTANCE PROGRAM FOR A 23 
PERIOD OF UP TO ONE YEAR AT THE PRICE AT WHICH THE DRUG WAS MADE AVAILABLE 24 
TO PARTICIPANTS IMMEDIATELY BEFORE THE MANUFACTURER'S VIOLATION OF THIS 25 
ARTICLE. 26 

5.  IMPOSING A CIVIL PENALTY OF UP TO $10,000 FOR EACH VIOLATION OF 27 
THIS ARTICLE. 28 

E.  THE ATTORNEY GENERAL MAY NOT BRING AN ACTION FOR A REMEDY UNDER 29 
SUBSECTION D, PARAGRAPH 2, 3, 4 OR 5 OF THIS SECTION UNLESS THE ATTORNEY 30 
GENERAL HAS PROVIDED THE MANUFACTURER OR WHOLESALE DISTRIBUTOR AN 31 
OPPORTUNITY TO MEET WITH THE ATTORNEY GENERAL TO OFFER A JUSTIFICATION FOR 32 
THE INCREASE IN THE PRICE OF THE ESSENTIAL OFF-PATENT OR GENERIC DRUG. 33 

F.  ANY INFORMATION PROVIDED BY A MANUFACTURER OR A WHOLESALE 34 
DISTRIBUTOR TO THE ATTORNEY GENERAL UNDER SUBSECTIONS B AND C OF THIS 35 
SECTION ARE CONSIDERED CONFIDENTIAL COMMERCIAL INFORMATION UNLESS THE 36 
CONFIDENTIALITY OF THE INFORMATION IS WAIVED BY THE MANUFACTURER OR 37 
WHOLESALE DISTRIBUTOR. 38 

G.  IN ANY ACTION BROUGHT BY THE ATTORNEY GENERAL UNDER SUBSECTION D 39 
OF THIS SECTION, A PERSON WHO IS ALLEGED TO HAVE VIOLATED A REQUIREMENT OF 40 
THIS SECTION MAY NOT ASSERT AS A DEFENSE THAT THE PERSON DID NOT DEAL 41 
DIRECTLY WITH A CONSUMER RESIDING IN THIS STATE.  42 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Gray Gamma 2.2)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.7
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /sRGB
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Remove
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
    /Arial-Black
    /Arial-BlackItalic
    /Arial-BoldItalicMT
    /Arial-BoldMT
    /Arial-ItalicMT
    /ArialMT
    /ArialNarrow
    /ArialNarrow-Bold
    /ArialNarrow-BoldItalic
    /ArialNarrow-Italic
    /ArialUnicodeMS
    /CenturyGothic
    /CenturyGothic-Bold
    /CenturyGothic-BoldItalic
    /CenturyGothic-Italic
    /CourierNewPS-BoldItalicMT
    /CourierNewPS-BoldMT
    /CourierNewPS-ItalicMT
    /CourierNewPSMT
    /Georgia
    /Georgia-Bold
    /Georgia-BoldItalic
    /Georgia-Italic
    /Impact
    /LucidaConsole
    /Tahoma
    /Tahoma-Bold
    /TimesNewRomanMT-ExtraBold
    /TimesNewRomanPS-BoldItalicMT
    /TimesNewRomanPS-BoldMT
    /TimesNewRomanPS-ItalicMT
    /TimesNewRomanPSMT
    /Trebuchet-BoldItalic
    /TrebuchetMS
    /TrebuchetMS-Bold
    /TrebuchetMS-Italic
    /Verdana
    /Verdana-Bold
    /Verdana-BoldItalic
    /Verdana-Italic
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects true
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice


