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6  

7 LONG TITLE

8 General Description:

9 This bill amends provisions related to the licensure of pharmacies.

10 Highlighted Provisions:

11 This bill:

12 < requires the pharmacist in charge of a pharmacy that is not a class D pharmacy, and

13 not each manager at the pharmacy, to submit fingerprint cards and consent to a

14 fingerprint background check;

15 < subject to statutory limitations, grants rulemaking authority to the Division of

16 Professional Licensing to prescribe a method by which a pharmacy may update the

17 address registered to a pharmacy's license;

18 < allows a hospital pharmacy to dispense a limited supply of a prescription drug to an

19 individual who is no longer a patient in the hospital, if the drug is necessary for the

20 patient's immediate needs;

21 < allows a pharmacy to update the address registered to a pharmacy's license, if there

22 has been no change in the underlying ownership or control of the pharmacy;

23 < applies the provisions of Title 58, Chapter 88, Part 2, Dispensing Practice, to a

24 physician who dispenses a prescription drug or device to a patient for the patient's

25 immediate needs, in an emergency department, and in accordance with other code

26 provisions; and

27 < makes corresponding technical changes.
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28 Money Appropriated in this Bill:

29 None

30 Other Special Clauses:

31 None

32 Utah Code Sections Affected:

33 AMENDS:

34 58-17b-306, as last amended by Laws of Utah 2023, Chapter 223

35 58-17b-603, as enacted by Laws of Utah 2004, Chapter 280

36 58-17b-610.6, as last amended by Laws of Utah 2022, Chapter 465

37 58-17b-613, as last amended by Laws of Utah 2015, Chapter 336

38 58-17b-614, as last amended by Laws of Utah 2020, Chapter 339

39 58-17b-622, as last amended by Laws of Utah 2023, Chapter 329

40 58-88-202, as enacted by Laws of Utah 2022, Chapter 353

41 REPEALS:

42 58-17b-610.5, as last amended by Laws of Utah 2020, Chapter 81

43  

44 Be it enacted by the Legislature of the state of Utah:

45 Section 1.  Section 58-17b-306 is amended to read:

46 58-17b-306.   Qualifications for licensure as a pharmacy.

47 (1)  Each applicant for licensure under this section, except for those applying for a class

48 D license, shall:

49 (a)  submit a written application in the form prescribed by the division;

50 (b)  pay a fee as determined by the department under Section 63J-1-504;

51 (c)  satisfy the division that the applicant, and each owner, officer, or manager of the

52 applicant have not engaged in any act, practice, or omission, which when considered with the

53 duties and responsibilities of a licensee under this section indicates there is cause to believe

54 that issuing a license to the applicant is inconsistent with the interest of the public's health,

55 safety, or welfare;

56 (d)  demonstrate the licensee's operations will be in accordance with all federal, state,

57 and local laws relating to the type of activity engaged in by the licensee, including regulations

58 of the Federal Drug Enforcement Administration and Food and Drug Administration;
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59 (e)  maintain operating standards established by division rule made in collaboration

60 with the board and in accordance with Title 63G, Chapter 3, Utah Administrative Rulemaking

61 Act;

62 (f)  for each pharmacy [manager, submit] license, ensure that the pharmacist in charge,

63 as defined by the division, submits fingerprint cards and [consent] consents to a fingerprint

64 background check in accordance with Section 58-17b-307; and

65 (g)  acknowledge the division's authority to inspect the licensee's business premises

66 pursuant to Section 58-17b-103.

67 (2)  Each applicant applying for a class D license shall:

68 (a)  submit a written application in the form prescribed by the division;

69 (b)  pay a fee as determined by the department under Section 63J-1-504;

70 (c)  present to the division verification of licensure in the state where physically located

71 and verification that such license is in good standing;

72 (d)  satisfy the division that the applicant and each of the applicant's pharmacy

73 managers has not engaged in any act, practice, or omission, which when considered with the

74 duties and responsibilities of a licensee under this section, indicates there is cause to believe

75 that issuing a license to the applicant is inconsistent with the interest of the public's health,

76 safety, or welfare;

77 (e)  for each pharmacy manager, submit fingerprint cards and consent to a fingerprint

78 background check in accordance with Section 58-17b-307;

79 (f)  provide a statement of the scope of pharmacy services that will be provided and a

80 detailed description of the protocol as described by rule by which pharmacy care will be

81 provided, including any collaborative practice arrangements with other health care

82 practitioners;

83 (g)  sign an affidavit attesting that any healthcare practitioners employed by the

84 applicant and physically located in Utah have the appropriate license issued by the division and

85 in good standing;

86 (h)  sign an affidavit attesting that the applicant will abide by the pharmacy laws and

87 regulations of the jurisdiction in which the pharmacy is located; and

88 (i)  if an applicant engages in compounding, submit the most recent inspection report:

89 (i)  conducted within two years before the application for licensure; and
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90 (ii) (A)  conducted as part of the National Association of Boards of Pharmacy Verified

91 Pharmacy Program; or

92 (B)  performed by the state licensing agency of the state in which the applicant is a

93 resident and in accordance with the National Association of Boards of Pharmacy multistate

94 inspection blueprint program.

95 (3) (a)  Each license issued under this section shall be [issued for] associated with a

96 single, specific address[, and is not transferable or assignable].

97 (b)  By rule made in collaboration with the board and in accordance with Title 63G,

98 Chapter 3, Utah Administrative Rulemaking Act, the division shall allow a licensee to update,

99 by request to the division, the address associated with the licensee under Subsection (3)(a), to a

100 new address if the licensee requests the change of address at least 90 days before the day on

101 which the licensee begins operating at the new address.

102 Section 2.  Section 58-17b-603 is amended to read:

103 58-17b-603.   Identification of pharmacy personnel.

104 [(1)]  All individuals employed in a pharmacy facility having any contact with the

105 public or patients receiving services from that pharmacy facility shall wear on their person a

106 clearly visible and readable identification showing the individual's name and position.

107 [(2)  When communicating by any means, written, verbal, or electronic, pharmacy

108 personnel must identify themselves as to licensure classification.]

109 Section 3.  Section 58-17b-610.6 is amended to read:

110 58-17b-610.6.   Hospital pharmacy dispensing prescription drugs.

111 (1)  As used in this section, "controlled substance" means a substance classified as a

112 controlled substance under the Controlled Substances Act, Title II, Pub. L. No. 91-513 et seq.,

113 or Section 58-37-4.

114 [(1)] (2)  The division shall make rules, in accordance with Title 63G, Chapter 3, Utah

115 Administrative Rulemaking Act, in consultation with hospital pharmacies, to establish

116 guidelines under which a hospital pharmacy may dispense a limited supply of a prescription

117 drug to an individual who is no longer a patient in the hospital setting if:

118 (a)  the individual is discharged from the hospital on the same day that the hospital

119 pharmacy dispenses the prescription drug to the individual;

120 (b)  in the professional judgment of the practitioner, dispensing the drug is necessary for
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121 the patient's immediate needs;

122 [(b)] (c)  the class A pharmacy with which the patient has an established

123 pharmacy-patient relationship:

124 (i)  is not open at the time of the patient's discharge; or

125 (ii)  unable to dispense the medication for any reason;

126 [(c)] (d)  the hospital pharmacy dispenses a quantity of the prescription drug that is not

127 more than a 72-hour supply; and

128 [(d)] (e)  dispensing the prescription drug complies with protocols established by the

129 hospital pharmacy.

130 (3)  A hospital pharmacy may dispense an opioid antagonist to a patient regardless of

131 whether a class A pharmacy with which the patient has an established relationship is closed at

132 the time of the patient's discharge.

133 (4)  A practitioner or pharmacist in the hospital may dispense a prescription drug in

134 accordance with Subsection (2).

135 (5)  Under Subsection (2), a practitioner may not dispense more than a two-day supply

136 of a controlled substance.

137 [(2)] (6)  A hospital pharmacy may dispense a prescription drug in accordance with

138 rules made under Subsection [(1)] (2).

139 Section 4.  Section 58-17b-613 is amended to read:

140 58-17b-613.   Patient counseling.

141 (1)  A pharmacy shall verbally offer to counsel a patient or a patient's agent in a

142 personal face-to-face discussion regarding each prescription drug dispensed, if the patient or

143 patient's agent:

144 (a)  delivers the prescription in person to the pharmacist or pharmacy intern; or

145 (b)  receives the drug in person at the time it is dispensed at the pharmacy facility.

146 (2)  A pharmacist or pharmacy intern at a pharmacy that receives a prescription from a

147 patient by means other than personal delivery, and that dispenses [prescription drugs] a

148 prescribed drug to the patient by means other than personal delivery, shall provide the patient

149 with:

150 [(a)  provide patient counseling to a patient regarding each prescription drug the

151 pharmacy dispenses; and]
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152 (a)  a toll-free telephone number at which the patient may contact a pharmacist or

153 pharmacy intern at the mail-order pharmacy for patient counseling regarding the prescribed

154 drug; or

155 (b)  [provide each patient with a toll-free telephone number by which the patient can] a

156 telephone number by which the patient may contact a pharmacist or pharmacy intern at the

157 pharmacy for [counseling] patient counseling regarding the prescribed drug.

158 (3)  Notwithstanding the provisions of Subsections (1) and (2), a pharmacist or a

159 pharmacy intern may provide patient counseling to an individual under the jurisdiction of the

160 Utah Department of Corrections or a county detention facility via a written, telephone, or

161 electronic communication.

162 Section 5.  Section 58-17b-614 is amended to read:

163 58-17b-614.   Notification.

164 (1)  A pharmacy shall report in writing to the division not later than 10 business days:

165 (a)  before the date of:

166 (i)  a permanent closure of the pharmacy facility;

167 (ii)  a change of business name or ownership of the pharmacy facility;

168 (iii)  a change of location of the pharmacy facility;

169 (iv)  a sale or transfer of any controlled substance as a result of the permanent closing or

170 change of ownership of the pharmacy facility; or

171 (v)  any matter or occurrence that the division requires by rule to be reported; or

172 (b)  after the day on which:

173 (i)  a final administrative disciplinary order is issued against the pharmacy license

174 holder by the regulatory or licensing agency of the state in which the pharmacy is located if the

175 pharmacy is a class D pharmacy;

176 (ii)  a final order against a pharmacist is issued who is designated as the

177 pharmacist-in-charge of the pharmacy by the regulatory or licensing agency of the state in

178 which the pharmacy is located if the pharmacy is a class D pharmacy; or

179 (iii)  any matter or occurrence that the division requires by rule to be reported.

180 (2)  The division may grant a licensee's request to change the business name registered

181 to a licensed pharmacy facility, if there has been no change in the underlying ownership or

182 control of the pharmacy since the last time the business name of the pharmacy was registered
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183 or changed.

184 [(2)] (3)  A pharmacy shall report in writing to the division a disaster, accident, or

185 emergency that may affect the purity or labeling of a drug, medication, device, or other material

186 used in the diagnosis or treatment of injury, illness, or disease immediately upon the occurrence

187 of the disaster, accident, or emergency as defined by rule.

188 [(3)] (4)  A reporting pharmacy shall maintain a copy of any notification required by

189 this section for two years and make a copy available for inspection.

190 Section 6.  Section 58-17b-622 is amended to read:

191 58-17b-622.   Pharmacy benefit management services -- Auditing of pharmacy

192 records -- Appeals.

193 (1)  For purposes of this section:

194 (a)  "Audit" means a review of the records of a pharmacy by or on behalf of an entity

195 that finances or reimburses the cost of health care services or pharmaceutical products.

196 (b)  "Audit completion date" means:

197 (i)  for an audit that does not require an on-site visit at the pharmacy, the date on which

198 the pharmacy, in response to the initial audit request, submits records or other documents to the

199 entity conducting the audit, as determined by:

200 (A)  postmark or other evidence of the date of mailing; or

201 (B)  the date of transmission if the records or other documents are transmitted

202 electronically; and

203 (ii)  for an audit that requires an on-site visit at a pharmacy, the date on which the

204 auditing entity completes the on-site visit, including any follow-up visits or analysis which

205 shall be completed within 60 days after the day on which the on-site visit begins.

206 (c)  "Entity" includes:

207 (i)  a pharmacy benefits manager or coordinator;

208 (ii)  a health benefit plan;

209 (iii)  a third party administrator as defined in Section 31A-1-301;

210 (iv)  a state agency; or

211 (v)  a company, group, or agent that represents, or is engaged by, one of the entities

212 described in Subsections (1)(c)(i) through (iv).

213 (d)  "Fraud" means an intentional act of deception, misrepresentation, or concealment in
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214 order to gain something of value.

215 (e)  "Health benefit plan" means:

216 (i)  a health benefit plan as defined in Section 31A-1-301; or

217 (ii)  a health, dental, medical, Medicare supplement, or conversion program offered

218 under Title 49, Chapter 20, Public Employees' Benefit and Insurance Program Act.

219 (2) (a)  Except as provided in Subsection (2)(b), this section applies to:

220 (i)  a contract for the audit of a pharmacy entered into, amended, or renewed on or after

221 July 1, 2012; and

222 (ii)  an entity that conducts an audit of the pharmacy records of a pharmacy licensed

223 under this chapter.

224 (b)  This section does not apply to an audit of pharmacy records:

225 (i)  for a federally funded prescription drug program, including:

226 (A)  the state Medicaid program;

227 (B)  the Medicare Part D program;

228 (C)  a Department of Defense prescription drug program; and

229 (D)  a Veterans Affairs prescription drug program; or

230 (ii)  when fraud or other intentional and willful misrepresentation is alleged and the

231 pharmacy audit entity has evidence that the pharmacy's actions reasonably indicate fraud or

232 intentional and willful misrepresentation.

233 (3) (a)  An audit that involves clinical or professional judgment shall be conducted by

234 or in consultation with a pharmacist who is employed by or working with the auditing entity

235 and who is licensed in the state or another state.

236 (b)  If an audit is conducted on site at a pharmacy, the entity conducting the audit:

237 (i)  shall give the pharmacy 10 days advanced written notice of:

238 (A)  the audit; and

239 (B)  the range of prescription numbers or a date range included in the audit; and

240 (ii)  may not audit a pharmacy during the first five business days of the month, unless

241 the pharmacy agrees to the timing of the audit.

242 (c)  An entity may not audit claims:

243 (i)  submitted more than 18 months prior to the audit, unless:

244 (A)  required by federal law; or
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245 (B)  the originating prescription is dated in the preceding six months; or

246 (ii)  that exceed 200 selected prescription claims.

247 (4) (a)  An entity may not:

248 (i)  include dispensing fees in the calculations of overpayments unless the prescription

249 is considered a misfill;

250 (ii)  recoup funds for prescription clerical or recordkeeping errors, including

251 typographical errors, scrivener's errors, and computer errors on a required document or record

252 unless the audit entity is alleging fraud or other intentional or willful misrepresentation and the

253 audit entity has evidence that the pharmacy's actions reasonably indicate fraud or intentional

254 and willful misrepresentation;

255 (iii)  recoup funds for refills dispensed in accordance with Section 58-17b-608.1, unless

256 the health benefit plan does not cover the prescription drug dispensed by the pharmacy;

257 (iv)  collect any funds, charge-backs, or penalties until the audit and all appeals are

258 final, unless the audit entity is alleging fraud or other intentional or willful misrepresentation

259 and the audit entity has evidence that the pharmacy's actions reasonably indicate fraud or

260 intentional and willful misrepresentation; or

261 (v)  recoup funds or collect any funds, charge-backs, or penalties from a pharmacy in

262 response to a request for audit unless the pharmacy confirms to the entity the date on which the

263 pharmacy received the request for audit.

264 (b)  Auditors shall only have access to previous audit reports on a particular pharmacy

265 if the previous audit was conducted by the same entity except as required for compliance with

266 state or federal law.

267 (5)  A pharmacy subject to an audit:

268 (a)  may use one or more of the following to validate a claim for a prescription, refill, or

269 change in a prescription:

270 (i)  electronic or physical copies of records of a health care facility, or a health care

271 provider with prescribing authority;

272 (ii)  any prescription that complies with state law;

273 (iii)  the pharmacy's own physical or electronic records; or

274 (iv)  the physical or electronic records, or valid copies of the physical or electronic

275 records, of a practitioner or health care facility as defined in Section 26B-2-201; and
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276 (b)  may not be required to provide the following records to validate a claim for a

277 prescription, refill, or change in a prescription:

278 (i)  if the prescription was handwritten, the physical handwritten version of the

279 prescription; or

280 (ii)  a note from the practitioner regarding the patient or the prescription that is not

281 otherwise required for a prescription under state or federal law.

282 (6) (a) (i)  An entity that audits a pharmacy shall establish:

283 (A)  a maximum time for the pharmacy to submit records or other documents to the

284 entity following receipt of an audit request for records or documents; and

285 (B)  a maximum time for the entity to provide the pharmacy with a preliminary audit

286 report following submission of records under Subsection (6)(a)(i)(A).

287 (ii)  The time limits established under Subsections (6)(a)(i)(A) and (B):

288 (A)  shall be identical; and

289 (B)  may not be less than seven days or more than 60 days.

290 (iii)  An entity that audits a pharmacy may not, after the audit completion date, request

291 additional records or other documents from the pharmacy to complete the preliminary audit

292 report described in Subsection (6)(b).

293 (b)  An entity that audits a pharmacy shall provide the pharmacy with a preliminary

294 audit report, delivered to the pharmacy or its corporate office of record, within the time limit

295 established under Subsection (6)(a)(i)(B).

296 (c) (i)  Except as provided in Subsection (6)(c)(ii), a pharmacy has 30 days following

297 receipt of the preliminary audit report to respond to questions, provide additional

298 documentation, and comment on and clarify findings of the audit.

299 (ii)  An entity may grant a reasonable extension under Subsection (6)(c)(i) upon request

300 by the pharmacy.

301 (iii)  Receipt of the report under Subsection (6)(c)(i) shall be determined by:

302 (A)  postmark or other evidence of the date of mailing; or

303 (B)  the date of transmission if the report is transmitted electronically.

304 (iv)  If a dispute exists between the records of the auditing entity and the pharmacy, the

305 records maintained by the pharmacy shall be presumed valid for the purpose of the audit.

306 (7)  If an audit results in the dispute or denial of a claim, the entity conducting the audit
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307 shall allow:

308 (a)  the pharmacy to resubmit a claim using any commercially reasonable method,

309 including fax, mail, or electronic claims submission provided that the period of time when a

310 claim may be resubmitted has not expired under the rules of the plan sponsor; and

311 (b)  the health benefit plan or other entity that finances or reimburses the cost of health

312 care services or pharmaceutical products to rerun the claim if the health benefit plan or other

313 entity chooses to rerun the claim at no cost to the pharmacy.

314 (8) (a)  Within 60 days after the completion of the appeals process under Subsection

315 (9), a final audit report shall be delivered to the pharmacy or its corporate office of record.

316 (b)  The final audit report shall include a disclosure of any money recovered by the

317 entity that conducted the audit.

318 (9) (a)  An entity that audits a pharmacy shall establish a written appeals process for

319 appealing a preliminary audit report and a final audit report, and shall provide the pharmacy

320 with notice of the written appeals process.

321 (b)  If the pharmacy benefit manager's contract or provider manual contains the

322 information required by this Subsection (9), the requirement for notice is met.

323 (10)  In accordance with Title 63G, Chapter 3, Utah Administrative Rulemaking Act,

324 the department may make rules prescribing the administration of this section.

325 Section 7.  Section 58-88-202 is amended to read:

326 58-88-202.   Dispensing practice -- Drugs that may be dispensed -- Limitations and

327 exceptions.

328 (1)  Notwithstanding Section 58-17b-302, a dispensing practitioner may dispense a drug

329 at a licensed dispensing practice if the drug is:

330 (a)  packaged in a fixed quantity per package by:

331 (i)  the drug manufacturer;

332 (ii)  a pharmaceutical wholesaler or distributor; or

333 (iii)  a pharmacy licensed under Chapter 17b, Pharmacy Practice Act;

334 (b)  dispensed:

335 (i)  at a licensed dispensing practice at which the dispensing practitioner regularly

336 practices; and

337 (ii)  under a prescription issued by the dispensing practitioner to the dispensing
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338 practitioner's patient;

339 (c)  for a condition that is not expected to last longer than 30 days; and

340 (d)  for a condition for which the patient has been evaluated by the dispensing

341 practitioner on the same day on which the dispensing practitioner dispenses the drug.

342 (2)  A dispensing practitioner may not dispense:

343 (a)  a controlled substance as defined in Section 58-37-2;

344 (b)  a drug or class of drugs that is designated by the division under Subsection

345 58-88-205(2);

346 (c)  gabapentin; or

347 (d)  a supply of a drug under this part that exceeds a 30-day supply.

348 (3)  A dispensing practitioner may not make a claim against workers' compensation or

349 automobile insurance for a drug dispensed under this part for outpatient use unless the

350 dispensing practitioner is contracted with a pharmacy network established by the claim payor.

351 (4)  When a dispensing practitioner dispenses a drug to the patient under this part, a

352 dispensing practitioner shall:

353 (a)  disclose to the patient verbally and in writing that the patient is not required to fill

354 the prescription through the licensed dispensing practice and that the patient has a right to fill

355 the prescription through a pharmacy; and

356 (b)  if the patient will be responsible to pay cash for the drug, disclose:

357 (i)  that the patient will be responsible to pay cash for the drug; and

358 (ii)  the amount that the patient will be charged by the licensed dispensing practice for

359 the drug.

360 (5)  This part does not:

361 (a)  require a dispensing practitioner to dispense a drug under this part;

362 (b)  limit a health care prescriber from dispensing under Chapter 17b, Part 8,

363 Dispensing Medical Practitioner and Dispensing Medical Practitioner Clinic Pharmacy; or

364 (c)  apply to a physician who dispenses:

365 (i)  a drug sample, as defined in Section 58-17b-102, to a patient in accordance with

366 Section 58-1-501.3 or Section 58-17b-610; or

367 [(ii)  a prescription drug or device to a patient for a patient's immediate need in an

368 emergency department in accordance with Section 58-17b-610.5; or]
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369 [(iii)] (ii)  a drug in an emergency situation as defined by the division in rule under

370 Chapter 17b, Pharmacy Practice Act.

371 Section 8.  Repealer.

372 This bill repeals:

373 Section 58-17b-610.5, Dispensing in emergency department -- Patient's immediate

374 need.

375 Section 9.  Effective date.

376 This bill takes effect on May 1, 2024.
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