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State of Alaska 1 

Department of Commerce, Community and Economic Development 2 

Division of Corporations, Business and Professional Licensing 3 

 4 

Alaska Board of Pharmacy 5 

 6 

MINUTES OF THE MEETING FOR  7 

OCTOBER 12, 2018 8 

 9 

By authority of AS 08.01.070(2), and in compliance with the provisions of AS 10 

44.62, Article 6, a scheduled meeting of the Board of Pharmacy was held at the 11 

State Office Building, 333 Willoughby Ave, 9th Floor., Conference Room B in 12 

Juneau, Alaska on October 12, 2018.  13 

 14 
Agenda Item 1 Call to Order/Roll Call  Time: 1:02 p.m. 15 
 16 
The October 12, 2018 meeting day was called to order by Chair, Rich Holt at 1:02 p.m.  17 
 18 
Board members present, constituting a quorum: 19 
 20 

Richard Holt, PharmD #PHAP2008, MBA – Chair (Via phone) 21 
Leif Holm, PharmD #PHAP1606 (Via phone) 22 
Lana Bell, RPh #PHAP893 (Via phone) 23 
Sharon Long, Public Member (Via phone) 24 
Phil Sanders, RPh #PHAP776 (Via phone) 25 
James Henderson, RPh #PHAP1683 (Via phone) 26 
Tammy Lindemuth, Public Member (Via phone; on the line during executive session) 27 

 28 
Division staff present: 29 
 30 
 Andy Khmelev, Occupational Licensing Examiner 31 
 Laura Carrillo, Records & Licensing Supervisor/PDMP Manager 32 
 Sher Zinn, Regulations Specialist 33 
 Joe Bonnell, Records & Licensing Supervisor 34 
 Jun Maiquis, Regulations Specialist 35 
  36 
Members from the public present: 37 
 38 
 Andy Jones, Health and Social Services – OSMAP (Via phone)  39 

Heather Parker, Governor’s Office 40 
Nicole Gorle, Governor’s Office 41 
Molly Gray, Alaska Pharmacist Association (Via phone) 42 
Daniel Ghaly, Pharmacy Student (Via phone) 43 
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Jason Vespi, Pharmacy Student (Via phone) 44 
Angela Ramponi, Legislative Liaison, Commissioners Office (Via phone) 45 
 46 

Agenda Item 2 Review/Approve Agenda  Time: 1:05 p.m. 47 
 48 
The board reviewed the October 12, 2018 agenda. 49 
 50 
On a motion duly made by Lana Bell, seconded by Leif Holm, and approved 51 
unanimously, it was 52 
 53 

RESOLVED to accept the October 12, 2018 agenda as amended.  54 

 55 

   APPROVE   DENY ABSTAIN   ABSENT  56 

Leif Holm   x 57 

Richard Holt   x 58 

Phil Sanders   x 59 

James Henderson  x 60 

Lana Bell   x   61 

Sharon Long   x  62 

 63 
The motion passed with no further discussion. 64 
 65 
Agenda Item 3 Ethics Time: 1:07 p.m. 66 
 67 
The board then moved on to addressing ethics, however, there were no ethics disclosures to 68 
report. 69 
 70 
Agenda Item 4 Legislative Proposals Time: 1:15 p.m. 71 
 72 
The board then addressed legislative proposals, which would be presented by Andy Jones with 73 
the Department of Health and Social Services. Due to the confidential nature of the discussion, 74 
the board moved to go into executive session. 75 
 76 
Off record at 1:16 p.m. 77 
 78 
On a motion duly made by Rich Holt and seconded by Leif Holm in accordance with 79 
AS 44.62.310(c)(2), the board unanimously moved to enter executive session for the 80 
purpose of discussing subjects that tend to prejudice the reputation and character of 81 
any person, provided the person may request a public discussion.  82 
 83 
Division staff, Laura Carrillo, Program Coordinator, and Angela Ramponi, Legislative Liaison, 84 
were authorized to remain in the room. DHSS’s OSMAP Director, Andy Jones and staff from 85 
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the Governor’s Office, Heather Parker and Nicole Gorle were also authorized to remain in the 86 
room. 87 
 88 
Back on record at 2:09 p.m.  89 
 90 
Board members present, constituting a quorum: 91 
 92 

Richard Holt, PharmD #PHAP2008, MBA – Chair (Via phone) 93 
Leif Holm, PharmD #PHAP1606 (Via phone) 94 
Lana Bell, RPh #PHAP893 (Via phone) 95 
Sharon Long, Public Member (Via phone) 96 
Phil Sanders, RPh #PHAP776 (Via phone) 97 
James Henderson, RPh #PHAP1683 (Via phone) 98 
Tammy Lindemuth, Public Member (Via phone) 99 

 100 
Upon return from executive session, Chair Holt clarified for the record that no motions were 101 
made. 102 
 103 
Agenda Item 5 Board Business             Time: 2:24 p.m. 104 
 105 
Draft Regulations for SB 37  106 
Hearing nothing further on legislative proposals, Chair Holt moved to discussion on drafting 107 
regulations for SB 37, which provides authority for the board to regulate third-party logistics 108 
providers, wholesale drug distributors, and outsourcing facilities, and provides authority to staff 109 
an executive administrator. Included in the board packet was a regulations workflow chart, the 110 
suggested timeline, as well as regulation FAQs and a preliminary draft prepared by Chair Holt. 111 
 112 
Draft Regulations for SB 37: Executive Administrator (12 AAC 52.993) 113 
The board had previously discussed potential duties to be delegated to the executive 114 
administrator (EA), including reviewing and approving continuing education competency 115 
audits, but had outstanding delegation of duties to discuss for this role. Chair Holt inquired to 116 
the board as to whether any other type of license or permit approval should be delegated to the 117 
EA, for example, reviewing and approving emergency pharmacist permits. Currently those 118 
licenses require board approval. Lana Bell inquired as to how long such permits are valid for, to 119 
which Chair Holt clarified is up to 60 days or until the emergency circumstance no longer 120 
exists, whichever is shorter, according to 12 AAC 52.110. 121 
 122 
Lana Bell commented that the board determines whether a circumstance constitutes an 123 
emergency, which inherently requires immediate deliberation by the board, adding that any 124 
cumbersome language added to the process may negate the intent of establishing an emergency. 125 
Sharon Long suggested language that an EA may authorize an emergency pharmacist license 126 
with consultation of the board chair, or the chair designee. It could be detrimental for the 127 
board to have a meeting which could extend the time past the emergency situation. An email 128 
ballot would not allow for deliberation should a board meeting have any issue or tables the 129 
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discussion. In an emergency situation it may not always be possible to get a quorum. The board 130 
also discussed the possibility of a licensee not having to take the MPJE if they are applying for 131 
an emergency license, however no motions were made.  132 
 133 
The board further discussed delegation of duties under 12 AAC 52.110 to EA, ultimately 134 
deciding that determining the basis for an emergency could be done by the EA in consultation 135 
with two board members who are licensed pharmacists under AS 08.80. 136 
 137 
TASK 1 138 
Rich Holt will incorporate the board’s suggested edits regarding delegation of duties to the 139 
executive administrator for 12 AAC 52.110, emergency pharmacist permits, into the SB 37 draft 140 
regulations document, then will send the draft language to regulations specialist, Jun Maiquis. 141 
 142 
Draft Regulations for SB 37: Outsourcing Facilities (12 AAC 52.696) 143 
Chair Holt then moved to discussing draft regulations for outsourcing facilities and went 144 
through the draft prepared and included in the board packet. Chair Holt explained that if the 145 
application is complete and clean, then it won’t require a board review. An example of what 146 
would require board review would be a yes answer, much like a pharmacy technician license.  147 
Leif Holm commented that in the proposed section, (i), the language should be changed such 148 
that it’s clear they should already be register with the FDA as a 503(b) rather than alluding to a 149 
directive that they must register subsequent after becoming licensed in the state, to which Chair 150 
Holt agreed. Chair Holt also explained that if the application is complete and clean, then it 151 
won’t require a board review. An example of what would require board review would be a yes 152 
answer, much like a pharmacy technician license.  153 
 154 
Draft Regulations for SB 37: Classification of Licensure (12 AAC 52.010, 12 AAC 02.310) 155 
Chair Holt then moved to addressing 12 AAC.52.010, which adds the new license categories, 156 
third-party logistics providers, outsourcing facilities, and wholesale drug distributors. Proposed 157 
fees were also included in the draft under 12 AAC 02.310, which will need to be further 158 
assessed by Director McCullough and/or Melissa Dumas, the division’s Administrative Officer.  159 
 160 
TASK 2 161 
Board staff will follow-up with Director McCullough and/or Melissa Dumas on the proposed 162 
fees for the new license categories. 163 
 164 
Draft Regulations for SB 37: Wholesale Drug Distributors (12 AAC 52.610 – .695) 165 
Chair Holt addressed the draft of wholesale drug distributors and the board discussed 166 
incorporation of the Verification-Accredited Wholesale Distributors (VAWD). The board’s 167 
intent is to accept a wholesale drug distributor applicant’s VAWD rather than to require it, such 168 
that it can be submitted in lieu of a self-inspection report. The board continued to discuss 169 
language to indicate that either of these reports would be acceptable. 170 
 171 
The board also discussed the United States Pharmacopia (USP) standards. Chair Holt inquired 172 
to regulations specialist, Jun Maiquis, as to whether the board can simply refer to “the most 173 
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updated version”, to which Mr. Maiquis indicated a specific [year] version should be explicitly 174 
stated in regulations. Ms. Carrillo also added that the editors note should include the most 175 
updated address to which individuals may retrieve a copy of the USP. 176 
 177 
Chair Holt inquired to the board whether members had further comments on the draft 178 
regulations for SB 37. No further discussion was needed. 179 
 180 
Other Regulations 181 
The board then moved on to discussing other regulations, including drug substitutions and 182 
continuing education requirements.  183 
 184 
Other Regulations:  Substitution (SB 32 regulations; 12 AAC 42.510) 185 
Chair Holt informed the board that AAG Megyn Greider reviewed the board’s comments on 186 
her cursory review of draft language pertaining to drug substitutions (biosimilars). AAG 187 
Greider asserted in a subsequent review of the draft language that the board should use the 188 
term “interchangeable biological product” as a noun as substitution is a verb. The draft 189 
language included in the board packet reflects the language accordingly. 190 
 191 
Phil Sanders left the room (due to connection issues) at 3:26 p.m. 192 
Phil Sanders joined the room at 3:37 p.m. 193 
 194 
Other Regulations: Continuing Education for ACPE – P or T Courses  195 
As a recap, during the board’s August meeting, Molly Gray asked whether ACPE courses for 196 
continuing education ending in ‘P’ for pharmacists can be used to satisfy CE requirements for 197 
technicians. Currently, the board’s FAQs pertaining to this section specifies that only those 198 
courses intended for technicians designated with a ‘T’ will suffice; however, regulations 12 AAC 199 
52.340(a)(1) and (b)(1) indicate that any course is acceptable if presented or approved by the 200 
ACPE. Chair Holt stated that these are conflicting and need to be addressed. Leif Holm asked 201 
the board to consider whether allowing pharmacists to take technician courses and visa versa 202 
would provide a targeted benefit to the profession. Molly Gray with the Alaska Pharmacist 203 
Association commented that many technicians do like the opportunity to take CE meant for a 204 
pharmacist because they like the additional information. In the past, they could take a P specific 205 
CE and it would go to their state license just not to their PTCD certification, which is why 206 
some technicians were questioning that. James Henderson questioned if there was a law update, 207 
could there be a dual certification for a T and a P. Molly stated that they have dually accredited 208 
courses, and any session can be dually accredited depending on how it’s presented to the 209 
ACPE. There just has to be separate learning objectives for pharmacists and technicians, as 210 
long as the objectives are submitted correctly. Molly Gray stated that technicians often feel 211 
limited if they are only able to take T specific courses. Chair Holt then concluded that the FAQ 212 
does not line up with the regulation. There is nothing in the law that states it has to be a T for a 213 
technician. If the board wants technicians to take T specific courses only, there will need to be a 214 
regulation amendment. Ms. Carrillo suggested removing the FAQ, which Chair Holt, as well as 215 
Mr. Maiquis agreed to. Board agreed to have the FAQ removed and the subject will be 216 
discussed at the following meeting. 217 
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TASK 3 218 
Andy Khmelev will remove the FAQ pertaining to ACPE-approved courses as the language is 219 
inconsistent with existing regulations. 220 
(Completed 10/12/18) 221 
 222 
 223 
 224 
 225 
 226 
 227 
 228 
 229 
 230 
 231 
 232 
 233 
 234 
 235 
 236 
 237 
 238 
 239 
 240 
Other Regulations/Investigative Referrals for PDMP registration 241 
 242 
The board discussed a potential grace-period for pharmacist registration with the PDMP. Ms. 243 
Carrillo commented that at present, the Board of Nursing, through their Executive 244 
Administrator, sends a courtesy letter to its licensees for failing to promptly register with the 245 
database. The intent of the courtesy letter is to provide a one-time leniency so licensees can 246 
come into compliance rather than receiving disciplinary action; however, after 12/31/18, the 247 
Board of Nursing will begin issuing civil fines. Ms. Carrillo suggested that the board could issue 248 
a similar letter, to which Chair Holt agreed. The board considered establishing a 30-day limit to 249 
register with the database upon receiving licensure as a pharmacist and inquired as to whether 250 
this would need to eventually be written in regulations, to which Jun Maiquis affirmed. 251 
 252 
TASK 4 253 
Laura Carrillo will send Rich Holt a copy of the courtesy letter the Board of Nursing sends to 254 
its licensees for not registering with the PDMP promptly. 255 
(Completed 10/12/2018). 256 
 257 
 258 
 259 
 260 
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On a motion duly made by Rich Holt, seconded by James Henderson, to add to the 261 
minutes to create create a new regulation 12 AAC 52.993 titled Executive Administrator 262 
outlining the job duties as provided to Laura, in addition to creating a number 6, which 263 
would allow the EA to consult with two licensed board members to approve an 264 
emergency pharmacist license. The second piece was to amend 12 AAC 52.110 by 265 
repealing (a)(4) which removes the requirement for a pharmacist to pass the MPJE and 266 
would redefine (a) to ensure that its two licensed pharmacist board members that 267 
determine if an emergency exists, and not the whole board. Third piece to amend 12 268 
AAC 52.010 (b)(7)(8)(9) adding third party logistics providers, outsourcing facilities and 269 
wholesale drug distributors out of the state. Add 12 AAC 52.697 third party logistics, 270 
amend 12 AAC 52.995 which adds new definition of facility manager, add new 271 
regulation 12 AAC 52.696 titled outsourced facilities substitution as drafted on 272 
document stated on 10/12/18, amend regulation 12 AAC 52.510 titled substitution as 273 
drafted on document stated on 10/12/18, and to amend existing regulation 12 AAC 274 
52.610 – 12 AAC 62.695 as documented on draft 10/12/18. Motion approved 275 
unanimously.  276 
 277 

RESOLVED to add the new regulation 12 AAC 52.993, to amend 12 AAC 52.110 278 
by repealing (a)(4) and redefines (a), to add 12 AAC 52.010 (b)(7)(8)(9), to add 12 279 
AAC 52697, to amend 12 AAC 52.995, to add 12 AAC 52.696, to amend regulation 280 
12 AAC 52.510, and to amend 52.610 – 12 AAC 62.695 under one motion.  281 

 282 

   APPROVE   DENY ABSTAIN   ABSENT  283 

Leif Holm   x 284 

Richard Holt   x 285 

Phil Sanders   x 286 

James Henderson  x 287 

Lana Bell   x   288 

Sharon Long   x 289 

Tammy Lindemuth  x   290 

 291 
The motion passed with no further discussion. 292 
 293 
 294 
Agenda Item 6 Adjourn Time: 4:14 p.m. 295 
 296 
The board had no further business to discuss. 297 
 298 
On a motion duly made by Tammy Lindemuth, seconded by Lana Bell, and approved 299 
unanimously, it was 300 
 301 

RESOLVED to adjourn the meeting  302 
 303 
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Regulation Project Type: Amended regulation 304 
Statutory Authorities: SB32 305 
Regulation Number: 12 AAC 52.510 306 
Regulation Title: SUBSTITUTION 307 
Intent:  308 

1. To redefine substitution per statute to include interchangeable biological products. 309 
Cost: No new cost to the public or existing licensees at this time. 310 
 311 
12 AAC 52.510. SUBSTITUTION.  312 
(a) A pharmacist may dispense an equivalent drug product or interchangeable biological 313 
product instead of the prescribed drug if  314 

(1) the prescribing practitioner does not indicate on the prescription drug order that a 315 
specific brand must be dispensed, using language such as "brand medically necessary", 316 
"dispense as written", "do not substitute", or other similar wording;  317 
(2) the patient is notified and consents to the substitution; 318 
(3) repealed___/     /       [the equivalent drug product costs the patient less than the 319 
prescribed drug product]; and 320 
(4) for the drug product actually dispensed, the pharmacy record contains one of the 321 
following:  322 

(A) the drug product’s manufacturer or distributor;  323 
(B) national drug code number; 324 
(C) short name code; or 325 
(D) trade name.  326 

(b) The determination of the drug product to be dispensed for a prescription drug order is a 327 
professional responsibility of the pharmacist. A pharmacist may not dispense any product that 328 
in the pharmacist’s professional opinion is not an equivalent drug product as the terms 329 
“equivalent drug product” or “interchangeable biological product” are defined in AS 330 
08.80.480.  331 
 332 
Authority:  AS 08.80.005  AS 08.80.030  AS 08.80.295  333 
 334 
Regulation Project Type: Amended regulations 335 
Statutory Authorities: SB37 336 
Regulation Number: 12 AAC 52.610 – 12 AAC 52.695 337 
Regulation Title: See individual titles below 338 
Intent:  339 

2. To amend current wholesale drug distributor regulations to apply to both in-state and 340 
out-of-state 341 

Cost: new licensing fee for out-of-state wholesale drug distributors; proposed: $1,000 342 
 343 
12 AAC 52.610. WHOLESALE DRUG DISTRIBUTOR LICENSE.  344 
(a) The following checklist is established by the board for review of an application for 345 
wholesale drug distributor licenses. A wholesale drug distributor license will be issued to an 346 
applicant who 347 
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(1) submits a completed, notarized application on the form provided by the department;  348 
(2) pays the fees required in 12 AAC 02.310;  349 
(3) provides a list of the names and résumés of officers, directors, or primary 350 
stockholders responsible for the wholesale drug facility;  351 
(4) provides the name and the résumé of the facility manager who will manage the 352 
wholesale distribution of drugs and the wholesale drug facility;  353 
(5) submit  354 

(i) a completed self-inspection of the premises questionnaire on a form provided 355 
by the department; or 356 
(ii) submit a completed Verification-Accredited Wholesale Distributors (VAWD) 357 
inspection report. 358 

(6) submits completed fingerprint cards of the facility manager for evaluation and 359 
investigation by the Department of Public Safety, and 360 
(7) submits a copy of a current valid license, permit, or registration to conduct 361 
operations in the jurisdiction in which it is located for non-resident wholesale drug 362 
distributors. 363 
 364 

(b) An applicant for a wholesale drug distributor license that will be distributing controlled 365 
substances shall  366 

(1) meet the requirements of (a) of this section; and  367 
(2) be registered with the DEA.  368 

 369 
(c) Within 30 days of a change in location, ownership, or facility manager, the new facility 370 
manager must  371 

(1) Submit the completed change of facility manager form provided by the department; 372 
(2) Submit the applicable fees established in 12 AAC 02.105(3); and 373 
(3) meet the requirements of (a)(4) and (6) of this section.  374 

 375 
(d)When a wholesale distributor ceases operations, the facility manager of the wholesale 376 
distributor shall notify the board on a form provided by the department the cessation of 377 
operations; the form must be submitted within 10 days after the cessation of operations. 378 
 379 
 380 
Authority:  AS 08.80.005  AS 08.80.157  AS 08.80.480  AS 08.80.030 381 
  AS 08.80.159 382 
 383 
 384 
 385 
12 AAC 52.620. WHOLESALE DRUG FACILITIES.  386 
 387 
Adding Statutory Authority AS 08.80.159 388 
 389 
 390 
12 AAC 52.625. PERSONNEL REQUIREMENTS; GROUNDS FOR DENIAL OR 391 



 

October 12, 2018 - Board of Pharmacy Meeting                                                                                 10 
 

OTHER DISCIPLINARY ACTION.  392 
(a) A wholesale drug distributor shall maintain a roster of all officers, directors, and 393 
managers responsible for wholesale drug distribution, storage, and handling. The roster 394 
shall include a description of each person’s duties and a summary of the person’s 395 
experience.  396 
 397 
(b)The board will not approve an application for a wholesale drug distributor license 398 
unless the designated facility manager in charge of the drug facility documents having a 399 
basic knowledge of federal and state laws related to the wholesale distribution of drugs.  400 

 401 
Authority:  AS 08.80.005  AS 08.80.157  AS 08.80.480  AS 08.80.030     402 
  AS 08.80.261 AS 08.80.159 403 
 404 
 405 
12 AAC 52.630. DRUG STORAGE.  406 

(a) A wholesale drug distributor shall ensure that all drugs are stored at appropriate 407 
temperatures in accordance with label requirements or official United States 408 
Pharmacopoeia (USP), 1995 revision, compendium requirements, to help ensure that the 409 
identity, strength, quality, and purity of the products are not affected. If a temperature 410 
requirement is not listed for a drug, the drug may be stored at controlled room 411 
temperature as defined in the USP. 412 
 413 
(b)A wholesale drug distributor shall ensure that a separate quarantine storage area is 414 
provided for drugs that are deteriorated, outdated, damaged, misbranded, adulterated, or 415 
are in a secondary container that has been opened or the seal of which has been broken.  416 
 417 
(c) A wholesale drug distributor shall ensure that appropriate manual, electromechanical, 418 
or electronic temperature and humidity recording equipment or handwritten logs are 419 
used to document how drugs have been stored.  420 

 421 
Authority:  AS 08.80.005  AS 08.80.157  AS 08.80.480  AS 08.80.030  422 
AS 08.80.159 423 
 424 
Editor’s notes: A copy of the United States Pharmacopoeia may be obtained from the 425 
United States Pharmacopoeial Convention, Inc., P.O. Box 560, Williston, VT 05495. 426 
 427 
 428 
 429 
12 AAC 52.640. WRITTEN POLICIES AND PROCEDURES.  430 
 431 
Adding Statutory Authority AS 08.80.159 432 
 433 
 434 
12 AAC 52.645. EXAMINATION OF DRUG SHIPMENTS.  435 
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 436 
Adding Statutory Authority AS 08.80.159 437 
 438 
 439 
12 AAC 52.650. RECORDS AND INVENTORIES.  440 
 441 
Adding Statutory Authority AS 08.80.159 442 
 443 
 444 
12 AAC 52.660. RETURNED, DAMAGED, AND OUTDATED DRUGS.  445 
 446 
Adding Statutory Authority AS 08.80.159 447 
 448 
 449 
12 AAC 52.670. DRUG RECALLS.  450 
 451 
Adding Statutory Authority AS 08.80.159 452 
 453 
 454 
12 AAC 52.680. INSPECTIONS.  455 
 456 
Adding Statutory Authority AS 08.80.159 457 
 458 
 459 
12 AAC 52.685. PROHIBITIONS AGAINST DIRECT DISTRIBUTION.  460 
 461 
Adding Statutory Authority AS 08.80.159 462 
 463 
 464 
12 AAC 52.690. SALVAGE AND REPROCESSING.  465 
 466 
Adding Statutory Authority AS 08.80.159 467 
 468 
 469 
12 AAC 52.695. PROVISIONS NOT APPLICATIONS.  470 
 471 
Adding Statutory Authority AS 08.80.159 472 
 473 
Regulation Project Type: Amend current regulations and add new regulation 474 
Statutory Authorities: SB37 475 
Regulation Number:  476 

• Amend 12 AAC 52.010 477 

• Amend central regulation (12 AAC 02.310)  478 
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• New regulation proposed: 12 AAC 52.697 479 

• Amend definition to add “Facility Manager” role 480 
New Regulation Title Proposed (12 AAC 52.697): THIRD PARTY LOGISTICS 481 
PROVIDERS. 482 
Intent:  483 

• To add new licensing category authorized under SB37. 484 
Cost: proposed $1,000 485 
 486 
12 AAC 52.010. CLASSIFICATIONS OF LICENSURE.  487 
(a) The board will issue the following categories of licenses or permits to a qualified individual:  488 

(1) pharmacist license;  489 
(2) temporary pharmacist license;  490 
(3) emergency permit to practice pharmacy;  491 
(4) pharmacist intern license;  492 
(5) pharmacy technician license.  493 

(b) The board will issue the following categories of licenses or registrations to a qualified 494 
facility:  495 

(1) pharmacy license;  496 
(2) repealed 2/26/2000;  497 
(3) wholesale drug distributor license;  498 
(4) drug room license;  499 
(5) registration of a pharmacy located outside of the state;  500 
(6) remote pharmacy license.; 501 
(7) third-party logistics providers; 502 
(8) outsourcing facilities; 503 
(9) license of a wholesale drug distributor located outside of the state 504 

 505 
Authority:  AS 08.80.005  AS 08.80.150  AS 08.80.158 AS 08.80.159 506 
 507 
12 AAC 02.310. BOARD OF PHARMACY.  508 
(a) The following fees are established for pharmacists, pharmacy interns, pharmacy technicians, 509 
pharmacies, wholesale drug distributors, and drug dispensaries:  510 

(1) application fee for initial license, $60  511 
(2) repealed 10/28/2000;  512 
(3) temporary pharmacist license fee, $60; 513 
(4) emergency permit to practice pharmacy fee, $110;  514 
(5) pharmacy intern license fee, $30. 515 

(b) The following license and registration fees for all or part of the initial biennial licensing or 516 
registration period and subsequent biennial license and registration renewal fees are established 517 
for pharmacists, pharmacy technicians, remote and other pharmacies, and wholesale drug 518 
distributors:  519 

(1) pharmacist, $240;  520 
(2) wholesale drug distributor, $500;  521 
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(3) pharmacy, $240;  522 
(4) drug room, $240;  523 
(5) registered pharmacy located outside of the state, $600;  524 
(6) pharmacy technician, $60;  525 
(7) remote pharmacy, $240.; 526 
(8) non-resident wholesale drug distributor, $1,000; 527 
(9) outsourcing facility, $1,000; 528 
(10) third-party logistics providers, $1,000. 529 

 530 
Authority:  AS 08.01.065  AS 08.80.160 AS 08.80.159 531 
 532 
 533 
New Regulation 12 AAC 52.697 THIRD-PARTY LOGISTICS PROVIDERS 534 
 535 
(a)An applicant who meets the requirements on the checklist set out in (b) of this section has 536 
demonstrated the necessary qualifications for a third-party logistics providers license. An 537 
applicant who does not meet the requirements on the checklist or whose responses on the form 538 
for application do not clearly show that the applicant is qualified to receive a third-party 539 
logistics provider license will not be issued a license unless the board reviews the application 540 
and determines that the applicant meets the qualifications in this section for a third-party 541 
logistics provider license. 542 
 543 
(b)The following checklist is established by the board for review of an application for a third-544 
party logistics provider license; a third-party logistics provider license will be issued to an 545 
applicant who 546 

(1) submits a complete, notarized application on a form provided by the department;  547 
(2) pays the fees required in 12 AAC 02.310;  548 
(3) provides a list of the names and résumés of officers, directors, or primary 549 
stockholders responsible for the facility;  550 
(4) provides the name and the résumé of the designated facility manager; 551 
(5) submits a completed self-inspection of the premises questionnaire on a form 552 
provided by the department; and 553 
(6) submits completed fingerprint cards of the facility manager for evaluation and 554 
investigation by the Department of Public Safety. 555 

 556 
(c) Within 10 days of a change in facility manager, the new facility manager must meet the 557 
requirements of (b) of this section and submit the change on a form provided by the 558 
department.  The outgoing facility manager must submit a change on a separate form provided 559 
by the department. 560 
 561 
(d) The facility manager of a third-party logistics provider that has changed its name or physical 562 
address shall apply for a new and separate third-party logistics provider license in accordance 563 
with (b) of this section. 564 
 565 
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(e) A new owner of third-party logistics provider shall apply for a new and separate third-party 566 
logistics provider license in accordance with (b) of this section. 567 
 568 
(f) When a third-party logistics provider ceases operations, the facility manager shall  569 

(1) submit to the board a written notice of the cessation of operations; the written notice 570 
must be submitted within 10 days after the cessation of operations and include 571 
 (A) the date the third-party logistics provider ceased operations; 572 

(B) arrange for the records of the third-party logistics provider to be retained for 2-years. 573 
(g)  A third-party logistics provider shall permit an authorized inspector or law enforcement 574 
official, who shows proper identification, to enter and inspect the facility and delivery vehicles 575 
at reasonable times and in a reasonable manner, and to inspect the facility records and written 576 
operating procedures.  577 
 578 
 579 
12 AAC 52.995 DEFINITIONS 580 
(37) In 12 AAC 52.610 – 12 AAC 52.697, “Facility Manager” means the responsible manager 581 
who serves as the supervisor or manager and is responsible for ensuring the third-party logistics 582 
provider, wholesale drug distributor or outsourcing facility is in compliance with all state and 583 
federal laws and regulations pertaining to the operations.  584 
 585 
Regulation Project Type: New 586 
Statutory Authorities: SB37 587 
Regulation Number: 12 AAC 52.696 588 
Regulation Title: OUTSOURCING FACILITIES 589 
Intent:  590 

3. To create new regulation around licensing of outsourcing facilities 591 
Cost: proposed: $1,000  592 
 593 
New Regulation 12 AAC 52.696 OUTSOURCING FACILITIES 594 
 595 
(a) An applicant who meets the requirements on the checklist set out in (b) of this section has 596 
demonstrated the necessary qualifications for an outsourcing facility license. An applicant who 597 
does not meet the requirements on the checklist or whose responses on the form for 598 
application do not clearly show that the applicant is qualified to receive an outsourcing facility 599 
license will not be issued a license unless the board reviews the application and determines that 600 
the applicant meets the qualifications in this section for an outsourcing facility license. 601 
 602 
(b) The following checklist is established by the board for review of an application for an 603 
outsourcing facility license; an outsourcing facility license will be issued to an applicant who 604 

(1) submits a complete, notarized application on a form provided by the department;  605 
(2) pays the fees required in 12 AAC 02.310;  606 
(3) provides a list of the names and résumés of officers, directors, or primary 607 
stockholders responsible for the facility;  608 
(4) provides the name and the résumé of the designated facility manager; 609 
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(5) submits a completed self-inspection of the premises questionnaire on a form 610 
provided by the department; 611 
(6) submits completed fingerprint cards of the facility manager for evaluation and 612 
investigation by the Department of Public Safety; and 613 
(7) submits the results of the most recent Good Manufacturing Practice (GMP) 614 
inspection by the Food and Drug Administration. 615 

 616 
(c) Within 10 days of a change in facility manager, the new facility manager must meet the 617 
requirements of (b) of this section and submit the change on a form provided by the 618 
department.  The outgoing facility manager must submit a change on a separate form provided 619 
by the department. 620 
 621 
(d) The facility manager of an outsourcing facility that has changed its name or physical address 622 
shall apply for a new and separate outsourcing facility license in accordance with (b) of this 623 
section. 624 
 625 
(e) A new owner of an outsourcing facility shall apply for a new and separate third-party 626 
logistics provider license in accordance with (b) of this section. 627 
 628 
(f) When an outsourcing facility ceases operations, the facility manager shall  629 

(1) submit to the board a written notice of the cessation of operations; the written notice 630 
must be submitted within 10 days after the cessation of operations and include 631 

 (A) the date the outsourcing facility ceased operations; 632 
(B) arrange for the records of the outsourcing facility to be retained for 2-years. 633 

 634 
(g) An outsourcing facility shall permit an authorized inspector or law enforcement official, 635 
who shows proper identification, to enter and inspect the facility and delivery vehicles at 636 
reasonable times and in a reasonable manner, and to inspect the facility records and written 637 
operating procedures.  638 
 639 
(h) An outsourcing facility is any facility that compounds sterile drugs without a prescription 640 
and distributes the compounded drugs to Alaska. 641 
 642 
(i) The outsourcing facility shall be registered with the Food and Drug Administration as a 503b 643 
outsourcing facility. 644 
 645 
 646 
Regulation Project Type: New 647 
Statutory Authorities: SB37 648 
Regulation Number: 12 AAC 52.993 649 
Regulation Title: EXECUTIVE ADMINISTRATOR 650 
Intent:  651 

4. To create regulatory job duties associated with this new position 652 
Cost: No new cost to the public or existing licensees at this time. 653 



October 12, 2018 - Board of Pharmacy Meeting  16 

654 
The executive administrator may 655 

1. Review and approve continuing education competency audits; audits that are not in656 
compliance are to be reviewed by a board member;657 

2. Attend state or national meetings or conferences on behalf of the board;658 
3. Work with the National Association of Boards of Pharmacy (NABP) on behalf of the659 

board;660 
4. Work with the Chair and Vice-Chair in evaluation of questions posed to the board661 

regarding AS 08 or 12 AAC 52; and662 
5. Work with regulatory specialists to draft and make regulatory amendment663 

recommendations to 12 AAC 52. to the board.664 
6. In consultation with 2 licensed pharmacist board members review and approve665 

emergency pharmacist permit applications.666 
667 

Amend regulation 12 AAC 52.110 668 
12 AAC 52.110. EMERGENCY PHARMACIST PERMIT. 669 

670 
(a) If two licensed pharmacist board members determine that an emergency exists, the671 
board will issue an emergency pharmacist permit for the purpose of providing coverage in a672 
pharmacy that is temporarily without the services of a pharmacist due to death, illness, or other673 
emergency circumstances, to an applicant who674 

(1) submits a completed application for a pharmacist license;675 
(2) pays the emergency permit fee required in 12 AAC 02.310;676 
(3) submits a certified true copy of a current pharmacist license in good standing in677 
another state;678 
(4) repeal [passes the Alaska pharmacy jurisprudence examination with a scaled score of679 
75 or above]; and680 
(5) has not been convicted of a felony or another crime that affects the applicant’s ability681 
to practice pharmacy competently and safely.682 

683 
(b) An emergency permit is valid for 60 days or until the emergency circumstances no longer684 
exist, whichever is shorter.685 

686 
(c) An applicant may not receive more than one emergency permit. An emergency permit is not687 
renewable.688 

689 
Authority: AS 08.80.005 AS 08.80.030 AS 08.80.155 690 

691 
692 

Off record at 4:14 p.m. 693 
694 
695 

__________________________________________________________________   696 
Andy Khmelev       3/4/2019
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Andy Khmelev, Occupational Licensing Examiner    (for Laura Carrillo) Date 697 
 698 
 699 
 700 
__________________________________________________________________  701 
Rich Holt, Board of Pharmacy Chair      Date 702 

lncarrillo
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