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JU2013200469 (Part 1) 

ORDER CERTIFYING THE CHANGES TO 
REGULATIONS OF THE BOARD OF PHARMACY 

The attached five pages of regulations, dealing with facility license , review of 
applications for registration of pharmacies located outside of the state, inspections 
of pharmacies, reinstatement of an expired pharmacist or pharmacy technician 
license, requirement for dispensers , and definitions, are hereby certified to be a 
correct copy of the regulation changes that the Board of Pharmacy adopted at its 
August 22-23, 2013 meeting, under the authority of AS 08.0l.087, AS 08.0l.100, AS 
08.80.005, AS 08.80.030, AS 08.80.147, AS 08.80.157, AS 08.80.158, AS 08.80.165, 
AS 08.80.330, and AS 17.30.200 and after compliance with the Administrative 
Procedure Act (AS 44.62) , specifically including notice under AS 44.62.190 and 
44.62.200 and opportunity for public comment under AS 44.62.210. 

This action is not expected to require an increased appropriation. 

On the record, in considering public comments, the Board of Pharmacy paid special 
attention to the cost to private persons of the regulatory action being taken. 

The regulation changes described in this order take effect on the 30th day after they 
have been filed by the lieutenant governor, as provided in AS 44.62.180. 

DATE: !!-;}... / - f cz, 
North Pole, Alaska 

FILING CERTIFICATION 

I, Mead Treadwell, Lieutenant Governor for the State of Alaska, certify that 

on ~ ~ , 201t at '5 " O~ f .m., I filed the attached 

regu IOns accordlllg to the prOVISIOns of AS 44.62.040 - 44.62 .120. 

Effective: A "'i lAS! /, 201,/ . 

Register: ;J.f/ , Dcfob-er ).011 

~,u"",nt Gumn" 



JU2013200469 (Part 1) 

ORDER CERTIFYING THE CHANGES TO 
REGULATIONS OF THE BOARD OF PHARMACY 

The attached five pages of regulations, dealing with facility license, review of 
applications for registration of pharmacies located outside of the state, inspections 
of pharmacies, reinstatement of an expired pharmacist or pharmacy technician 
license, requirement for dispensers, and definitions, are hereby certified to be a 
correct copy of the regulation changes that the Board of Pharmacy adopted at its 
August 22-23, 2013 meeting, under the authority of AS 08 .01.087, AS 08.01.100, AS 
08.80.005, AS 08.80.030, AS 08.80.147, AS 08.80.157, AS 08.80.158, AS 08.80.165, 
AS 08.80.330, and AS 17.30.200 and after compliance with the Administrative 
Procedure Act (AS 44.62), specifically including notice under AS 44.62.190 and 
44.62.200 and opportunity for public comment under AS 44.62.210. 

This action is not expected to require an increased appropriation. 

On the record, in considering public comments, the Board of Pharmacy paid special 
attention to the cost to private persons of the regulatory action being taken. 

The regulation changes described in this order take effect on the 30th day after they 
have been flied by the lieutenant governor, as provided in AS 44.62.180. 

DATE: I/-;;J..I- / ~ 
North Pole, Alaska 

i 

C. Holm, R. 
Board of Pharmacy 

FILING CERTIFICATION 

I, Mead Treadwell, Lieutenant Governor for the State of Alaska, certify that 

on ~ -Z- ,201f at 3 : 0(, f .m., I filed the attached 

regu lOns accordmg to the prOVlSlOns of AS 44.62.040 - 44.62.120. 

~"ut'mt Go"rom 



Rcgister~, &J.v~SO I 4 PROFESSIONAL REG ULATIONS 

C hapter 52. Board of Pharmacy. 

~2 }\ ,\( 52.e20 IS anie llclecl by dclcli ll g d lIew subsec tioll te leflCl. 

(I) In add iti on to the requirements of AS 08.80. 157 and this section, an . Icant under 

this sec tion shal l submit phys ical inspection report ['or a high ri sk , nnacy requ ired under 12 

AAC 52. 150(1). (Ell. 1116/98 , Register 145; am 2/2 _ 00, Registe r 153; am 211 1/2004 , 

Register 169; am 211512006, Register ; am 1/17/2007 , Register 181 ; am _1_1 __ , 

Register ~ 

Authority: S 08.80.005 AS 08.80. 157 AS 08.80.330 

(5) submit physical inspection report lo r a high ri sk lacy required uncleI' 

12 /\/\C 52 .150(f) 

(EIT. 1/16/98. Register 145: am 6/2/200' egistcr 170: am 211512006. Regi ster 177: am 

~2 AAC 52 is dllltllClcd by ucldili!; aliew see lien 18 rQae: 

12 AAC 52.150. Inspections of pharmacies. (a) 

fac ility license issued under AS 08.80.157. a high ri sk p::;.h,,.,.a _.~_)' or a pharmacy holding an active 

facility license issued by another state s ubmit to a phys ical inspection 0[' its production 

11lcility by the den=><roent at least once during the biennia l licensing period. The board may 

IJOL f- ik ~JU2813200 '169 (Pml I ~ 



Registe r2..!L.Dckk. ?014 PROFESS IONAL REG ULATIONS 

c.; \:: 1 (. 

(b) An applicant for an initial f ~lcility liccnse under AS 08.80.157 that holds an ac 'vc 

I~lcility license issued by another state or that intends on operati ng a high ri sk pharm< y shall 

pass a physical inspect ion by the dcpartment of it s production f~lc ility prior to lic nsing. 

(c) If a high ri sk pharmacy docs not hold a fac ility li cense issued by, dnother state and it 

holds a current acc reditat ion by an accred it ing board acceptable to the ard . it may be exempt 

li'om meeting the inspection requireme nts of (a) and (b) of this sec on. 

(d) All pharmacies must maintain a record of aillicen" s held in other state j uri sdictions, 

the nature of pharmacy services provided ou t of state and all make such inlormation avai lable 

to the depa rtment upon req uest. 

(e) A pharmacy shall advise the board in Titing wi thin sixty days of it beginning 

operat ions as a high risk pharmacy or fi rst re iving a pharmacy faci lity license issued by another 

sta te. 

( I) In order to app ly for a ne\· registration under AS 08 .80. 158 or renew a registration, a 

pharmacy shall provide the boar with proof that its facilities were inspec ted during the 

preced ing biennia l licensing eriocl by the regulatory agency of the state where the fac ilities are 

located or that it holds a urrent accred itation by an acc red iting body acceptable to the board. 

(g) No thing i this sec tion limi ts the department autho rity to conduct invcstigations 

under AS 08.0 I. 7 or prevents the board from ordering licensees to subm it to add iti onal 

inspect ions. 

( For purposes of thi s section , "high ri sk pharmacy" includes 

( I) hospitals ; 

(2) steril e compounding facilities; 

DOL FilellJU2013200469 (Pan I)A 2 



Registcr..2:.!L. &vhbt( 70 14 PROFESS IONAL REG ULATIONS 

Register ---> 
Aut h 0 ri ty: A Si..!OQ.8...D.L.o&:7---"i\:')io01sf' . 8180l .10 3 0 AS 08.80. 158 

The introductory language or 12 AAC 52.3 1 O(c) is amended 10 read: 

(c) Thc board will re instate a pharmacist license that has been expirecl ft l ea~ two years - -
Q! [BUT NOTlmorc ITI-IAN FIVE YEARS ] if the appl icant 

12 AAC 52.3 1 0(c)(6) is amended to read: 

(6) submits a ve rili cati on issued di rect ly to the board by eac h li censing 

j uri sd iction where the applicant holds, or has ever held. a license as a pharmac ist during the time 

period in which the applicant's li cense was lapsed in this state that the applicant's license in the 

other juri sdiction lVe re not suspended, revoked, or otherwise restricted except I() r fai lure to app ly 

l'or renewal or la il ure to obtain the requi red continui ng education requi rements [; OR A CO PY 

OF THE APPLI CANT'S OFF ICIAl . APPLICATION FOR TRANS FER OF 

PH ARM ACEUTI CS LI CENSURE. SENT DIRECTL Y TO TIl E DEPARTMENT FROM TH E 

NATIONAL ASSOC IATION OF BOARDS OF PH ARM ACY NOT LATER THAN 90 DAYS 

OF THE DATE OF ISS UE). 

12 AAC 52.31 Oed) is repealed: 

(d) Repealed % 1_\ _ 1 ),OJ1 

(EIT. 1/16198 . Register 145; am 5/5/2000 , Register 154; am 8/21/2002 , Register 163; am 

DOL File/I) U20 I 31QQ<j 99 (Pm t I) ~ 3 



Rcgis tcr2.!.L. Dviv~€("20 14 PROF ESS IO NAL REGU LATIO NS 

211 1/2004, Register 169: a l11 5/2612006, Regi ster 178: a111 9117120 II , Reg ister 199: am 

ji/~/ 20IY. Regi ster ~ 

Authorit}: AS 08.0 I. I 00 AS 08.80.030 AS 08.80.165 

AS 08.80.005 AS 08.80. 147 

12 AAC 52.865(e) is amended to read: 
"P~: ~j IHA C S.:.q'cs«) 
~~cA. 

(c) No later than the firth day oreaeh month. a di spenser shall report to the board the 

contro ll ed substance di spens ing in forma ti on requ ired under AS 17.30.200(b) concerning 

contro lled substances di spensed during the previous mon th. The requirement in 12 AAC 

02.920(b) lo r ti me computat ion ap plies to a repo rt made under thi s sect ion ~~eepl fQr (' 

(I) 11 €oRIF~IIGd sllllsIIlRee di .• ptiiScd bl .. ii iiiSIituli6RUI j:a ~ ili~' provided th:' ~ 

- the fl"tlnlily dispensed i.· limited III "" am~1I111 Rlielillale to treat the Dati,'o' fQr a IlIH .dllltllll 'Y 

of s,."cnt:v tW9 h~Hfr8; el~ 

(2) R eSRtrollGd ~iib~tanee disfl€II ~Gd hv ') practitioner proyjdGd tllHllh :Y 

Q"ilutitv- dispensed is liluit ed tQ an aRHulRt lldegll atg to treat th e f)'lticnt for.) RlaxiRHlm o~ 
0( se' .. eft~' tW9 hfltl"t 

(E ll. 12/29/20 11 . Regi ster 200% 11 _1_1 __ , Register =tJ 

Authority: 

in +hi s por<L;~r~ 
'~eljvers IJ 1f\ C. JucU..s 

AS 08.80.005 AS 08.80.030 

12 AAC 52.995(a)(34) is amended to rcad: 

AS 17 .30,200 

(34) "d ispenser" means a practitioner who delivers a controlled substance to 

an ultimate use r or research sub' ect the lawful order of a ractitioner 

the reseribin" and administerin of a controlled substancc and the 

labeling. or compounding neccssary to preparc the substancc for dclivcn' 

DOL P' il efl JU2Q13200469 (Part I )~ 4 



Register2lL. 6v-to~V" 20 1 4 I'ROFESSIONAL REGULATIO NS 

[(A) MEANS A 

(i) PH ARMAC IST WII O. UN DER A L. A WFUL. ORDER OF A 

PRACTITIONER. DELIV ERS A CONTROLL ED SUBSTANCE TO AN 

ULTIMATE USER OR RES EA RCH SUBJECT; 

(ii ) PRACTITIONER WHO , UN DER A L.A WFUL ORDER OF 

THAT OR ANOTHER PRACTITIONE R, DELIVERS A CONTROL.L. ED 

SUBSTANCE TO AN ULTIMATE US ER OR RESEA RCH SUBJECT; 

(B) INC LUDES A 

(i) PRACTITI ONER WHO PRESCRIBES A CONTROL.LED 

SU BSTANCE; AND 

(ii ) PIIARM AC IST OR PRACTITIONER WHO ADM INISTERS 

A CONTROLLED SUBSTANCE OR PERFORMS PACKAG ING, LABELING, 

OR CO MPOUN DI NG NEC ESSARY TO PR EPARE Til E SUBSTANCE FOR 

DELIV ERY[ ; 

(Efr. 11 16/98, Register 145; am 5/5/2000, Register 154 ; am II II 0/200 I, Regis ter 160; am 

8/2112002, Register 163 ; am 2/ 15/2006, Register 177; am 8/ 12/2007, Register 183; am 

9111 12010, Register 195; am 12/29/20 11, Register 200; am ~)_\_/2cI~. Regi ster :2L\ ) 

Authorit),: AS 08 .80.005 AS 08.80.030 AS 08.80.157 

'P.\OL r il c~.JU2Q I 32Q0469 (Part I) 5 



NOTICE OF PROPOSED CHANGES IN THE REGULATIONS OF 
THE BOARD OF PHARMACY 

BRIEF DESCRIPTION 
The Board of Pharmacy proposes regulations to define certain facilities as high risk 
pharmacies, require physical inspections of pharmacies, update the requirements for 
reinstatement of an expired license, add regulations regarding persons who are authorized to 
access information in the controlled substance prescription database, update the definition of 
"dispenser", and update the controlled substances reporting requirements for dispensers. 

The Board of Pharmacy proposes to adopt regulation changes in Title 12, Chapter 52 of the 
Alaska Administrative Code, dealing with facility licensing, review of applications for 
registration of pharmacies, inspections of pharmacies, reinstatement of an expired license, 
conditions for access to controlled substance prescription database, requirement for dispensers, 
and definitions, including the following: 

1. 12 AAC 52.020, Facility license, is proposed to be changed to alter the requirements for 
facility license. 

2. 12 AAC 52.130, Review of applications for registration of pharmacies located 
outside of the state, is proposed to be changed to alter the requirements related to review 
of applications for registration of pharmacies located outside of the state. 

3. 12 AAC 52.150, Inspections of pharmacies, is a proposed new section that establishes 
requirements for physical inspection of a pharmacy facility, and the designation of certain 
facilities as "high risk pharmacies". 

4. 12 AAC 52.310, Reinstatement of an expired pharmacist or pharmacy technician 
license, is proposed to be changed to alter the requirements for reinstatement of an 
expired pharmacist or pharmacy technician license. 

5. 12 AAC 52.860, Conditions for access to and use of database, is proposed to be 
changed to alter the provisions to allow for a designated individual to access or input the 
information in the controlled substance prescription database on behalf of the licensed 
practitioner or pharmacist. 

6. 12 AAC 52.865, Requirement for dispensers, is proposed to be changed to alter the 
controlled substance dispensing requirements. 

7. 12 AAC 52.995, Definitions, is proposed to be changed to further define terms used in 
AS 08.80 and 12 AAC 52. 

You may comment on the proposed regulation changes, including the potential costs to private 
persons of complying with the proposed changes, by submitting written comments by mail, fax, 
or e-mail to: 

Jun Maiquis, Regulations Specialist 
Division of Corporations, Business and Professional Licensing 
Department of Commerce, Community, and Economic Development 
P.O. Box 110806 
Juneau, AK 99811-0806 
Fax: (907) 465-2974 
E-mail: jun.maiquis@alaska.gov 

The written comments must be received no later than 4:30 p.m. on August 19,2013. 



If you are a person with a di sabi lity who needs a spec ia l accommodation in order to participate in 
the process for written comments, please contact Jun Maiqu is at (907) 465-2537 no later than 
August 12, 2013 to ensure that any necessary accommodations ca n be provided. 

For a copy of the proposed regu lation changes, contact Jun Ma iquis at the address or phone 
number above, or go to http://commerce.alaska .gov/dnn/portals/5/pub/pha-061 3.pdf 

After the public comment period ends, the Boa rd of Pharmacy will e ither adopt these or other 
provi sions dea ling with the same subject, without ftllther notice, or dec ide to take no action on 
them. The language of th e final regulati ons may be different from that of the proposed 
regulati ons. YOU SHOULD COMMENT DURING THE TIME ALLOWED IF YOUR 
INTERESTS COULD BE AFFECTED. Written comments received arc pub lic records and are 
subject to public inspecti on. 

Statutory Authority: AS 08 .01.087; AS 08.01.100; AS 08.80 .005; AS 08.80.030; AS 
08.80.147; AS 08.80. 157; AS 08.80.158; AS 08.80. 165; AS 08.80.330; AS 17.30.200 
Statutes Being Implemented , Interpreted , 01' Made Specific: AS 08 .01 .087; AS 08.01 . 100; 
AS 08.80.005; AS 08.80.030; AS 08.80.147; AS 08.80. 157; AS 08 .80. 158; AS 08.80.165 ; AS 
08.80.330; AS 17.30.200 

Fiscal Information: The proposed regulati on changes are not expected to require an increased 
appropriation. 

For each occupation regulated under the Di vision of Corporati ons, Bus iness and Profe ss ional 
Licens ing, th e Di vision keeps a li st of individ uals or organi zations who are interested in the 
regu lat ions of that occu pation. The Di vision automatica lly send s a Notice of Proposed 
Regulati ons to the palties on the appropriate li st each tim e there is a proposed change in an 
occupati on's regu lati ons in Titl e 12 of the Alaska Admin istrati ve Code. If you wou ld like you r 
address added to or removed from such a list, please send your request to the Division of 
Corporations, Bus iness and Professional Licensi ng at the add ress above and inc lude your name, 
address, and the occupational area in which you are interested. 

DATE: 07!t163 
• is, Regu lati ons Specia list 

lSI of Corporations, Bus iness and 
Professional Licens ing 



ADDITIONAL REGULATIONS NOTICE INFORMATION 
(AS 44.62.190(d)) 

1. Adopting agency: Department of Commerce, Community, and Economic Development, 
Division of Corporations, Business and Professional Licensing - Board of Pharmacy. 

2. General subject of regulation : Facility license, review of applications for registration of 
pharmacies located outside of the state, inspections of pharmacies, reinstatement of an 
expi red license, conditions for access to and use of controlled substance prescription 
database, requirement for dispensers, and defin itions. 

3. Citation of regulat ion: 12 AAC 52 .020, 12 AAC 52.130, 12 AAC 52.150, 12 AAC 52.310, 
12 AAC 52.860, 12 AAC 52.865, and 12 AAC 52 .995. 

4. Reason for the proposed action: Update and clarification of cu rrent regu lations, and 
compliance wi th state statute . 

5. Appropriation/Allocation: Corporations, Business and Professional Licensing - #2360. 

6. Cost of implementation to the state agency and available funding (in thousands of 
dollars) : No costs are expected in FY 2014 or in subsequent years. 

7. The name of the contact person for the regulations: 

Sher Zinn, Licensing Supervisor 
Division of Corporations, Business and Professional Licensing 
Department of Commerce, Community, and Economic Development 
(907) 465-3262 
sher.zinn@alaska.gov 

8. The origin of the proposed action : Board of Pharmacy. 

9. Date: 07 /; ., fi B Prepared by: -==:::;;~~~~~~;;j~~~3· L...,-,:-,--_ 
uis, Regulations Specialist 



MEMORANDUM 

TO: Hon. Mead Treadwell 
Lieutenant Governor 

State of Alaska 
Department of Law 

DATE: June 5, 2014 

FILE NO.: JU20 13200469 (Part I) 

FROM: Steven C. Weaver .~ 
C~ELEPHONE NO.: 

SUBJECT: 

465-3600 

Regulations re: reinstatement of 
a pharmacist license and the 
definition of "dispenser" 

Sr. Assistant Attorney General 
and Assistant Regulations Attorney 

Legislation/Regulations Section--Juneau (12 AAC 52.310; 12 AAC 
52.995(a)) 

We have reviewed the attached regulations from the Board of Pharmacy. I have reviewed 
this project under a specific delegation dated June 5, 20 14 from the Regulations Attorney. A 
duplicate of this memorandum is being furnished to the board chair, Dirk T. White, R. Ph., along 
with a copy of the regulations. 

The Department of Law has reviewed the attached regulations against the statutory 
standards of the Administrative Procedure Act. To facilitate the filing of those regulations that 
were ready the earliest, the Board of Pharmacy split this regulations project into two parts. Based 
upon our review, we find no legal problems with changes to 12 AAC 52.3 10 and 12 AAC 
52.995(a). We have disapproved the other changes that the Board of Pharmacy proposed in 
Part 1 of this project. This memorandum and the attached duplicate memorandum dated June 5, 
2014 constitute the written statement of approval under AS 44.62.060(b) and (c) that authorizes 
your office to file the attached regulations. 

The regulation changes were adopted by the Board of Pharmacy after the close of the 
public comment period. The regulations update requirements for reinstatement of a lapsed 
pharmacist license, and make changes to the definition of "dispenser." 

We have disapproved proposed 12 AAC 52.020(1), proposed 12 AAC 52. 130(b)(5), and 
proposed 12 AAC 52.150. As a condition for an initial or renewed faci lity license under 
AS OS.80.157, these regulations proposed a mandatory physical inspection--by the Department 
of Commerce, Community, and Economic Development--of a pharmacy's production facility if 
the pharmacy were a "high risk" pharmacy or one "holding an active facility license issued by 
another state." See proposed 12 AAC 52. I 50(a) and (b). An out-of-state pharmacy that registers 
under AS OS.SO.158--as required if the pharmacy regularly ships, mails, or delivers prescription 
drugs to consumers in the state--would also be subject to the new inspection requirement, though 
the state where the facility was located could perform the inspection. See proposed 12 AAC 
52.150(1). The new inspection requirement wou ld be more stringent than existing ones. Proposed 



Hon. Mead Treadwell, Lieutenant Governor 
Our file: JU20 13200469 (Part 1) 

June 5, 2014 
Page 2 

12 AAC 52.020(f) and proposed 12 AAC 52.l30(b)(5) would make submission of a "physical 
inspection report" a required part of an applicant for a facility license or a registration, though 
12 AAC 52.150 itself does not explicitly address reports resulting from physical inspections. 

Proposed 12 AAC 52.150(h) would give the "high risk" designation to hospitals, sterile 
compounding facilities, home infusion facilities, and "any other facility considered high risk by 
the board." But the regulations do not identify the risk to be avoided, the point at which the risk 
is high, or why the inspection standards for high-risk pharmacies would in effect apply to all 
pharmacies licensed outside the state. 

Furthermore, the proposed regulations do not clearly explain how the requirements would 
work in practice for a facility that has "an active facility license issued by another state" but that 
is licensed under AS 08.80.157 rather than registered under AS 08.80.158. The category 
proposed in 12 AAC 52. 150(a) and (b) does not appear elsewhere in 12 AAC 52. Ifa facility had 
an active facility license issued by another state but was licensed under AS 08.80.157, a question 
would arise as to what sort of production facility would be subject to the requirement that the 
department do a physical inspection: a facility located outside this state, or only a facility located 
in this state. 

In summary, the regulations proposed in 12 AAC 52.020(f), 12 AAC 52.130(b)(5), and 
12 AAC 52.150 would impose a more stringent physical inspection requirement on pharmacies 
licensed in this state only if they were "high risk," but would impose the same requirement on 
pharmacies licensed outside this state regardless of risk, and would name certain classes of 
pharmacy as "high risk" without expressing the risk to be avoided. For these reasons, we have 
disapproved proposed 12 AAC 52.020(f), proposed 12 AAC 52.130(b)(5), and proposed 12 AAC 
52.150. 

We have also disapproved the Board of Pharmacy's proposed amendment to 12 AAC 
52.865(c), in part because as formatted the proposed amendment sets up a likely error in syntax. 
The existing regulation is set up as two sentences: first, a requirement that a dispenser, no later 
than the fifth day of each month, report certain information for inclusion in the controlled 
substance prescription database established under AS 17.30.200; and second, a statement that the 
reporting requirement is subject to a regulatory requirement for time computation. The board's 
amendment is proposed for the second sentence, but does not make sense in context. Literally, 
the time computation requirement would apply except with respect to institutional facility
dispensed or practitioner-dispensed controlled substances if the quantity dispensed were only 
enough to treat the patient for a maximum of 72 hours. More likely, the board meant the 
proposed exception to apply to the first sentence, as an exception to the reporting requirement 
altogether. 

If we assume that the proposed exception is to apply to the reporting requirement as a 
whole, an issue arises whether the proposed exception is consistent with existing statutory 
authority. Alaska Statute 17.30.200 requires that a pharmacist-in-charge or practitioner submit to 
the board certain information for inclusion in the board-maintained controlled substance 
prescription database, and requires the information submission for each controlled substance 
dispensed. The submission requirements are structured to apply to each prescription, and the 



Hon. Mead Treadwell, Lieutenant Governor 
Our file: JU2013200469 (Part 1) 

June 5, 2014 
Page 3 

only exception to those requirements is also set out in statute: controlled substances 
"administered to a patient at a health care facility." AS 17.30.200(a) and (b). But the proposed 
amendment would carve out an additional exception for institutional facility-dispensed or 
practitioner-dispensed controlled substances if the quantity dispensed were only enough to treat 
the patient for a maximum of 72 hours. The statute does not explicitly authorize additional 
exemptions. Because a statutory amendment would be necessary in order for the board to adopt 
additional exceptions to the information submission requirements, we have disapproved the 
proposed amendment to 12 AAC 52.865(c). 

The certification order for the regulations states that this action is not expected to require 
an increased appropriation. Therefore, a fiscal note under AS 44.62.195 is not required. 

We have made a few technical corrections to conform the regulations with the drafting 
manual under AS 44.62.060 and 44.62.125. The corrections are shown on the attached copy of 
the regulations. 

SCW 

cc w/enc: Dirk T. White, R.Ph., Chair 
Board of Pharmacy 



MEMORANDUM 

TO: Dirk T. White, R.Ph ., Chair 
Board of Phannacy 

State of Alaska 
Department of Law 

DATE : June 5, 20 14 

FILE NO.: JU20 13200469 (Part I) 

Steven C. Weaver ~ C~ 
Sr. Assistant Attorney General 

TELEPHONE NO.: 465-3 600 

FROM: 

and Assistant Regulations Attorney 
Legislation/Regulations Section--J uneau 

SUBJECT: Regulations re: reinstatement of 
a pharmacist license and the 
definition of "dispenser" 
( 12 AAC 52.310; 12 AAC 
52.995(a)) 

Under AS 44.62.060, we have reviewed the attached regulations changes by the Board of 
Pharmacy. We approve the changes to 12 AAC 52.3 10 and 12 AAC 52.995(a), with our 
cOlTections, for filing by the li eutenant governor. We have disapproved the other changes that the 
Board of Pharmacy proposed in Part I of this project. I have reviewed this project under a 
specific delegation dated June 5, 2014 fro m the Regulations Attorney. A duplicate original of 
thi s memorandum is being furni shed to the lieutenant governor, along with the fi ve pages of 
regulations and the rel ated documents. 

To fac ilitate the filing of those regulat ions that were ready the earliest, the Board of 
Pharmacy sp lit this regulations project into two parts. You might wish to contact the lieutenant 
governor' s office to confirm the filing date and effecti ve date of the attached regulation changes. 

We have disapproved proposed 12 AAC 52.020(f) , proposed 12 AAC 52.130(b)(5), and 
proposed 12 AAC 52.150. As a condition for an initial or renewed facility license under 
AS OS.SO.157, these regulat ions proposed a mandatory physical inspection--by the Department 
of Commerce, Community, and Economic Development--of a pharmacy's production facility if 
the pharmacy were a "high ri sk" pharmacy or one "holding an active facility license issued by 
another state." See proposed 12 AAC 52. I 50(a) and (b). An out-of-state pharmacy that registers 
under AS OS.SO.15S--as required if the pharmacy regularly ships, mails, or delivers prescription 
drugs to consumers in the state--would also be subj ect to the new inspection requirement, though 
the state where the fac ility was located could perform the inspection. See proposed 12 AAC 
52.150(f). The new inspect ion requirement would be more stringent than ex isting ones. Proposed 
12 AAC 52.020(f) and proposed 12 AAC 52. 130(b)(5) would make submiss ion of a "physical 
inspection report" a required part of an applicant for a facility license or a regi stration, though 
12 AAC 52.150 itsel f does not exp licitl y address reports resulting from phys ical inspections. 

Proposed 12 AAC 52. I 50(h) would give the "high risk" designation to hospitals, sterile 
compounding facilities, home infusion facilities , and "any other fac ility considered high risk by 
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the board." But the regulations do not identify the risk to be avoided, the point at which the risk 
is high, or why the inspection standards for high-risk pharmacies would in effect apply to all 
pharmacies licensed outside the state. 

Furthermore, the proposed regulations do not clearly explain how the requirements would 
work in practice for a facility that has "an active facility license issued by another state" but that 
is licensed under AS 08.80.157 rather than registered under AS 08.80.158. The category 
proposed in 12 AAC 52.1S0(a) and (b) does not appear elsewhere in 12 AAC 52. Ifa facility had 
an active facility license issued by another state but was licensed under AS 08.80.157, a question 
would arise as to what sort of production facility would be subject to the requirement that the 
department do a physical inspection: a facility located outside this state, or only a facility located 
in this state. 

In summary, the regulations proposed in 12 AAC 52.020(f), 12 AAC 52.130(b)(5), and 
12 AAC 52.150 would impose a more stringent physical inspection requirement on pharmacies 
licensed in this state only if they were "high risk," but would impose the same requirement on 
pharmacies licensed outside this state regardless of risk, and would name certain classes of 
pharmacy as "high risk" without expressing the risk to be avoided. For these reasons, we have 
disapproved proposed 12 AAC 52.020(f), proposed 12 AAC 52.130(b)(5), and proposed 12 AAC 
52.150. 

We have also disapproved the Board of Pharmacy's proposed amendment to 12 AAC 
52.865(c), in part because as formatted the proposed amendment sets up a likely error in syntax. 
The existing regulation is set up as two sentences: first, a requirement that a dispenser, no later 
than the fifth day of each month, report certain information for inclusion in the controlled 
substance prescription database established under AS 17.30.200; and second, a statement that the 
reporting requirement is subject to a regulatory requirement for time computation. The board's 
amendment is proposed for the second sentence, but does not make sense in context. Literally, 
the time computation requirement would apply except with respect to institutional facility
dispensed or practitioner-dispensed controlled substances if the quantity dispensed were only 
enough to treat the patient for a maximum of 72 hours. More likely, the board meant the 
proposed exception to apply to the first sentence, as an exception to the reporting requirement 
altogether. 

If we assume that the proposed exception is to apply to the reporting requirement as a 
whole, an issue arises whether the proposed exception is consistent with existing statutory 
authority. Alaska Statute 17.30.200 requires that a pharmacist-in-charge or practitioner submit to 
the board certain information for inclusion in the board-maintained controlled substance 
prescription database, and requires the information submission for each controlled substance 
dispensed. The submission requirements are structured to apply to each prescription, and the 
only exception to those requirements is also set out in statute: controlled substances 
"administered to a patient at a health care facility." AS 17.30.200(a) and (b). But the proposed 
amendment would carve out an additional exception for institutional facility-dispensed or 
practitioner-dispensed controlled substances if the quantity dispensed were only enough to treat 
the patient for a maximum of 72 hours. The statute does not explicitly authorize additional 
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exemptions. Because a statutory amendment would be necessary in order for the board to adopt 
additional exceptions to the information submission requirements, we have disapproved the 
proposed amendment to 12 AAC 52.865(c). 

If you have additional questions about those proposed regulations that are disapproved, 
please consult the assistant attorneys general that directly advise the professional licensing staff 
of the Department of Commerce, Community, and Economic Development. 

The July 20, 2013 public notice and the November 21, 2013 certification order both state 
that this action is not expected to require an increased appropriation. Therefore, a fiscal note 
under AS 44.62.195 is not required. 

In accordance with AS 44.62.125(b)(6), some corrections have been made In the 
regulations, as shown on the attached copy. 

SCW 

cc w/enc: Micaela Fowler, Regulations Contact 
Department of Commerce, Community, & Economic Development 

Sara Chambers, Director 
Division of Corporations, Business, & Professional Licensing 
Department of Commerce, Community, & Economic Development 

Donna M. Bellino, Licensing Examiner 
Division of Corporations, Business, & Professional Licensing 
Department of Commerce, Community, & Economic Development 

Jun Maiquis, Regulations Specialist 
Division of Corporations, Business, & Professional Licensing 
Department of Commerce, Community, & Economic Development 

Todd J. Araujo 
Assistant Attorney General 
Commercial & Fair Business Section--Juneau 



MEMORANDUM 

TO: Hon. Mead Treadwell 
Lieutenant Governor 

State of Alaska 
Department of Law 

DATE: June 5, 2014 

FILE NO.: JU20 13200469 (Part 1) 

TELEPHONE NO.: 465-3600 

FROM : Susan R. pOllard 'SJR 
Chief Assistant Attorney General 

& Regulations Attorney 
LegislationlRegulations Section-Juneau 

SUBJECT: Specific delegation of authority 
regarding regulations review on 
Board of Pharmacy regulations 
re: reinstatement of a pharmacist 
license and definition of 
"dispenser" ( 12 AAC 52.310; 
12 AAC 52.995(a)) 

By thi s memorandum, 1 am delegating my authority as Regulations Attorney 
under AS 44.62 to Assistant Attorney General Steven C. Weaver for the above-referenced 
regulations project. Under thi s delegation of authority, Steven Weaver has my full authority 
under AS 44.62 to conduct the legal review under AS 44.62 and take necessary actions on this 
regulations proj ect. 

sew 

cc w/cnc: 

I f you have questions, please let me know. 

Scott C. Meriwether, AAC Coordinator 
Office of Ihe Lieutenant Governor 

Steven C. Weaver 
Assistant Attorney General 
Legislation/Regulations Section- Juneau 



STATE OF ALASKA ) 
) ss. 

FIRST JUDICIAL DISTRICT ) 

AFFIDAVIT OF BOARD ACTION 

I, Donna Burns, Licensing Examiner for the Board of Pharmacy, being duly sworn, 
state the following: 

The attached motion dealing with facility licensing, review of 
applications for registration of pharmacies, inspections of pharmacies, 
reinstatement of an expired license, conditions for access to controlled 
substance prescription database, requirement for dispensers, and 
definitions was passed by the Board of Pharmacy during its August 22-
23, 2013 meeting. 

Date: {je-l-, 1t .i?!J 13 
Juneau, aska 
~~ 

Donna Burns, Licensing Examiner 

SUBSCRIBED AND SWORN TO before me this ~ day of QC!.I-ober, 2013. 

N~ in and for the 
State of Alaska 
My commission expires: WID~· '<-

OFFICIAL SEAL . ":':,~':i.~":,'! 
STATE OF ALASKAt}", 

Leola Masters ' ;,;; .. -
NOTARY PUBLIC . "f· .... 

My Commission Expires With Office 
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Alaska Board of Pharmacy 
Minutes of Meeting 
August 22 - 23, 2013 
Page 5 of20 

The board will review the Arizona Board of Pharmacy information that Mr. Cotter 
will be forwarding to the board. The information from the Arizona Board of 
Pharmacy is a good example on how Arizona has been successful with this issue. 

The board and Mr. Howes agreed to start sending the letter out in September 
through the end of the year, and at the February 2014 Board of Pharmacy meeting 
the board will review how the response has been. 
This time frame will allow for enough data to be received, and will assist in the 
development of what the criteria will be for discipline~ . 

Agenda Item 7- Proposed changes in the Regulations of The Board Qf 
Pharmacy Continued - ." '. 

After consideration of public comment and cost to private persoqs,the Board of 
Pharmacy voted to adopt the regulation proj~ct: .. ' 

':,, .... ' ... , ....... . 
On a motion duly made by Jobo' Cotter, seconde~'by C.J. Kim, and approved 
unanimously, it was i', i!., 

RESOLVED to approve the,fo.lowingr~~gulatib!h.~::~hanges as written: 
I ':" ':I::k:,i:: Ii)"'. "" t!.!.>:, 

I"', I ;'i';1 

12 AAC ~~1I0iOFacil"~y Iicens~', .,1,;'" , ...• 
12 AAC s2~i30 Review'ofapplica~ioIis for registration of pharmacies 
located outside the state " , 
12MC 52.15'0: InspectiQns of pharmacies 
12 Me 52.310 Reinstatement of an expired pharmacist or pharmacy 

" technician license 
12 AAC 52.865 Requirement for dispensers 
12 AAC 52.995 Definiti()ns 

12 AAC .860 Conditions for access and use of database - Approved 
pendingJurther legal review. 

The board recessed for an early lunch -
Off the record at 11:35 p.m. 
On the record at 1:02 p.m. 

Agenda item 8 - Pharmaceutical Compounding Quality and 
Accountability Act 



STATE OF ALASKA 

FIRST JUDICIAL DISTRICT 

) 
) ss. 
) 

AFFIDAVIT OF NOTICE OF PROPOSED ADOPTION OF REG ULATIONS 
AND FURNISHING OF ADDITIONAL INFORMATION 

I, lun Maiquis, Re~ulations Specialist, of the Department of Commerce, Community, and Economic 
Development, DivIsion of Corporations, Business and Professional Licensing, being sworn, state the 
following: 

As required by AS 44.62. 190, notice of the proposed adoption of changes to 
12 AAC 52 .020, 12 AAC 52 .130, 12 AAC 52. 150, 12 AAC 52.310, 12 AAC 52.860, 12 AAC 
52.865 , and 12 AAC 52.995, dealing with fac il ity li cense, review of appl icati ons fo r registration of 
pharmacies located outside of the state, inspections of pharmacies, reinstatement of an exp ired 
pharmacist or pharmacy techn ician license, conditions for access to and use of database, 
requirement for dispensers, and defin itions, has been given by being: 

I. published in a newspaper or trade publication; 

2. furn ished to interested persons; 

3. furnished to appropriate state offic ials; 

4. furni shed to the Department of Law, along with a copy of the proposed regulations; 

5. electronica lly transmilled to incum bent State of Alaska legislators; 

6. furni shed to the Legislative Affairs Agency, Legislative Legal and Research Services; 

7. posted on the Alaska Online Public Notice System as required by AS 44.62. 175(a)(I) and (b) and 
44.62. I 90(a)( I) ; 

8. furnis hed electronically, along with a copy of the proposed regulations, to the Legislative Affairs 
Agency, the chair of the Labor and Commerce Commit1ee of the Alaska Senate and House of 
Representatives, the Administrati ve Regulation Review Committee, and the legislati ve counci l. 

As required by AS 44.62. I 90(d), additiona l regulations noti ce information regard ing the proposed 
adoption of the regulation changes described above has been furnished to interested persons and those in 
(5) and (6) of the list above. The add itional regulations not ice information also has been posted on the 
Alaska Online P IblicJlotice System. 

DATE: If) I / 1.3. 
lun au , A laska 

SUBSCRJBED AND SWORN TO before me thi s l~~ day 01' _ -"00-=-'---_______ , 20 13. 

STATE OF ALASKA M" rc-""'" 
OFF ICIAL SEAL 

Leola Ma ste rs 
NOTARY PUBLI C 

My CommiSSion Expires With Office 



DEPT0030 
#220968 
$547.80 

AFFIDAVIT OF PUBLICATION 
STATE OF ALAS KA 
THIRD JUDICIAL DI STRICT 

Joleesa Stepetin 
bei ng first du ly sworn on oath 
deposes and says that he is 
a rcpresentati ve o f the 
Anchorage Dail y News. a 
dai ly ne wspaper. That said 
newspaper has been approved 
by the Third Judic ial Court , 
Anchorage, Alaska, and it now 
and has been publi shed in the 
English language continuall y as a 
da ily newspaper in Anc horage, 
Alaska, and it is now and during 
all said time was printed in an 
oflice maintai ned at the aforesaid 
place of publica tion o f sa id 
newspaper. That the annexed is 
a copy o f an advert isement as it 
was published in regular issues 
(and not in supplemental form) 
of said newspaper on 

July 20, 20 13 

and that such newspaper wns 
regularly di stributed to its 
subscribers during all of said 
period. Thai the full amount of 
the fee charged for the foregoing 
publ icat ion is not in excess of 
the rate' arged pri va . ldi vidu 

Subscribed and sworn to bcrore 

NonCE OF PROPOSED CHANGES IN TIlE REGULATIONS OF 
TIlE UOARD OF PHARMACY 

BRIEF DESCRIPTION 
The BOard of Pharmacy proposes regulations to dei!ne certaIn lacflltles as high 
risk pharmacies, require physlcarJnspeclions of pharmacies, update tne 
requirements for reinstatement of an expired license, add regulations regarding 
persons who are authorized to access InformatIon In the controlled substance 
prescription database, update the definition of "dispenser", and update the 
controlled substances reporting requirements for dispensers. 

Tlle Board of Pharmacy proposes to adopt regulation chan~s In T1Ue 12, Chapter 
52 01 the Alaska Administrative Code, dealfng wi th !aclli licensing, review of 
apjllications for registra tion 01 pharmacies, inspect ons of pfiarmacles, 
reinstatement of an expired license, conditions for access to controlled 
substance prescription database, requirement for dispensers, and dci!niUons, 
Including the following: 

12MC 52.020, Faclllty license. is proposed 10 be changed to alter the 
requirements for facility license. 

2. 12 MC 52,130. Review of uppllcatlons (or reglslration of pluumucles 
located out.lde n(the . Iule, is proposed to be changed to alter the 
requiremen ts related 10 review of applications for regIstration of 
pharmacies located outside of the stale. 

3. 12 MC 52.1 SO, Inspections ofpbarmucles. ls a proposed new section that 
establishes requirements for physical inspection of a pharmacy facJllty, and 
the deSignation of certain facilities as "high riSk pharmacies". 

4 12 MC 52.310. Reirutalcmenl of nIl expired phurmacll l or pbannacy 
tec:hnlelun llcenle, is proposed to be changed 10 alter the requirements for 
reinstatement of an expired pharmacist or pharmacy technician license. 

5. 12 MC 52.860, Condillon, (or access to and use o( database. is proposed 
to be Changed to alter the provisions to allow for a designated Individual to 
access or fnput the informatIon in the controlled subsfance prescrlptlon 
database on behalf of the licensed practltlonef or pharmacist. 

6. 12 MC 52.865, Requirement ror dispensers, IS proposed to be changed to 
alter the controlled substance dispensing reqUifements. 

7. IZAAC52,995, nennilionl, Is proposed to be changed to further define 
terms used In AS 08.80 and 12 AAC 52. 

You may comment on the proposed re8,ulation changes, including the potential 
costs to private persons of complying With the proposed changes, by submitting 
written comments by mall, lax, or e·mall to: 

Jun Maiquls, Regulations Specialist 
Division of COrporations, Busmess and Professional Uceosing 
Department 0( commerce, community, and Economic DevelOpment 
P.O. Box 110806 
Juneau, AX 99811-0806 
Fax: (907) 465-2974 
E-mail: jun.maIQuISoalaSka.gov 

TIle WTIUclI eommenla muSI be received no (uter Ihun 4:30 P,III, on August 19. 
201 3. 

If you are a person with a disability who needs a special accommodation fn order 
to participate in the process for writ1en comments, please contact Jun Malquls at 
(907) 465·2537 no later than August 12, 2013 to ensure that any necessary 
accor:nmOdalions can be provided. 

For a copy ol1.he proposed regulation changes, contact Jun Malquis at the 
address or phone number above, or go to 
http;lIcommerce.alaska,gov/dnnJportal5/5/pub/pha-0613.pdf 

After the pubHc comment period ends, the Board of Pharmacy Will either adopt 
these or other proviSions dealing With the same subJect, without further notice, 
or decide to take 1'10 action on them. The language of the final regulations may be 
different from that 01 the proposed regulations. YOU SHOULD COMMeNT 
DURING TIlF.TIMEAU,OWED IF YOUR INTERESTS COULD BE AFFECTED. 
Written comments received are public records and are subject to public 
inspection. 

Statutory Authority: AS 08.01 .087; AS 08.01.100; AS 08.80.005; AS 08.80.030; AS 
08.80.147; AS 08.80.157; AS08.8O.158; AS 08.80.165; AS 08.80.330; AS 17.30.200 

Sialutes Being hnplell1enled. Interprcled. or Made Specific: AS 08.01.087; AS 
08.01.100; AS 08 .80.005; AS 08.80.030; AS 08 .80.147; AS 08.80.157; AS 
08.80.158; AS 08.80.165; AS 0880.330; AS 17.30.200 

Fbcallnrormat loll: The proposed regulation changes are not expected to 
require an Increased appropriatIOn. 

For each occupatlon regulated under the Division of Corporations, Business and 
professional ucenslng, the Division keeps a list of indIviduals or organizations 
who are interested ln the regulations of that occupation. The Division 
automatically sends a Notice 01 Proposed Regulations to the parties on the 
appropriate list each time there Is a proposed change in an occupation's 
regulations In Title 12 of the Alaska Administrative Code. If you would like your 
address added to or removed from such a list, ptease send your request to the 
Division of Corporations, BusIness and Professional licensing at the address 
above and Include your name, address, and the occupational area In which you 
are interesle(1. 

DATE: 07119/13 

lSI; Jun Maiquls, Regulations SpecialISt 
Division of Corpora tions/_~uslness and 

ProfesslOflal Ucensing 




