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July 7, 2025

Mr. Tyler Laetsch

Board of Pharmacy

4001 W Valhalla Blvd, Suite 106
Sioux Falls, SD 57106

Dear Mr. Laetsch:

The Legislative Research Council (LRC) received proposed rules from the Board of Pharmacy on June 23, 2025. In accordance
with SDCL 1-26-6.5, the LRC reviewed the proposed rules for form, style, clarity, and legality, and now returns them with
recommendations.

Please find enclosed:

e Proposed Rules Review Checklists;

e The proposed rules with recommended form, style, clarity, and minor legality edits;
e Directions for Submitting the Final Draft of the Rules; and

e The Interim Rules Review Committee Rules Presentation Format.

in addition to the recommendations provided in the enclosed packet, LRC identifies the following substantial legality issues:

e Section 20:51:04:01 (packet pg. 19) describes two fees that an applicant for pharmacist licensure by reciprocity
must pay in order to receive licensure. Subdivision (2) describes a $150 fee that appears to comply with SDCL
36-11-19. Subdivision (3) references an "initial pharmacist licensure fee" of $35. There appears to be only a single
reference to an initial licensure fee in SDCL chapter 36-11, and it is for telepharmacy, per SDCL 36-11-72. There is
a fee authorized in chapter 36-11 with a maximum of $35, but it is the application fee for pharmacist licensure by
examination, in SDCL 36-11-16(2). What statutory authority allows for the charging of this "initial pharmacist
licensure fee"? If the $35 fee is indeed an application fee, then it would appear to violate SDCL 36-11-19's
requirement that a maximum of $150 may be charged to reciprocity applicants for an application fee.

e Section 20:51:06:02 (packet pg. 27) assesses a $50 fee "for a pharmacist-in-charge change". It appears that SDCL
36-11-37 has been added to ostensibly provide a statutory basis for the fee. That statute, however, pertains to a
pharmacy license transfer, and a pharmacist-in-charge change is not a pharmacy license transfer, or it would have
been described as such in rule. What statutory authority permits this fee?

e Section 20:51:06:09 (packet pg. 33) describes the effect on a pharmacy license of a pharmacist ceasing to be in
active management of the pharmacy, and how a pharmacy may continue to operate with the death of the
pharmacist owner. The latter portion of the last sentence describes a transfer of a pharmacy license to a
"nonpharmacist owner". SDCL 36-11-37, however, expressly envisions transfer of ownership to only be to "another
pharmacist." With the repeal of SDCL 36-11-40, is there any statutory authority that authorizes transfer of a
pharmacy license to a non-pharmacist owner?

e Section 20:51:06:10 (packet pg. 34) describes the ability of a pharmacy to continue operation in the absence of a
licensed pharmacist. And yet, SDCL 36-11-48(2) prohibits a pharmacy from "the transaction of business without a
pharmacist in charge thereof." This rule attempts to circumvent the plain statutory prohibition by creating a
distinction between a "prescription department" and a "general merchandise area" within the pharmacy, to
suggest the latter can be kept open without a pharmacist. Yet both are declared to be a part of a licensed pharmacy
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per § 20:51:06:03 (pg. 29). What statutory authority allows for this distinction to be made, notwithstanding SDCL
36-11-48(2)'s plain prohibition? Perhaps it should be made clearer in rule that the "pharmacy" licensed is the
prescription department, via revision of § 20:51:06:03?

e Section 20:51:07:03 (packet pg. 36) requires a pharmacy owner to make available and maintain the minimum
equipment needed to provide pharmacy services "as determined by the pharmacist-in-charge." SDCL 36-11-41
requires a pharmacy to be equipped with pharmaceutical instruments and utensils "prescribed by the board in
rules promulgated in accordance with chapter 1-26.." The statute envisions that the board list the minimum
equipment needed in rule, while the rule itself appears to delegate the authority to prescribe the minimum
equipment needed to the pharmacist-in-charge. Thus, this rule appears contrary to statute and should be revised
to prescribe the actual minimum equipment needed.

e Section 20:51:13:05 (packet pgs. 43 and 44) authorizes the use of a remote pick-up site for prescription
medications by a pharmacy. No statutory authority was provided for the rule that specifically authorizes the use
of a remote pick-up site. SDCL 36-11-15 prohibits any person, other than a pharmacist, from dispensing drugs, and
36-11-44 prohibits the dispensing of prescriptions or the vending of drugs in the pharmacist's place of business
except under the personal supervision of a pharmacist. Furthermore, "dispensing" is defined in SDCL 36-11-2 as
the "preparation and delivery of a drug to a patient or a patient's agent...", and "delivery" is defined as the "actual,
constructive, or attempted transfer of a drug...from one person to another..." Thus, further statutory authority
should be provided to justify the promulgation of this rule, or the rule should be removed. Note that this same
issue was raised in the Board's rules packet submitted last year.

e Section 20:51:13:06 (packet pg. 45) authorizes a pharmacy to provide "a limited number of prescription
medications to a clinic for dispensing to a patient when access to a pharmacy is limited." Similar to the concerns
noted above, no statutory authority was provided that specifically authorizes this type of dispensing arrangement,
while significant statutory authority to the contrary implies that this arrangement is not permitted. Further
statutory authority should be provided to justify the promulgation of this rule.

e Chapter 20:51:33 (packet pgs. 111 to 116) establishes complaint procedures for persons regulated by the Board.
This chapter does not appear to account for the uniform complaint process set forth in SDCL chapter 36-1C, which
applies to all professional or occupational licensing boards in title 36. The uniform complaint procedure legislation
was codified in 2021, and chapter 20:51:33 has not been modified since its inception in 2018. The rules chapter
must be revised to reconcile the conflicts and redundancies with the superior authority for complaint procedures
in statute, unless it can be shown that SDCL chapter 36-1C is not applicable to pharmacy.

As this rule proposal entails a fee increase, the Board is required to provide the information described in SDCL 1-26-4.8 to
the Interim Rules Review Committee. Please complete the Form 17 and provide it to the Committee and LRC with the final
packet submission, prior to the Committee meeting date.

Under SDCL 1-26-4(4), the Board is required to adopt LRC recommendations, subject to an appeal to the Interim Rules
Review Committee for the Committee’s final determination. Note, however, that LRC reserves the right to withdraw
recommendations if they are resolved via discussion with Board staff.

Please do not hesitate to contact me if you have any questions or to discuss and possibly resolve any of the
recommendations.

Sincerely, _E; i,

Jdstin J. Goetz
Code Counsel
Enclosures

CC: Melissa Magstadt, Secretary, Department of Health



Legislative Research Council
Proposed Rules Research Review Checklist

June 23, 2025
Date Proposed Rules Received by LRC:

July 17, 2025
Date Public Hearing Scheduled: uy

) Anna Madsen
Proposed Rules Reviewed by:

Bill Douglas
Fiscal Note Reviewed by: 9

“No agency rule may be enforced by the courts of this state until it has been adopted in conformance
with the procedures set forth in this chapter.” (SDCL 1-26-6.8)

Staff:
Please review the proposed rules and supporting documents and submit them with this
completed checklist to the Code Counsel within ten business days from the date the
proposed rules are received by the LRC.

KEY
ENTRY: | "[Initials]" "N/A" "[Initials]*"
MEANING: ‘ Reviewed by Not applicable Edit Recommended or Issue

1. Verify the rules packet includes (SDCL 1-26-4(2)):

AM
a. The proposed rules:
i. Any incorporated material: N/A
b. Notice of hearing (Form 6): AM
2. Verify all documents have correct citations to the proposed rules provided in AM
the packet.
3. Verify the appropriate departmental secretary, bureau commissioner, public
utilities commissioner, or constitutional officer approved the rules process AM
to proceed. (SDCL 1-26-4(1))
4. If the Department of Social Services is promulgating rules that are
mandated by federal statute or regulation, use the DSS Federal Regulations
Checklist.
5. Review proposed rules for:
a. Form, style, and clarity in accordance with the Administrative Rules Drafting AM*
Manual (including all existing language, not just amended language).
. . . AM
i. Verify the most recent rule is used. (Manual, pg. 5)
. . . AM*
ii. Verify all cross-references in text are current. (Manual, pg. 6)
iii. Verify all affected sections are included. For repealed sections, verify AM
all affected sections are amended. (Manual, pg. 6)
iv. Verify any renumbering of rules is consistent with Administrative AM

Rules Drafting Manual. (Manual, pg. 7)
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b. Legality, including:

i. Verify the General Authority statute provides rule-making authority AM*
(i.e., ™. . . shall/may promulgate rules to . . .”). (Manual, pg. 8)
ii. Verify the Law Implemented statute identifies the policy intended AM*

to be implemented. (Manual, pg. 8)

iii. If the proposed rule incorporates material by reference, verify the
rule describes the exact section or portion of the material. AM*
(SDCL 1-26-6.6; Manual, pg. 11)

For incorporated material that is not CFR, USC, Fed. Reg., Stat.:
1. Verify the proposed rule includes a reference note identifying the
publication by title, date of publication, author, version/edition AM
and where and at what cost the publication may be obtained.

2. Verify there is a statement attached to the material that
includes the agency’s name, the section nhumber of the rule
that incorporates the material, and the date the proposed N/A
rule was served on the LRC.

iv. Verify the proposed rule does not incorporate or reiterate any
statutory language other than definitions, and that the agency is not AM*
publishing or distributing statutory material. (SDCL 1-26-6.1)

v. Verify the proposed rule does not restrict any right or privilege
to carry or possess a concealed pistol under SDCL chapter 23-7. AM
(SDCL 1-26-6.10)

vi. Verify the agency does not delegate authority to a private association. AM
(S.D. Const. art. III, §§ 23(9), 26)

vii. Verify the rule does not allow the agency to circumvent the SDCL ch.
1-26 rulemaking process (e.g., authorizing it to make its own rules). AM
(See SDCL 1-26-4, 1-26-6.5, 1-26-6.6, 1-26-38(2))

viii. Verify the rule does not contain the agency's internal processes
or policy (e.g., personnel policies) or other matter that is not defined AM
as a rule per SDCL 1-26-1(8).

ix. Verify the rule does not incorporate a future rule or regulation, or

incorporate future amendments to an existing rule or regulation, of
another state or the federal government. AM
(State v. Johnson, 84 S.D. 556, 173 N.W.2d 894 (1970))

x. Verify only the rules being changed are included in the packet and
that chapter indexes are updated as needed. (Manual, pg. 8) AM

6. Review Notice of Public Hearing (SDCL 1-26-4.1):

a. Verify the LRC received the proposed rules at least 20 days prior to the AM
scheduled public hearing.
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b. Verify the notice contains a narrative description of the effect of the AM
proposed rule.

AM
c. Verify the notice contains the reason for adopting the proposed rule.
d. Verify the notice contains the location, date, and time (Central or Mountain) AM
of the hearing.
e. Verify the notice contains information about how amendments, data, AM
opinions, and arguments may be presented.
AM

f.  Verify the notice contains a deadline for submission of comments.

i. If the authority promulgating the rule is a secretary, commissioner,
or officer, ensure the deadline is ten days after the public hearing. N/A
(SDCL 1-26-4(6))

ii. If the authority promulgating the rule is a part-time citizen board,
Commission, committee, or task force, ensure the deadline is at
least 72 hours before the public hearing (not including hearing day). AM
(SDCL 1-26-4(6)).

g. Verify the notice contains information for how the public may obtain AM
copies of the proposed rules.

7. For any proposed rule regarding professional or regulatory examination or licensing
that is to be published in pamphlet form, review the pamphlet for style, form, and N/A
clarity in accordance with the Administrative Rules Drafting Manual. (SDCL 1-26-11)

Reviewed by Code Counsel on
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Legislative Research Council
Proposed Rules Fiscal Note Review Checklist

July 17, 2025
Anna Madsen

Date Proposed Rules Received by LRC:

Date Public Hearing Scheduled:

Bill Douglas

Proposed Rules Reviewed by:

Bill Douglas

Fiscal Note Reviewed by:

“No agency rule may be enforced by the courts of this state until it has been adopted in conformance
with the procedures set forth in this chapter.” (SDCL 1-26-6.8)

Staff:
Please review the proposed rules and supporting documents and submit them with this
completed checklist to the Code Counsel within ten business days from the date the
proposed rules are received by the LRC.

KEY
ENTRY: "[Initials]" "N/A" "[Initials]*"
MEANING: Reviewed by Not applicable Edit Recommended or Issue

1. Verify the rules packet includes (SDCL 1-26-4(2)):

: AM
a. Fiscal note (Form 5): _
b. Small business impact statement (Form 14): N/A
c. Housing Cost Impact Statement (Form 16), if applicable: AM

2. Indicate whether the proposed rules:

a. Increase a fee, in which case, initial. If initialed, the agency must submit a
completed Form 17 with the final packet provided to the Interim Rules BD
Review Committee and LRC, pursuant to SDCL 1-26-4(8). (SDCL 1-26-4.8)

b. Increase a fee of a professional or occupational licensing board or
commission for which no maximum fee is established in statute, in which AM
case, initial. If the fee increases by more than 20%, note the issue.

(SDCL 1-26-6.9)
3. Review the Fiscal Note (SDCL 1-26-4.2):

a. Verify the Fiscal Note states whether the proposed rule will have any
effect on the revenues, expenditures, or fiscal liability of the state, AM
agencies, and subdivisions:

i. If there is an effect, verify the Fiscal Note includes an explanation BD
of how the effect was computed?

BD

ii. If there is an effect on subdivisions, is that effect described?
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4. Review Small Business Impact Statement (SDCL 1-26-2.1):

a. Verify if the rule change has any small business impact based on readily AM*
available info:
i. If only INDIRECT, verify that a brief description of the impact is AM
included.

ii. If DIRECT, review 4.b through 4.h:

b. Verify the Impact Statement includes a narrative explanation in plain, AM*
easy-to-read language.

c. Verify the narrative explanation discusses the effect of the proposed rule
on small business, including the basis for the rule’s enactment and why AM
the rule is needed.

d. Verify the narrative explanation includes an identification and estimated AM
number of small businesses subject to the proposed rule.

e. Verify the Impact Statement includes the projected reporting and record- AM*
keeping required for compliance with the proposed rule.

f.  Verify the Impact Statement includes the types of professional skills AM*
necessary for preparation of required reports or records.

g. Verify the Impact Statement includes a statement of the probable effect N/A
on impacted small business.

h. Verify the Impact Statement includes a description of any less intrusive or BD
less costly alternative methods of achieving the proposed rule’s purpose.

5. Review Housing Cost Impact Statement (SDCL 1-26-2.3), if applicable:

a. Verify that the agency has indicated what building sectors will be AM*
impacted by the rule change.

b. Verify a description of and explanation of necessity for each AM
each standard and requirement is included.

c. Verify the statement includes the average estimated cost of each AM
standard and requirement.

d. Verify that contact and estimate information is included for three AM
licensed contractors or building trades professionals.

Reviewed by Code Counsel on
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Chapter

20:51:01

20:51:02

20:51:03

20:51:04

20:51:05

20:51:06

20:51:07

20:51:08

20:51:09

20:51:

20:51:

20:51:

20:51:

20:51:

20:51:

20:51:

20:51:

20:51:

20:51:

10

11

12

13

14

15

16

17

18

19

20:51:20

20:51:21

20:51:22

ARTICLE 20:51

PHARMACISTS

Registration-Licensure by examination.

Internship requirements.

Interns in clinical projects, Repealed.
Registration-Licensure by reciprocity.

Restricted professional practices.

Pharmacy practice and registration-licensure.

Minimum equipment requirements.

Self-service restrictions.

Nonprescription drugs.

Poisons, Repealed.

Patent and proprietary medicines, Repealed.

Wholesale drugs and medicines, Repealed.

Special restrictions.

General administration.

Pharmacies in hospitals, nursing facilities, or related facilities.
Rules of professional conduct.

Automated mechanical distribution and dispensing devices.
Posting of prescription drug prices, Repealed.

Continuing education.

Computer pharmacy.

Unit dose systems.

Support personnel.



20:51:23 Transfer of prescription information.

20:51:24 Patient record system.

20:51:25 Patient counseling.

20:51:26 Sterile products for home care patients, Repealed.
20:51:27 Nonresident pharmacy registration-licensure.
20:51:28 Administration of immunizations.

20:51:29 Registered pharmacy technicians.

20:51:30 Telepharmacy.

20:51:31 Compounding practices.

20:51:32 Prescription drug monitoring program.

20:51:33 Complaint procedures.

20:51:34 Contested case hearing procedures.

20:51:35 Donated prescription drug and medical supply redispensing program.
20:51:36 Central fill pharmacies.



Section

20:51:01:01

20:51:01:02

20:51:01:03

20:51:01:04

20:51:01:05

20:51:01:06

20:51:01:07

20:51:01:08

20:51:01:09

20:51:01:10

20:51:01:11

20:51:01:12

CHAPTER 20:51:01

REGISTRATION-LICENSURE BY EXAMINATION

Application for registration-licensure.

Experience required.

Application requirements.

Examination.

Repealed.

Repealed.

Repealed.

Repealed.

Approved colleges of pharmacy, Repealed.

Application requirements for graduates from colleges of pharmacy located outside
the United States.

North American Pharmacist Licensure Examination score transfer.

Registration fee nonrefundable, Repealed.



20:51:01:01. Application for registration-licensure. An applicant for registration-licensure
as a pharmacist by examination shall apply to the [board bnd provide all [requested informationl on or
with the application.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 18 SDR 95,
effective November 25, 1991; 33 SDR 73, effective November 6, 2006; 36 SDR 21, effective August
17, 2009; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCLBé—H-I% 36-11-1636-H-138.

Commented [A1]: Clarity - Technically
not have the catchall definition to refer ba
chapter 36-11--e.g., “Terms used in this ar
same meaning as chapter 36-11.” Some of
chapters do, though, so I hesitate to chang
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Cross-Reference: Examination, § 20:51:01:04.

Commented [A3]: Legality - The crimir
performing pharmacy services without a p
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how an applicant applies for a license.
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20:51:01:02. Experience required. An applicant meeting the requirements of SDCL 36-11-

16 for a eertificate-of registration-as-alicentiate-in-license to practice pharmacy and who is examined

after December 31, 2009, must have completed a hf)harmacy practice experience progranﬁw@g@ﬁ

meets or exceeds thd—m pharmacy practice experience requirements-ofthe board-as-defined |
\

set forth in chapter 20:51:02.

Source: SL 1975, ch 16, § 1; 7 SDR 51, effective December 3, 1980; 12 SDR 151, 12 SDR
155, effective July 1, 1986; 22 SDR 133, effective April 25, 1996; 36 SDR 21, effective August 17,
2009

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-16.

Cross-References:

Goals and objectives of internship, § 20:51:02:01.01.

\Required hours, § 20:51:02: 13.\

Commented [A4]: Clarity - It looks like
experience program” and “internship” are
specifically chapter 20:51:02. Are those in

terms? If so, recommend that a consistent

Commented [A5]: Style/form - “that” is
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sentence.
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Formatted: Underline, Not Strikethrot
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20:51:01:03. [Application requirements.} An applicant for registration—licensure by

examination shall provide the following to the board with the application:

(1) The application fee of thirty-five dollars;

(2) A photo of the applicant;

(3)-Alist-of the-applicant's practical experience;
—4—A transcript showing graduation from a college of pharmacy approved by the American
Council on Pharmaceutical Education;

(5)(4) A government-issued form of photo identification; and

€6)(5) A criminal fbackground checH.

Source: SL 1975, ch 16, § 1; 6 SDR 103, effective May 5, 1980; 8 SDR 144, effective May
4, 1982; 11 SDR 120, effective March 11, 1985; 12 SDR 151, 12 SDR 155, effective July 1, 1986;
14 SDR 121, effective March 28, 1988; 15 SDR 20, effective August 9, 1988; 18 SDR 95, effective
November 25, 1991; 22 SDR 133, effective April 25, 1996; 33 SDR 73, effective November 6, 2006;
36 SDR 21, effective August 17, 2009; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1),36-H4736-11-16.

Law Implemented: SDCL 36-1 1-16], 36-11-16.1;36-H-17.

1GFess—RefefeneesCross-Reference:

Examination, § 20:51:01:04)
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unnecessary.
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[ Formatted: Strikethrough

Commented [A14]: Style - Changed to
note entry. ARSD DM, pg. 20.




20:51:01:04. Examination. An applicant for registration—licensure by examination shall

successfully complete the North American Pharmacist Licensure ExaminatiorﬁHﬂAPI:EXD and the

Multistate Jurisprudence Examination{MPJE), South Dakota edition. A total scaled score of not less

than 75 seventy-fivel is required to pass each examination.

Source: SL 1975, ch 16, § 1; 10 SDR 117, effective May 8, 1984; 12 SDR 178, effective May k

11, 1986; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 18 SDR 95, effective November 25,
1991; 33 SDR 73, effective November 6, 2006; 36 SDR 21, effective August 17, 2009.
General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-16,36-H-18.

Commented [A15]: Style/form - Abbre
encouraged in the drafting of rules, especi
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kk Formatted: Strikethrough
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20:51:01:10. Application requirements for graduates from colleges of pharmacy located

outside the United States. [Any applicant who ﬁs a graduate of a school or college of pharmacy

located outside of the United States must submit the Foreign Pharmacy Graduate Examination

Committee(FPGEC) certification awarded by the National Association of Boards of Pharmacy,

\

licensure examinations.

A—fereign—pharmaey—graduate—The applicant shall—alse—bereguired—te obtain internship
\
experience in one or more board-licensed eeﬁmaﬁity—er—hesp}t&l-h)harmacies}.

Source: 9 SDR 171, effective July 12, 1983; 12 SDR 151, 12 SDR 155, effective July 1, 1986;

18 SDR 95, effective November 25, 1991; 22 SDR 133, effective April 25, 1996; 36 SDR 21,
effective August 17, 2009.
General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL ]36—1 1—16},%64—1—}8.
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20:51:01:11. North American Pharmacist Licensure Examination score transfer. An
applicant meeting the requirements of this chapter who has taken the North American Pharmacist

Licensure Examination in another state may transfer scores through the National Association of

Boards of Pharmacy. To be eligible for licensure, an applicant must-eomplete-the requirements—of

\%@%@ﬂaﬂd receive a \passing grade ﬁn the Multistate Pharmacy Jurisprudence Examination,
\

South Dakota edition,_in accordance with § 20:51:01:04, within one year from the date the scores \

are transferred by the National Association of Boards of Pharmacy to the board.

Source: 18 SDR 95, effective November 25, 1991; 33 SDR 73, effective November 6, 2006;
36 SDR 21, effective August 17, 2009; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL \36-1 1-16},%»6—1—1—1%.
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CHAPTER 20:51:02

INTERNSHIP REQUIREMENTS

Section

20:51:02:01 Definitions.

20:51:02:01.01 Goal and objectives of internship.

20:51:02:02 Repealed.

20:51:02:03 Repealed.

20:51:02:04  Registration.

20:51:02:04.01 South Dakota State University College of Pharmacy practice experiences,
Repealed.

20:51:02:04.02 Identification.

20:51:02:05 Renewal of certificate.

20:51:02:06 Repealed.

20:51:02:07  Affidavit needed for each practical experience.

20:51:02:08  Report required at end of each practical experience, Repealed.

20:51:02:09 Repealed.

20:51:02:10  Practical experience defined.

20:51:02:11 Supervising pharmacist requirements.

20:51:02:11.01 Number of interns.

20:51:02:12  Repealed.

20:51:02:12.01 Required hours.

20:51:02:13 Internship experiences from other states.
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20:51:02:13.01 Foreign pharmacy graduates.

20:51:02:14

20:51:02:15

20:51:02:16

20:51:02:17

Credit given for military and research activities.
Badge required.
Denial of pharmacy intern registration.

Sanctions, Repealed.

11



20:51:02:01. Definitions. Terms defined in SDCL 36-11-2 have the same meaning in this

chapter. As used in this chapter, "pharmacy intern" means:‘

(1) A person \who is registered ﬂ)y the board to engage in the practice of pharmacy while under

the supervision of a pharmacist, enrolled in an Accreditation Council for Pharmacy Education
(ACPE) accredited school or college of pharmacy, and_is progressing toward meeting the
requirements for licensure as a pharmacist;

(2) A graduate of an ACPE-approved professional degree program of a school or college of

pharmacy, or a graduate who has established educational equivalency by obtaining a Foreign

for the purpose of obtaining practical experience as a requirement for licensure as a pharmacist;

[(3) ]A qualified applicant awaiting examination for pharmacist licensure or meeting board
requirements for re-licensing; or

(4) A qualified applicant participating in a pharmacy residency or fellowship program.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 22 SDR 133,
effective April 25, 1996; 31 SDR 35, effective September 19, 2004; 36 SDR 21, effective August
17, 2009; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1), 36-11-25.

Law Implemented: SDCL 36-11-16(6), B6-1 1-25.
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\20:51:02:07.‘ Affidavit needed for each practical experience. Any pharmacy intern Commented [A35]: Clarity - I would su
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Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 22 SDR 133,

effective April 25, 1996; 36 SDR 21, effective August 17, 2009.
General Authority: SDCL 36-11-11, 36-11-25.

Law Implemented: SDCL 36-11-16(6), 36-11-25.
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20:51:02:08. Report required at end of each practical experience. Attheend ofeach [Formatted: Strikethrough

ate Repealed.

[Formatted: Underline

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 22 SDR 133,
effective April 25, 1996.
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20:51:02:10. \Practical experience deﬂnedL The term ,'practical experience," as it relates to

qualification for licensure, means performing the pharmacy intern's ]practice of pharmacy, as defined N

in SDCL 36-11-2.2, and the functions authorized toregistered pharmacists in SDCL 36-11-19.1,aH

definition should reflect that.

of which-must-be-performed under the immediate and personal supervision of a—regis%ered;l%ieﬁd]

pharmacist.

week-orless-than-eight hours-a-week

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 22 SDR 133,
effective April 25, 1996.

General Authority: SDCL 36-11-11, 36-11-25.

Law Implemented: SDCLA%é-H-HJ 36-11-16(6), 36-11-25.

15

Commented [A37]: Clarity - Since this
could it be moved to the first section of the

| Formatted: Underline

| Formatted: Underline

| Commented [A38]: Style - Since the te:

Formatted: Strikethrough

Formatted: Underline

Formatted: Strikethrough

Formatted: Strikethrough

Commented [A39]: Clarity - This word
since 36-11-2 already defines pharmacist ¢

(
[
E
[ Formatted: Underline
[
[
[
‘ licensed by the board to engage in pharma

Commented [A40]: Legality - Is there a
subdivision that provides Law Implemente
Otherwise, this should be struck. Subdivis
General Authority, but it does not appear t
policy that this rule administers. 36-11-16
appropriate.

[ Formatted: Strikethrough




20:51:02:11. Supervising pharmacist requirements. A registered-licensed-pharmacist who

agrees to supervise the practical experience of a [registered }pharmacy intern shall eertifythisena

formprovided-by-the-beard-and-agree to abide by pharmacy law and rules. A pharmacist must be

readily available and in continuous communication with the pharmacy|intern during all professional

activities of theﬂeﬂ&re internship.—Jateras, A pharmacy intern may receive written or verbal
\

prescriptions if the pharmacist reviews and makes the necessary professional determinations about

the medication order.

A pharmacist shall verify the accuracy of all information entered into ﬁhe computeﬁ by the

pharmacy intern. The identity of the pharmacist must be included [in the record.

The pharmacist shall inspect the prepared prescription and verify the accuracy of the
preparation, and its labeling, prior to dispensing the prescription to the patient or the patient's
representative.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 22 SDR 133,
effective April 25, 1996; 26 SDR 92, effective January 6, 2000; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1), 36-11-25.

Law Implemented: SDCL 36-11-25.
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20:51:02:12.01. Required hours. An-internship-must-consist-of applicant for licensure as a

pharmacist pursuant to § 20:51:01:01 must complete a minimum of-twe-theusand one thousand six

hundred hours

of internship experience.

Source: 36 SDR 21, effective August 17, 2009; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1), 36-11-25.

Law Implemented: SDCL 36-11-25.
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Section

20:51:04:01

20:51:04:02

20:51:04:03

20:51:04:04

20:51:04:05

20:51:04:06

20:51:04:07

20:51:04:08

20:51:04:09

CHAPTER 20:51:04

REGISTRATION-LICENSURE BY RECIPROCITY

Application.

Qualifications for reciprocity.

Reciprocity requirements.

Application requirements, Repealed.
Appearance before board.

Repealed.

Repealed.

Certificates of reciprocity identified by letter R.

Repealed.
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20:51:04:01. Application. An application to the board-shall-consistofthe-official-application

to-the NABP - license-transfer program for licensure by reciprocity as a pharmacist must include the

following:

(1) An#EJ:eetrefm% electronic license transfer program \ofﬁcial bm)lication from the National

Association of Boards of Pharmacy, completed on the National Association of Boards of Pharmacy

website;

(2)_A South Dakota reciprocating pharmacist application, with a non-refundable fee of one

hundred fifty dollars;

(3)_A non-refundable initial pharmacist licensure fee of thirty-five dollars

(4) A criminal background check.

Source: SL 1975, ch 16, § 1; 6 SDR 103, effective May 5, 1980; 12 SDR 86, effective

;. and

November 27, 1985; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 36 SDR 21, effective August
17, 2009.
General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-16, 36-11-16.1, 36-11-19.
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20:51:04:02. Qualifications for reciprocity. To qualify for, a reciprocal-registrationticense

n-Seuth-Daketq license, an applicant must:

(1) Be aregistered licensed pharmacist in the state from which the pharmacist is reciprocating\;

(2) Bein good standing as a pharmacist in the state from which the pharmacist is reciprocating
at the time of application;

(3) Have engaged in the practice of pharmacy for a period of at least one year or have met the

pharmacy fpractice experience requirements of this state within the one-year period immediately

prior to the date of application; and

OF:

&ppheaﬂkﬁmskhaveFHave passed the North American Pharmacist Licensure Examination, if the

applicant first became a licensed pharmacist after January 1, 1980.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 36 SDR 21,
effective August 17, 2009; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-19.
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20:51:04:04. Application requirements.-An-applicant shall-complete-the-official National

——3)A-eriminal background-eheek Repealed.

Source: SL 1975, ch 16, § 1; 3 SDR 45, effective December 18, 1976; 12 SDR 151, 12 SDR

155, effective July 1, 1986; 29 SDR 37, effective September 26, 2002; 36 SDR 21, effective August
17, 2009; 50 SDR 138, effective June 2, 2024.
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20:51:04:05. Appearance before board. Before issuing a reciprocal-registrationticensure-is

granted license, the board may require the applicant#ay-berequired to appear in person before the

board for final consideration of the reciprocal application. The secretary of the board shall notify the
applicant of the time and place of the required appearance.

Source: SL 1975, ch 16, § 1; 10 SDR 117, effective May 8, 1984; 12 SDR 151, 12 SDR 155,
effective July 1, 1986; 36 SDR 21, effective August 17, 2009.

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-19.
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20:51:04:08. lGeFﬁﬁeates—ef—Feeipfeeity—Recinrocz_ll license _identified by letter R. ) Commented [A57]: Clarity - Suggested
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20:51:05:22. Distribution of drugs to prescribers or pharmacies. A-registered licensed
pharmacy may distribute up to five percent of its controlled drugs and legend drugs to a prescriber
licensed to prescribe, dispense, or distribute the drugs in the course of professional practice or to
other-registered licensed pharmacies, to meet temporary inventory shortages. The distribution must
be completed using invoices containing the:

(1) Name, address, and Drug Enforcement Administration number, if required, of both
locations involved in the transaction;

(2) Drug name, dosage form, and strength;

(3) Quantity of each drug sold; and

(4) Date of sale.

The sale of Schedule II drugs must include a completed Drug Enforcement Administration
form 222. Copies of the invoices must be retained by both locations involved in the transaction for
a period of two years from the date of the transaction.

Source: 11 SDR 92, effective January 16, 1985; 12 SDR 151, 12 SDR 155, effective July 1,
1986; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 36-11-14, 36-11A-4.
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CHAPTER 20:51:06
PHARMACY PRACTICE ANDREGISTRATION LICENSURE

Section

20:51:06:01 Application for pharmacy-permit license, - Annual renewal required. Commented [A59]: Style/form - There

between the dashes and the preceding and

20:51:06:02 Ownership or control by pharmacist required.

Formatted: Underline

20:51:06:02.01 Pharmacist-in-charge --Defined,duties Definition -- Duties.

[ Formatted: Underline
[ Formatted: Strikethrough

20:51:06:03 Application for opening a new pharmacy.
20:51:06:04  False application grounds for suspending or revoking.
20:51:06:05 Must be registered in order to advertise pharmacy name, Repealed.

20:51:06:06 Transfer of pharmacy registration, Repealed.

20:51:06:07 Changes in ownership or location reported to the board -- Patients notified of [Formatted: Underline

[Formatted: Underline

closure of pharmacy.

20:51:06:08  Valid-permit license must be displayed.

20:51:06:09  Permit-License expires one hundred twenty days after death of pharmacist_ owner.
20:51:06:10  Provisions for pharmacist temporary absence from pharmacy.

20:51:06:11 Pharmacy requirements for nonpharmacist owners, Repealed.

20:51:06:12 Pharmacy requirements for pharmacist owners, Repealed.

20:51:06:13  Repealed.
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20:51:06:01. Application for pharmacy-permit_license -- Annual renewal required. A

registered-licensed-pharmacist [actively k;onducting a pharmacy inthe this stateefSeuth-Daketa shall

\

apply each year to the board for a permit-license to ]conduct khe pharmacy [for the year ending June ’

thirtieth on forms provided by the board. The fee is two hundred dollars.

Source: SL 1975, ch 16, § 1;2 SDR 56, effective February 11, 1976; 4 SDR 85, effective June
19, 1978; 11 SDR 151, effective May 15, 1985; 12 SDR 151, 12 SDR 155, effective July 1, 1986;
24 SDR 160, effective May 26, 1998; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(3), 36-11-32.

Law Implemented: SDCL 36-11-32, 36-11-35.
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20:51:06:02. Ownership or control by pharmacist required.AJrA The board may not issue a ;

pharmacy-permit license may not be-issued license to anypharmaeist pharmacy hpplicant unless the

applicant is the owner, or part owner, of the place of business for which a pharmacy-registration
license is applied for, or unless application is made jointly with a-registered licensed pharmacist. If
the owner of the place of business for which a pharmacy-registration license is applied for is not a
pharmacist, the owner must sign an affidavit, on a form prescribed by the board, delegating full and
complete authority to the pharmacist-in-charge for active management of the pharmaceutical

services in the place of business.,

A licensed pharmacy owner may change the pharmacist-in-charge on a form provided by the

board at any time during the licensed period. The fee for a pharmacist-in-charge change is fifty

dollars. The If the boardmust-be is not notified within ten days of the change, otherwise the

pharmacy license becomes void, and the pharmacy owner must reapply for licensure. A complete

inventory of controlled substances, as listed in SDCL chapter 34-20B, must be taken on the date of

[the pharmacist-in-charge change. The inventory-shall must be retained in the licensed pharmacy for

a period of two years.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.
General Authority: SDCL 36-11-11(3).

Law Implemented: SDCI.Bé—l—l—%Q—,‘ 36-11-34:36-11-37.
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20:51:06:02.01. Pharmacist-in-charge -——Defined;—duties_Definition -- Duties. An

the pharmacist-in-charge. For purposes of this section, the term "pharmacist-in-charge," means a

pharmacist manager or fpharmacist permit'w& licensed in this state who has been designated by the

pharmacy owner.

The pharmacist-in-charge must:

(1) Be employed or under contract for pharmacy services at the pharmacy;

(2) Establish policy and procedure for the pharmacy;

(3) Supervise all pharmacy employees;

(4) Establish recordkeeping systems for the purchase, safekeeping, storage, compounding,
sale, and return of drugs; and

(5) Establish, implement, and document an ongoing quality assurance program in order to
maintain and improve facilities, equipment, personnel performance, and the provision of patient
care.

The pharmacist-in-charge shall notify the board immediately upon termination of
employment. A dew pharmacist—in—charge\ must be designated by the pharmacy owner within ten

working dayd after the termination dateL

Source: 26 SDR 92, effective January 6, 2000; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(3).

Law Implemented: SDCL 36-11-32, 36-11-34.
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20:51:06:03. Application for opening a new pharmacy. An application forﬁ&n—ﬁmﬁ-&{j

license to operate a new ]pharmacy—peltm%t—iﬂ—l-ieens%within South Dakota must be filed with the

board at least thirty days before the pharmacy's opening date. The board may inspect the pharmacy
prior to the opening date.

If the proposed new pharmacy is to include a prescription department, the space-registered
[liceﬂ as a pharmacy knust be separated from the remainder of the building in which it is located
by walls that extend from the floor to a permanent ceiling. The walls may contain doors to the interior
of the building. The doors must be closed and locked whenever a-registered licensed pharmacist is
not [on duty, physically present in the building, and in charge of the pharmacy].

Source: SL 1975, ch 16, § 1; 6 SDR 103, effective May 5, 1980; 12 SDR 151, 12 SDR 155,
effective July 1, 1986; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(3).

Law Implemented: SDCL ]36-1 1-32}.
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20:51:06:04.

False application} grounds for suspending or revoking. False representation

made in an application for a-permitto-condueta pharmacy license, or keeping‘ a pharmacy open for
the transaction of business without a pharmacist on duty, physically present in the building, and in
charge of the pharmacy, except as provided in § 20:51:06:10, are grounds for suspensiod of ]
revocation of the pharmacy-permit license.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11(3).

Law Implemented: SDCL 36-11-44, 36-11-48.
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20:51:06:07. Changes in ownership or location reported to the board--Patients notified
of closure of pharmacy. [A change in the location, ownership, or name of a pharmacy, or the closure

of business as a pharmacy, must be reported to the board at least ten days prior to the change or

closure. Tl'he—phamaae'rst—p&mi&ee pharmacist-in-charge is responsible for reporting changes to the Commented [A90]: Legality - Portions
are already covered by 36-11-39. The statt
requires notification when the pharmacy n
municipality to another. Does that conflict

board. If a pharmacy permanently closes, patients \must be notiﬁe(ﬁ thirty days prior to closure.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138, | Commented [A91]: Cariy - notified by
effective June 2, 2024.
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20:51:06:08. [Valid—permit license must be displayed.\ A valid-permit license to conduct a ‘ Commented [A93]: Legality - Doesn’t f
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pharmacyshall, must be displayed in every pharmacy in this state at all times. Commented [A94R93]: Legality - Agre
N repeal.
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General Authority: SDCL 36-11-11.

Law Implemented: SDCL 36-11-36.
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20:51:06:09. PermitLicense expires one hundred twenty days after death of pharmacist

owner. Except in the event of the death of the-pharmaeist-permittee_ pharmacist owner, a-permit-te
eonducta pharmacy_license is void-when, if the-helder pharmacist owner-of the-permit license _

pharmacist owner ceases to be in active management of the pharmacyWhesn, If a—pharmaeist %

Formatted: Strikethrough

Formatted: Underline

| Formatted: Strikethrough

permittee_pharmacist owner dies, the pharmacy may not be kept open for business without a | Formatted: Strikethrough

| Formatted: Underline

pharmacist on duty and in charge. A-permitte-eondueta pharmacy license in the name of a deceased

pharmacist becomes void unless transfer of the-permit license has been made within the one hundred

twenty-day period to a [pharmacist owner or to an employee pharmacist manager for whom an

affidavit has been filed by a nonpharmacist owner or owners of the pharmacﬂ Commented [A95]: Clarity - SDCL 36-
AN discusses transfer to another pharmacist. I

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138, . have this contentin rule, or docs stafute cc
Commented [A96R95]: Legality - Note
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transfer of ownership to a non-pharmacist.
only expressly permits ownership transfer
General Authority: SDCL 36-11-1 1(3). pharmacist. So I don’t think this procedure
under statute. If that is the case, then shoul
after “pharmacist owner” be struck?

Law Implemented: SDCL 36-11-37, 36-11-38.
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20:51:06:10. Provisions for pharmacist temporary absence from pharmacy. Where the
registered licensed pharmacy includes a prescription department and a general merchandise area, it
is not a violation of SDCL chapter 36-11 or §20:51:06:04 if public entrances to the general
merchandise area are kept open for business without a fpharmacist on duty ﬁn the pharmacy, provided
all entrances to the prescription department are closed for the transaction of business and a sign
bearing the words "pharmacy services closed" has been posted by the pharmacist before leaving the
premises. The prescription department must include sufficient security measures to protect the
department from theft or access by unauthorized personnel. The prescription department must be
secured by a continuous partition or wall, extending from the floor to the permanent ceiling, with
doors capable of being securely locked to isolate the prescription department.

If the prescription department lacks the barrier and is closed, the entire business must be
closed, locked, and secured to protect the area from theft or access by unauthorized personnel.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11(3).

Law Implemented: SDCL36-11-40 36-1 1-48(2)(6).}
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20:51:07:01. Pharmacy must comply with all public health regulations. A pharmacy must

comply with all public health regulations regarding sanitation and is subject to [board] inspections.

Source: SL 1975,ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,

effective June 2, 2024.
General Authority: SDCL 36-11-11(2).

Law Implemented: SDCL-36-1-42 36-11-41, 36-11-64.
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20:51:07:03. Minimum equipment requirements. A pharmacy-permittee owner must make
available and maintain all equipment needed to provide pharmacy services for the locatiorﬂ, as

determined by the pharmacist—in—charge\. Any equipmenﬁ,{ that requires certification, maintenance, or

calibration must be certified, maintained, or calibrated according to the manufacturer and United |

States Pharmacopeia guidelines. All equipment not in good working condition may not be used in
the pharmacy.

Source: SL 1975, ch 16, § 1; 6 SDR 103, effective May 5, 1980; 12 SDR 151, 12 SDR 155,
effective July 1, 1986; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(4).

Law Implemented: SDCL 36-11-41(1).
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CHAPTER 20:51:13
SPECIAL RESTRICTIONS
Section
20:51:13:01 Repealed.
20:51:13:02 Return of unused drugs.
20:51:13:02.01 Return of unused unit dose and unit of issue drugs by patients in hospice programs,
nursing facilities, or assisted living facilities.
20:51:13:02.02 Repealed.
20:51:13:02.03 Redispensing unit dose and unit of issue drugs returned from hospice programs,
nursing facilities, or assisted living facilities.
20:51:13:02.04 Repackaging drugs from prescription container.
20:51:13:03 Free choice of pharmacies.
20:51:13:04  Splitting fees or rebates prohibited, Repealed.

20:51:13:05 Remote pick-up sites.

20:51:13:06 Off-site starter packs.
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20:51:13:02.01. Return of unused unit dose and unit of issue drugs by patients in hospice
programs, nursing facilities, or assisted living facilities. Only unused unit dose or unit of issue
drugs from patients in a hospice program, a nursing facility, or an assisted living facility may be
returned to the pharmacy that dispensed the drugs for credit [and redispensing] in accordance with the
following requirements:

(1) The facility or hospice program consults with a licensed pharmacist for oversight of the
drug distribution to ensure that a person trained and knowledgeable in the storage, use, and
administration of the drug has been in control of any drug being returned to the pharmacy and that
the unit dose or unit of issue drug has not come into the physical possession of the h)erson ffor whom
it was prescribed;

(2) The-pharmaey's—manager_pharmacist-in-charge has received written approval from the

board of a protocol detailing the procedure used to repackage, label, transfer, restock, redispense,
and credit any unit dose or unit of issue drugs returned to the pharmacy;
(3) The drugs are provided in the manufacturer's unit dose packaging or are repackaged by
the pharmacy in accordance with chapter 20:51::21;
(4) The unit dose package is labeled by the manufacturer with the drug lot number and
expiration date;
(5) If the drug is repackaged by the pharmacy, each single unit dose or each unit of issue
prepackaged or repackaged container must include:
(a) The name and strength of the medication;
(b) A suitable expiration date, not later than the expiration date on the manufacturer's
container or one year from the date the drug is prepackaged or repackaged;
(c) The date the product was prepackaged or repackaged;

(d) The manufacturer's lot number, expiration date, and identity, unless maintained in the

internal records of the pharmacy; and
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(e) The identity of the pharmacist responsible for prepackaging or repackaging, unless
maintained in the internal records of the pharmacy;

(6) The drug's packaging is tamper resistant and shows no evidence of contaminationL—sueh

as—&n—epeﬂed—er—s%&}ned—eei%&iﬁeﬂ;

(7) The \unit dose drugs‘ have not reached the expiration date;

(8) The drugs have not been dispensed in packaging that intermingles different drugs in a
single compartment; and

(9) The drugs are not controlled drugs.

Unused [unit dose dmgs] that are returned under this section may be redispensed pursuant to
§ 20:51:13:02.03.

Source: 10 SDR 38, effective October 27, 1983; 12 SDR 82, effective November 19, 1985;
12 SDR 151, 12 SDR 155, effective July 1, 1986; 18 SDR 95, effective November 25, 1991; 29 SDR
37, effective September 26, 2002; SL 2004, ch 249, § 3, effective July 1, 2004; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL ]36-1 1-1 1(1)(&).\

Law Implemented: SDCL 34-20H-2, 36-11-46.6.

Cross Reference: Unit dose systems, chapter 20:51:21.
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20:51:13:02.03. Redispensing \unit dose drugs\ returned from hospice programs, nursing Commented [A111]: Clarity - This seet
also include unit of issue.

facilities, or assisted living facilities. Unused unit dose or unit of issue drugs that are returned under

§20:51:13:02.01 hnay be redispensedl in accordance with the following requirements: Commented [A112]: Style/form/clarity
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(1)-Drug

2 Drugs in a manufacturer's unit dose package may be redispensed as often as necessary, if
the integrity of the original product and package is maintained;

3)(2) Drugs that have been repackaged into a unit of issue package by the pharmacy may be
redispensed into a unit of issue distribution system and mixed with drugs of a different lot number,
provided that all lot numbers and expiration dates are placed on the unit of issue package or in the
internal record; and

“(3) Drugs may be removed from a unit dose or unit of issue package, as defined in §

20:51:21:01, for dispensing in a traditional dispensing systenyjras—deselﬂibed—m-%—l%l—:()ﬂ Commented [A113]: Clarity - “a traditi
N\ system” is not defined in 20:51:21:01, but
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20:51:13:02.04. Repackaging drugs from prescription container. Drugs that-have-been

orunitof issue-packageDrugs were repackaged in a traditional dispensing system-that and were not

dispensed, or drugs transferred directly from one pharmacy to another pharmacy, may be repackaged [ Formatted: Underline

into unit dose or unit of issue packaging if the following information is obtained by the-reeeiving
pharmacy:

(1) Date received;

(2) Name of drug;

(3) Strength;

(4) Quantity;

(5) Expiration date not to exceed the shorter of one year from the date the drug is prepackaged

or repackaged or the manufacturer's container expiration date; Commented [A115]: Clarity - Since thi
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50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 34-20H-2, 36-11-46.6.
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20:51:13:03. Free choice of pharmacies. The following notice must be displayed
conspicuously at all times in all licensed pharmacies:
"NOTICE TO THE PUBLIC
FREE CHOICE OF PHARMACIES

Any person has the right and privilege of having a prescription filled at the pharmacy of the person's

choice. This%e&%—%em State [Board of Pharmacy notice must be displayed conspicuously at all Commented [A117]: Clarity - The offic
N Board, in statute, is “State Board of Pharm
o [36-11-2(2), 36-11-4.

times in all licensed pharmacies." :
[ Formatted: Strikethrough

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11(1).

Law Implemented: SDCL 4-12B-1. Commented [A118]: Style/form - This
underlined.
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20:51:13:05. Remote pick-up sites — Approval —- Requirements. A licensed pharmacy may

designate a—lee&ﬁeﬂ! site, bther than the pharmacy, where Baﬂeﬂ%d a patienﬂ may pick up dispensed

medications.

medications freceived by the patient o designated person and-therefore is aceountable for shall ensure

proper storage and record keeping. To \store }patient medications-awaiting pick-up-at-a location-other

than-the pharmaey at a remote pick-up site, the pharmacy shall obtain approval from the Beardnust

be-obtained State Board of Pharmacy.

The following requirements-must be-met forTo receive approval, the pharmacy shall submit to the

board:

| it the followi he board:

(al) The name, address, and license number of the pharmacy and name of the pharmacist-

in-—charge responsible for the remote pick-up site;

(b2) The name and address of each site; and

(e€3) A copy of the policies, procedures, and security requirements for the site.

2\ Pic] . . :

The following requirements apply to a remote pick-up site:

(al) SiteThe site must have a locked cabinet for storage of prescriptions:

—{b)-Aceess, and access to the locked cabinet-should must be limited to trained

designated staff;

(e2) Prescriptions-will must be placed in the locked cabinet immediately upon delivery

to the location;

(d3) -Only When storing a prescription bag for pick-up:

(a)-theThe patient's name-will must be listed on the outside of the prescription

bag—The, and, if someone other than the patient is picking up the prescription, the designated

person's name; and
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(b) The receipt with protected health information—will-be must be inside of the

(c) The bag must be stapled;

(e4) When the patient or designated person picks up the prescription,—The the identity

of the patient{ or-other designated person), must be verified. If not personally known by the clerk-

the drivers driver licensel or other photo ID must be checked;

(£5) Theperson patient or designated person picking up the prescription-will shall sign

the receipt or log;-and

(26) A |designated employee will shall inventory the prescription bags at least weekly

and provide a list of unclaimed bags to the pharmacy; and

7) A record of all prescriptions delivered to the pick-up site must be maintained in the pharmacy.

he pharmacy must maintain a list of all employees at the pick-up site who

have been trained and have access to the prescriptions. -The pharmacy shall annually review the

policies and procedures for the site with each employee and document the date of the review

——5). Pharmacy staff-must shall conduct and document monthly visits to the pick-up site to

ensure compliance with the policies and procedures for the site.

Source:
General Authority: SDCL 36-11-11(1)(3).

Law Implemented: SDCLM.
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20:51:13:06. Off-site medication- control. A licensed pharmacy may provide a \1imited\‘

number of h)rescription medications to a [clinic Eor dispensing to patients when access to a pharmacy

is limited. The pharmacy providing the medications retains ownership of the medications until

dispensed to the patient and-therefore is aceountable for shall ensure proper storage and record

keeping. For medications \to be storedJ offsite in a clinic, policies and procedures \must be submitted\

to the State Board of Pharmacy for approval.-Thefollowing requirements-must-be-addressedin To

receive board approval, the policies and procedures must contain:

(1) LLocation land medication list and quantities:

Commented [A137]: Clarity - It seems
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rule.
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(2)-Medicationsmust A requirement that medications be kept in a locked cabinet with access

only by licensed health professionals;

(3)-Priorto A requirement that, prior to dispensing-the a medication, there must be an order ]

in the patient’s record. and a copy of the order or prescription is sent to the pharmacy;

(4) Dispensing A requirement that dispensing at the clinic must be done by the prescriber, or

if the label is prepared by a nurse, the label must otherwise comply with § 20:51:05:21 and the

prescriber must verify the drug and the directions prior to dispensing. Labeline must follow ARSD

(5) A requirement that a written information sheet-should be provided to the patient for each

prescription dispensed;

(6) Perpetual A requirement that inventory of all medications stored loff-site-that includes

include a record of each time a-mediation medication is dispensed from the supply: and

(7)—Pharmaey A requirement that pharmacy staff must conduct an on-site inspection of the

medications at least every ninety days Mhich includes inventory of medications, expiration dates,

proper storage conditions, and review of procedures with clinic staff.

Source:

General Authority: SDCL 36-11-11(1)(3).
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above.
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Section

20:51:14:01

20:51:14:02

20:51:14:03

20:51:14:04

CHAPTER 20:51:14

GENERAL ADMINISTRATION

Annual-eertifieate pharmacist license renewal.

Repealed.
Repealed.

Equivalent drug products, Repealed.
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20:51:14:01. \ Annual—eertificate_pharmacist license renewal\. The fee for_an annual Commented [A155]: Clarity - I wonder
could be moved to a chapter that better rel
random to have a singular rule related to li
far down the article—especially when mo
content is in the first few chapters.

eertifieate_pharmacist license renewal is—$125 one hundred twenty-five dollars.—Certifieates

Pharmacist licenses expire on September—30_thirtieth following issuance and must be renewed ‘ [ Formatted: Strikethrough
annually by October—+ ﬁrst.] Commented [A156]: Legality/clarity -
expiration date is already specified in 36-1

Source: SL 1975, ch 16, § 1; 6 SDR 103, effective May 5, 1980; 12 SDR 151, 12 SDR 155, be struck.

effective July 1, 1986; 15 SDR 20, effective August 9, 1988; 23 SDR 26, 23 SDR 47, effective
August 26, 1996; 28 SDR 24, effective September 2, 2001.
General Authority: SDCL 36-11-23.

Law Implemented: SDCL 36-11-23.
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CHAPTER 20:51:15

PHARMACIES IN HOSPITALS, NURSING FACILITIES, OR RELATED FACILITIES
Section
20:51:15:01 Definition and general provisions.
20:51:15:02 Pharmaceutical services supervised by pharmacist.
20:51:15:03 Central area to be licensed as a pharmacy.
20:51:15:04  Dispensing limited to pharmacist.
20:51:15:05  Transferring drugs from original containers limited to pharmacists.
20:51:15:06  Removing a single dose from prescription container.
20:51:15:07 Preparing a solution, Repealed.
20:51:15:08  Medication floor stocks.
20:51:15:09 Filling or refilling of nursing station containers limited to pharmacists, Repealed.
20:51:15:10  Registration-Licensure and renewal.
20:51:15:11 Schedule of attendance by pharmacist.
20:51:15:12 Supervision of drugs located in areas other than pharmacy.
20:51:15:13 Access to pharmacy -- Records.
20:51:15:14  Pharmacy must be in a separate room.
20:51:15:15  Pharmacist controls emergency drugs in health care facilities.
20:51:15:15.01 Pharmacist controls emergency kit in nursing facility.
20:51:15:16 ~ Minimum standards for pharmacy service, Repealed.

20:51:15:17 Repealed.
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20:51:15:01. Definition and general provisions. Terms used in this chapter mean:

(1) “Chart order,” a lawful order entered on the chart or medical record of a patient or resident
of a licensed healthcare facility by a practitioner, or a designated agent, for a drug or device;

[(2) "Hospice program," ]a coordinated program of inpatient services providing palliative rather
than curative care for a patient;

(3) "Part-time pharmacy," [the provision of pharmaceutical services by a-registered-ticensed
pharmacist under a pharmacy license issued by the board, on less than a full-time operation basis, in
hospitals, nursing facilities, and related facilities in which pharmaceutical services are limited to

inpatients;l and

(4) "Pharmaceutical services":

(a) The operation, management, or control of a pharmacy;

(b) Preparing, compounding, processing, packaging, labeling, or dispensing one or more
doses of medication either upon a prescription or chart order of an authorized practitioner for
subsequent administration to, or use by, a patient; and

(c) Any other act, service, operation, or transaction incidental to subsections \(4)(a) and (b)\
requiring, involving, or employing the science or art of any branch of the pharmaceutical profession.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; SL 2004, ch
249, § 2, effective July 1, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1), 36-11-33,

Law Implemented: SDCL 36-11-33.
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20:51:15:02. Pharmaceutical services supervised by pharmacist. \All pharmaceutical

services shatl must be performed either by, or under the personal supervision of, a-registered licensed Commented [A162]: Clarity - Performe

time pharmacies? This should be clarified.

pharmacist. Formatted: Strikethrough

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986.

Formatted: Underline
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General Authority: SDCL 36-11-11, 36-11-33.

Formatted: Underline

Law Implemented: SDCL 36-11-33.
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20:51:15:03. Central area to be licensed as a pharmacy. The central area in a hospital,

nursing facility -and _or related-faetities facility, Mhere drugs are procured, stored, and issuedL and

where pharmaceutical services are performed, must be licensed as a h)harmacy\. The pharmacy prust

shall meet all requirements of South Dakota and federal law and the rules of the board and sust

shall have la—reg}stefed licensed [pharmacist in chargeﬁ#th%phafmaey\.
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Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(3),36-11-33.
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Law Implemented: SDCL 36-11-33.
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20:51:15:04. Dispensing limited to pharmacist. The \act of dispensing ﬁs limited to a Commented [A167]: Clarity - Again, ir
Perhaps, “Only a licensed pharmacist or ai
the personal supervision of the pharmacist
drugs in a part-time pharmacy.”

registered_licensed pharmacist and may not be performed by any other person except under the

personal supervision of a-registered licensed pharmacist.
Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986.
General Authority: SDCL 36-11-11.

Law Implemented: SDCL 36-11-33.
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20:51:15:05. Transferring drugs from original containers limited to pharmacists. The
[act of transferring] a drug or preparation from an original container to a new container is an act of
dispensing which is restricted to a-registered licensed pharmacist.

For purposes of this section, a container is "original" if it has been packaged by a licensed
manufacturer and is labeled in compliance with federal and state law.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11.

Law Implemented: SDCL 36-11-33.
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20:51:15:07. Preparing a solution.-Fhe-preparation, by-anurse licensed-pursuantto-SPCL

Repealed.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,

effective June 2, 2024.
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20:51:15:10. Registrationand-renewalPart-time pharmacy license -- Expiration date --
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20:51:15:11. Schedule of attendance by pharmacist. A-registered licensed pharmacist

employed or otherwise engaged to supply pharmaceuticall services hnay have a flexible schedule of

| Commented [A172]: Clarity - “at a par
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20:51:15:13. Access to pharmacy -- Records. Only a-registered licensed pharmacist may

have access to the_part-time bharmacy—ﬁeelee#@ugs;ﬁ—thﬂmsp%m&sﬂg—fa&ﬁ%%eﬁed

faeﬂ+&es‘ If the pharmacist is absent from the hospital er-etherlike, nursing facility, or other related

facility, a registered nurse designated by the hospital ﬁnay obtain, from-a-hespital the pharmacy-steek \

of drugs;—aunit-dose-of, a drug; or medication necessary to administer to a patient in carrying out

[ Formatted: Strikethrough

Commented [A174]: Clarity - Isn’t all
captured by the phrase “part-time pharmac
the next few sentences provide an exceptic
restriction? If so, then the sentence should
provided below, only a licensed pharmacis
access...”

treatment and medication orders as prescribed by a licensed prescriber when the drug is not available
in floor supplies, or the emergency drug kit, to meet the immediate need of the patient. The nurse
shall leave in the pharmacy, on a suitable form, a record of any drugs removed, showing the name
of the patient, the name of the drug, the dosage form and strength, the amount taken, and the date
and time the drugs were removed, and shall sign the record. The nurse shall leave the record and the
container from which the dose was taken, in order that it may be properly checked by the pharmacist.
These records must be kepd for two years.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 50 SDR 138,
effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(4), 36-11-33.

Law Implemented: SDCL 36-11-2.2, 36-11-33, 36-11-34, 36-11-68.
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20:51:15:14. Pharmacy must be in a separate room. The h)harmacy hnust be in a separate [Commented [A177]: Clarity - “part-ti

[room Land locked at all times when-theregistered a licensed pharmacist is not on duty. Commented [A178]: Clarity - “within t

nursing facility, or other related facility”?

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986.

General Authority: SDCL 36-11-11, 36-11-33. [Formatted: Underline

Law Implemented: SDCL 36-11-33.
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20:51:15:15. Pharmacist controls emergency drugs in health care facilities. A pharmacist
of a—reg'rs%efed! licensed pharmacy in a health care facility] may provide, upon written request of the
\health care facility's\ prescribers, a defined supply ofdegend drugs in an emergency drug kit or crash
cart. The emergency drugs must meet the immediate therapeutic needs of a patient to prevent harm

to the patient due to a delay in obtaining-sueh the drugs from the pharmacy. The emergency drugs

must remain the property of the{fegiﬂ%efed licensedl pharmacy and must be stored on-site in a suitable,

controlled location in the health care facility.Fhe-emergeney-drug-supplies-are-governed-bythe

reported—use-or—at-least-monthly:_The pharmacy staff shall inspect all emergency drugs at least

monthly.

Source: SL 1975, ch 16, § 1; 12 SDR 151, 12 SDR 155, effective July 1, 1986; 26 SDR 92,
effective January 6, 2000; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(4), 36-11-33.

Law Implemented: SDCL 36-11-2.2, 36-11-33, 36-11-34.
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20:51:15:15.01. Pharmacist controls emergency kit in nursing facility. A—registered
phafmae'ts# licensed pharmacy may provide to a nursing facility a limited quantity of controlled

legend drugs-pursuantto-§§-44:58:07:09-and-44:73:08-H, a limited amount of noncontrolled legend

drugs, and nonprescription drugs, for emergency and supportive treatment, if requested in writing
by the medical director. The hoharmacist \shall retain control of all medications provided in emergency
kits.

The provider pharmacist shall comply with the following requirements:

(1) The medical director, director of nursing, and provider pharmacist shall jointly determine

and prepare a limited list of emergency drugs by identity and quantity. No more than ten different

controlled drugs-are may be stored in the emergency box, which may not contain-fe more than

twenty doses of any controlled drug;

(2) The provider pharmacy must be notified of any drug taken from the emergency kit;

(3) The provider pharmacy staff shall inventory and restock the contents of the emergency kit
after reported use or at least monthly;

(4) The emergency kit must be stored in a suitable, controlled location in the nursing facility
to prevent the unauthorized access of the drugs within it. The emergency kit exterior must be labeled

clearly; that it is an emergency kit and is for emergency use only. The emergency kit must contain

the name, strength, quantity, and expiration date of drugs contained therein;
(5) The provider pharmacy [may{ utilize an automated medication distribution device to store,

distribute, and record transactions as an emergency kit or for first dose medications—the pharmaey

(6) The provider pharmacy must provide each facility where an emergency kit is placed with

a contact number to a pharmacist twenty-four hours a day.
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All other controlled and noncontrolled legend medications must be obtained from a pharmacy

licensed to-distribute_dispense to patients hoursuant to SDCL 34-12B-1 and 34-12B-2‘. Commented [A189]: Legality - Neither
set forth a spf:ciﬁc licensure category. Wh
Source: 26 SDR 92, effective January 6, 2000; 50 SDR 138, effective June 2, 2024. reference trying to get at? That they must

the patient’s pharmacy of choice, unless tk
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General Authority: SDCL 36-11-11(1)(4).

Law Implemented: SDCL 36-11-2.2, 36-11-33, 36-11-34.
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20:51:19:03. Hours required. To qualify for a—eertificate—of registration renewal_of a

pharmacist license or reinstatement, a pharmacist must;)saeeessfuﬂl—l-y komplete twelve hours of

approved continuing education. The twelve hours of approved continuing education required each

year for renewal must be completed within the [twenty—four months] before the pharmacist's-eertificate
of registration_license expires. [If a pharmacist applies for yearly renewal of the pharmacist's
certificate—of registration license pursuant to SDCL 36-11-23, in order to receive renewal, the

pharmacist must have completed the required hours.\ If the pharmacist has a certification to

administer immunizations, the pharmacist must complete one hour of continuing education related
to immunizations, which may be one of the required twelve hours.
For the purposes of this section:

(1) “Approved continuing education,” means—these continuing pharmaceutical;{edue&ﬁeﬂs

education }programs made available by an approved provider;; and

(2) “Approved provider,” means any association, corporation, educational institution,
organization, or person who has been accredited by the Accreditation Council on Pharmaceutical
Education as having met its criteria, indicating the ability to provide quality continuing

pharmaceutical education prograrns] or any sponsor approved by the board in § 20:51:19:09.

Source: 4 SDR 54, effective February 26, 1978; 12 SDR 151, 12 SDR 155, effective July 1,
1986; 16 SDR 98, effective December 3, 1989; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1), 36-11-23.2.

Law Implemented: SDCL 36-11-23.1 to,36-+1-23.3 36-11-23 .4, inclusive.
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20:51:19:05.01. Audit to verify hours earned. The board shall audit at least five percent of [Formatted: Strikethrough

the-registered licensed pharmacists at random annually after licensure to verify their continuing
education.

Source: 9 SDR 171, effective July 12, 1983; 12 SDR 151, 12 SDR 155, effective July 1, 1986;
50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-23.2.

Law Implemented: SDCL 36-11-23.2, 36-11-23.3.
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20:51:19:14. Attendance by board or council members. Any member, or staff of the-Seuth

Daketa State Board of Pharmacy or advisory council on continuing education-shallhave-therightto

established in SDCL 36-11-23.4 may attend and supervise any continuing education program\.

Source: 4 SDR 54, effective February 26, 1978; 12 SDR 151, 12 SDR 155, effective July 1,
1986.

General Authority: SDCL36-H-10; 36-11-11, 36-11-23.2.

Law Implemented: SDCL 36-11-23.2, 36-11-23.4.
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\20:51:25:05L Alternative forms of patient information. Alternative forms of patient

informatiod—'mel—ade are written information leaflets, pictogram labels, video programs, or

information generated by electronic data processing equipmentHWhen—used—te—Feplrae%eﬁa-l W\
counseling-alternative Alternative forms of patient information-shall must advise the patient or
\

caregiver that the pharmacist may be contacted for consultation in person at the pharmacy; or by |

toll-free-telephone;-or-by-colleet-telephone-call. Alternative forms of patient information may also

be used ko supplement patient counseling.

Source: 19 SDR 93, effective December 31, 1992.
General Authority: SDCL 36-11-68.

Law Implemented: SDCL 36-11-68.
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20:51:27:02. Application form. The application form for licensure of a nonresident
pharmacy must include the information required by SDCL 36-11-19.3 and:

(1) Evidence of licensure in good standing in the nonresident pharmacy's home state;

(2) A description of any disciplinary action against the nonresident pharmacy or the
nonresident pharmacy owner, in the home state or any other state within the last four years and the
reason for the action;

(3) If the pharmacist-in-charge is not the sole owner or part owner of the merchandise and
fixtures of the nonresident pharmacy, an affidavit as described in SDCL 36-11-34;

(4) A list of all other states in which the pharmacy is licensed;-ané

(5) A description of pharmacy services provided to patients located in South Dakota; and

(6) /An inspection performed by the regulatory or licensing agency of the home state, any

accreditation agency recognized by the board, or the United States Food and Drug Administration,

that has been conducted on-site at the licensed nonresident pharmacy within the last four years: Any

and any deficiencies on the inspection that require corrective action-mustbeprovided—with-the
application.
Source: 24 SDR 40, effective October 5, 1997; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(3).

Law Implemented: SDCL 36-11-19.3.
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20:51:27:04. Report of change in ownership or location. The owner of a nonresident

pharmacy or persons delegated by the owner shall report the following to the board:

€)) [Change in pharmacist-in-charge, notify within ten days of change in position status; Commented [A207]: Legality - With th
36-11-40, is there any statutory authority t
notice?
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Law Implemented: SDCL 36-11-19.3, 36-11-37.
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20:51:28:02.02. Qualifications for pharmacy technicians to administer immunizations.
A pharmacy technician may administer immunizations if the technician:

(1) Is registered as d certiﬁed‘ pharmacy technician-in-thisstate, by the board;

(2) Has successfully completed anappreved immunization training program approved by the \

board for technicians;
(3) Is certified in cardiopulmonary resuscitation;-ané
(4) Is directly supervised by an on-site pharmacist who has a current authorization to

administer immunizations in this state; and

(5) Hasecempleted Completes one hour of continuing education related to immunizations
annually.

All technician immunization training, continuing education, and cardiopulmonary
resuscitation documents must be kept in the pharmacy for five years and available for inspection at
any time.

Source: 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13), 36-11-19.1¢H).

NN

Law Implemented: SDCL 36-11-2(26)(22), 36-11-19.1(1).
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20:51:29:00. Definitions. Terms used in SDCL 36-11-2 have the same meaning when used [Formatted: Underline

in this chapterean: [Formatted: Strikethrough
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‘ mentioned issue regarding this definition t

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;

50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:01. Purpose of registration. A registration program for all pharmacy technicians

is established for the primary purpose] of assuring the competency of registered pharmacy technicians Commented [A215]: Clarity/legality - \
have rules that set forth a “purpose” as it d
require, prohibit, or authorize an action. Is

and for purposes of identifying, tracking, and bringing disciplinary actions against pharmacy necessary?

technicians.

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;
50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:02. Registration required. Any dersod employed inl—Sa&th—Daket—a this state las a

pharmacy technician—er—pharmaey—technictan-in-training shall obtain and maintain during the
employment a current registration as a pharmacy technician—er—pharmaeytechnician-in-training

pursuant to this chapter. Any person accepting employment as a pharmacy technician-erpharmaey

technician-in-training in-Seuth-Daketa this state who fails to register as a pharmacy technician-er

pharmaey—technician-in-training as required by rule may be subject to disciplinary action in

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;
50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL ]36-1 1-2(—26}@.

73

Commented [A216]: Clarity - “individt
whenever a natural person is being referen
appears to be referenced here.

This revision may need to be made for ma
sections for this chapter listed in this pack

Commented [A217]: Style - ARSD DM

E
[ Formatted: Strikethrough
[

Formatted: Strikethrough

Commented [A218]: Clarity - This sent
placed with other renewal requirements. It
sense to put in this section. Please see recc
below.

Commented [A219]: Legality - I know
used throughout this chapter, but it is incre
essentially being the sole Law Implemente
pharmacy techs. You may want to conside

robust statutory framework to support thes

Commented [A220R219]: Legality - A
recommended this last year. This did not 1
bill” brought last session, I guess.




Commented [A221]: Clarity - “Initial a
registration.” ?

20:51:29:03.| Original application, Any, A person initiatly-applying must submit an initial
application for;a{eeﬁi—ﬁe&t%ef registration as a pharmacy technician-er—pharmaeytechnieian-in- {
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20:51:29:04. [College or vocational based\ training program. A person who is enrolled in a

college- or vocational-based,_pharmacy technician training program shall obtain a pharmacy

technieian-in-training technician registration from the board prior to beginning any on-site practical

experience.

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;
50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:05. Exemptions from registration. A &egistered pharmacy intern whose South

Dakota registration is in good standing [and who assistsin-the-technician-funetion-of the practice-of

pharmaey performs any function described in § 20:51:29:21 is not required to register as a pharmacy

technician with the board.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13), 36-11-25.

Law Implemented: SDCL 36-11-226)(22),36-11-25.
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20:51:29:06. Certification of pharmacy technicians.

obtain national certiﬁcation{with}n—twe—yeaf&e{lfegis&aﬂeﬂ—wﬁh—bh%beafd. The board-maynetrenew

A pharmacy technician-shall_may

pharmaey—technietan—isnattonathy—eertified. To obtain registration as a certified technician, the

person must be certified by a national organization and-has_have passed a pharmacy technician

certification examination that is accredited by the National Commission for Certifying Agencies-er

Pharmacy technician national certification does not supplant the need for a licensed pharmacist
to exercise control over the performance of a delegated function nor [does national certification
exempt the pharmacy technician from registration pursuant to this chapteﬁ.

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;
50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:07. Registration application form--Fee. The application form for registration as a
pharmacy technician must contain:

(1) The applicant's name, address, phone number, date of birth, gender, social security
number, and email address;

(2) The applicant's work experience;

(3) Current and past places of employment;-and

(4) A non-refundable fee; and

(5)_Proof of six hours of continuing education obtained within the last twenty-four months or

proof of current pharmacy technician certification.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-226)(22), 36-11-11(13).
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20:51:29:08. Declaration of current impairment or limitations. The applicant shall declare
any current use of drugs, alcohol, or other chemical substances that in any way impairs or limits the

applicant's ability to perform the duties of a pharmacy technician with reasonable skill and safety.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-226)(22).
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20:51:29:09. Felony or misdemeanor crimes. The ]applicant shall declare any history bf Commented [A236]: Clarity - Same po
both the initial application and the renewal
might make it easier to repeal this section
content in the initial application section an
application section.

being charged with, convicted of, or entering a plea of guilty or no contest to, a felony or

misdemeanor crime other than any traffic violation with a fine under one hundred dollars.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:10. Sworn signature. The applicant \shall sign and attest to the accuracy of the

application under }penalty of perjury and shall submit it to the board. Commented [A237]: Clarity - Same. Tl
appears to be relevant to both initial and re
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024. applications.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:12. [Registration fee\. The fee for initial registration is twenty-five dollars. The

renewal fee for-the registration is twenty-five dollars.AJrFees—s-haﬂl-l; [The fee must be paid at the time the,

aew initial application or the renewal application is submitted.

\

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22). 36-11-11(13).
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20:51:29:13.—Fimeliness—ofinitial application—er—renewalapplieation_Expiration of

registration -- Requirements for renewal -- Continuing education. An initial application may be

denied if not received within the period specified in § 20:51:29:03.

denied-if not received-by-the Registration as a pharmacy technician expires on October thirty-first

Formatted: Strikethrough

Formatted: Underline, Not Strikethrot

Formatted: Underline, Not Strikethrot
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it ten sections further down the chapter. Tl
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expiration-date and must be renewed annually. Any registration not renewed before-its-expiration

date_on,_or before October thirty-first is [delinquend.‘ To renew the registration, the pharmacy

technician must submit to the board:

(1) A renewal application;

(2)  The non-refundable renewal fee; and

3 Proof of:

(a) Having completed six hours of continuing education within the last twenty-four months;

(b) Current national certification from a pharmacy technician program accredited by the

National Commission for Certifying Agencies.
__ An individual who continues employment as a pharmacy technician without a current
registration may be subject to disciplinary actions as set forth in § 20:51:29:27.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:14. Registration certification. \The pharmacy technician shall maintain a
certificate of registration as a pharmacy technician.‘ The pharmacist-in-charge of each pharmacy
\utilizing la pharmacy technician is responsible for verifying that any technician working in the

pharmacy is registered with the board and compliant with all rules of this chapter. Any violation by

the technician may be grounds for disciplinary action against the pharmacist-in-charge.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-226)(22), 36-11-2.2, 36-11-34.
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20:51:29:15. Notification to the board. A _registered pharmacy technician shall, within ten [Formatted: Underline

days of any change in the technician's name, address, or pharmacy employment status, report that
change to the board.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:16. Training and utilization of pharmacy technicians. The pharmacist-in-charge

of a pharmacy shall ensure that g registered pharmacy technician receives adequate training in the

tasks performed by—pharmaey technicians working at that pharmacy. A pharmacy ﬁltilizing a

registered pharmacy technician shall develop, implement, and periodically review written policies

and procedures for training and utilizing—pharmaey technicians appropriate to the practice of

pharmacy at that pharmacy. Each pharmacy shall specify the frequency of review in its policies.

Each pharmacy shall document and maintain each, _registered pharmacy technician's training for the

duration of employment. The pharmacy shall make its policies and procedures and documentation

of registered pharmacy technician training available for inspection by the board.

Source: 31 SDR 35, effective September 19, 2004; 38 SDR 121, effective January 17, 2012;
50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:17. Identification of pharmacy technicians. A registered pharmacy technician [Formatted: Underline

shall, while on duty, wear a visible identification badge that clearly identifies the person as a
pharmacy technician and includes the technician's first name.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:18. Misrepresentation prohibited. A registered pharmacy technician may not [Formatted: Underline

representi—himselrﬁer—hefselrf themself bs a pharmacist. Commented [A248]: Style - Eliminatin

. language. ARSD DM, pg. 16.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024. ‘ {Formatted: Strikethrough

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:19. Ratio. \Up\ to three_registered pharmacy technicians may be on duty in a Commented [A249]: Clarity - Since AF
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SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).
Law Implemented: SDCL 36-11-2(26)(22).

Cross-Reference: Number of interns, § 20:51:02:11.01.
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20:51:29:19.02. Exception to ratio for hospital, mail order, and long-term care

pharmacy. The maximum ratio of pharmacists to _registered pharmacy technicians who may be on

duty in a hospital, mail order, or long-term care pharmacy is determined by the pharmacist-in-charge.
Regardless of the ratio, the following requirements must be met:

(1) Medication must be dispensed pursuant to a legal prescription;

(2) The technology must include tablet or product imaging or bar code scanning, to ensure
accuracy in the prescription filling process;

(3) A role-based access software automation system that places stop points within the
prescription filling process must be used, and the system must require a pharmacist's intervention
before the prescription may move to the next step in the prescription dispensing process;

(4) Pharmacy software that screens and detects drug allergies, identifies drug interactions, and
checks age-appropriate dosage ranges must be used;

(5) A pharmacist shall review clinically significant computer warnings of drug interactions,
therapy duplications, and contraindications;

(6) Electronic surveillance technology must be used to control access or to provide continuous
monitoring of all areas where drugs are stored or dispensed;

(7) All non-pharmacist personnel who input patient drug information into a computer or

whose duties include receiving, packaging, or shipping of drugs;, or who have access to any areas

where drugs are dispensed, must be registered as a pharmacy technieians-and-meet-the requirements

of technician jn accordance with this chapter20:51:29 or be [registered as a pharmacy intern under

[Formatted: Underline

Formatted: Strikethrough
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| Formatted: Underline

chapter 20:51:02;

(8) In hospital and long-term care pharmacies, nursing personnel in facilities served by the
pharmacy shall have telephone access to a pharmacist twenty-four hours a day, seven days a week.
In mail order pharmacies, a patient shall have access to a pharmacist twenty-four hours a day, seven

days a week on a dedicated pharmacist staff line;
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(9) Drug information must be readily available to pharmacists;

(10) A quality assurance program that identifies and evaluates dispensing errors,
accompanied by a continuous quality improvement program that assures lvery hig}ﬁ dispensing
accuracy rates, must be in place;

(11) ]There must be\ written policies and procedures for all clerical, supportive, technical, and
clinical pharmacy functions;

(12) There must be written policies and procedures for training personnelL including ongoing
training programs for all personnel and documentation of that training for each employee; and

(13) There must be a monitoring program designed to prevent diversion of controlled

substances. This-ineludes The program must include perpetual inventory of all scheduled controlled

drugs. [Routine audits must be conducted] to review purchases versus dispensing of controlled drugs
to deter and detect diversion.

Source: 36 SDR 21, effective August 17, 2009; 42 SDR 19, effective August 19, 2015; 50
SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22), 36-11-19.2, 36-11-33.
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20:51:29:20. Delegation and supervision of technical functions. A pharmacist may

delegate jany technical dispensingfunetions function to a registered pharmacy technician provided ;

function is

performed under the immediate personal supervision of the pharmacist delegating the function. The

pharmacist shall provide and document the final verification for the accuracy, validity,
completeness, and appropriateness of the patient's prescription or medication order prior to the
delivery of the medication to the patient or the patient's representative.

The physical presence requirement of the pharmacist does not apply when utilizing an

[automated mechanical distribution device. The,_registered pharmacy technician may place

medications into the automated mechanical distribution device that have been checked by the

pharmacist. The pharmacist is not required to accompany the registered pharmacy technician when
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placing medications into the automated mechanical distribution device. The automated mechanical
distribution device must be capable of printing out a record of medications filled by the registered
pharmacy technician. The record must be checked and verified by the pharmacist daily.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL \36-1 1-1 1(1)(5)(13).\
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20:51:29:21. Technical functions. At the discretion of the supervising pharmacist, technical

functions that may be delegated to a registered pharmacy techniciarﬂ%ﬂel-&é%@:

prescription or medication order in a licensed pharmacy;

(2) Accepting prescription refill authorization communicated to a pharmacy by a prescriber,
or by the prescriber's agent. Any changes other than the number of refills on the prescription may
not be accepted by a technician and must be accepted by a pharmacist or pharmacy intern;

(3) Contacting prescribers to obtain prescription refill authorization;

(4) Collecting pertinent patient information;

(5) Inspecting drug supplies provided and controlled by a South Dakota licensed pharmacy,
including drug supplies maintained in an [automated mechanical distribution deviceL emergency
medical room, ambulance, long-term care facility, hospital nursing unit, or hospice facility; and

(6) Assisting the pharmacist with the preparation of medications for administration to the
patient topically, by injection, or by other approved methods.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:22. Tasks a pharmacy technician may not perform. A_registered pharmacy [Formatted: Underline

technician may not:

(1) Provide the final verification for the accuracy, validity, completeness, or appropriateness
of a filled prescription or medication order;

(2) Conduct prospective drug use review or evaluate a patient's medication record for
purposes identified in § 20:51:25:02;

(3) Provide final verification of automated dispensing medication fill records for accuracy
and completeness;

(4) Make decisions that require a pharmacist's professional judgmenﬂ such as interpreting new

Commented [A264]: Clarity - Example
avoided.

(5) Accept new verbal prescription medication orders communicated to the pharmacy by a Commented [A265R264]: Style - If ex
absolutely necessary, then use an Example

in ARSD DM, pg. 21.

prescriber or the prescriber's agent; or

(6) Provide pharmaceutical services in a pharmacy without a pharmacist being present, except
as authorized in chapter 20:51:30.

A violation of this section may be grounds for disciplinary action as provided in § 20:51:29:27.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22), 36-11-26. Commented [A266]: Legality - This s

discusses discipline of a pharmacist, not a
pharmacy technician. Should be struck.

Commented [A267R266]: Legality - S
comment on 20:51:29:13.
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20:51:29:23. Misrepresentative deeds. A registered pharmacy technician may not make any [ Formatted: Underline

statement tending to deceive, misrepresent, or mislead anyone, or be a party to or an accessory to
any fraudulent or deceitful practice or transaction in a pharmacy.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22).
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20:51:29:24. Confidentiality. In the absence of express written consent from the patient or a
written order or direction of a court, except where the best interests of the patient require, a registered

pharmacy technician may not divulge or reveal to any person, other than as outlined in SDCL 36-

11-69, any of the following information:
(1) The contents of any prescription drug order or medication, the therapeutic effect thereof,
or the nature of professional pharmaceutical services rendered to the patient;
(2) The nature, extent, or degree of illness suffered by the patient; or
(3) Any medical information furnished by the prescriber.
Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-226)(22), 36-11-69.
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20:51:29:25. Illegal or unethical behavior. A _registered pharmacy technician may not [Formatted: Underline

exhibit illegal or unethical behavior in connection with the technician's pharmacy employment.

Illegal or unethical behavior ]includes; verbal or physical abuse, coercion, intimidation, harassment, Commented [A268]: Clarity - Same as

list exhaustive?

sexual advances, threats, degradation of character, profanity, indecent or obscene conduct, and theft. Commented [A269R268]: Legality - It
critical that a list of grounds for adverse er

be exhaustive and clear.

A violation of this section may be grounds for disciplinary action as provided for in § 20:51:29:27.

[ Formatted: Strikethrough

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22), 36-11-26. { commented [A270]: Legality - Same a
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20:51:29:26. Denial of registration. The board may denﬁ an application‘ for registration as a Commented [A272]: Clarity - “an initiz
application”?

pharmacy technician for any violation of:

(1) The laws of this state, another state, or the United States, relating to prescription drugs,
controlled substances, or nonprescription drugs; or

(2) This chapter.

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-11-2(26)(22);36-11-26, { commented [A273]: Legality - Same.
[Formatted: Strikethrough
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20:51:29:27. Disciplinary actions. For violations of this chapter, the board may:

(1) Revoke a pharmacy technician registration;

(2) Suspend a pharmacy technician registration until further order of the board or for a
specified period;

(3) Not renew a pharmacy technician registration;

(4) Prohibit permanently, until further order of the board, or for a specified period, the
engaging in specified procedures, methods, or acts;

(5) Impose a probationary period;

Commented [A274]: Style/form - Shou
capitalized?

(7) Issue a letter of concern or public reprimand. Commented [A275R274]: Style - Agre
capitalized in SDCL chapter 36-2A, so it s

capitalized here as a proper noun. ARSD I

Source: 31 SDR 35, effective September 19, 2004; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(1)(13).

Law Implemented: SDCL 36-2A-2, 36-2A-6, 36-11-2(26)(22)} 36-11-26, | Commented [A276]: Legality - Same.
[ Formatted: Strikethrough
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CHAPTER 20:51:30

TELEPHARMACY

Definitions.

Application for remote pharmacy site.
Ownership or control by pharmacist required.
Board inspection.

License renewal.

License required.

Audiovisual link.

Remote pharmacy identification sign.
Restricted-area-peosted access to remote pharmacy.
Telephone number.

Pharmacist staffing requirements.

Technician and intern staffing requirements.
Pharmacist-to-technician ratio.

Prescription workload.

Requirements for prescription orders.
Requirements for operation.

Routine quality assurance required.

Use of automated prescription dispensing device.
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20:51:30:03. Ownership or control by pharmacist required. The board may not issue a

permit license to conduct a remote pharmacy to any pharmacist applicant unless;steh the pharmacist [ Formatted: Strikethrough

[Formatted: Underline

applicant is an owner, or part owner, of the place of business from which the pharmacist will practice
telepharmacy, or unless the non-pharmacist owner of the place of business from which the
pharmacist will practice telepharmacy files an affidavit \on a form prescribed by the board delegating

full and complete authority to the pharmacist applicant to be in active management of the place of

business\ for the license year ending June-39 thirtieth. Commented [A277]: Clarity - Could a
the affidavit in 36-11-34 be made here to s

Source: 35 SDR 183, effective February 2, 2009.

General Authority: SDCL 36-11-11(1), 36-11-72(1).

Law Implemented: SDCL 36-11-34)36-11-72. Commented [A278]: Legality - The rel

of this section should be cited.
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20:51:30:09. Restricted-areapested_access to remote pharmacy.-Theremotepharmaey

There must be restricted access] to the-restrieted-area remote pharmacy. The security system at the Commented [A279]: Clarity - What do
mean? Restricted access to who?

remote pharmacy must allow for tracking of each entry into the pharmacy. The pharmacist-in-charge
shall review the log of entries at least weekly.

Source: 35 SDR 183, effective February 2, 20009.

General Authority: SDCL 36-11-11(1), 36-11-72(2)5(5). [Formatted: Strikethrough

Law Implemented: SDCL 36-11-72(2):(5). Commented [A280]: Legality - There i
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20:51:30:12. Technician and intern staffing requirements. Each remote pharmacy must be

staffed with \registere(ﬂ certified ]pharmacy hechnicianﬁ or_registered pharmacy interns. A, registered
pharmacy technician working at a remote pharmacy without an onsite pharmacist, pharmacy intern,

or [experienced telepharmacy technicianL must have a minimum of-twe_one thousand hours of

experience as a registered pharmacy technician in accordance with chapter 20:51:29 andshal, must

[be certified in accordance with § 20:51:29:06.-One-theusand Five hundred hours of this experience \z.

must be in a telepharmacy with an onsite pharmacist, pharmacy intern, or another_registered ‘ 

\

\
pharmacy technician meeting the experience requirements for technicians in this section An A |

RN

\

pharmacy intern may work at a remote pharmacy if the intern has at least five hundred hours of \

experience as a &egistered pharmacy intern in accordance with chapter 20:51:02.

Source: 35 SDR 183, effective February 2, 2009; 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(13), 36-11-72(3).

Law Implemented: SDCL 36-11-2(26)(22), 36-11-25, 36-11-71.
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20:51:30:13. Pharmacist-to-technician ratio. The pharmacist on duty at a central pharmacy

may supervise no more than the number of registered pharmacy technicians allowed in accordance

with § 20:51:29:19. The total number of allowed, registered pharmacy technicians may be divided

between the central pharmacy and the remote pharmacy in any manner. However, each remote

pharmacy must have ]at least one pharmacy technician or pharmacy intern,-that who meets the-eriteria

requirements in § 20:51:30:12, on duty when it is open.

Source: 35 SDR 183, effective February 2, 2009.
General Authority: SDCL 36-11-11(1), 36-11-72(3).

Law Implemented: SDCL36-1-72(3) 36-11-2(22). 36-11-71.
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20:51:30:15. Requirements for prescription orders. Only a-registered pharmacist may take

averbal prescription order. A registered pharmacy technician at the remote pharmacy may not accept

verbal orders for new prescriptions; but may accept written orders. A written order for a new

prescription may be entered at the central pharmacy or the remote pharmacy. The pharmacist must
approve or override all drug utilization review alerts.

Source: 35 SDR 183, effective February 2, 20009.

General Authority: SDCL 36-11-11(1), 36-11-72(5).

Law Implemented: SDCLBé—H—J%(é}J 36-11-2.2, 36-11-2(22), 36-11-71.
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20:51:30:16. Requirements for operation. The following requirements-ust-be-adhered-to

2pply when operating a remote pharmacy:

(1) The remote pharmacy may only be open if a computer link, video link, and audio link with
the central pharmacy are functioning properly. If any link is not functioning properly, the remote
pharmacy must be closed unless a pharmacist is working at the remote pharmacy;

(2) No remote pharmacy may be open when the central pharmacy is closed, unless aticensed
pharmacist is working at the remote pharmacy;

(3) Any prescription filled at the remote pharmacy must be profiled, reviewed, and interpreted
by a pharmacist at the central pharmacy before the prescription is dispensed;

(4) Any remotely dispensed prescriptions must have a label properly prepared in accordance
with § 20:51:05:21 attached to the final drug container before the pharmacist-eertifies_verifies the
dispensing process. This prescription-eertifieation verification process must be done in real time. All

prescription-eertification_verification must be documented in the computer record. The computer

must be capable of carrying the initials of the registered pharmacy technician preparing the

prescription and the pharmacist verifying the prescription. Verification is required for both new
prescriptions and refills;

(5) When the patient receives a prescription, the pharmacist must use audiovisual
communication to counsel the patient regarding use of the prescription being dispensed. Counseling
is required only for new prescriptions. The pharmacist must meet the counseling standards in

accordance with § 20:51:25:04; and

(6) The remote pharmacy must maintain a log, signed by the patient, that documents a
patient's refusal for counseling by the pharmacist.
Source: 35 SDR 183, effective February 2, 2009.

General Authority: SDCL 36-11-11(1), 36-11-72(2):(3):(4):(5).

Law Implemented: SDCLBé-H-H{éZ—H%%M};(é} 36-11-2.2, 36-11-2(22), 36-11-71.
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20:51:30:18. Use of automated prescription dispensing device. If the remote pharmacy
uses an automated mechanical dispensing device, the stocking and loading of this device must either
be checked by a pharmacist, prior to use, or employ a secure fbar coding‘ system or its equivalent.
Policies and procedures consistent with § 20:51:17:02 regarding the operation of the automated

mechanical-distribution-system dispensing device \must be developed and submittedl to the board for

consideration. After approval, these policies and procedures must be available at both the central
pharmacy and the remote pharmacy.
Source: 35 SDR 183, effective February 2, 2009; 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-1 I(I)Jéé)L 36-11-72(5)(6).

Law Implemented: SDCL36-H-116);36-1H-72(6) 36-11-2.2, 36-11-71.
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20:51:31:32. Compounding and hazardous drug handling standards -- United States
Pharmacopeia compounding standards implemented by reference. All sterile compounding,
nonsterile compounding, and repackaging must be handled in accordance with federal law, this
chapter, and the United States Pharmacopeia—National Formulary (February 1, 2024), General
Chapter 797 Pharmaceutical Compounding — Sterile Preparations, General Chapter 795
Pharmaceutical Compounding — Nonsterile Preparations, General Chapter 800 Hazardous Drugs —
Handling in Healthcare Settings, and General Chapter 825 Radiopharmaceuticals — Preparation,
Compounding, Dispensing, and Repackaging.

Source: 50 SDR 138, effective June 2, 2024.

General Authority: SDCL 36-11-11(3)(8).

Law Implemented: SDCL 36-11-2.2(3), 36-11-11(3)(8), 36-11-46.

Reference: United States Pharmacopeia'—-Compounding Compendium[ (February 1, Commented [A298]: Clarity - Above, t
. Formulary is used. Why is there a differen
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20:51:31:33. Policy and procedure manual. The pharmacist-in-charge must prepare and
maintain a policy and procedure manual for compounding practices. The policy and procedure

manual must include a quality assurance program; and all applicable United States Pharmacopeia

requirements, and be available for inspection by the board.
Source: 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(3)(8).
Law Implemented: SDCL 36-11-2.2(3), 36-11-46.
Reference: United States Pharmacopeia--Compounding Compendium (February 1,

2024), available at ﬂlttps://online.uspnf.com/uspnf.] Cost:-$800 $250 for individual user.
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20:51:31:34. Compounding requirements. [Any pharmacy that engages in compounding

must adhere to physical, equipment, and environmental requirements established by United States

Pharmacopeial Pharmacy compounding staff [shall have access to current reference materials Commented [A302]: Legality - Is this r
11-46? If you retain, this must follow the ]
format as noted above.

applicable to compounding.

| Commented [A303R302]: Legality - N

Source: 50 SDR 138. effective June 2. 2024 issue last year. Was not addressed in that r
’ ’ Commented [A304]: Clarity - Who has
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Law Implemented: SDCL 36-11-2.2(3), 36-11-46.

Reference: United States Pharmacopeia--Compounding Compendium (February 1,

2024), available at ﬂlttps://online.uspnf.com/uspnﬂ Cost:-$800 $250 for individual user. [Commented [A305]: Same.
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20:51:33:01. Applicability. The \following procedure bpplies to complaints about holders of

the licenses,permits; registrations, or certificates regulated by thd Board of Pharmacy].
Source: 45 SDR 86, effective December 24, 2018.

General Authority: SDCL 36-11-11(1)2)(3)(10)-and-(13), 36-11A-14.

Commented [A306]: Clarity - This is v
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Law Implemented: SDCL 36-11-1, 36-11-13, 36-11-15, 36-11-16.1, 36-11-19.4, 36-11-19.6,

36-11-20, 36-11-23.3, 36-11-26;36-H-28;36-11-29, 36-11-30, 36-11-31, 36-11-44, 36-11-46, 36-

11-48:36-11-49, 36-11-65,36-11A-14,
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20:51:33:02.\ Complaints.\ The executive secretary fmay initiate an investigationtbﬁasie(j ona Commented [A311]: Legality - Again,
section square with SDCL 36-1C-2 and SI

written complaint. Any person filing a complaint shall submit the complaint in writing to the Commented [A312]: Legality - SDCL
the administrator “shall assign an investig;
after serving a copy of the complaint to th

executive secretary. A complaint is not a public record. The executive secretary shall dismiss any complaint and after allowing twenty days

complaint that concerns matters over which the board does not have jurisdiction, and shall notify the

complainant of that action. The executive secretary may also initiate an investigation upon

reasonable suspicion that a llicensee or registranﬂ is in violation of any applicable standard for Commented [A313]: Clarity - What ab

holds a certificate?

professional conduct. Commented [A314R313]: Legality - If
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Source: 45 SDR 86, effective December 24, 2018.
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36-11-20, 36-11-23.3, 36-11-26;36-H-28; 361129, 36-11-30, 36-11-31, 36-11-44, 36-11-46, 36-

11-48,36-11-49, 36-11-65, 36-11A-14.
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20:51:33:03. \Investigations.\ The executive secretary shall initiate an investigation of a Commented [A316]: Legality - Same c

re: chapter 36-1C.

complaint by notifying the license, registration, or certificate holder of the complaint and obtaining

a response to the complaint. If the executive secretary determines that the complaint concerns

compliance with licensing standards and requirements, the executive _secretary shall investigate the Formatted: Underline

Formatted: Strikethrough
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20:51:33:04. Completion of complaint investigation, Upon completion of a complaint
investigation, the executive secretary may:
(1) Dismiss the complaint as unsubstantiated or requiring no further action. Dismissal of a

complaint is not a public record;

(2) Issue a letter of concern, that—shall must be placed in the hicensee’s or registrant's\k

permanent records. A letter of concern is not a public record;

(3) Recommend the board issue the licensee or registrant a public reprimand;

(4) Recommend the board re-open and modify the license to include compliance with
specified terms and conditions; or

(5) Recommend the board suspend or revoke the license.

If the executive secretary recommends issuance of a public reprimand, re-opening and
modification, or suspension or revocation of the license, registration, or certificate held by the

licensee or registrant, the executive secretarﬁsha-ﬂ must h’lotify the licensee or registrant of the right

to contest the recommendation. If contested, the executive secretaryshall_must issue a petition for

hearing that sets out the recommendation and the reasons for the recommendation and initiates a

contested case hearing. A copy of the petition for hearing—shall must be sent to the licensee or

registrant. The executive secretary and licensee or registrant may enter into a settlement agreement
concerning the recommendation to be made to the board.
Source: 45 SDR 86, effective December 24, 2018.

General Authority: SDCL 36-11-11(1)2)(3)(10).and (13).

Law Implemented: SDCL 36-11-1, 36-11-13, 36-11-15, 36-11-16.1, 36-11-19.4, 36-11-19.6,
36-11-20, 36-11-23.3, 36-11-26,36-11-28, 36-11-29, 36-11-30, 36-11-31, 36-11-44, 36-11-46, 36-

11-48;36-H-49, 36-11-65, 36-11A-14.
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20:51:33:05. Status of complainant. The complainant is not a party to any contested case
hearing resulting from the executive secretary's investigation of a complaint, although the
complainant may be called as a witness in the hearing. The executive secretary shall notify a
complainant of any public final agency action taken as a result of a complaint.

Source: 45 SDR 86, effective December 24, 2018.

General Authority: SDCL 36-11-11(1)f23(3)(10)and-(13). [ Formatted: Strikethrough

[ Formatted: Strikethrough
Law Implemented: ’SDCL 36-11-1,36-11-13,36-11-15,36-11-16.1, 36-11-19.4, 36-11-19.6,

[ Commented [A324]: Legality - Same.

36-11-20, 36-11-23.3, 36-11-26;36-H-28;36-H-29, 36-11-30, 36-11-31, 36-11-44, 36-11-46, 36-

11-48;36-11-49, 36-11-65, 36-11A-14.
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20:51:33:06. Effect of failure to renew during investigation. The holder of a license,
registration, or certificate may choose not to renew the license, registration, or certificate after a

complaint investigation has been initiated by the executive secretary. A failure to renew after an

investigation has been initiatedshal, must be reported as "Mithdrawn under investigation" in the ’

board's permanent \license lﬁles and in any national databases to which the board is required to report

licensure action.
Source: 45 SDR 86, effective December 24, 2018.

General Authority: SDCL 36-11-11(1)2)(3)(10).ané-(13).

[Law Implemented:] SDCL 36-11-1, 36-11-13, 36-11-15, 36-11-16.1, 36-11-19.4, 36-11-19.6,
N\ [ Formatted: Strikethrough

36-11-20, 36-11-23.3, 36-11-26;36-H-28;36-1H-29, 36-11-30, 36-11-31, 36-11-44, 36-11-46, 36- |

11-48;36-H-49, 36-11-65, 36-11A-14.
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20:51:36:02. License required. Any pharmacy acting as a central fill pharmacy in this state
must be-permitted licensed pursuant to SDCL 36-11-32 and not-permitted licensed as a pharmacy
under SDCL 36-11-33. Any central fill pharmacy located outside the state must be licensed as a non-

resident pharmacy. Any originating pharmacy located in this state must be-permitted licensed as a

\full—time pharmacy{.
Source: 50 SDR 138, effective June 2, 2024.
General Authority: SDCL 36-11-11(1)(3).

Law Implemented: SDCL 36-11-19.2, 36-11-19.3, 36-11-30.
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\20:67 :02:01. Application and fee. A wholesale or other distributor must apply each year to

the board, electronically or on a form supplied by the seeretary-ofthe board, for a license to engage

in_the distribution of prescription drugs. Each application;shali must be accompanied by a license

fee 0f-$200 five hundred dollars.

Source: 18 SDR 95, effective November 25, 1991; 24 SDR 160, effective May 26, 1998; 45
SDR 86, effective December 24, 2018.

General Authority: SDCL 36-1 1A—14A€H;€6ﬂ

i G S —

Law Implemented: SDCL 36-11A-7, 36-11A-8.
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20:67:02:10. Out-of-state wholesale or other drug distributor application -- Other state
license required. Out-of-state wholesale or other drug distributors must meet the application and
fee requirements of this chapter and must also submit a copy of their wholesale drug cﬂistributor‘s
license or its equivalent from the state in which the distributor is located if a license is issued by that

state. Any applicant located outside of the state must provide a copy of-a the most recent inspection

that has been conducted within the last four years by the facilities home state licensing agency or

[anv other agency approved by the boarcﬂ.%thef%af%afw Any findings or deficiencies that are

observed during the inspection, and an explanation of lcorrections, must be included with the

application.

Source: 18 SDR 95, effective November 25, 1991; 45 SDR 86, effective December 24, 2018.
General Authority: SDCL 36-11A-14(1).

Law Implemented: SDCL 36-11A-7, 36-11A-11, [36—1 1A-28.
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DIRECTIONS FOR SUBMITTING THE FINAL DRAFT

Rules Review Meeting Schedule for the 2025 Interim: The Interim Rules Review Committee will
meet April 8, May 6, June 10, July 15, August 19, September 9, and October 7. Meeting notices will be
posted on the LRC website and at the Capitol.

A.

Committee: The following materials must be served on the Committee at least seven calendar
days before the committee meeting via first-class mail, e-mail, or both:

1.

Form 12 - Affidavit and all its referenced documents (for final rules, please three-hole punch
and number by page the final rules):

O e Yo R o g )

g

Form 10 - Minutes of Public Hearing;

. A record of written comments;

Form 14 - Small Business Impact Statement;

. Form 5 - Fiscal Note;

For any rules that increase a fee, per SDCL 1-26-4.8, a completed Form 17;

For any rules prescribing new standards or requirements for building or remodeling a
residential structure based on a model code, the Form 16 — Housing Cost Impact Statement;
and

The final rules as adopted;

Form 15 - Rules Presentation Format;

First draft of proposed rules containing LRC recommendations for style, form, clarity, and
legality; and

Letter from the LRC to the agency.

Legislative Research Council: The following materials must be submitted to the LRC at least
seven calendar days before the committee meeting:

1.

Final draft of adopted rules, double-spaced and containing only amended, repealed, or
adopted rules, and showing overstrikes and underscores;

Original Form 11; and

Copies of:

a. Form 10 - Minutes of Public Hearing

b. A record of written comments;

c. Form 12 - Affidavit of Service;

d. Form 15 - Rules Presentation Format; and

e. Form 17 - Agency Financial Resources, if applicable.

Office of the Secretary of State: Following Committee hearing, each agency must complete
and sign all documents before filing:

1.

Form 13 - Certificate of rule completion;

2. Final draft of the adopted rules; and

3. Form 11 (per Secretary’s request).

Updated March 2025



FORM 15

Rules Presentation Format

Department/Board/Commission Name

Please complete these questions to show that the SDCL 1-26 rule-making process is complete.

Use this format to organize your presentation to the Committee.

Approval to proceed? Yes No Date

e Date of public hearing

e Date proposed rules and supporting documents submitted to the LRC and the Bureau of
Finance and Management
o any publication incorporated by reference;
o the fiscal note;
o the impact statement on small business; and
o the notice of hearing.

¢ Date and name of newspapers in which the notice of public hearing was published:

o Date Newspaper
o Date Newspaper
o Date Newspaper

e Summary of how, when, and number of interested persons, if any, were contacted.

e Page numbers in the minutes where the agency considered amendments, data, opinions,
or arguments regarding the proposed rules, along with any changes and final action.

e For any rule implementing a bill from a preceding session, the number of the bill:

e Date final rules and supporting documents submitted to the LRC and the Committee

As of March 2025
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