COMMONWEALTH OF VIRGINIA
¢ Meeting of the Board of Pharmacy

Perimeter Center, 9960 Mayland Drive, Second Floor (804) 367-4456 (Tel)
Henrico, Virginia 23233 (804) 527-4472(Fax)
Tentative Agenda of Virtual Regulation Committee Meeting
May 3, 2021
9AM

k% Refer to the Second Page of Agenda for Meeting Access Information™***

TOPIC PAGES

Call to Order: Cheryl Nelson, Committee Chair
Welcome & Introductions
e Approval of Agenda

Call for Public Comment

Agenda Items 12
e Chart of Regulatory Actions 34
e Chart of Regulatory/Workgroups from 2021 General Assembly Actions
e Petition for Rulemaking 18VAC110-20-290; Request to Shorten Expiration ST
Date of Schedule II Prescription 8-15
e Periodic Review of Chapters 20, 21, 30, 40, and 50 16-51
e Revision/Re-adoption of Guidance Documents 110-17 and 110-2 52-58
e Feedback on ACPE Standards 2025 59-96
¢ Identify Subjects for Possible Legislative Proposals for 2022 General
Assembly Session
Adjourn

***The Board will have a working lunch at approximately 12pm.***



Virginia Board of Pharmacy

Instructions for Accessing May 3, 2021 Virtual Regulation Committee Meeting and
Providing Public Comment

e Access: Perimeter Center building access is restricted to the public due to the COVID-19 pandemic. To
observe this virtual meeting, use one of the options below. Participation capacity is limited and is on a
first come, first serve basis due to the capacity of CISCO WebEx technology.

¢ Public comment: Comments will be received during the meeting from those persons who have submitted
an email to caroline.juran @dhp.virginia.gov no later than 8am on May 3, 2021 indicating that they wish
to offer comment. Verbal comment may be offered by these individuals when their names are announced
by the chairman. Comments should be restricted to 3-5 minutes each.

e Public participation connections will be muted following the public comment periods.

e Please call from a location without background noise.

e Dial (804) 367-4488 to report an interruption during the broadcast.

e FOIA Council Electronic Meetings Public Comment form for submitting feedback on this electronic
meeting may be accessed at http://foiacouncil.dls.virginia.gov/sample%20letters/welcome.htm

JOIN THE INTERACTIVE MEETING
https://covaconf.webex.com/covaconf/j.php?MTID=me4e0d4dc94d0e5304b4{8657082fa47
Meeting Number: 185 663 6263

Password: Regulation2021!

JOIN BY PHONE
+1-517-466-2023 US Toll
+1-866-692-4530 US Toll Free
Access code: 185 663 6263
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parameters on supply limits, quantity limits and the strength of medication. When appropriately
prescribed, there are many instances whereby patients may not be able to fill their prescriptions
immediately. For example, prescribers may write prescriptions with a “do not dispense date” to prevent
future gaps in therapy for the patient. Certain conditions such as sickle cell anemia, multiple sclerosis,
and renal calculi (kidney stones) may warrant pain management approaches requiring intermittent use
of opioids that result in a patient’s delayed pursuit of filling a controlled substances prescription,
Further, upon discharge from an acute care cpisode, patients may transfer to several different sites of
care before released to the home setting. It is not until that time that the patients may fill their discharge
medications.

For these reasons, Kaiser Permanente is taking a cautious approach and, respectfully, does not
support the current petition as presented to amend 18VAC 110-20-290.

Feel free to contact me at monet.stanford@kp.org or (202) 465-6410 should any further inquiries arise.
Thank you for your time and consideration.

Sincerely,

A G%mﬁi i

Monet Stanford, PharmD, PAHM

Pharmacy Government Relations and Regulatory Affairs
Kaiser Foundation Health Plan of Mid-Atlantic States, Inc.
4000 Garden City Drive

New Carrollton, MD 20785

10



11



Virgimia Regulatory Town Hall View Comments Page 2 of 3

not outweigh the harms of continued opioid therapy, clinicians should optimize other therapies and
work with patients to taper opioids to lower doses or to taper and discontinue opioids(cdc.gov).

Current VA law states:

“A prescription for a Schedule Il drug shall be dispensed in good faith but in no case shall it be
dispensed more than six months after the date on which the prescription was issued"(18VAC110-
20-290, law lis.virginia.gov).

Decreasing the length of time during which an opioid prescription is viable for dispensing will more
effectively align VA law with the CDC guidelines, and reinforce the current Virginia laws regarding
treatment with opioids. This change wiil hold all parties more accountable for responsible opioid
use.

Regarding acute prescriptions: the intention of any acute treatment is immediate mitigation or
resolution. The CDC guidelines state that opioid prescriptions for acute conditions "should be for a
quantity no more than the expected duration of pain severe enough to require opioids”, and more
than a 7 day supply is rarely required. Additionally, Virginia law currently states that "a prescriber
providing treatment for acute pain shall not prescribe a controlled substance containing an opioid
in & quantity that exceeds a 7 day supply as determined by the manufacturer's directions for use,
unless extenuating circumstances are clearly documented in the medical record" (18VAC85-21-40,
law lis.virginia.gov). It therefore logically follows that a prescription issued for an acute condition
should be filled immediately and a 7 day window from the date written is a reasonable time frame
during which said prescription should be dispensed. Beyond 7 days the pain should either be at a
level controllable by non-opioid measures, or the patient should be re-evaluated.

Regarding chronic prescriptions: the CDC guidelines state that (stable) patients should be re-
evaluated at a minimum of every 3 months. Additionally, current Virginia law states that prescribers
treating chronic pain "shall document the rationale to continue opioid therapy every 3

months™ (18VAC85-21-70, law.lis.virginia.gov). It therefore is a reasonable expectation that a
prescription issued for a chronic condition should be dispensed within 3 months from the date
written.

Both scenarios support the argument that opioid prescriptions should be viable for less than 6
months. Additionally, opioid prescriptions are required to be electronically issued (54.1-3408.02,
law lis.virginia.gov), which affords clinicians tighter control over prescribing, determines where the
opioid is dispensed, and allows greater visibility of patient compliance. This further upholds the
recommendation of curtailing the expiration date of opioid prescriptions. The opioid epidemic
continues. The intention of this petition is to block unnecessary dispensing of potentially
therapeutically irrelevant opioids. | earnestly ask that this Board actively considers this petition.

References

cde.gov. CDC Guideline for Prescribing Opicids for Chronic Pain - United States, 2016 MMWR.
(www .cdc.gov/immwr).

Administrative Code of Virginia. (law.lis.virginia.gov).

Ut G PO

Commenter: Mark Hickman, on behalf of Virginia Society of Health-System  4/14/21 11:05 am
Pharmacists

VSHP recommends referral to Regulation Committee

https:/townhall.virginia.gov/L/ViewComments.cfm?petitionid=33 4/16/2021
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Page 1 of 2

18VAC110-20-290. Dispensing of Schedule II drugs.

A. A prescription for a Schedule LT drug shall be dispensed in good faith but in no case shall it be
dispensed more than six months after the date on which the prescription was issued.

B. A prescription for a Schedule 1T drug shall not be refilled except as authorized under the
conditions for partial dispensing as set forth in 18VAC110-20-310.

C. In case of an emergency situation, a pharmacist mayv dispense a drug listed in Schedule 11 upon
receiving oral authorization of a prescribing practitioner provided that:

1. The quantity prescribed and dispensed is limited to the amount adequate to treat the patient
during the emergency period;

2. The prescription shall be immediately reduced to writing by the pharmacist and shall contain
all information required in § 54.1-3410 of the Drug Control Act, except for the signature of the
prescribing practitioner;

3. I the pharmacist does not know the practitioner, the pharmacist shall make a reasonable effort
to determine that the oral authorization canie from a practitioner using the practitioner’s phone
number as listed in the telephone directory or other good-taith efforts to ensure the practitioner's
identity: and

4. Within seven days afler authorizing an emergency oral prescription, the prescribing
practitioner shall cause a written prescription for the emergency quantity prescribed to be
delivered to the dispensing pharmacist. In addition to conforming to the requirements of §
5:4.1-2410 of the Drug Control Act, the prescription shall have written on its face "Authorization
for Emergency Dispensing” and the date of the oral order. The written prescription may be
delivered to the pharmacist in person or by mail postmarked within the seven-dav period or
transmitted as an clectronic prescription in accordance with federal law and regulation to include
annolation of the electronic prescription with the original authorization and date of the oral
order. Upon receipt, the dispensing pharmacist shall attach the paper preseription to the oral
emergency prescription, which had earlier been reduced to writing. The pharmacist shall notify
the nearest office of the Drug Enforcement Administration and the board if the prescribing
practitioner fails to deliver a written prescription to the pharmacist. Failure of the pharmacist to
do s0 shall void the authority conferred by this subdivision to dispense without a written
prescription of a prescribing practitioner.

D. When presented a prescription written for a Schedule 11 controlled substance, a pharmacist
may add or correct the patient's address upon verification, correct the patient's name upon
verifieation, or add the prescriber's DEA registration number to the prescription. The pharmacist
may add or change the dosage form. drug strength, directions for use, drug quantity, or issue date
only after oral consultation directly with and agreement of the prescriber. Such consultations and
corresponding changes shall be noted by the pharmacist on the prescription. The pharmacist shall
not add or change the prescriber's signature or make changes to the controlled substance
prescribed, except for dispensing therapeutically equivalent drugs as permitted by law.

hitp://law lis.virginia.gov/admincode/title 1 8/agency 1 10/chapter20/section290/ 4/16/2021
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Agenda Item: Periodic Review of Chapters 20, 21, 30, 40, and 50

Included in your package are:

¢ Crosswalk of Regulatory Changes Resulting from Most Recent Periodic Review,
Effective December 11, 2019

e Minutes from Last Regulation Committee Meeting, November 12, 2020

o Postings on Town Hall of Periodic Review, Public Comment Period Ended 1/25/21, No
comments received

o Issues to be considered for a Periodic Review- deferred to this meeting

¢ Table of Contents for Chapters 20, 21, 30, 40, and 50

* Periodic Regulatory Review and Standard Regulatory Review Basic Outlines

Committee Action:

To recommend to the full board which regulations within chapters 20, 21, 30, 40, and 50 should
be considered for amendment and the general concept of the amendment.

16
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18VAC110-20-21 n/a Sets requirements for | Deleted in Chapter 20; replaced in
submission of a public | Chapter 21.
address by individuals
regulated by the
board
18VAC110-20-25 n/a Sets out practices Those that pertain exclusively to
that may constitute actions by a pharmacist or pharmacy
unprofessional technician were deleted and moved to
conduct Chapter 21. Additional practices were
included based on situations
encountered in disciplinary cases
and/or included in other chapters
enacted by other health regulatory
boards.
Part Il n/a Sections 30 — 100 Deleted in Chapter 20; replaced in
18VAC110-20-30 pertain to licensure of | Chapter 21
through pharmacists
18VAC110-20-100
Part [lI n/a Sections 101 - 106 Deleted in Chapter 20, replaced in
18VAC110-20-101 pertain to registration | Chapter 21
through of pharmacy
18VAC110-20-106 technicians
18VAC110-20-110 | n/a Sets out the general Subsection D was amended to require

requirements for a
pharmacy permit

a pharmacist to have a minimum of 2
years of experience before becoming a
PIC (pharmacist-in-charge). The Board
has authority to grant an exception.
There are numerous responsibilities of
a PIC for the inventory and security of
the pharmacy (see Guidance
Document 110-27). The Board was
concerned that inexperienced
pharmacists do not have the broad
knowledge of pharmacy operations
sufficient fo serve as PIC. The change
i3 intended to protect the public but also
the pharmacists who might be assigned
the job of PIC by an employer before
he/she is ready fo assume such a
responsibility.

18VAC110-20-270

18VAC110-20-112

Sets out the
requirement for
supervision of
pharmacy technicians
within a pharmacy.

The reguirement in subsections A and
B of 18VAC110-20-112 were previously
found in subsections A and B of
18VAC110-20-270. They did not seem
to betong in the Part on Prescription
Orders And Dispensing Standards so
were moved to Part [l on Pharmacies.

18VAC110-20-140

n/a

Sets out the
requirements for new
pharmacies,
acquisitions and
changes to existing
pharmacies

Subsection C was added to clarify that
a closing inventory by a PIC is not
required, but that on the date a
pharmacist first engages in business
under new ownership, a complete and
accurate inventory is required. All
inventories must be performed in
comphance with 18VAC110-20-110.

18



Subsection G was added to specify that
if the pharmacy is not operational within
90 days from issuance of the permit,
the permit may be rescinded unless an
extension is granted.

18VAC110-20-150

n/a

Sets out the physical
standards for all
pharmacies

Subsection F was amended to exempt
pharmacies with a limijted-use permit
that does not stock prescription drugs
from the requirement to have a sink
with hot and cold running water. There
are some entities that have a pharmacy
permit for consulting or medication
management purposes only; they do
not need to have a sink with hot and
cold water.

To protect the integrity and safety of
drugs that must be maintained in cold
storage, a specific requirement was
added in Subsection H for daily
recording of the temperature and
adjustment necessary to ensure the
appropriate range. The temperature
record has to be maintained for two
years so it is available for board
inspectors to review and ensure
compliance.

18VAC110-20-180

n/a

Sets out requirements
for a pharmacy
security system

Subsection A 2 was amended to
require a device for detection of
breaking to have at least one hard-
wired communication method, so if the
power is cut, the device will still be
capable of sending an alarm signal.
Subsection A 5 was added to require
that the alarm system include
notification to the PIC or a pharmacist
working at the pharmacy in the event of
a breach.

18VAC110-20-200

n/a

Sets out requirements
for storage

Subsection B was amended to allow a
pharmacy to use a combination of the
methods for dispersion of Schedule Il
drugs. Those drugs may either be
dispersed with other schedules or
maintained in a securely locked cabinet
or safe. The amendment, allowing both
methods to be used, is the current
guidance found in Guidance Document
110-40.

18VAC110-20-240

n/a

Sets out the manner
of maintaining
records, prescriptions,
and inventory records

Currently, Guidance Document 110-16
offers the Board’s interpretation of
requirements for performing
inventories. Amendments to section
240 were consistent with guidance on
tnventories for Schedules | and Il drugs
and require a physical count to be
performed. The perpetual inventory of

(O8]
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Schedule It drugs should indicate the
physical count of drugs on hand at the
time of the inventory and must include
a written explanation for any difference
between the physical count and the
theoretical count.

Schedule I drugs are the most likely to
be diverted, so a pharmacy is required
to keep a "running” count of dispensing.
At the monthly reconciliation of
inventory for Schedule Il drugs, the
physical count and the “running” count
should be the same.

While inventories of Schedules | and I
drugs must include a physical count,
inventories of Schedules il through V
may be performed by estimated the
count unless the container contains
greater than 1,000 tablets or there has
been a theft or unusuaf loss of drugs. In
which case, a physical count is
required. The amendment was
consistent with federal rules, which
allows the count to be estimated if it is
less than 1,000 tablets.

Subsection C 2 on chart orders was
amended to specify that an order for
out-patient dispensing must meet the
minimum requirements for a
prescription, found in 18VAC110-20-
286. Since the order is going to be
dispensed by an outside pharmacy, the
pharmacist will need the same
information as a regular prescription for
purposes of record-keeping, sic.

18VAC110-20-270

n/a

Sets out the
requirements for
dispensing and
certification of a
completed
prescription

Subsections A and B, relating to
supervision of pharmacy technicians
were deleted and moved to General
Provisions.

A new subsection A was added to
specify that a prescription must include
the quantity or duration of the order, so
the pharmacist can calculate the
authorized quantity using directions for
use. It also provides that a written
prescription must include the
prescriber's manual signature.

The additional requirements were
intended to ensure that the prescription
was ordered by the prescriber himselff
or herself and that the pharmacist has
encugh information fo provide
appropriate directions to the patient.
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Subsection D was amended to give a
pharmacist who is presented with a
forged prescription the option of
returning it to the customer or keeping it
for law enforcement. Current requiation
prohibits the return of a forged
prescription but pharmacists somefimes
feel threatened by refusing to return it.
For their protection, the amended
regulation gives them the option
depending on the situation.

Subsection F added language currently
found in Guidance Document 32 on the
use of a drop-box for refill prescriptions.
The drop-box must be secure and
made confidential, and the pharmacist
must inform the public that containers
left in the drop-box should nof have
unused drugs.

18VAC110-20-280 | n/a Sets out requirements | An amendment to subsections B and D
for transmission of a clarified that a faxed prescription is
prescription order by | considered a written prescription and
facsimile machine must contain the prescriber's manual

signature.
18VAC110-20-290 | n/a Sets out requirements | Subsection D was added to include
for dispensing of language currently found in Guidance
Schedule |l drugs Document 110-41 regarding the
additions or corrections a pharmagcist is
allowed to make on a Schedule |l
prescription, including those that
require consultation with the prescriber.
It also specified those changes the
pharmacist is never allowed to make.
18VAC110-20-355 | n/a Sets out requirements | Subsection C was added to specify that

for repackaging of repackaging must be in compliance

drugs and the records | with USP-NF standards.

and labeling required

18VAC110-20-390 | n/a Sets out prohibitions Previously, prohibitions pertained to
on kickbacks, fee- actions by a pharmacist so provisions
splitting, etc. of this section were duplicated in

Chapter 21. However, a pharmacy is
also prohibited from engaging in these
acts, and the Board could take
disciplinary actions against a pharmacy
permit. Therefore, the language in
Section 390 was modified to pertain to
pharmacies.

1BVAC110-20-425 | nfa Sets out requirements | In review of this section and

for use of robotic
pharmacy systems

recommendations from health systems
that use robotic systems, the Board
amended to delete counts and
procedures that were not necessary to
ensure proper functioning and
accuracy. Instead, regulations now
require performance of a root cause

21



analysis if the robot makes an error and
correction of the source of the
discrepancy. Subsection B was
amended to clarify that intravenous
admixture robotics may be used to
compound and do not require a
separate approval from the beoard.

18VAC110-20-490

n/a

Sets out requirements
for automated devices
for dispensing &
administering drugs

Subsection B was amended to clarify
that the policy and procedure manual
must include provisions for granting
and terminating user access. it is vital
that only appropriately qualified users
have access fo automated devices that
dispense drugs fo prevent diversion for
persohal use or for sale.

Subsection C 2 was amended to
provide that the PIC is responsible for
“ensuring” reconcifiation of any
discrepancy or properly reporting of the
foss of drugs. The amendment allows
the PIC to delegate that to another
pharmacist rather than being personally
responsible for the reconciliation of
reporting.

Subsection D allows records of
automated dispensing devices to be
maintained electronically.

Subsection E was amended fo clarify
that a discrepancy report is required for
all Scheduife Il through V drugs and any
drug of concern; without the
specification of schedules, the
regulation could be interpreted fo
include Schedule Vi drugs. The
regulation was further amended to
provide that a discrepancy report must
be “initiafed” or resolved within 72
hours. Sometimes, it isn’t possible to
resolve the discrepancy within 72
hours, but the report should at least be
initiated.

Subsection F 3 was amended fo clarify
that the monthiy audit of a device
should review the dispensing and
administration records of Schedule {1
through V drugs.

18VAC110-20-530

n/a

Sets out the
pharmacists
responsibilities for
drugs in long-term
care facilities

The amendment in new subsection B
was requested by a pharmacist through
a petition for rulemaking. The Board
agreed with the request but determined
that the change could be included in
the periodic review. Subsection B
allows a provider pharmacy for a long
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18VAC110-50-60

Sets out requirements for
issuance of special or
limited-use licenses

To allow the issuance of a limited-use license to
manufacturers, that category was added in this section.
An amendment further specifies that the issuance of
such a license is subject to continued compliance with
conditions set by the board. For example, if a facility
does not stock controlled substances and devices, it may
not be necessary to have the extensive security system
required for other such facilities.

18VAC110-50-80

Sets out minimum
gualifications, eligibility for
licensure of wholesale
distributors and third-party

Subsection C was amended to change the reference
from “Centrat Criminal Records Exchange” to a “federal
criminal history record check.”

logistics providers

Chapter 15 — Regulations Governing Delegation to an Agency
Subordinate

Regulation

New regulation
number, if
applicable

Current requirement

Change, intent, rationale, and likely
impact of new requirements

18VAC110-20-15

18VAC110-15-10

Sets out the criteria for
delegation to an informal
fact-finding proceeding to
an agency subordinate.

The new section in Chapter 15 is
identical to the section previously found
in Chapter 20. Since Chapter 20 will only
regulate pharmacies, a new chapter was
necessary to make the criteria for an
agency subordinate applicable to all
persons and entities regulated by the
Board.

Chapter 21 — Regulations Governing the Licensure of Pharmacists
and Registration of Pharmacy Technicians

Regulation

New regulation
number, if
applicable

Requirement

Content

18VAC110-20-10

18VAC110-21-10

Sets out definitions for
words and terms used
in the chapter

Definitions for words and terms used in
Chapter 21 are identical to those
previously found in Chapter 20.

18VAC110-20-20

18VAC110-21-20

Establishes fees
required for initial
ficensure or
registration; for
renewal: and other
miscellaneous charges

All fees are identical to those previously
found in Chapter 20.

18VAC110-20-21
and 110-20-104

18VAC110-21-30

Sets requirements for
maintenance of current
address.

Regulations in Chapter 21 are identicat
to those previously found in Chapter 20,
except there is also are requirement to
natify the Board of a name change.

18VAC110-20-25

18VAC110-21-40

Establishes those
practices that may
constitute
unprofessional conduct

The provisions in the unprofessional
conduct section are identical to those
previously found in Chapter 20 and there
are several additions. Numbers 11
through 15 are new and were
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within the meaning of §
54.1-3316.

recommended to address actions that
are clearly unprofessional but were not
previously identified in regulation. All of
the additional causes for discipline are
found in other health professional
regulations.

18VAC110-20-390

18VAC110-21-45

Sets out prohibition on
kickbacks, fee-splitting,
of interference with
suppliers

The prohibitions in Section 45 are
identical to those previously found in
Chapter 20.

18VAC110-20-30

18VAC110-21-50

Sets out the
requirements for
pharmacy practical
experience

The requirements in Section 50 are
identical to those previously found in
Chapter 20.

18VAC110-20-40

18VAC110-21-60

Sets out the
requirements for
gaining practical
experience

The requirements in Section 60 are
identical to those previously found in
Chapter 20.

18VAC110-20-50

18VAC110-21-70

Establishes the
curriculum and
approved schools of
pharmacy

The requirements in Section 70 are
identical to those previousty found in
Chapter 20.

18VAC110-20-60

18VAC110-21-80

Establishes the content
of the examination and
limitation to admittance
to examination

The requirements in Section 80 are
identical to those previously found in
Chapter 20, except a sentence is added
in subsection D to specify that an
applicant who has not passed the law
examination within 3 years must retake it
to be licensed in Virginia.

18VAC110-20-70

18VAC110-21-90

Establishes the
requirements for
foreign-trained
applicants

Addition of section D that exempts the
requirement for FPGEC certification for
foreign trained pharmacists who
subsequently have been granted a
professional degree from an ACPE
accredited school of pharmacy, but
requires the practical experience to be
met prior to being admitted to exams.

18VAC110-20-75

18VAC110-21-100

Sets out requirements
for registration of
voluntary practice by
out-of-state licensees

The requirements in Section 100 are
identical to those previously found in
Chapter 20.

18VAC110-20-80

18VAC110-21-110

Establishes the
requirements for
renewal and
reinstatement

The requirements in Section 110 are
identical to those previously found in
Chapter 20.

18VAC110-20-20

18VAC110-21-120

Establishes the
requirements for
continuing education

The requirements in Section 120 are
identical to those previously found in
Chapter 20 with the exception of
subsection C, which requires that three
of the required 15 hours of continuing
education for pharmacists be obtained in
courses or programs that are live or real-
time interactive. A maximum of one hour
of live credit annually may be awarded
for attending a board meeting eor hearing
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and a maximum of one hour of live credit
annually may be awarded for serving as

a preceptor for a pharmacy student or
resident.

18VAC110-20-100

18VAC110-21-130

Establishes the
requirements for
approval of continuing
education programs

The requirements in Section 130 are
identical to those previously found in
Chapter 20.

18VAC110-20-101

18VAC110-21-140

Sets out requirement
for registration as a
pharmacy technician

The requirements in Section 140 are
identical to those previously found in
Chapter 20 with the exception of
subsection D.

18VAC110-20-102

18VAC110-21-150

Establishes the criteria
for approval of
pharmacy technician
training programs

The requirements in Section 150 are
identical to those previously found in
Chapter 20 with the exception of the
reqguirement that a program submit a
sample certificate when applying for
program approval.

18VAC110-20-103

18VAC110-21-160

Establishes the
requirements for
pharmacy technician
examination

The requirements in Section 160 are
identical to those previously found in
Chapter 20.

18VAC110-20-105

18VAC110-21-170

Establishes the
requirements for
renewal and
reinstatement

The requirements in Section 170 are
identical to those previously found in
Chapter 20.

18VAC110-20-106

18VAC110-21-180

Establishes the
requirements for
continuing education

The requirements in Section 180 are
identical to those previously found in
Chapter 20.

10
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Veessiies Boand of Ty Minutes

Seaveinher 120200

Update on Regulatony Actions

Amendments to Guidanec
Documents

MOTION:

MOTION:

MOTION:

manager having the ability to determine the number of pharmacy
technicians, and recommended  keeping  the square fooiage for
pharmacy.

Monct Siantord, Pharml) representing Kaiser Permanente stuted that
pharmacy technicians can complete remote processing tasks under secure
technology and can increase capacity of healtheare workforee.

Chrisung Barmlle, Exeeutive Director. VPRA encouraged the Board 1w
strike B3 of 18VACT10-4G-2¢. She recommended allowing a pharmacist
10 use professional discretion regarding the closing of the pharmacy
during a required break. Regarding page 29 of the agenda packet. she
recommended warting uniil the phammacy wechnician workgroup meeis

She stated they oppose removing pharmacist supervision and ridding of

pharmacist to pharmacy  technician ratio.  She commented that .
pharmacy square footage can be waived, if necessary

Amore current version ui the Chart of Regulatory Actions was shared on
the sereen vie WebBn, Ms. Yeaus provided an everview of the churt,

Mz, Yeatts mdicated several guidance documents need to be amended
based on recent statutory changes.

The committee voted vnanimously to recommend to the full board
that it amend Guidance Documents 1if}-1 (Categories of Facility
Licensure), 110-29 (Guidance on Physician Dispensing Licenses), and
110-44 (Naloxone Protocol) as presented. (motion by Richards-
Spruill, second by Balvard)

S

The committee considered public comment received to amend #2 of

Guidance Document 110-13, but concluded that such an amendment
would require a regulatory change.

The committee voted unanimousty to recommend to the full board
that it amend Guidance Document 110-13 (Guidance Regarding
Coltaborative Practice Agreements) as presented. (motion by
St.Clair, second by Richards-Spruiil)

Staft indicated that Guidance Document 110-41 was recently
incorporated into regulation during the last penodic regulatory
revicw.

The committee voted unanimousky to recommend to the full board
that it repeal Guidance Document 110-41 (Changes a Pharmacist
May Make to a Prescription Written for a Schedule 11 Controlled
Substance) as presented. (motion by Bolvard, second by St.Clair)

There was much discussion regarding Guidance Document [10-39
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Virgintg Bosrd of Phannacy Minutes
N ber $2. 2020

Adoption of NOIRA/Notice of
Periodic Review

MOTION:

ADJOURN:

~F . T
el
- _é S "/_}/___._., - -

Chervl Nelson, Chammman

/o :
AR 2 - D

DATE

“4” and replacing “the robetic pharmacy svstem fo guide™ with
“barcode scanning technology to verify the accuracy of"; and
inserting a requirement for a pharmacist 5% verification as is
currently required in the innovative pilots for using med carousels.
(motion by Lee, second by St.Clair)

The committee did not review each tem previcusly submitted following
the last persodic review, but rather decided 1o recommend to the fuli
board that it notice the public of a periodic review and request cominents
on changes 1t would like to have considered. It published, a 30-dav
public comment period would open.

The committee yoted unanimously to recommend to the full board
that it issue u Notice of Periodic Regulatory Review for Chapters 20,
21, 30, 40, and 50 and that it request comments on changes that the
public would like to have considered. {motion by St.Clair, second by
Richards-Spruill)

With all business concluded, the meeting adjourned at approximately
12:10 PM.
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Issues to be considered for a Periodic Review

Board of Pharmacy

The following are comments on proposed regulations that were received when the Board amended
regulations pursuant to its last periodic review (concluded in 2019). The comments were either: 1)
not included in the proposed regulations or the Notice of Intended Regulatory Action: or 2) not on
sections being amended. The Board decided at the time of adoption of final regulations to defer
consideration of these comments.

[n section 10, amend the definition of personal supervision to allow a pharmacist to not be
physically present in the pharmacy but to supervise through the use of “real-time, two-way
technology communication™ between the pharmacist and the technician.

In section 10, delete the definition of “*personal supervision™ to allow audio-visual technology
supervision of compounding in retail pharmacies.

In section 112, eliminate the current ratio of four pharmacy technicians to one pharmacist.
Possibly atlow the “prescription department manager™ or “consultant pharmacist™ to determine
the number of technicians.

In section 150, delete the square footage requirement and allow pharmacies to decide the amount
of space "adequate to perform the practice of pharmacy.™ Allow for trailers or other moveable
tacilities in a declared emergency.

[n section 270, except for electronic prescriptions. only require written prescriptions for
“controlled substances™ to have a signature.

In section 270. allow a pharmacist to use his professional judgment to alter or adapt a
prescription, to change dosage, dosage form or directions, to complete missing information. or to
extend a maintenance drug.

In section 270, amend the rule to not require data entry verification and prospective drug
uttlization review by a pharmacist who is dispensing an on-hold prescription at a future date.

In section 355. amend to allow for using returns of dispensed drugs to be restocked for reuse in
an automated counting device.

In section 360, amend the regulation to allow pharmacy technicians to be involved in
prescription transfers; pharmacist on duty should be able to delegate that task.

In section 420, change the provision of a seven-day supply of'a drug in a unit dose systems in
hospitals or long-term care facilities to allow for dispensing of a t4-day supply.
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[n new chapter 21, section 10, strike the definition of PTCB and insert new definition for
certification meaning any individual who has passed a certification exam administered by an
organization accredited by the National Commission for Certifying Agencies.

In addition, the following issues have been raised:

¢ Consideration of including a requirement for an e-profile identification number for
tacilities

* Requirement for applicants to graduate from pharmacy school prior to taking
examinations

¢ Change of timeframe for notification of a change in the PIC from 14 to 30 days

The Committee or the Board may add other specific issues/amendments to the Notice of
Intended Regulatory Action (NOIRA). The purpose of the Notice of Periodic Review, combined
with the NOIRA. is to allow opportunitly for members of the public, members of the Board. or
the staft to identify other issues/amendments that may be proposed.
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Agenda Item: Amendments to Guidance Documents 110-2 and 110-17

Staff Note:

Guidance documents must be reviewed every four years. Guidance Documents 110-2 and 110-
17 have outdated language and need to be revised.

Regulation Committee Action:

To recommend adoption of the revisions for Guidance Documents 110-2 and 110-17 as
presented or amended.
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Agenda Item: Feedback on ACPE Standards 2025

Staff Note:

¢ ACPE sent staff an electronic survey soliciting feedback on the next Standards Revision
to be titled “Standards 2025”. Feedback is being sought from various stakeholders during
2021.

Included in your package are;

e Printout of electronic survey

Committee Action:

To recommend to the full board what, if any, feedback should be provided to ACPE regarding
Standards 2025.
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Standards Revision - Formstack Page 1 of 2

Standards Rev  ion Feedback

This survey will allow feedback on the next Standards Revision to he titled
"Standards 2025"

The following questions have heen designed for feedback regarding the standards in
the following areas:

Educational Outcomes: Standards 1-4
ructure and Process
Organization/Governance: Standards 5-9
Curriculum: Standards 10-13
Students: Standards 14-17
Fac  y/Preceptors: Standards 18-20
Resources: Standards 21-23

Assessment: Standards 24-25

Under each area, standards have heen listed to streamline comments, feedback, and
suggestions. Each standard description and key element description has been

provided.
Name

Caroline Juran
First Name Last Name

Program or Organization

Virginia Board of Pharmacy

Save and Resume Later

Next
Powered by Formstack Create your gwn form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021 60



Standards Revision - Formstack Page 1 of 6

Educational Outcomes

Standard 1: Foundational Knowledge: The professional program leading to
the Doctor of Pharmacy degree (hereinafter “the program”) develops in the
graduate the knowledge, skills, abilities, behaviors, and attitudes necessary to
apply the foundational sciences to the provision of patient-centered care.

Key Element:

1.1. Foundational knowledge - The graduate is able to develop, integrate, and
apply knowledge from the foundational sciences (i.e., biomedical,
pharmaceutical, social/behavioral/administrative, and clinical sciences) to
evaluate the scientific literature, explain drug action, solve therapeutic
problems, and advance population health and patient-centered care.

Standard 2: Essentials for Practice and Care: The program imparts to the
graduate the knowledge, skills, abilities, behaviors, and attitudes necessary to
provide patient-centered care, manage medication use systems, promote
health and wellness, and describe the influence of population-based care on
patient-centered care.

Key Elements:

2.1. Patient-centered care - The graduate is able to provide patient-centered
care as the medication expert (collect and interpret evidence, prioritize,
formulate assessments and recommendations, implement, monitor and adjust
plans, and document activities).

2.2. Medication use systems management - The graduate is able to manage
patient healthcare needs using human, financial, technological, and physical
resources to optimize the safety and efficacy of medication use systems.

2.3. Health and weliness - The graduate is able to design prevention,
intervention, and educational strategies for individuals and communities to
manage chronic disease and improve health and wellness.

2.4. Population-based care - The graduate is able to describe how population-
based care influences patient-centered care and the development of practice
guidelines and evidence-based best practices.

Powered by Formstack Create your own form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021
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Standard 3: Approach to Practice and Care: The program imparts to the
graduate the knowledge, skills, abilities, behaviors, and attitudes necessary to
solve problems; educate, advocate, and collaborate, working with a broad
range of people; recognize social determinants of health; and effectively
communicate verbally and nonverbally.

Key Elements:

3.1. Problem solving - The graduate is able to identify problems; explore and
prioritize potential strategies; and design, implement, and evaluate a viable
solution.

3.2. Education - The graduate is able to educate all audiences by determining
the most effective and enduring ways to impart information and assess
learning.

3.3. Patient advocacy - The graduate is able to represent the patient’s best
interests.

3.4. Interprofessional collaboration - The graduate is able to actively
participate and engage as a heaithcare team member by demonstrating mutual
respect, understanding, and values to meet patient care needs.

3.5. Cultural sensitivity - The graduate is able to recognize social determinants
of health to diminish disparities and inequities in access to quality care.

3.6. Communication - The graduate is able to effectively communicate verbally
and nonverbally when interacting with individuals, groups, and organizations.

Standard 4: Personal and Professional Development: The program imparts to
the graduate the knowledge, skills, abilities, behaviors, and attitudes
necessary to demonstrate self-awareness, leadership, innovation and
entrepreneurship, and professionalism.

Key Elements:

4.1. Self-awareness - The graduate is able to examine and reflect on personal
knowledge, skills, abilities, beliefs, biases, motivation, and emotions that could
enhance or limit personal and professional growth.

4.2. Leadership - The graduate is able to demonstrate responsibility for
creating and achlﬁg shareddggals, res%g&((jl%ss of)Posntlon.

Powered'by Form reate your own form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021 62
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4.3. Innovation and entrepreneurship - The graduate is able to engage in
innovative activities by using creative thinking to envision better ways of
accomplishing professional goals.

4.4, Professionalism - The graduate is able to exhibit behaviors and values that
are consistent with the trust given to the profession by patients, other
healthcare providers, and society.

Which standards, as written, should be included in Standards 2025?

(] Standard 1: Foundational Knowledge
(] Standard 2: Essentials for Practice and Care
[ ] Standard 3: Approach to Practice and Care

L] Standard 4: Personal and Professional Development

Which standards, as written, should NOT be included in Standards 20257

[] Standard 1: Foundational Knowledge
[ Standard 2: Essentials for Practice and Care
[] Standard 3: Approach to Practice and Care

[] Standard 4: Personal and Professional Development

Which standards, as written, require revision to be included in Standards 20257

[] Standard 1: Foundational Knowledge
[ ] Standard 2: Essentials for Practice and Care
[ ] Standard 3: Approach to Practice and Care

[ ] Standard 4: Personal and Professional Development

Which standards required revision of the required documentation (Appendix 3)?

(] standard 1: Foundational Knowledge
(] standard 2: Essentials for Practice and Care
[] Standard 3: Approach to Practice and Care

[ Standard 4: Personal and Professionat Development

Powered by Formstack Create your own form »

https://acpe-accredit.formstack.com/torms/standards_revision 4/16/2021 63
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Please list any additional required elements (topics to add to the curriculum) that
should be included in Standards 2025. {Listing of required elements/topics can be
found in Appendix 1 of Standards 2016)

Please provide comments regarding the Educational Outcomes standards (1-4)

Powered by Formstack Create your own form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021 64
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Administration/Organization

Standard 5: Eligibility and Reporting Requirements: The program meets all
stated degree-granting eligibility and reporting requirements.

Key Elements:

5.1. Autonomy - The academic unit offering the Doctor of Pharmacy program is
an autonomous unit organized as a college or school of pharmacy {within a
university or as an independent entity). This includes autonomy to manage the
professional program within stated policies and procedures, as well as
applicable state and federal regulations.

5.2. Legal empowerment - The college or school is legally empowered to offer
and award the Doctor of Pharmacy degree.

5.3. Dean’s leadership - The college or school is led by a dean, who serves as the
chief administrative and academic officer of the college or school and is
responsible for ensuring that all accreditation requirements of ACPE are met.

5.4. Regional/institutional accreditation - The institution housing the college or
school, or the independent college or school, has (or, in the case of new
programs, is seeking) full accreditation by a regional/institutional accreditation
agency recoghized by the U.S. Department of Education.

5.5. Regional/institutional accreditation actions - The college or school reports
to ACPE within 30 days any issue identified in regional/institutional
accreditation actions that may have a negative impact on the quality of the
professional degree program and compliance with ACPE standards.

5.6. Substantive change - The dean promptly reports substantive changes in
organizational structure and/or processes (including financial factors) to ACPE
for the purpose of evaluation of their impact on programmatic quality.

Standard 6: College or School Vision, Mission, and Goals: The college or
school publishes statements of its vision, mission, and goals.

Key Elements:

6.1. College or school vision and mission - These statements are compatible
with the vision and mission of the university in which the college or school

operates.
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6.2. Commitment to educational outcomes - The mission statement is
consistent with a commitment to the achievement of the Educational
Outcomes (Standards 1-4).

6.3. Education, scholarship, service, and practice - The statements address the
college or school’s commitment to professional education, research and
scholarship, professional and community service, pharmacy practice, and
continuing professional development.

6.4. Consistency of initiatives - All program initiatives are consistent with the
college or school's vision, mission, and goals.

6.5. Subunit goals and objectives alignment - If the college or school organizes
its faculty into subunits, the subunit goals are aligned with those of the college
or school.

Standard 7: Strategic Plan: The college or school develops, utilizes, assesses,
and revises on an ongoing basis a strategic plan that includes tactics to
advance its vision, mission, and goals.

Key Elements:

7.1. Inclusive process - The strategic planis developed through an inclusive
process, including faculty, staff, students, preceptors, practitioners, and other
relevant constituents, and is disseminated in summary form to key
stakeholders.

7.2. Appropriate resources - Elements within the strategic plan are
appropriately resourced and have the support of the university administration
as needed for implementation.

7.3. Substantive change planning - Substantive programmatic changes
contemplated by the college or school are linked to its ongoing strategic
planning process.

Standard 8: Organization and Governance: The college or school is organized
and staffed to advance its vision and facilitate the accomplishment of its
mission and goals.

Key Elements:

8.1. Leadership collaboration - University leadership and the college or school
dean collaborate to advance the program’s vision and mission and to meet
ACPE accreditation standards. The dean has direct access to the university
administrator(s) \u Ul Honeted Bs panshitit yheatthe pragram. »
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8.2. Qualified dean - The dean is qualified to provide leadership in pharmacy
professional education and practice, research and scholarship, and professional
and community service,

8.3. Qualified administrative team - The dean and other college or school
administrative leaders have credentials and experience that have prepared
them for their respective roles and collectively have the needed backgrounds to
effectively manage the educational program.

8.4, Dean’s other substantial administrative responsibilities - If the dean is
assigned other substantial administrative responsibilities, the university
ensures adequate resources to support the effective administration of the
affairs of the college or school.

8.5. Authority, collegiality, and resources - The college or school administration
has defined lines of authority and responsibility, fosters organizational unit
collegiality and effectiveness, and allocates resources appropriately.

8.6. College or school participation in university governance - College or school
administrators and faculty are effectively represented in the governance of the
university, in accordance with its policies and procedures.

8.7. Faculty participation in college or school governance - The college or
school uses updated, published documents, such as bylaws, policies, and
procedures, to ensure faculty participation in the governance of the college or
school.

8.8. Systems failures - The college or school has comprehensive policies and
procedures that address potential systems failures, including technical,
administrative, and curricular failures.

8.9. Alternate pathway equitability* - The college or school ensures that any
alternative pathways to the Doctor of Pharmacy degree are equitably
resourced and integrated into the college or school’s regular administrative
structures, policies, and procedures, including planning, oversight, and
evaluation.

Standard 9: Organizational Culture: The college or school provides an
environment and culture that promotes self-directed lifelong learning,
professional behavior, leadership, collegial relationships, and collaboration
within and across academic units, disciplines, and professions.

Key Elements:

9.1. Leadership and professionalism - The college or school demonstrates a

commitment to dexeloping professionalism and to fostering leadership in
Powered by Formstack Create your own form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021



Standards Revision - Formstack Page 4 of 7

administrators, faculty, preceptors, staff, and students. Faculty and preceptors
serve as mentors and positive role models for students.

9.2. Behaviors - The college or school has policies that define expected
behaviors for administrators, faculty, preceptors, staff, and students, along with
consequences for deviation from those behaviors.

9.3. Culture of collaboration - The college or school develops and fosters a
culture of collaboration within subunits of the college or school, as well as
within and outside the university, to advance its vision, mission, and goals, and
to support the profession.

Which standards, as written, should be included in Standards 2025?

[] standard 5: Eligibility and Reporting Requirements

[] standard é: College or School Vision, Mission, and Goals
[] Standard 7: Strategic Plan

[] standard 8: Organization and Governance

[ ] Standard 9: Organizational Culture

Which standards, as written, should NOT be included in Standards 20257

[] Standard 5: Eligibility and Reporting Requirements

[] Standard é: College or School Vision, Mission, and Goals
[] Standard 7: Strategic Plan

[1 standard 8: Organization and Governance

[1 standard 9: Organizational Culture

Which standards, as written, require revision to be included in Standards 20257

[ ] Standard 5: Eligibility and Reporting Requirements

[] Standard é: College or School Vision, Mission, and Goals
[ ] Standard 7: Strategic Plan

[1 standard 8: Organization and Governance

[] Standard 9: Organizational Culture

Which standards required revision of the required documentation (Appendix 3)?

[ Standard 5: EligibitifTlhc RaportéddR &quinetacntEreate your own form >
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Standard é: College or School Vision, Mission, and Goals
[] Standard 7: Strategic Plan
[] Standard 8: Organization and Governance

[] Standard 9: Organizational Culture

Please provide any additional comments regarding the Administration/Organization
standards (5-9)
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Curriculum

Standard 10: Curriculum Design, Delivery, and Oversight; The curriculum is
designed, delivered, and monitored by faculty to ensure breadth and depth of
requisite knowledge and skills, the maturation of professional attitudes and
behaviors, and the opportunity to explore professional areas of interest. The
curriculum also emphasizes active learning pedagogy, content integration,
knowledge acquisition, skill development, and the application of knowledge
and skills to therapeutic decision-making.

Key Elements:
10.1. Program duration - The professional curriculum is a minimum of four
academic years of full-time study or the equivalent.

10.2. Curricular oversight - Curricular oversight involves collaboration
between faculty and administration. The body/bodies charged with curricular
oversight: (1) are representative of the faculty at large, (2) include student
representation, (3) effectively communicate and coordinate efforts with
body/bodies responsible for curricular assessment, and (4) are adequately
resourced to ensure and continually advance curricular quality.

10.3. Knowledge application - Curricular expectations build on a pre-
professional foundation of scientific and liberal studies. The professional
curriculum is organized to allow for the logical building of a sound scientific and
clinical knowledge base that culminates in the demonstrated ability of learners
to apply knowledge to practice.

10.4. Skill development - The curriculum is rigorous, contemporary, and
intentionally sequenced to promote integration and reinforcement of content
and the demonstration of competency in skills required to achieve the
Educational Qutcomes articulated in Section I.

10.5. Professional attitudes and behaviors development - The curriculum
inculcates professional attitudes and behaviors leading to personal and
professional maturity consistent with the Oath of the Pharmacist.

10.6. Faculty and preceptor credentials/expertise - All courses in the
curriculum are tayght by individuals with academic credentials and expertise

that are explicitl e R EFRS PYESEMAREFe SSRAR BHT G form >
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10.7. Content breadth and depth - Programs document, through mapping or
other comparable methods, the breadth and depth of exposure to curricular
content areas deemed essential to pharmacy education at the doctoral level
{Appendices 1 and 2).

10.8. Pharmacists’ Patient Care Process - The curriculum prepares students to
provide patient-centered collaborative care as described in the Pharmacists'’
Patient Care Process model endorsed by the Joint Commission of Pharmacy
Practitioners.

10.9. Electives - Time is reserved within the core curriculum for elective
didactic and experiential education courses that permit exploration of and/or
advanced study in areas of professional interest.

10.10. Feedback - The curriculum allows for timely, formative performance
feedback to students in both didactic and experiential education courses.
Students are also provided the opportunity to give formative and/or summative
feedback to faculty, including preceptors, on their perceptions of
teaching/learning effectiveness.

10.11. Curriculum review and quality assurance - Curriculum design, delivery,
and sequencing are regularly reviewed and, when appropriate, revised by
program faculty to ensure optimal achievement of educational outcomes with
reasonable student workload expectations.

10.12. Teaching and learning methods - The didactic curriculum is delivered via
teaching/learning methods that: (1) facilitate achievement of learning
outcomes, (2) actively engage learners, {3) promote student responsibility for
self-directed learning, (4) foster collaborative learning, and (5) are appropriate
for the student population {i.e., campus-based vs. distance-based).

10.13. Diverse learners - The didactic curriculum incorporates teaching
techniques and strategies that address the diverse learning needs of students.

10.14. Course syllabi - Syllabi for didactic and experiential education courses,
developed and updated through a faculty-approved process, contain
information that supports curricular quality assurance assessment.

10.15. Experientif™JualHyiassu b ReensAdiuality rRRGeRrocedure for all
L by A
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pharmacy practice experiences is established and implemented to: (1) facilitate
achievement of stated course expectations, (2) standardize key components of
experiences across all sites offering the same experiential course, and (3)
promote consistent assessment of student performance.

10.16. Remuneration/employment - Students do not receive payment for
participating in curricular pharmacy practice experiences, nor are they placed
in the specific practice area within a pharmacy practice site where they are
currently employed.

10.17. Academic integrity* - To ensure the credibility of the degree awarded,
the validity of individual student assessments, and the integrity of student
work, the college or school ensures that assignments and examinations take
place under circumstances that minimize opportunities for academic
misconduct. The coliege or school ensures the correct identity of all students
(including distance students} completing proctored assessments.

Standard 11: Interprofessional Education (IPE}: The curriculum prepares all
students to provide entry-level, patient-centered care in a variety of practice
settings as a contributing member of an interprofessional team. In the
aggregate, team exposure includes prescribers as well as other healthcare
professionals.

Key Elements:

11.1. Interprofessional team dynamics - All students demonstrate competence
in interprofessional team dynamics, including articulating the values and ethics
that underpin interprofessional practice, engaging in effective interprofessional
communication, including conflict resolution and documentation skills, and
honoring interprofessional roles and responsibilities. Interprofessional team
dynamics are introduced, reinforced, and practiced in the didactic and
Introductory Pharmacy Practice Experience (IPPE} components of the
curriculum, and competency is demonstrated in Advanced Pharmacy Practice
Experience (APPE) practice settings.

11.2. Interprofessional team education - To advance collaboration and quality
of patient care, the didactic and experiential curricula include opportunities for
students to learn about, from, and with other members of the interprofessional
healthcare team. Through interprofessional education activities, students gain
anunderstanding of the  abilities, competencies, and scope of practice of
team members. Some, but not all, of these educational activities may be

simulations.
l_| Powered by Formstack Create your own form »

https://acpe-accredit.formstack.com/forms/standards_revision 4/16/2021 72



Standards Revision - Formstack Page 4 of 6

11.3. Interprofessional team practice - All students competently participate as
a healthcare team member in providing direct patient care and engaging in
shared therapeutic decision-making. They participate in experiential
educational activities with prescribers/student prescribers and other
student/professional healthcare team members, including face-to-face
interactions that are designed to advance interprofessional team effectiveness

Which standards, as written, should be included in Standards 2025?

(] Standard 10: Curriculum Design, Delivery, and Oversight
[] Standard 11: Interprofessional Education {IPE)

Which standards, as written, should NOT be included in Standards 20252

[] Standard 10: Curricutum Design, Delivery, and Oversight
[] Standard 11: Interprofessional Education (IPE)

Which standards, as written, require revision to be included in Standards 20257

[] Standard 10: Curriculum Design, Delivery, and Oversight
[] Standard 11: interprofessional Education (IPE}

Which standards required revision of the required documentation (Appendix 3)?

[] Standard 10: Curriculum Design, Delivery, and Oversight
[J standard 11: Interprofessional Education (IPE)

Please provide comments regarding the Curriculum standards {(10-11)
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Curriculum

Standard 10: Curriculum Design, Delivery, and Oversight; The curriculum is
designed, delivered, and monitored by faculty to ensure breadth and depth of
requisite knowledge and skills, the maturation of professional attitudes and
behaviors, and the opportunity to explore professional areas of interest. The
curriculum also emphasizes active learning pedagogy, content integration,
knowledge acquisition, skill development, and the application of knowledge
and skills to therapeutic decision-making.

Key Elements:
10.1. Program duration - The professional curriculum is a minimum of four
academic years of full-time study or the equivalent.

10.2. Curricular oversight - Curricular oversight involves collaboration
between faculty and administration. The body/bodies charged with curricular
oversight: (1) are representative of the faculty at large, (2) include student
representation, (3) effectively communicate and coordinate efforts with
body/bodies responsible for curricular assessment, and (4) are adequately
resourced to ensure and continually advance curricular quality.

10.3. Knowledge application - Curricular expectations build on a pre-
professional foundation of scientific and liberal studies. The professional
curriculum is organized to allow for the logical building of a sound scientific and
clinical knowledge base that culminates in the demonstrated ability of learners
to apply knowledge to practice.

10.4. Skill development - The curriculum is rigorous, contemporary, and
intentionally sequenced to promote integration and reinforcement of content
and the demonstration of competency in skills required to achieve the
Educational Outcomes articulated in Section .

10.5. Professional attitudes and behaviors development - The curriculum
inculcates professional attitudes and behaviors leading to personal and
professional maturity consistent with the Oath of the Pharmacist.

10.6. Faculty and preceptor credentials/expertise — All coursesinthe
curriculum are tagglt by individuals with academic credentials and expertise
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10.7. Content breadth and depth - Programs document, through mapping or
other comparable methods, the breadth and depth of exposure to curricular

content areas deemed essential to pharmacy education at the doctoral level

(Appendices 1 and 2).

10.8. Pharmacists’ Patient Care Process - The curriculum prepares students to
provide patient-centered collaborative care as described in the Pharmacists’
Patient Care Process model endorsed by the Joint Commission of Pharmacy
Practitioners.,

10.9. Electives - Time Is reserved within the core curriculum for elective
didactic and experiential education courses that permit exploration of and/or
advanced study in areas of professional interest.

10.10. Feedback - The curriculum allows for timely, formative performance
feedback to students in both didactic and experiential education courses.
Students are also provided the opportunity to give formative and/or summative
feedback to faculty, including preceptors, on their perceptions of
teaching/learning effectiveness.

10.11. Curriculum review and quality assurance - Curriculum design, delivery,
and sequencing are regularly reviewed and, when appropriate, revised by
program faculty to ensure optimal achievement of educational outcomes with
reasonable student workload expectations.

10.12. Teaching and learning methods - The didactic curriculum is delivered via
teaching/learning methods that: (1) facilitate achievement of learning
outcomes, (2} actively engage learners, (3) promote student responsibility for
self-directed learning, (4) foster collaborative learning, and (5) are appropriate
for the student population (i.e., campus-based vs. distance-based).

10.13. Diverse learners - The didactic curriculum incorporates teaching
techniques and strategies that address the diverse learning needs of students.

10.14. Course syllabi - Syllabi for didactic and experiential education courses,
developed and updated through a faculty-approved process, contain
information that supports curricular quality assurance assessment.

10.15. Experientif™Jualianassy b9 ResAquUality RhaeRreocedure for all
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pharmacy practice experiences is established and implemented to: (1) facilitate
achievement of stated course expectations, (2) standardize key components of
experiences across all sites offering the same experiential course, and (3)
promote consistent assessment of student performance.

10.16. Remuneration/employment - Students do not receive payment for
participating in curricular pharmacy practice experiences, nor are they placed
in the specific practice area within a pharmacy practice site where they are
currently employed.

10.17. Academic integrity* - To ensure the credibility of the degree awarded,
the validity of individual student assessments, and the integrity of student
work, the college or school ensures that assignments and examinations take
place under circumstances that minimize opportunities for academic
misconduct. The college or school ensures the correct identity of all students
{including distance students) completing proctored assessments.

Standard 11: Interprofessional Education (IPE): The curriculum prepares all
students to provide entry-level, patient-centered care in a variety of practice
settings as a contributing member of an interprofessional team. In the
aggregate, team exposure includes prescribers as well as other healthcare
professionals.

Key Elements:

11.1. Interprofessional team dynamics - All students demonstrate competence
in interprofessional team dynamics, including articulating the values and ethics
that underpin interprofessional practice, engaging in effective interprofessional
communication, including conflict resolution and documentation skills, and
honoring interprofessional roles and responsibilities. Interprofessional team
dynamics are introduced, reinforced, and practiced in the didactic and
Introductory Pharmacy Practice Experience (IPPE) components of the
curriculum, and competency is demonstrated in Advanced Pharmacy Practice
Experience (APPE} practice settings.

11.2. Interprofessional team education - To advance collaboration and quality
of patient care, the didactic and experiential curricula include opportunities for
students to learn about, from, and with other members of the interprofessional
healthcare team. Through interprofessional education activities, students gain
an understanding of the  abilities, competencies, and scope of practice of
team members. Some, but not all, of these educational activities may be

simulations.
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11.3. Interprofessional team practice - All students competently participate as
a healthcare team member in providing direct patient care and engagingin
shared therapeutic decision-making. They participate in experiential
educational activities with prescribers/student prescribers and other
student/professional healthcare team members, including face-to-face
interactions that are designed to advance interprofessional team effectiveness

Which standards, as written, should be included in Standards 2025?

(] Standard 10: Curriculum Design, Delivery, and Oversight
[ Standard 11: Interprofessional Educatijon (IPE)

Which standards, as written, should NOT be included in Standards 2025?

[ standard 10: Curriculum Design, Delivery, and Oversight
[ Standard 11: Interprofessional Education (IPE)

Which standards, as written, require revision to be included in Standards 20257

[] Standard 10: Curriculum Design, Delivery, and Oversight
[] Standard 11: interprofessional Education (IPE)

Which standards required revision of the required documentation (Appendix 3)?

[] Standard 10: Curriculum Design, Delivery, and Oversight
[] Standard 11: Interprofessional Education (IPE)

Please provide comments regarding the Curriculum standards (10-11)
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Experiential Education

Standard 12: Pre-Advanced Pharmacy Practice Experience (Pre-APPE)
Curriculum: The Pre-APPE curriculum provides a rigorous foundation in the
biomedical, pharmaceutical, social/administrative/behavioral, and clinical
sciences, incorporates Introductory Pharmacy Practice Experience (IPPE),
and inculcates habits of self-directed lifelong learning to prepare students for
Advanced Pharmacy Practice Experience (APPE).

Key Elements:

12.1. Didactic curriculum - The didactic portion of the Pre-APPE curriculum
includes rigorous instruction in all sciences that define the profession (see
Appendix 1). Appropriate breadth and depth of instruction in these sciences is
documented regardless of curricular model employed (e.g., blocked, integrated,
traditional ‘stand-alone’ course structure, etc.).

12.2. Development and maturation - The Pre-APPE curriculum allows for the
development and maturation of the knowledge, skills, abilities, attitudes, and
behaviors that underpin the Educational Qutcomes articulated in Standards 1
-4 and within Appendices 1 and 2.

12.3. Affective domain elements - Curricular and, if needed, co-curricular
activities and experiences are purposely developed and implemented to ensure
an array of opportunities for students to document competency in the affective
domain-related expectations of Standards 3 and 4. Co-curricular activities
complement and advance the learning that occurs within the formal didactic
and experiential curriculum.

12.4. Care across the lifespan -~ The Pre-APPE curriculum provides
foundational knowledge and skills that allow for care across the patient’s
lifespan.

12.5. IPPE expectations - IPPEs expose students to common contemporary U.S.
practice models, including interprofessional practice involving shared patient
care decision-making, professional ethics and expected behaviors, and direct
patient care activities. IPPEs are structured and sequenced to intentionally
develop in students a clear understanding of what constitutes exemplary
pharmacy practicﬁ the U.S. prior to beginningaAPPE.
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12.6. IPPE duration - IPPE totals no less than 300 clock hours of experience
andis purposely integrated into the didactic curriculum. A minimum of 150
hours of IPPE are balanced between community and institutional health-system
settings.

12.7. Simulation for IPPE - Simulated practice experiences {(a maximum of 60
clock hours of the total 300 hours) may be used to mimic actual or realistic
pharmacist-delivered patient care situations. However, simulation hours do not
substitute for the 150 clock hours of required IPPE time in community and
institutional health-system settings. Didactic instruction associated with the
implementation of simulated practice experiences is not counted toward any
portion of the 300 clock hour IPPE requirement.

Standard 13: Advanced Pharmacy Practice Experience {APPE) Curriculum: A
continuum of required and elective APPEs is of the scope, intensity, and
duration required to support the achievement of the Educational Qutcomes
articulated in Standards 1-4 and within Appendix 2 to prepare practice-ready
graduates. APPEs integrate, apply, reinforce, and advance the knowledge,
skills, attitudes, abilities, and behaviors developed in the Pre-APPE
curriculum and in co-curricular activities.

Key Elements:

13.1. Patient care emphasis — Collectively, APPEs emphasize continuity of care
and incorporate acute, chronic, and wellness-promoting patient-care servicesin
outpatient (community/ambulatory care) and inpatient {hospital/health
system) settings.

13.2. Diverse populations - In the aggregate, APPEs expose students to diverse
patient populations as related to age, gender, race/ethnicity, socioeconomic
factors (e.g., rural/urban, poverty/affluence), and disease states.

13.3. Interprofessional experiences - In the aggregate, students gain in-depth
experience in delivering direct patient care as part of an interprofessional team.

13.4. APPE duration - The curriculum includes no less than 36 weeks (1440
hours) of APPE. All students are exposed to a minimum of 160 hours in each
required APPE area. The majority of APPE is focused on direct patient care.

13.5. Timing - APD ToHguesaasessivbarmrletienf alid BRE and required
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Standard 13: Advanced Pharmacy Practice Experience (APPE) Curriculum

Please provide comments regarding the Experiential Education standards (12-13}

Save and Resume Later
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Standard 15: Academic Environment
[] Standard 16: Admissions
[ ] Standard 17: Progression

Which standards required revision of the required documentation (Appendix 3)?

[] Standard 14: Student Services

[] Standard 15: Academic Environment
[ standard 16: Admissions

[] standard 17: Progression

Please provide comments regarding the Student Services standards (14-17).

Save and Resume Later
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Standard 20: Preceptors: The college or school has a sufficient number of
preceptors {practice faculty or external practitioners) to effectively deliver
and evaluate students in the experiential component of the curriculum.
Preceptors have professional credentials and expertise commensurate with
their responsibilities to the professional program.

Key Elements:

20.1. Preceptor criteria - The college or school makes available and applies
quality criteria for preceptor recruitment, orientation, performance, and
evaluation. The majority of preceptors for any given student are U.S. licensed
pharmacists.

20.2. Student-to-preceptor ratio - Student to precepting pharmacist ratios
allow for the individualized mentoring and targeted professional development
of learners.

20.3. Preceptor education and development - Preceptors are oriented to the
program’s mission, the specific learning expectations for the experience
outlined in the syllabus, and effective performance evaluation techniques
before accepting students. The college or school fosters the professional
development of its preceptors commensurate with their educational
responsibilities to the program.

20.4. Preceptor engagement - The college or school solicits the active
involvement of preceptors in the continuous quality improvement of the
educational program, especially the experiential component.

20.5. Experiential education administration - The experiential education
component of the curriculum is led by a pharmacy professional with knowledge
and experience in experiential learning. The experiential education program is
supported by an appropriate number of qualified faculty and staff.

Which standards, as written, should be included in Standards 20257

[] Standard 18: Faculty and Staff - Quantitative Factors
[] Standard 19: Faculty and Staff - Qualitative Factors
[] standard 20: Preceptors

Which standards, asﬂtten, should NOT beincluded in Standards 20257
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Standard 18: Faculty and Staff - Quantitative Factors
[ 1 Standard 19: Faculty and Staff - Qualitative Factors
[ 1 Standard 20: Preceptors

Which standards, as written, require revision to be included in Standards 2025?

[] Standard 18: Faculty and Staff - Quantitative Factors
[] Standard 19: Faculty and Staff - Qualitative Factors
[ standard 20: Preceptors

Which standards required revision of the required documentation {Appendix 3)?

[ standard 18: Faculty and Staff - Quantitative Factors
[ Standard 19: Faculty and Staff - Qualitative Factors
[ standard 20: Preceptors

Please provide comments regarding the Faculty, Staff, and Preceptors standards (18-
20).

Save and Resume Later
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Standard 22: Practice Facilities: The college or school has the appropriate
number and mix of facilities in which required and elective practice
experiences are conducted to accommodate all students. Practice sites are
appropriately licensed and selected based on quality criteria to ensure the
effective and timely delivery of the experiential component of the curriculum.

Key Elements:

22.1. Quality criteria - The college or school employs quality criteria for
practice facility recruitment and selection, as well as setting forth expectations
and evaluation based on student opportunity to achieve the required
Educational Qutcomes as articulated in Standards 1-4.

22.2. Affiliation agreements - The college or school secures and maintains
signed affiliation agreements with the practice facilities it utilizes for the
experiential component of the curriculum. At a minimum, each affiliation
agreement ensures that all experiences are conducted in accordance with state
and federal laws.

22.3. Evaluation - Practice sites are regularly evaluated. Quality enhancement
initiatives and processes are established, as needed, to improve student
learning outcomes.

Standard 23: Financial Resources: The college or school has current and
anticipated financial resources to support the stability of the educational
program and accomplish its mission, goals, and strategic plan.

Key Elements:

23.1. Enrollment support - The college or school ensures that student
enrollment is commensurate with resources.

23.2. Budgetary input - The college or school provides input into the
development and operation of a budget that is planned, executed, and managed
in accordance with sound and accepted business practices.

23.3. Revenue allocation - Tuition and fees for pharmacy students are not
increased to support other educational programs if it compromises the quality
of the professional program.

23.4. Equitable allocation - The college or school ensures that funds are
sufficient to maintain equitable facilities {commensurate with services and
activities) across all program pathways.
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Assessment

Standard 24: Assessment Elements for Section 1: Educational Outcomes: The
college or school develops, resources, and implements a plan to assess
attainment of educational outcomes to ensure that graduates are prepared to
enter practice.

Key Elements:

24.1. Formative and summative assessment — The assessment plan
incorporates systematic, valid, and reliable knowledge-based and performance-
based formative and summative assessments.

24.2. Standardized and comparative assessments - The assessment plan
includes standardized assessments as required by ACPE (see Appendix 3) that
allow for national comparisons and college- or school-determined peer
comparisons.

24.3. Student achievement and readiness - The assessment plan measures
student achievement at defined levels of the professional competencies that
support attainment of the Educational Qutcomes in aggregate and at the
individual student level. In addition to college/school desired assessments, the
plan includes an assessment of student readiness to:

¢ Enter advanced pharmacy practice experiences
¢ Provide direct patient care in a variety of healthcare settings

¢ Contribute as a member of an interprofessional collaborative patient care
team

24.4. Continuous improvement - The college or school uses the analysis of
assessment measures to improve student learning and the level of achievement
of the Educational Outcomes.

Standard 25: Assessment Elements for Section |I: Structure and Process: The
college or school develops, resources, and implements a plan to assess
attainment of the Key Elements within Standards 5-23.

Specific Key Elements:

25.1. Assessmentﬁrganizational effectiveness - The college or school’s
assessment plan il sidrE RS BrSaaeirtighirits e Ltfattiveness of the
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Standard 24: Assessment Elements for Section I: Educational Outcomes

[] standard 25: Assessment Elements for Section II: Structure and Process

Which standards, as written, should NOT be included in Standards 20257

[] Standard 24: Assessment Elements for Section |; Educational Outcomes

[] Standard 25: Assessment Elements for Section Il; Structure and Process

Which standards, as written, require revision to be included in Standards 20257

] standard 24: Assessment Elements for Section I; Educational Qutcomes

] standard 25: Assessment Elements for Section II: Structure and Process

Which standards required revision of the required documentation (Appendix 3)?

[] Standard 24: Assessment Elements for Section I: Educational Outcomes

[] Standard 25: Assessment Elements for Section Il: Structure and Process

Please provide comments regarding the Assessment standards (24-25)

Save and Resume Later
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