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KariShanard-Koenders, R.Ph., M.S., Executive Director
Tyler Laetsch, Pharm. D.
Melissa DeNoon, R.Ph., PDMP Director

None of the presenters has had a financial relationship
over the past 24 months with any commercial sponsor
with a vested interest in this presentation.

This CPE activity will ensure that
pharmacistsin attendance will be able to:
1. Understand how workplace safety and
pharmacy staffwell being are important to
the protection of public health in Sol
Dakota

2.Understand the requirements aroun:

. ound
Presentation COVIDvaccinationsand the board's current
. . stance on immunizations for special
Objectives R

for 3. Understand some of the common
. inspection findings and how to improv
Pharmacists pharmacy operationsto

current laws and rules.

4. Describe the role of pharmacists
reducing the barriers associated with
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will ensure that
ians in attendance will be able to:

1. Understand how workplace safety and
pharmacy staff well being are important to

Presentation the protection of public health in South

, . Dakota.
Objectives  , understandthe requirementsfor
fOr technicians to administerimmunizationsin
- South Dakota under the PREP Act.
Technicians 3. Describe the medications that are
allowed to be accepted nto the state
ory program.

nd MOUD and the pharmacy
nce disorder treatment.

Top 7 Initiatives FY 2023

Registrations and Licenses

South Dakota Registrations and Licenses by Year
Year 2015 2016 2017 2018 2019 2020 2021 YTD 2022
Pharmacists 1,997 2,014 2,034 2,078 2,087 2115 2116
Pharmacy Interns %0 353 390 301 35 293 303
Technicians 1,746 1,691 1,575 1,604 1,446 1690 1578
Full-Time Pharmacies 21 25 235
Part-Time Pharmacies 58 64 65
Non-Resident Pharmacies 750 74 76
Wholesalers 1,1 1,285 1,270 1,276 1,270
e o

06 2018 ¥TD 2022
8 Phamacists Phamacy Interns @ Techmicians
@l . ces @ Non
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NABP District Five

« lowa

* Manitoba

* Minnesota

* Nebraska
* North Dakota
+ Saskatchewan

* South Dakota

Workplace Conditions and
Pharmacy Personnel Burnou

* Do we have issues?

» Has the pandemic helped to make pharmacists the ones that
America counted on to save the country from this virus? Do we
still have this standing?

= What else has it done to pharmacy?

* The entire country is faced with this

+ As volume increases but the rate limiting step stays the sam
there isincreased pressure and chance of harm. Think of it like
awater hose or balloon.®

+ There is only so much work a pharmacist can do. Demanding
more than that amount means something will be overlaoked,
ignored, ar done wrong, which puts patients at risk. Overall, it
appears to be a reckless practice.®

Workplace Conditions and
Pharmacy Personnel Burnou

* How Much Is Too Muc
* Metrics — fact or fiction?
* Retaliation —real or fear?

» Employee ratios?
* Legal ability vs training and education — should we let
support staff do everything they can to assist.

* Must ensure the pharmacist has the time to do required
tasksfduties.

» Pharmacist should not have to da technician tasks — data
entry, filling, and checking the same prescription leads to
errors.




PORTRAIT OF A PHARMACY TECHNICIAN

IDENTIFIES AS & WOMAN
1S A CERTIFIED TECHNICUAN
HAS PURSUED SOME FORM OF HIGHER EDUCATION.
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»The PREP Act and its Nine Amendments provide liability
protections for COVID-19 countermeasures provided by
covered individuals and then granted permissions
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South Dakota Codified Law
SDCL 34-20H

+ Legislature passed (unanimously) HB 1086 which allows for the redistribution
of donated prescription drugs

* This is now SDCL CHAPTER oH REDISTRIBUTION OF DONATED
PRESCRIPTION DRUGS AND MEDICAL SUPPLIES

» Therule: n ARSD 20:52: 35 and have ben drafted - hearing TBD

« This allows unused, sealed, unepened prescription drugs to be returned to a
participating pharmacy for re-dispensing with certain qualifications

Findings on Inspections

» DEA biennial inventory requirements
» Outdated Medications

= Take back site requirements

» Updated licenses posted, combat meth

» Controlled substance loghook or print out
* PDMP submissions

= CS0S

» Fridge monitaring

» Compounding decuments missing/incomplete

DEA Requirements

* 21 CFR 1304.11 Inventory Requirements-

« At the registered location, not centrallylacated

« All drugs “an site at time of inventory, this includesall meds ready
for pick up. We recommend o keep these separate in inventory to
determine if included in perpetual inventory from time invertory
was taken.

- Allinventorythat is in e—kits, if provided from your pharmacy

« Time inventoryis taken, open of business or close of business

- Allinventory completed at same time

- Signed by person(s) completing inventory
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DEA-CSOS requirements

= 21 CFR 1305.22 ()- “"When a purchaser receives a
shipment, the purchaser must create a record of the
quantity of each item received and the date re d. The
record must be electronically linked to the original order
and archived.”

= 21 CFR 1305.27(a)- Records kept onsite, or accessible
onsite, for a pariod of 2 years.

= 21 CFR 1306.22 (3)- Each pharmacists working each day
must sign a daily printout or logbook stating that all refills
for CllI, CIV, and CV substances has been reviewed and is
accurate.

Licenses and signs to be posted

» State pharmacy license
= DEA license
= State CSR
* Regular pharmacists that work
* Combat Meth certificate
* 5 signs required by law/rule and PDMP sign
» Optional

hregistrations

ds, must be on site and available for review during

- Intern registrations

Takeback site location requirement:
21 CFR 1317 Subpart B

» DEA license updated
» Quter box is secured to permanent fixture (wall or floor)
* Inventory sheet maintained for all liners
- Date recei
- Date putinto receptacle
« Date removed and sealed
- Date sent for destruction
« Certificate of destruction
« Collector receptacle should be monitored by staff at all
times

= "Ultimate User” must be the one to put items into
receptacle
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PDMP Submissions

» Starting in 2022, during inspection data has been collected
to assure proper PDMP submission. During the audit we
have found the following:

- CV ot being submitted
eversals not processed
« Incorrect DEAnumber,

= These corrections will be addressed after inspection by
our PDMP staff and they will work with the pharmacist in
charge to correct the data.

Pharmacy issues

» Refrigerator temps not being recorded, or not addressed if
out of range

* Room temps- AC not working in summer, pharmacy was
reported to board office > 82 degrees, meds were
quarantined and sent for destruction

» Qutdates- mast common in compounding areas. Most
cormmon item found outdated is flavorings for oral meds.
» Compounding records for every compound missing
information or missing all together.
xcess clutterfinventory in pharmacy making difficult to
work.

USP <795> & <797> Compounding

USP released a new proposed revision on Sept 1, 2021.

Public comment period is open until March 31, 2022.

No further information te date on next step, release of draft, or
publish date.

There are several open forum discussions.

Wwww.usp.org/compounding




SD PDMP Update

What's New at the
PDMP?

Interstate Data Sharing

This includes all our
As of Q3 2022, SD neighboring states and
PDMP users can query recently added St.
39 other PDMPs Louis County, MO,
Alaska, & Florida
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Current
Program
Focus

on Audit Project

Data Submission Compliance

» SDCL 34-20E-3. Each dispenser shafl submit the
information required by this chapter to the central repository
at least every twenty-four hours unless the board waives
this requirement for good cause shown by the dispenser.

= ARSD 20:51:32:02 furthers the twenty-four-hour
requirement adding or by midnight of the next business day
after dispensing.

* PICs at pharmacies out of compliance will be contacted by
PDMP staff with informatien en how to come into
compliance

Data Integrity

» Ensuring accuracy of PDMP data is critically important
since this tool aids in clinical decision-making impacting
patient care

= Database errors fall into two categories:

~ Dispensation recordsin the database
- Dispensation records not in the database
* Database error correction is required by law

8/28/2022




Errorsin the Database

» Records with the required data elements for submission
per SD law and rule but contain errors that occurred
during rx data entry that were not identified and corrected
prior to dispensing; i.e., wrong prescriberjwrong DEA or
incorrect rx written date

* PDMP staff are made aware by users upon review of a
patient report and will work with PICs on corrective action

n of the corrected information into SD’s PMP
Clearinghouse is always required; PICs may need to work
with their pharmacy software vendor to ensure success of
this resubmission

Errors Not in the Database

» Records missing one or more of the required data
elements for submission per SD law and rule resulting in
the absence of rx information on patient reports

» Required data elements can be found in ARSD 20:51:32:03

* PICs are responsible for accurate and complete data
submissiens

* PMP Clearinghouse generates data submission error
reports upon file submission

» Error reports must be reviewed, corrective action taken,
ending with file resubmission

APhA
Institute on
Substance
Use
Disorders

8/28/2022
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APhA Institute on SUDs

» What are the major pharmacy-related barriers
surrounding MQUD access?
- Stigma
- Legislation/Politics
« Availability
« Education/Misinformation
- Cost/Prior Auth requirement
- Fear of DEADOJ by prescribers and pharmacists
+ 20% of pharmacies in the US don‘t stock buprenorphine

APhA Institute on SUDs

» What can pharmacists do to decrease barriers to MOQUD?

+ Advocatefor pharmacist-led prescribing and managing of
buprenorphine

« Utilize telehealth to reach at-risk patients

« Availability of a drug take-back receptaclein your pharmacy

« Utilize the PDMP —"Concern should lead to a discussion NOT a
decision.”

k additional training on SUDs

« Goal is to establish the pharmacy as a safe place for
patients with SUD

APhA Institute on SUDs

Naloxone Communication

iy patents E—

11



8/28/2022

APhA Institute on SUDs

» Utilize SD’s standing order to increase your pharmacy’s
dispensing of naloxone which may ultimately assist

pharmacists in obtaining provider status

* Language matters
~ Instead of, “You may overdose from this medication.”

- Say, “This medication may cause a bad reaction and you may stop
breathing. There’s a medication ta reverse that called naloxane.”

PDMP by the
Numbers

Trending PDMP Utilization by SD
Drs & RPhs

12
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Dispensations to SD Patients

(T3

Trending SD Patients’ Opioid
Prescriptions

13



Trending SD Patients’ Opioid
Prescriptions

RX Total Quantity

2400000 29,376,211
26700000

26000000

Trending SD Patients’ Opioid
Prescriptions

RX Total Days of Supply 2015 11,992,948

6900000 6:912,053

6,557,407

6,373,108

2021

PharmaDrop Drug Take-Back
Program

8/28/2022
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Post-test Pharmacists

Pharma have a responsibility to make decisions and seek resolutions
reqarding workplace concerns without fear of intimidation or retaliation from
their employar or supervisors. True or False?

accine has been approved for infan d 3 months and
2quires the follawing to be documented when doing pharmacy inventary

el i B
etion of inventory at BOB or EOB on date.

mpl
5 Anual hour of the day completed

C. Signature of pharmacist and technician.

D. Acturate countt of Il Cll, CIll, IV, and CV substancesin pharmacy only.

Which of the following are ways pharmacists can reduce the barriers associat
with MOUID? Select all that apply:
A Haveadnigt kreceptaclein your pharm
Utilize the PDMP as a tool to remove patients from your practice.
C. Advocate for pharmacist ability to prescribe and manage buprenarphine
D. Assure your pharmacy stocks buprenorphire:

Post-test Technicians

Technicians should expect that warkplace canditions will be appropriata to the level of
wark that is required of them. True or False

Which of the following is true about the PREP Act:
A. PREP stands for Public Readiness and Emergency Prepared
. The PREP Act provided new autl rpharmacy staffta provide COVID
countermeasuresto patients.
. The B Ma~ expired hecause there is na longera COVID state of emergency.
Allof the
Frand#a
. #10nly

If a patient enters the pharmacy with a bag of medications to donate ta the drug
e sl st o s i o P
the pharmacistta speaktothe patient and review the danated medications and

devices.
Have the patient camplete the donatian form and aive her a big hug ta thankher.

. Since the pharmacist s busy, help the patient completz the donation form.

. The insulin expires in 2 month, but  patient can use a vial of insulinin less tha

manth sa callect the donatian .

. MOUD is the acronym far Medication for Opioid Use Disorder. True ar False

8/28/2022
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QUESTIONS?

South Dakota Board of Pharmacy

4,001 W Valhalla Blvd, Suite 106
Sioux Falls, SD 57106
Phone 605-362-2737
Fax 605-362-2738

Executive Director - Kari Shanard-Koenders - kari.shanard-
koenders@state.sd.us

PDMP Director - Melissa DeNoon - melissa.denoon@state.sd.us
Inspector - Tyler Lastsch - tyler.laetsch@state.sd.us
Inspector - Carol Smith - carol.smith@state.sd.us
Inspector— Lee Cordell— lee.cordell @state.sd.us
Website: http://doh.sd.gov/boards/pharmacy/

fhank You

=
Finally Over!
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