


SOUTH DAKOTA BOARD OF PHARMACY
September 12, 2024
Unapproved Draft Minutes
1:00 pm CDT
Public Board Meeting


Board members present: Shane Clarambeau, Ashley Hansen, Cheri Kraemer, Tom Nelson, and Curt Rising  
Board staff present: Tyler Laetsch, Carol Smith, Lee Cordell, Jenna Heyen, Melissa DeNoon, Beth Windschitl, and Melissa Wipf.

Other parties in attendance
   
President Kraemer called the meeting to order at 1:01 pm CDT. Voice roll call was taken, mission statement read, a quorum confirmed, and introductions completed. A call for public comment was made pursuant to SDCL 1-25-1 and there was no public comment. 
Agenda item #1 (September 12, 2024, Agenda) was removed from the consent agenda.  Motion to approve modified consent agenda was ratified (Rising / Clarambeau / unanimous).  Motion to strike the designation (4) from the executive session SDCL cited and approve amended agenda was ratified (Rising / Clarambeau / unanimous).  


EXECUTIVE SESSION - Per SDCL1-25-2(4) to consult with legal counsel. 

Motion to go into executive session was ratified (Rising / Clarambeau / unanimous).  Board went into executive session at 1:11 pm; session ended at 1:41 pm.  Disciplinary committee met to discuss Complaint 2024-0004. Motion to move forward with discipline placing facility on probation for two-years with additional inspections and monitoring by board, and all pharmacists at location to complete six continuing education credits specific to USP 797 compounding guidelines was ratified (Clarambeau / Rising / unanimous).  Board member Hansen recused; she is a member of the disciplinary committee.


REPORTS
Operations 
Tyler Laetsch
· New staff updates – Melissa Wipf, Senior Secretary, started July 9th; Jenna Heyen, Sioux Falls area Inspector, comes to the board from Avera in Sibley, Iowa.  She was previously an intern at the board.  Elise Rasmussen, current SDSU P4 intern on rotation.
· Since last meeting have been preparing for legislation.  The board’s deadline for getting changes to Department of Health was in August.  First legislation was for fee increases.  Second was regarding medical marijuana indicator (MMI) which passed last year.  The only data captured by MMI was a card holder’s first name, last name, and date of birth.  PDMP vendor Bamboo informed the board it could not successfully match patient information with only those three fields.  PDMP needs additional data fields – address, gender, phone number and card id and expiration date to properly match.       
 
Inspector Highlights
Carol Smith 
· 31 inspection - 13 retail, five hospital, six telepharmacy, four AMDD, three Wholesale/Med Gas
· DEA visited at retail pharmacy.
· Biennial inventory   
· C-II must be separate from C-III-V; stored in separate folders.
· If inventory is stared at the beginning of the day, it must be completed prior to start of business or end of day cannot be started until business is closed for the day.
· Performing background check for all employees
· Hospital pharmacy had sealed bottle of phenobarbital (64.8 mg) that was short 6 tablets. Notified wholesaler and manufacturer.  Reviewed camera footage no diversion. Another technician sat next to the counting technician. Both technicians counted the bottle.
· Hospitals doing Immediate use when nursing staff is not properly trained. There is no designated area and there are no supplies available in the area (i.e. gloves, wipes, alcohol swabs).

Lee Cordell 
· Eight retail inspections, six AMDD, and one hospital inspection 
· No temperature logs for refrigerators/room temp. Lots of products stored improperly inside refrigerators, not separated. 
· Compounding areas not completely sealed all the way. 
· Ongoing issues with drug take back bin at one location - logs not available upon inspection, not being properly maintained (not emptied when full, unable to open door, bin liners misplaced).
· Numerous USP 800 compliance issues
· Not having ways to dispose of trace waste, hazardous waste, or sharps appropriately. 
· No deactivating agent available to clean counting trays.
· No Assessment of Risk on file for medications. 
· Technician taking verbal prescription for tele-pharmacy. 
· Compounding hazardous non-sterile medications with no exhaust inside the same room with positive pressure that they are using as segregated compounding area for sterile preparations in a positive pressure room. 


Jenna Heyen
· Inspections – nine retail, three hospital, two AMDD and two compounding.
· Findings:  Sudafed sold OTC and improperly packaged; stock bottles on the OTC shelves; bottles say not for OTC sales.
· Fielding questions regarding the drug repository program
· Issues with 795 compounding and items being properly labeled; not stored in refrigerator. 

Tyler Laetsch
· Twelve inspections; finding included expired Combat certificate, segregated IV room changing to a full compounding suite; issues with ceiling tile caulking, files, supplies, and medication in the clean room. 
· Fielding many weight-loss compounding questions
· Hospital with a non-control diversion issue - two nurses taking Zofran. 

[bookmark: _Hlk113960017]Prescription Drug Monitoring Program – Melissa DeNoon (handout)
Program director provided a review of the Prescription Drug Monitoring Program.  Topics discussed included new PMP AWARxE features, PMP InterConnect and RxCheck Hub updates, and PDMP funding, enhancements, projects, and statistics.  For topic specific information drill down, refer to handout.

Complaints, Disciplinary Actions, and Loss/Theft Reports 
· Complaint 2024-0005, Pharmacy
· Complaint 2024-0006, Pharmacy
· Complaint 2024-0007, Pharmacist

SD Pharmacists Association (handout)
Activity and Financial Reports – Jessica Strobl
· Convention welcome reception begins at 5:30 pm today. Convention technician registrations have significantly decreased.
· Association is working with its legal team to determine how to move forward and what that might look like.  Individuals are encouraged to provide input and participate in the process; team members working together.  Association continues to gather information including how associations in other states handle funding, membership recruitment, association structure, etc.   

The annual SDPhA funding discussion was tabled at the June 2024 board meeting.  Topic was revisited today.  Both the board and the Association are struggling financial.  The Governor’s office has made its position clear on the issue – fee increase will not be available to the board if the board continues to fund the Association.  The board currently does not have enough funds to give 80% to the Association.  Motion to not fund the Association this year was ratified (Clarambeau / Rising / unanimous). 


OTHER REPORTS
SDSU College of Pharmacy - Dan Hansen
· Students are in their third week of classes.
· P1 class numbers are up significantly from recent years (60 students).
· Total University student enrollment numbers are up (12,055 students); largest freshman class (2,455).
· Renovations to the SDSU Pharmacy and Allied Health Professions building in Sioux Falls are scheduled to start early 2025.
· 1 Day for State had over 200 donors and funds raised of $130,000. 

SD Society of Health System Pharmacists (none)

SD Association of Pharmacy Technicians (none)


OLD BUSINESS
Policy Statement Review - Jenna Heyen
· Reviewed current policy statements, assessed on-going needs, discussed utilization, and elected to retire several policies that are obsolete.  Updates to be made to information posted on board website.

District 5 Well-Being Index - Tyler Laetsch
· Provided informational PowerPoint deck for personal view.  Document was not discussed. 


NEW BUSINESS
Technician Discussion -Tyler Laetsch
Discussed pros and cons of technician national certification.  Motion to approve eliminating the national certification requirement for pharmacy technicians via a policy statement was ratified (Rising / Clarambeau / unanimous). The board encourages technicians to continue to pursue national certification and pharmacies to establish a plan to support technician growth and opportunities in the profession.     

Remetide, LLC, Virtual Manufacturer, Sioux Falls – Tyler Laetsch
Remetide LLC, a virtual manufacturer located in Sioux Falls SD, submitted a wholesale license application on 4/29/24.  The entity’s unique business model was one not previously seen by the board.  Typically, a manufacturer ships product to another entity known as a 3PL.  Remetide’s model ships API ingredients/product from foreign entity (China) directly to customers in the United States bypassing established protocols for essential safety checks and balances.  Board members expressed concern and decision was made to deny application.  


OTHER BUSINESS
Recent Meeting News
· District V NABP/AACP 2024 Meeting: Omaha, NE July 31 - August 2, 2024.

Future Board Meetings
Adjustments were made to annual board meeting schedule.  See revised dates below.  All meetings will be held in Sioux Falls and start at 9:00 am.
· January 17, 2025 
· April 4, 2025
· July 17, 2025
· October 10, 2025 

Upcoming Meetings
· 138th SDPHA Annual Convention, September 13-14, 2024, Brookings, SD.
· SDSHP 49th Annual Conference, Deadwood, SD April 11-12, 2025.
· NABP 121st Annual Meeting, Fort Lauderdale, FL May 13-16, 2025. 
· District V NAPB/AACP 2025 Meeting: Coralville, IA August 6-8, 2025


Motion to adjourn (Rising / Clarambeau / unanimous).  Meeting adjourned at 4:07 pm (CDT).
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