
2024 Ohio Law Review
Katie Stabi, PharmD, BCPS, RPh

Compliance Specialist
State of Ohio Board of Pharmacy

OPA Annual Conference & Trade Show 
April 5-7, 2024



Disclosure Statement
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      and
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financial relationships with ineligible companies to 
disclose. 

    



Learning Objectives

At the completion of this activity, the participant will be able to:
1. Identify recent changes in state and federal laws and rules which 

impact pharmacy practice in Ohio;
2. Describe the effect of recent law and rule changes on the practice of 

pharmacy;
3. Discuss implementation strategies for law and rule compliance; and
4. Review relevant board notices and publications.



Compounding



OAC 4729:7-1-01 Compounding References

• Effective 3/31/21
• USP <795>, USP <797>, and USP <800> means USP 43-NF 38, or any 

official supplement thereto (March 10, 2020)

• Comments for proposed changes were due 10/24/23 
• Has been filed with CSI
• Implementation 1 year from effective date
• Permits Board to grant extensions



R-2024-0291
Enforcement of 
USP 795 and 
USP 797

To permit licensees to begin the transition to the 
newly published Chapters of USP 795 and USP 
797 (effective November 1, 2023), the Board will 
not take administrative action against a licensee 
if the licensee is found to be in compliance with 
the latest version of USP 795 and USP 797.

This authorization shall remain in effect until the 
rules enforcing these new chapters are made 
effective. 



OAC 4729:7-2-03 Drugs Compounded in a 
Pharmacy

• Any incident that causes the compounded drug preparation or 
its labeling to be mistaken for, or applied to, another article;

• Contamination of the compounded drug preparation, 
including but not limited to mold, fungal, bacterial, or 
particulate contamination; or

• Any significant chemical, physical, or other change or 
deterioration of the dispensed compounded drug preparation 
within the compounded drug preparation's assigned beyond-
use date.

Product Quality Issue

Report within 72 hours upon discovery



Examples

• Incorrect compounded 
concentration

• Particulates in compound  
(e.g., coring)

• Precipitation of compound
• Misbranded compounded 

product (e.g., biosimilar)



Reporting Form

https://www.pharmacy.ohio.gov/documents/pubs/special/compounding/compounding%20product%20quality%20reporting%20form.pd
f 

https://www.pharmacy.ohio.gov/documents/pubs/special/compounding/compounding%20product%20quality%20reporting%20form.pdf
https://www.pharmacy.ohio.gov/documents/pubs/special/compounding/compounding%20product%20quality%20reporting%20form.pdf


OAC 4729:7-3-07 Pharmacists 
conducting medication validation

Prescriber can delegate a pharmacist to 
perform medication validation (“final check”) 
of a finished compounded drug preparation

Follow prescriber compounding record 
keeping requirements



Transmission, 
Issuance, and 
Processing of 
Prescriptions



OAC 4729:5-3-11 Transmission of 
outpatient prescriptions

Oral
• Prescriber +/- prescriber agents first and last name

Written
• Signed by prescriber (i.e., wet-ink)
• Facsimile

• Identification number of machine, prescriber name +/- agent’s 
full name

• Remain with patient records: “VOID” or “FAXED”

Electronic Prescription Transmission System



Electronic Prescription 
Transmission System
• Include the full name of the prescriber’s agent
• Controlled substances must comply with 21 CFR 

1311
• May not convert into computer-generated fax or 

scanned image, except for non-controls:
• Board approved system
• Closed system
• Board approved third-party intermediary during a 

temporary telecommunication outage



Not Valid 
Methods

• Electronic signature
• Docusign
• Text messages
• Messaging systems
• Email



ORC 3719.05 Pharmacist may dispense controlled 
substances - prescriptions - sale of stock

A pharmacist who receives a faxed, oral, or written prescription 
for a schedule II controlled substance is not required to verify 

that the prescription was issued under an exception.

Schedule II controlled substance shall be dispensed only upon 
an electronic prescription



ORC 3719.05 Pharmacist may dispense controlled 
substances - prescriptions - sale of stock

May be dispensed upon an oral prescription in 
emergency situations

May dispense upon a written prescription if there 
is a temporary technical, electrical, or broadband 
failure prevents the pharmacist from dispensing 
upon an electronic prescription.

May be dispensed upon a written prescription if it was 
issued as described in division (C) of ORC 3719.06.



Section 3719.06 Authority of 
licensed health professional
Prescriber may issue a written schedule II controlled 
substance prescription if any of the following apply:
• Temporary technical, electrical, or broadband failure 

occurs
• Issued for a nursing home resident or hospice care 

patient
• Prescriber is employed by or under contract with the 

same entity that operates the pharmacy
• Prescriber issues not more than 50 

prescriptions/year
• Prescriber is a veterinarian



Section 3719.06 Authority of 
licensed health professional
Prescriber may issue a written schedule II controlled 
substance prescription if any of the following apply:
• Electronic prescription cannot be issued in a timely 

manner and the patient's medical condition is at risk
• Prescription issued from a health care facility, which 

may include an emergency department, and 
determines an electronic prescription would
• Be impractical for the patient or
• Cause a delay that may adversely impact the 

patient's medical condition



21 CFR Part 1306 

Transfer of electronic prescriptions for 
schedules II–V controlled substances 
between registered retail pharmacies for 
initial filling, upon request from the patient, on 
a one-time basis

Authorized refills are to be transferred with 
original prescription

Must remain in its electronic form



Updates



OAC 4729:3-2-08 
Verification of 
registration and 
certification

Prior to 
commencing 
employment

At least every 24 
months

Certification from 
organization at least 
every 24 months



Registered Pharmacy Technicians
• Continuing education: 10 contact hours

• April 1, 2022 – March 31, 2024
• CPE monitor account from NABP
• 2 hours pharmacy jurisprudence
• 2 hours patient or medication safety

• Renewal opened January 31, 2024
• New registration expires 3/31/26

• Were permitted to upgrade to certified pharmacy 
technician



OARRS

New NarxCare functionality

• Unintentional overdose risk scoring 
model

• Presentation of key contributing factors 
to the model’s calculation  

Updated Overdose Risk Score



Fraudulent Promethazine 
Prescriptions

• Often phoned in or 
faxed

• If suspicious call or fax, 
contact:
• Local law enforcement
• Notify Board of 

Pharmacy



OAC 4729:5-5-08 Prospective 
drug utilization review

Based upon information obtained during a 
prospective drug utilization review, a pharmacist 
shall use professional judgment when making a 
determination about the legitimacy of a 
prescription. 

A pharmacist shall not dispense a prescription 
of doubtful, questionable, or suspicious origin.



Fentanyl Test Strips
• SOBP partnered with Office of Governor Mike 

DeWine, RecoveryOhio, the Ohio Department of 
Mental Health and Addiction Services, and the 
Ohio Department of Health

• What can be ordered:
• 2 boxes/order to Ohio TDDD
• Educational Handouts
• Pharmacies only: Naloxone patient counseling

• Order: 
https://www.surveymonkey.com/r/FTSORDER 

https://www.surveymonkey.com/r/FTSORDER


https://www.pharmacy.ohio.gov/documents/pubs/naloxone/howtotest/how%20to%20test%20your%20drugs%20-
%20using%20fentanyl%20test%20strips.pdf 

https://www.pharmacy.ohio.gov/documents/pubs/naloxone/howtotest/how%20to%20test%20your%20drugs%20-%20using%20fentanyl%20test%20strips.pdf
https://www.pharmacy.ohio.gov/documents/pubs/naloxone/howtotest/how%20to%20test%20your%20drugs%20-%20using%20fentanyl%20test%20strips.pdf


https://www.pharmacy.ohio.gov/documents/pubs/naloxone/pharmacist/patient%20counseling%20brochure.pdf 

https://www.pharmacy.ohio.gov/documents/pubs/naloxone/pharmacist/patient%20counseling%20brochure.pdf


https://www.pharmacy.ohio.gov/documents/pubs/naloxone/pharmacist/patient%20counseling%20brochure.pdf 

https://www.pharmacy.ohio.gov/documents/pubs/naloxone/pharmacist/patient%20counseling%20brochure.pdf


OAC 4729:5-5-06 Labeling of drugs 
dispensed on prescription

Contact phone number of one of the 
following:

• Dispensing pharmacy 
• Location where a pharmacist is 

employed/contracted that has 
full access to the dispensing 
pharmacy’s patient records



OAC 4729:2-2-06 Statement of preceptor 
and practical experience affidavit

• Practical experience affidavits for a calendar 
year can be submitted at any time
• Must be no later than one year after credit is earned

• Previously had to be by March 1



OAC 4729:1-5-02 
Continuing 
education 
requirements for 
pharmacists

• 30 hours
• 2 pharmacy jurisprudence
• 2 medication safety

• Initial licensure by exam or 
reciprocity does not have to 
complete CE for initial period 



OAC 4729:1-5-01 Pharmacist 
continuing education - definitions
"Board approved pharmacy practice-specific 
specialty certification program" means:
1. The program is offered by the board of 

pharmacy specialties (BPS); or 
2. The program is offered by the specialty 

pharmacy certification board (SPCB); or 
3. A program approved by the board 



OAC 
4729:3-2-01 
Registration 
procedures

• Permits pharmacy technician 
reciprocity

• Trainee registration is valid for 
18 months
• Can apply for reinstatement



OAC 4729:3-3-02 Approved pharmacy 
technician training programs

TDDD is responsible for 
providing employer-based 

training

Includes training of 
USP<800> and USP<825> 
for non-sterile and sterile 

compounding, as 
applicable



OAC 4729:7-2-03 
Drugs 
compounded in a 
pharmacy

Registered pharmacy technician 
may engage in sterile 
compounding 



OAC 4729:3-3-03 Registered 
pharmacy technicians

May perform sterile compounding if:

• In process of studying to obtain certification
• Not engage in sterile compounding for longer than 18 

months from date completed training
• TDDD is accountable for 18 month period

Register as certified pharmacy technician to 
continue compounding past 18 month period



Proposed Rules



Proposed Rules



Public Participation

https://www.pharmacy.ohio.gov/documents/lawsrules/proposedrules/guide%20to%20p
ublic%20participation%20in%20the%20rule-making%20process.pdf



Process

Step 1: Rules Review Committee
• Meets quarterly
• Proposed rules and 5-year review

Step 2: Approval for Filing by the Board
• Board approves filing with Common Sense 

Initiative (CSI) and then the Joint Committee 
on Agency Rule Review (JCARR)



Process

Step 3: File with CSI
• Permits public comment
• Usually 16 business days

Step 4: File with JCARR

Step 5: Public Hearing
• Held 30-41 days after rules filed with JCARR

Step 6: JCARR Hearing



Process

Step 7: Rules Adoption
• Shall not be earlier than 10th day after it’s been filed 

in its final form

Public Participation
• Initiate discussion: submit concerns
• Rule formulation: public Rules Review Committee
• CSI: comment period
• Public Rules Hearing
• JCARR Hearing



Timeline

Quarterly

16 Business 
Days

30-41 Days

10 days after 
final form

• Rules Review 
Committee

• CSI then file with 
JCARR

• Public Hearing 
after JCARR filing

• JCARR hearing
• Rules Adoption



JCARR Public Hearing 2/13/24



OAC 4729:5-5-02 
Minimum 
Standards for the 
Operation of an 
Outpatient 
Pharmacy

“Ensure sufficient personnel are 
scheduled to work at all times in 

order to minimize fatigue, 
distraction, or other conditions 

which interfere with a 
pharmacist’s ability to practice 

with reasonable competence and 
safety. Staffing levels shall not be 

solely based on prescription 
volume but shall consider any 

other requirements of the 
practice of pharmacy by 

pharmacy personnel during 
working hours.”



OAC 4729:5-5-02.1 Provision of Ancillary Services in 
an Outpatient Pharmacy

Ancillary Services

Immunizations

Drug administration

Medication therapy management

Disease state management

Refill reminders

Not Ancillary Services
• Services provided by an 

outpatient pharmacy to 
patients upon discharge from 
an institutional facility



OAC 4729:5-5-02.1 Provision of Ancillary 
Services in an Outpatient Pharmacy

An outpatient 
pharmacy shall not 

establish any quotas 
relating to the 

provision of ancillary 
services.

“Quota" means a fixed 
number or formula 

related to the duties of 
pharmacy personnel, 

against which the 
pharmacy or its agent 

measures or evaluates 
the number of times 
either an individual 
performs tasks or 

provides services while 
on duty.



Quota Does Not Mean

A measurement of the revenue earned by a pharmacy not 
calculated in relation to, or measured by, the tasks 
performed, or services provided by pharmacy personnel.

Any evaluation or measurement of the competence, 
performance, or quality of care provided to patients of 
pharmacy personnel if the evaluation does not use quotas.

Any performance metric required by state or federal 
regulators.



OAC 4729:5-5-02.2 Mandatory Rest Breaks for 
Pharmacy Personnel

May not require pharmacy 
personnel to work >13 hours 

Must allow at least 8 hours of off time 
between consecutive shifts

PHARMACIST may volunteer to work 
longer

Pharmacy personnel working >6 
continuous hours/workday is 
allowed to take a 30-minute 
uninterrupted rest break 

Pharmacist remains on premise 
unless:

• ≥2 Pharmacists working
• Pharmacy closes 

Pharmacy shall not retaliate or discipline a pharmacist 
for refusing to work longer than 13 hours or pharmacy 
personnel that opt to take breaks



OAC 4729:5-5-02.3 Requests for Additional 
Staff and Reports of Staffing Concerns in an 
Outpatient Pharmacy

• Develop a process for pharmacy staff to communicate requests 
for additional staff or reports of staffing concerns

• A written response shall occur within 14 business days of 
submission

• Shall not retaliate or discipline a pharmacist who, in good faith, 
makes a request 



OAC 
4729:5-5-
02.4 
Significant 
Delays in 
the 
Provision of 
Pharmacy 
Services

Receipt occurs when refill is submitted or 
generated

Receipt occurs on day new prescription is 
transmitted or submitted to pharmacy 

“Significant delay” means a prescription 
that was submitted and not yet 

dispensed:

New: within 3 
business days

Refills not 
generated by 

auto-refill: within 
3 business days

Auto-refill 
program: within 
5 business days



Significant Delay is NOT:

Drug shortage or 
drug not available Clarification needed Prior authorization

Compounded drug

Prescription that is 
considered 

questionable, 
doubtful, or 
suspicious

Prescription that 
cannot be safely 
provided or may 

negatively impact 
care

Patient, prescriber, 
caregiver request Transfer requested

Disaster (e.g., 
natural, loss of 

power, technology 
outage)



Remediation Measures

Limit pharmacy 
hours

Transfer prescriptions 
to another pharmacy, 
upon patient consent

Increase 
pharmacy staff

Other strategy that is 
agreed upon by 
pharmacy and board

Triage lifesaving 
and life-
sustaining 
medications



Auto-Refills

• Must be authorized by patient or patient’s 
caregiver

• Maintain documentation of enrollment and date
• Consent may be captured electronically, 

verbally, or in writing
• Maintain record of consent in patient profile or 

another system
• Discontinue enrollment upon request 



OAC 4729:5-5-02.5 Outpatient 
Pharmacy Access Points
• Pharmacy must have policy that permits a 

pharmacist to:
• Limit provision of ancillary services
• Limit pharmacy access points

• If no policy, pharmacy shall not override control 
of the pharmacist on duty

• Pharmacy shall not retaliate or discipline 
pharmacist who, in good faith, acts in 
accordance to rule



Contact the Board, Notices, and 
Publications



Pharmacy.ohio.gov



Contact



Pharmacy.ohio.gov



File a Complaint



Avoid Scammers in 2024



Verify Messages



Verify Messages
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https://www.registerofohio.state.oh.us/pdfs/4729/3/3/4729$3-3-03_PH_FF_A_RU_20240226_1328.pdf
https://www.registerofohio.state.oh.us/pdfs/4729/7/2/4729$7-2-03_PH_FF_A_RU_20240226_1331.pdf
https://www.registerofohio.state.oh.us/pdfs/4729/7/2/4729$7-2-03_PH_FF_A_RU_20240226_1331.pdf


Need More Information?

Katie Stabi, PharmD, BCPS, RPh
Katie.stabi@pharmacy.ohio.gov 

OPA Annual Conference & Trade Show 
April 5-7, 2024
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