1/19/2016
The following information is being provided pursuant to the requirements of Executive Order
2011-01K and Senate Bill 2 of the 129th General Assembly, which require state agencies,
including the State of Ohio Board of Pharmacy, to draft rules in collaboration with stakeholders,
assess and justify an adverse impact on the business community (as defined by S.B. 2), and
provide an opportunity for the affected public to provide input on the following rules.
New Rules


4729-17-06: Creates operational requirements for point of care locations in hospitals,
including dangerous drug storage specifications and requirements of the responsible
person.



4729-17-07: Creates requirements for institutional pharmacy when the practicing
pharmacist leaves the pharmacy to temporarily engage in the practice of pharmacy within
an institutional facility.

Amended


4729-9-05: Specifies terminal distributors of dangerous drugs may only sell, distribute or
maintain possession of dangerous drugs at the location specified on their terminal
distributor of dangerous drugs license. Adds exceptions for: licensed health professionals
authorized to prescribe drugs; persons authorized to personally furnish or dispense
naloxone; licensed health professionals who provide immunizations or any other noncontrolled drugs; an EMS organization; and a licensed veterinarian.



4729-9-01: Includes language from ORC 3715. regarding adulterated drugs. Further
expands the definition of an abandoned application.



4729-17-01: Adds definitions of point of care location and outpatient pharmacy. A point
of care location is a location within an institutional facility that stores dangerous drugs
and is a licensed terminal distributor, has dangerous drugs owned by an institutional
facility other than the one it is located in that is licensed as a terminal distributor, and is
used for the administration, personally furnishing or dispensing of dangerous drugs. An
outpatient pharmacy is a pharmacy located within an institutional facility that provides
outpatient pharmacy services which is physically separate from, and not contiguous to the
area from which inpatient pharmacy services are provided.

Comments on the proposed rules will be accepted until close of business on February 3, 2017.
Please send all comments to the following email address:
Cameron.mcnamee@pharmacy.ohio.gov
In addition, please copy your comments to:
CSIPublicComments@governor.ohio.gov

Business Impact Analysis
Agency Name: State of Ohio Board of Pharmacy
Regulation/Package Title: Dangerous Drugs & Institutional Facilities
Rule Number(s): New: 4729-17-06; 17-07
Amend: 4729-9-05; 9-01; 17-01
Date: 1/19/2017
Rule Type:
New

5-Year Review

Amended

Rescinded

The Common Sense Initiative was established by Executive Order 2011-01K and placed
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should
balance the critical objectives of all regulations with the costs of compliance by the
regulated parties. Agencies should promote transparency, consistency, predictability, and
flexibility in regulatory activities. Agencies should prioritize compliance over punishment,
and to that end, should utilize plain language in the development of regulations.
Regulatory Intent
1. Please briefly describe the draft regulation in plain language.
New Rules


4729-17-06: Creates operational requirements for point of care locations in hospitals,
including dangerous drug storage specifications and requirements of the responsible
person.



4729-17-07: Creates requirements for institutional pharmacy when the practicing
pharmacist leaves the pharmacy to temporarily engage in the practice of pharmacy within
an institutional facility.

Amended


4729-9-05: Specifies terminal distributors of dangerous drugs may only sell, distribute or
maintain possession of dangerous drugs at the location specified on their terminal
distributor of dangerous drugs license as is stipulated in paragraph (E) of ORC 4729.51.
Adds exceptions for: licensed health professionals authorized to prescribe drugs; persons
authorized to personally furnish or dispense naloxone; licensed health professionals who
provide immunizations or any other non-controlled drugs; an EMS organization; and a
licensed veterinarian.



4729-9-01: Includes language from ORC 3715. regarding adulterated drugs. Further
expands the definition of an abandoned application.



4729-17-01: Adds definitions of point of care location and outpatient pharmacy. A point
of care location is a location within an institutional facility that stores dangerous drugs
and is a licensed terminal distributor, has dangerous drugs owned by an institutional
facility other than the one it is located in that is licensed as a terminal distributor, and is
used for the administration, personally furnishing or dispensing of dangerous drugs. An
outpatient pharmacy is a pharmacy located within an institutional facility that provides
outpatient pharmacy services which is physically separate from, and not contiguous to the
area from which inpatient pharmacy services are provided.

2. Please list the Ohio statute authorizing the Agency to adopt this regulation.
The proposed rules are authorized by sections 4729.26, 3715.91 and 3719.28 of the Ohio
Revised Code. The following sections of the Ohio Revised Code are also considered authorizing
statutes for this rule package: 4729.52, 4729.51, 4729.53, 4729.54, 4729.55 and 4729.01.

3. Does the regulation implement a federal requirement? Is the proposed regulation
being adopted or amended to enable the state to obtain or maintain approval to
administer and enforce a federal law or to participate in a federal program?
The proposed rules do not implement a federal requirement.

4. If the regulation includes provisions not specifically required by the federal
government, please explain the rationale for exceeding the federal requirement.
This rule package exceeds federal requirements because the regulation of dangerous drugs and
the practice of pharmacy has traditionally been done at the state level by legislatively created
state boards of pharmacy, such as the State of Ohio Board of Pharmacy.

5. What is the public purpose for this regulation (i.e., why does the Agency feel that there
needs to be any regulation in this area at all)?
Section 4729.26 of the Ohio Revised Code authorizes the state board of pharmacy to adopt rules
governing the practice of pharmacy and distribution of dangerous drugs.
Section 3719.28 of the Ohio Revised Code authorizes the state board of pharmacy to adopt rules
governing records for the distribution of controlled substances.
Section 3715.69 of the Ohio Revised Code authorizes the state board of pharmacy to adopt rules
to enforce Ohio’s Pure Food and Drug Act (ORC 3715.), including the regulation of adulterated
drug products.
The rules proposed under this statutory authority are necessary to facilitate compliance with the
provisions in the above referenced chapters of the Ohio Revised Code to promote the public’s
safety and uniformity of care throughout Ohio. Without these regulations, the Board of
Pharmacy would not be able to:


Ensure the safe storage and use of drugs at hospital owned point-of-care locations.



Permit pharmacists to temporarily leave a pharmacy to engage in the practice of
pharmacy.



Permit the temporary and safe removal of dangerous drugs from a location licensed as a
terminal distributor of dangerous drugs.



Specify under what conditions a drug would be considered adulterated.



Ensure proper licensure and oversight of different pharmacy practices within
institutional locations.

6. How will the Agency measure the success of this regulation in terms of outputs and/or
outcomes?
The success of the regulations will be measured by having rules written in plain language,
licensee compliance with the rules, and minimal questions from licensees and prescribers
regarding the provisions of the rules.

Development of the Regulation
7. Please list the stakeholders included by the Agency in the development or initial review
of the draft regulation.

The rules in this package were reviewed by the Board’s Rules Review Committee. The
Committee, composed of pharmacists from a number of practice settings, is responsible for
reviewing and approving all rules prior to their legislatively mandated five-year review date.
Rule 4729-17-06 was reviewed by the Drug Enforcement Agency to ensure it complied with
federal laws and regulations.
Prior to filing with CSI, the rules were also reviewed and approved by the Board of Pharmacy.

8. What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?
For the proposed rules, the Board of Pharmacy Rules Review Committee reviewed the proposed
changes and new rules. The committee specifically requested the removal of language from
4729-17-07 requiring a pharmacist to keep a log of when they leave the pharmacy.

9. What scientific data was used to develop the rule or the measurable outcomes of the
rule? How does this data support the regulation being proposed?
Scientific data was not used to develop or review this rule.

10. What alternative regulations (or specific provisions within the regulation) did the
Agency consider, and why did it determine that these alternatives were not
appropriate? If none, why didn’t the Agency consider regulatory alternatives?
As the regulations are essential to protecting the public’s health and safety by ensuring uniform
regulations related to the safe distribution of dangerous drugs and the practice of pharmacy, the
State of Ohio Board of Pharmacy did not consider any regulatory alternatives.

11. Did the Agency specifically consider a performance-based regulation? Please explain.
Performance-based regulations define the required outcome, but don’t dictate the process
the regulated stakeholders must use to achieve compliance.
The agency did not consider a performance-based regulation for this rule package. It is the
Board’s responsibility to ensure uniform regulations across Ohio. At this juncture, it was the
determination of the Board and the Rules Review Committee that the rule package did not lend
itself to performance-based regulations.
12. What measures did the Agency take to ensure that this regulation does not duplicate an
existing Ohio regulation?

The Board of Pharmacy’s Director of Policy and Communications reviewed the proposed rules
to ensure that the regulations do not duplicate another State of Ohio Board of Pharmacy
regulation.

13. Please describe the Agency’s plan for implementation of the regulation, including any
measures to ensure that the regulation is applied consistently and predictably for the
regulated community.
The rules will be posted on the Pharmacy Board’s web site, information concerning the rules will
be included in materials e-mailed to licensees, and notices will be sent to associations,
individuals and groups. Pharmacy Board staff are also available via phone or email to answer
questions regarding implementation of the rules. In addition, the Board’s compliance agents and
specialists are trained to educate licensees on current and/or new regulations during on-site
inspections.
Pharmacy Board staff receive regular updates on rules via a monthly internal newsletter,
biannual staff meetings featuring a regulatory update, mandatory all-day law reviews for new
employees, email updates from the legislative affairs liaison and feedback from the Board’s legal
director for every citation submitted.

Adverse Impact to Business
14. Provide a summary of the estimated cost of compliance with the rule. Specifically,
please do the following:
a. Identify the scope of the impacted business community;
The rule package impacts the following:
 Terminal distributors of dangerous drugs;
 Wholesale distributors of dangerous drugs;
 Hospitals and other institutional facilities licensed as TDDDs;
 Pharmacists.
b. Identify the nature of the adverse impact (e.g., license fees, fines, employer time
for compliance); and
Violation of these rules may result in administrative licensure discipline for a pharmacist,
terminal distributor or wholesale distributor. Discipline might include reprimand,
suspension of a license, monetary fine and/or revocation of a license.

c. Quantify the expected adverse impact from the regulation.
New Rules


4729-17-06: Depending on the type of drugs stored, licensure as a terminal distributor
with the Board of Pharmacy will cost $112.50 or $150.00. Additional costs may be
incurred from the purchase of locked cabinets, drug storage machines or other enclosures
required by the rule. Locations with controlled substances will pay $731 every three years
for DEA registration, unless utilizing the institution’s DEA registration.



4729-17-07: While a facility is not required to have a pharmacist leave the pharmacy to
engage in the practice of pharmacy, those who do will be required to conduct checks of
activities performed in the pharmacist’s absence. This may add additional time costs to
the pharmacist that temporarily leaves the pharmacy. In addition, the rule will impose
time and administrative costs on the institution to develop the policies required in rule.

Amended


4729-9-05: The licensed health professionals authorized to prescribe drugs, persons
authorized to personally furnish or dispense naloxone and licensed health professionals
who provide immunizations or any other non-controlled drugs must return any dangerous
drugs removed from the terminal distributor within twenty-four hours. This should not
impose an adverse cost as this is a current policy enforced by the Board. A veterinarian
wishing to store drugs off-site for more than 24-hours may incur additional costs to
ensure drugs are maintained at the proper temperature and are stored securely.



4729-9-01: Applicants whose applications fall under the categories of an abandoned
application will forfeit all fees associated with said application. Further costs will be
incurred for any additional attempts to apply for a license. For terminal distributors, the
cost is $112.50 or $150.00; for wholesale distributors, the cost is $750.00 or $787.50; for
pharmacists, the cost for applying for examination is $110.00.



4729-17-01: Adds requirement that outpatient pharmacies must have a separate terminal
distributor of dangerous drugs license for the outpatient pharmacy in addition to the
license for the institutional pharmacy. The cost of a terminal distributor of dangerous
drugs license is $112.50 or $150.00. It takes approximated 30-60 minutes to complete a
TDDD application.

15. Why did the Agency determine that the regulatory intent justifies the adverse impact to
the regulated business community?
The Board determined that the regulatory intent justifies the impact on business because the
regulations are intended to protect and promote public safety. In particular, they ensure uniform
regulations that allow for:
o The safety, oversight and security of dangerous drugs;
o Permitting pharmacists to be part of the hospital care team while ensuring the safe
practice of pharmacy;
o Clear expectations of how the Board will process incomplete or abandoned applications.
o Definitions for adulterated drugs to prevent administration or dispensing to patients.

Regulatory Flexibility
16. Does the regulation provide any exemptions or alternative means of compliance for
small businesses? Please explain.
These rules do not provide any exemptions or alternative means of compliance for small
businesses. The law does not differentiate on the size of the business and therefore the
regulation is uniform across Ohio.

17. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penalties for paperwork violations and first-time offenders) into implementation of the
regulation?
The State of Ohio Board of Pharmacy does not fine licensees or impose penalties for first-time
paperwork violations. However, any failure of a standard of care in the practice of pharmacy or
the preparation/distribution of dangerous drugs is not considered a paperwork error but a quality
assurance issue by the licensee that is necessary for the protection of the public.

18. What resources are available to assist small businesses with compliance of the

regulation?
Board of Pharmacy staff is available by telephone and e-mail to answer questions. Board staff
members also provide presentations to groups and associations who seek updates on current
regulations. Additionally, field staff (i.e. compliance officers) is trained to educate licensees on
compliance with all Board of Pharmacy rules and regulations.

4729-9-05 Security requirements.
(A) All licensees and registrants shall provide effective and approved controls and procedures to
deter and detect theft and diversion of dangerous drugs. In order to determine whether a licensee
or registrant has provided effective and approved controls against diversion, the state board of
pharmacy shall use the security requirements set forth in rule 4729-9-11 of the Administrative
Code as standards for the security controls and operating procedures necessary to deter and
detect diversion.
(B) Substantial compliance with the standards set forth in rule 4729-9-11 of the Administrative
Code may be deemed sufficient by the state board of pharmacy after evaluation of the overall
security system and needs of the applicant, licensee or registrant. In evaluating the overall
security system of a licensee, registrant or applicant, the state board of pharmacy may consider
any of the following factors, as they deemed relevant, for strict compliance with security
requirements:
(1) The type of activity conducted;
(2) Type and form of dangerous drugs handled;
(3) Quantity of dangerous drugs handled;
(4) Location of the premises and the relationship such location bears on security needs;
(5) Type of building construction comprising the facility and the general characteristics of the
building or buildings;
(6) Type of vaults, safes, and secure enclosures or other storage system (e.g.-automatic storage
and retrieval system) used;
(7) Type of closures on vaults, safes, and secure enclosures;
(8) Adequacy of key control systems and/or combination lock control systems;
(9) Adequacy of electric detection and alarm systems, if any, including use of supervised
transmittal lines and standby power sources;
(10) Extent of unsupervised public access to the facility, including the presence and
characteristics of perimeter fencing, if any;
(11) Adequacy of supervision over authorized employees having access to areas containing
dangerous drugs;

(12) Procedures for handling business guests, visitors, maintenance personnel, and non-employee
service personnel;
(13) Availability of local police protection or of the licensee’s, registrant's or applicant's security
personnel, and;
(14) Adequacy of the licensee’s, registrant's or applicant's system for monitoring the receipt,
manufacture, distribution, and disposition of dangerous drugs in its operation.
(C) When physical security controls become inadequate as a result of a significant increase in the
quantity of dangerous drugs in the possession of the licensee or registrant during normal business
operation, the physical security controls shall be expanded and extended accordingly.
(D) Any registrant or applicant desiring to determine whether a proposed security system
substantially complies with, or is the structural equivalent of, the requirements set forth in
rule 4729-9-11 of the Administrative Code may submit any plans, blueprints, sketches, or other
materials regarding the proposed security system to the state board of pharmacy.
(E) The state board of pharmacy shall be notified of any new facilities, work or storage areas to
be constructed or utilized for dangerous drugs or of any changes in operation of the licensee or
registrant before being used or implemented.
(F) No licensed terminal distributor of dangerous drugs shall engage in the sale or other
distribution of dangerous drugs at retail or maintain possession, custody, or control of dangerous
drugs for any purpose at any establishment or place other than that or those described in the
license issued by the state board of pharmacy to such terminal distributor, except as follows:
(1) A licensed health professional authorized to prescribe drugs as defined in rule 4729-5-15 of
the Administrative Code may temporarily remove dangerous drugs from a licensed terminal
distributor of dangerous drugs in order to treat current or prospective patients. The dangerous
drugs shall be maintained in accordance with the manufacturer’s instructions and shall be
returned to the licensed terminal distributor of dangerous drugs within twenty-four hours, unless
otherwise approved by the board. The licensed health professional shall maintain personal
supervision and control over the dangerous drugs and any hypodermics removed from the
terminal distributor. If personal supervision is not provided, the dangerous drugs and any
hypodermics shall be physically secured in a manner to prevent unauthorized access and shall be
stored at temperatures which will ensure the integrity of the drugs prior to their use as stipulated
by the USP/NF and/or the manufacturer's or distributor's labeling. The responsible person on the
terminal distributor of dangerous drugs license pursuant to rule 4729-5-11 of the Administrative
Code shall be responsible for compliance with the requirements of this paragraph.

(2) A person authorized to personally furnish or dispense naloxone in accordance with a
physician approved protocol. The naloxone shall be maintained in accordance with the
manufacturer’s instructions and shall be returned to the licensed terminal distributor of
dangerous drugs within twenty-four hours, unless otherwise approved by the board. The
authorized person shall maintain personal supervision and control over the naloxone removed
from the terminal distributor. If personal supervision is not provided, the naloxone shall be
physically secured in a manner to prevent unauthorized access and shall be stored at
temperatures which will ensure the integrity of the drugs prior to their use as stipulated by the
USP/NF and/or the manufacturer's or distributor's labeling. The responsible person on the
terminal distributor of dangerous drugs license pursuant to rule 4729-5-11 of the Administrative
Code shall be responsible for compliance with the requirements of this paragraph.
(3) A licensed healthcare professional, in accordance with their applicable scope of practice, who
provides immunizations or any other non-controlled drugs that may be administered in
accordance with a protocol or valid prescriber’s order may temporarily remove dangerous drugs
from a licensed terminal distributor of dangerous drugs in order to treat current or prospective
patients. The dangerous drugs shall be maintained in accordance with the manufacturer’s
instructions and shall be returned to the licensed terminal distributor of dangerous drugs within
twenty-four hours, unless otherwise approved by the board. The licensed health professional
shall maintain personal supervision and control over the dangerous drugs and any hypodermics
removed from the terminal distributor. If personal supervision is not provided, the dangerous
drugs and any hypodermics shall be physically secured in a manner to prevent unauthorized
access and shall be stored at temperatures which will ensure the integrity of the drugs prior to
their use as stipulated by the USP/NF and/or the manufacturer's or distributor's labeling. The
responsible person on the terminal distributor of dangerous drugs license pursuant to rule 47295-11 of the Administrative Code shall be responsible for compliance with the requirements of
this paragraph.
(4) An emergency medical service (EMS) organization providing emergency medical services
and in accordance with Chapter 4729-33 of the Ohio Administrative Code.
(5) A veterinarian licensed pursuant to Chapter 4741. of the Revised Code may maintain a
supply of dangerous drugs obtained from a licensed terminal distributor of dangerous drugs in
order to treat current or prospective patients that cannot be reasonably treated at the location
licensed as a terminal distributor of dangerous drugs. The dangerous drugs shall be maintained in
accordance with the manufacturer’s instructions. A veterinarian shall maintain personal
supervision and control over the dangerous drugs and any hypodermics removed from the
terminal distributor. If personal supervision is not provided, the dangerous drugs and any
hypodermics shall be physically secured in a manner to prevent unauthorized access and shall be
stored at temperatures which will ensure the integrity of the drugs prior to their use as stipulated

by the USP/NF and/or the manufacturer's or distributor's labeling. Any drugs maintained
pursuant to this paragraph are subject to inspection by a board of pharmacy agent and shall be
subject to all recordkeeping, labeling, disposal and inventory requirements of Chapter 4729. of
the Administrative Code. Records shall be maintained by the terminal distributor of dangerous
drugs in accordance with rule 4729-9-14 and rule 4729-9-22 of the Administrative Code. The
responsible person on the terminal distributor of dangerous drugs license from which the drugs
are obtained pursuant to rule 4729-5-11 shall be responsible for compliance with the
requirements of this paragraph. A veterinarian maintaining dangerous drugs in accordance with
this rule shall only obtain the drugs from single terminal distributor and shall not co-mingle drug
stock from another terminal distributor of dangerous drugs.

4729-9-01 Definitions.
(A) "Dangerous drug," as defined in section 4729.01 of the Revised Code, means any drug or
drug product whose commercial package bears a label containing the symbol "Rx only", the
legend "Caution: Federal Law Prohibits Dispensing Without Prescription" or "Caution: Federal
Law Restricts This Drug To Use By Or On The Order Of A Licensed Veterinarian," or any
similar restrictive statement.
(B) "Adulterated drug" means includes a dangerous drug that to which any of the following
apply:
(1) A compounded dangerous drug if it exceeds the beyond use date as indicated in United States
pharmacopeia chapters <795> and <797>, USP 38 - NF 33, or any official supplement thereto
(10/16/2016).
(2) Meets any of the requirements described in section 3715.63 of the Revised Code.
(3) Is beyond the expiration date as stated by the manufacturer, packer, or distributor in its
labeling or it is not stored, dispensed or personally furnished according to the requirement of the
federal act as indicated in the product labeling. This does not apply to expired drugs that are
donated pursuant to sections 3715.88 to 3715.92 of the Revised Code.
(C) "Psychiatric outpatient facility" means a facility where psychiatric evaluation and treatment
is provided on an outpatient basis.
(D) As used in Chapters 3719. and 4729. of the Revised Code, "registered" and "licensed" mean
that an individual or facility has met the initial qualifications for registration and licensure with
the state board of pharmacy and, if they are still actively practicing pharmacy or distributing
drugs, have complied with annual renewal procedures, including payment of applicable fees.
(E) "Revoke", as used in Chapters 3719. and 4729. of the Revised Code, means to take action
against a license rendering such license void and such license may not be reissued. "Revoke" is
an action that is permanent against the license and licensee.
(F) "Suspend", as used in Chapters 3719. and 4729. of the Revised Code, means to take action
against a license rendering such license without force and effect for a period of time as
determined by the state board of pharmacy. The board may require that an individual whose
license has been suspended may not be employed by or work in a facility licensed by the state
board of pharmacy to possess or distribute dangerous drugs during such period of suspension.
(G) "Summary suspension", as used in Chapters 3719. and 4729. of the Revised Code, means to
take immediate action against a license ,or registration or identification card without a prior
hearing rendering such license without force and effect for a period of time as indicated in

section 3719.031, 3719.121 or 4729.571 of the Revised Code. The board may suspend a license
,or registration or identification card issued pursuant to Chapters 3719. and 4729. of the Revised
Code by utilizing a telephone conference call to review the allegations and take a vote.
(H) "Place on probation", as used in Chapter 4729. of the Revised Code, means to take action
against a license or registration suspending some or all of the sanctions imposed by the board
against that license. The terms of the probation shall state the period of time covered by the
probation and may include other conditions as determined by the state board of pharmacy.
(I) "Refuse to grant or renew", as used in Chapter 4729. of the Revised Code, means to deny
original or continued licensure or registration for a period of at least twelve months. After twelve
months or such period of time as the individual board order may require, a pharmacist, a
pharmacy intern, a terminal distributor of dangerous drugs, a wholesale distributor of dangerous
drugs, a wholesaler of controlled substances, a manufacturer of controlled substances, or an
individual or facility who desires to attain such status by licensure, and whose license the state
board of pharmacy has refused to grant or renew, may make application to the board for issuance
of a new license. A pharmacist, or an individual who desires to attain such status by licensure,
whose license the state board of pharmacy has refused to grant or renew must meet any
requirements established by the board or must pass any examination required by the board.
(J) "Campus", as used to describe a type of terminal distributor of dangerous drugs license issued
pursuant to division (E) of section 4729.51 of the Revised Code, means an establishment or place
consisting of multiple buildings where dangerous drugs are stored that are located on a
contiguous plot of land. All such buildings and stocks of dangerous drugs shall be under
common ownership and control.
(K) "Certified diabetes educator", as used in Chapters 3719. and 4729. of the Revised Code,
means a person who has been certified to conduct diabetes education by the "National
Certification Board for Diabetes Educators (NCBDE)."
(L) "Abandoned application" means an application for a terminal or wholesale distributor of
dangerous drugs where the applicant fails to complete all application requirements within thirty
days after being notified by the board. An applicant forfeits all fees associated with an
abandoned application. The board shall not be required to act on any abandoned application and
the application may be destroyed by board staff. If the application is abandoned, the applicant
shall be required to reapply for licensure, submit the required fee and comply with the licensing
requirements in effect at the time of reapplication.
(1) "Abandoned application" means an application submitted for licensure or registration that
meets the requirements in paragraph (L)(2) and (3) of this rule. An applicant forfeits all fees
associated with an abandoned application. The board shall not be required to act on any

abandoned application and the application may be destroyed by board staff. If the application is
abandoned, the applicant shall be required to reapply for licensure or registration, submit the
required fee and comply with the licensing requirements in effect at the time of reapplication.
(2) An application shall be deemed abandoned if any of the following apply:
(a) An applicant fails to complete all application requirements within thirty days after being
notified of the incomplete application by the board.
(b) An applicant for a terminal distributor of dangerous drugs that fails to demonstrate
compliance with rules 4729-5-11, 4729-9-11 and 4729-9-05 of the Administrative Code within
ninety days of receipt of a completed application. The applicant may submit a request to the
director of licensing for a one-time ninety-day extension.
(c) An applicant for a wholesale distributor of dangerous drugs that fails to demonstrate
compliance with rule 4729-5-11 and the applicable licensing rules pursuant to Chapter 4729-9 of
the Administrative Code within ninety days of receipt of a completed application. The applicant
may submit a request to the director of licensing for a one-time ninety-day extension.
(d) An applicant for a wholesale distributor of dangerous drugs with an outsourcing classification
that fails to demonstrate compliance with rules 4729-5-11 and 4729-16-02 of the Administrative
Code.
(e) An applicant for licensure as a pharmacist pursuant to paragraph (D) of rule 4729-5-31 of the
Administrative Code and paragraph (C) of rule 4729-5-32 of the Administrative Code.
(3) An application shall not be deemed abandoned if the application is subject to any of the
following:
(a) An administrative proceeding; or
(b) If there is discipline pending against the applicant.

4729-17-06 Institutional Point of Care Location (NEW)
(A) “Point of care location” has the same meaning as paragraph (L) of rule 4729-17-01 of the
Administrative Code.
(B) Dangerous drugs maintained at a point of care location shall be stored in a locked cabinet(s)
or other enclosure(s) constructed and located outside of the institutional pharmacy. The storage
area must be sufficiently secure to deny access, without obvious damage, to unauthorized
persons.
(C) The responsible person for the point of care location shall be an employee of the institutional
pharmacy that owns the drug supply and shall ensure all of the following:
(a) Designate those who may obtain access to the drug supply;
(b) Determine, in conjunction with the appropriate interdisciplinary committees, the drugs that
are to be included at the point of care location;
(c) Provide controls adequate to prevent diversion of the drugs, and institute record keeping
procedures to account adequately for the drugs when used and the positive identification of the
person who obtained the drugs from the drug supply;
(d) Provide procedures for the inspection of the point of care location to ensure proper utilization
and replacement of the drug supply.
(D) If dangerous drugs that are controlled substances are stored at the point of care location, the
owner of the drug stock may shall either:
(1) Obtain a drug enforcement administration (DEA) registration for the point of care location; or
(2) Utilize the DEA registration of the institutional facility where the point of care location is
located. The institutional facility will be responsible for compliance with all federal laws and
regulations relating to the possession and use of controlled substances.

4729-17-01 Definitions; institutional facility.
As used in Chapter 4729-17 of the Administrative Code:
(A) "Institutional facility" means a hospital as defined in section 3727.01 of the Revised Code, or
a facility licensed by the Ohio state board of pharmacy and the Ohio department of health, the
Ohio department of rehabilitation and correction, the Ohio department of developmental
disabilities, or the Ohio department of mental health and addiction services at which medical
care is provided on site and a medical record documenting episodes of care, including
medications ordered and administered, is maintained, including but not limited to:
(1) Convalescent homes;
(2) Developmental facilities;
(3) Long term care facilities;
(4) Nursing homes;
(5) Psychiatric facilities;
(6) Rehabilitation facilities;
(7) Developmental disability facilities ;
(8) Level III sub-acute detoxification facilities.
(B) "Inpatient" means any person who receives drugs for use while within the institutional
facility.
(C) "Inpatient prescription" means a written, electronic, or oral order for a drug to be dispensed
for use in treating an inpatient.
(D) "Dispensing of a drug pursuant to an inpatient prescription" means the professional review
by a pharmacist required to place a specific drug in final association with the name of a
particular inpatient pursuant to the lawful order of a prescriber. In the case of an automated drug
delivery system meeting the requirements of rule 4729-5-35 of the Administrative Code, the final
association with the name of a particular inpatient will be deemed to have occurred when the
pharmacist has given final approval to the patient specific order in the system.
(E) "Contingency drugs" are those drugs which may be required to meet the therapeutic needs of
inpatients when a licensed pharmacist is not available and personally in full and actual charge of
the institutional pharmacy.

(F) "Emergency drugs" are those drugs which are required to meet the immediate therapeutic
needs of inpatients in order to sustain life in an emergency crisis.
(G) "Outpatient" means any person who receives drugs for use outside of the institutional
facility.
(H) "Electronic drug record keeping system" means a system of storing drug records
electronically and capturing the positive identification of the person responsible for a specific
drug transaction including, but not limited to, the prescribing, administering, or dispensing of a
drug.
(I) "Positive identification" has the same meaning as paragraph (N) of rule 4729-5-01 of the
Administrative Code except that a specific hospital having a closed electronic drug record
keeping system may be permitted to use identifiers utilizing both a password combined with a
personal identifier to document the positive identification of each user for, but not limited to, the
prescribing and administration of a drug if approved by the board of pharmacy.
(1) At a minimum, the following items will be considered during the approval process:
(a) Adequate audit controls are in place to detect and deter drug diversion;
(b) Adequate access controls are in place to ensure the identity of a user and to assign
accountability of the user for any drug transaction;
(c) Adequate safeguards are in place to prevent and detect the unauthorized use of an individual's
password and personal identifier;
(d) An ongoing quality assurance program is in place to ensure that paragraphs (I)(1)(a) to
(I)(1)(c) of this rule are being fulfilled and reviewed; and
(e) Appropriate policies and procedures are in place to address all of the items in paragraphs
(I)(1)(a) to (I)(1)(d) of this rule.
(2) Positive identification pursuant to paragraph (N) of rule 4729-5-01 of the Administrative
Code shall always be used to document the:
(a) Dispensing, compounding, or repackaging of a drug;
(b) Removal and possession of a controlled substance to administer to a patient;
(c) Waste of a controlled substance.
(J) "Password" means a private identification that is created by a user to obtain access to an
electronic drug record keeping system.

(K) "Personal identifier" means a unique user name or number for identifying and tracking a
specific user's access to an electronic drug record keeping system such as social security number,
user identification number, or employee number.
(L) “Point of care location” means a location within an institutional facility that stores dangerous
drugs and all of the following apply:
(1) The point of care location is licensed as a terminal distributor of dangerous drugs;
(2) The dangerous drugs are not owned by the institutional facility where the point of care
location is located;
(3) The dangerous drugs are owned by another institutional facility licensed as a terminal
distributor of dangerous drugs; and
(4) The location may be used for the administration, personally furnishing or dispensing of
controlled substances.
(M) “Outpatient pharmacy” means a pharmacy located within an institutional facility that
provides outpatient pharmacy services which is physically separate from, and not contiguous to
the area from which inpatient pharmacy services are provided. An outpatient pharmacy shall
have a separate terminal distributor of dangerous drugs license for the outpatient pharmacy in
addition to the license for the institutional facility.

4729-17-07 Temporary Absence of a Pharmacist in an Institutional Pharmacy (NEW!)
(A) A pharmacist practicing within an institutional pharmacy may leave the pharmacy
temporarily to engage in the practice of pharmacy within an institutional facility without closing
the pharmacy and removing staff from the pharmacy if the practicing pharmacist can ensure
there are adequate security measures and policies to maintain the security of the dangerous drugs
in their absence.
(B) If, in the professional judgment of the pharmacist, for reasons of security or otherwise, the
pharmacist determines that the pharmacy should close during their absence, then the pharmacist
shall close the pharmacy and remove all staff from the pharmacy during their absence.
(C) During the pharmacist's temporary absence, no dangerous drugs shall be dispensed unless the
pharmacist has conducted a final association of the drug with a patient and a drug utilization
review pursuant to rule 4729-5-20 of the Administrative Code.
(D) During such times that the pharmacist is temporarily absent from the pharmacy, the
pharmacy staff may continue to perform the non-discretionary duties authorized to them in
accordance with Chapter 4729. of the Revised Code. However, any duty performed by any
member of the staff shall be reviewed by the pharmacist upon their return to the pharmacy.
(E) The pharmacy shall have written policies and procedures regarding the operation of the
pharmacy during the temporary absence of the pharmacist. The policies and procedures shall
include the authorized duties of pharmacy staff, the pharmacist's responsibilities for checking all
work performed by staff, and the pharmacist's responsibility for maintaining the security and
control of the drug stock.

