ARCHIVES DIVISION
STEPHANIE CLARK
DIRECTOR

OFFICE OF THE SECRETARY OF STATE
SHEMIA FAGAN
SECRETARY OF STATE

800 SUMMER STREET NE
SALEM, OR 97310
503-373-0701

CHERYL MYERS
DEPUTY SECRETARY OF STATE

NOTICE OF PROPOSED RULEMAKING

INCLUDING STATEMENT OF NEED & FISCAL IMPACT FILED
04/26/2022 2:42 PM

CHAPTER 855 ARCHIVES DIVISION

BOARD OF PHARMACY SECRETARY OF STATE

FILING CAPTION: Pharmacy Prescription Lockers proactive procedural rule review amendments pursuant to public
testimony
LAST DAY AND TIME TO OFFER COMMENT TO AGENCY: 05/24/2022 4:30 PM

The Agency requests public comment on whether other options should be considered for achieving the rule's substantive goals while reducing negative economic
impact of the rule on business.

CONTACT: Rachel Melvin 800 NE Oregon St., Suite 150 Filed By:
971-673-0001 Portland,OR 97232 Rachel Melvin
pharmacy.rulemaking@bop.oregon.gov Rules Coordinator
HEARING(S)

Auxiliary aids for persons with disabilities are available upon advance request. Notify the contact listed above.

DATE: 05/24/2022

TIME: 9:30 AM

OFFICER: Rachel Melvin

ADDRESS: Oregon Board of Pharmacy

800 NE Oregon St., Suite 150

Portland, OR 97232

SPECIAL INSTRUCTIONS:

This hearing meeting will be held virtually via Microsoft Teams.

If you wish to present oral testimony during this hearing, sign up on our website at
www.oregon.gov/pharmacy/pages/rulemaking-information or email your contact information to
pharmacy.rulemaking@bop.oregon.gov to receive the link to join the virtual meeting. Please indicate which rule(s) you
would like to comment on.

Alternatively, you may dial (503) 446-4951 Phone Conference ID: 114 068 944+# for audio only.

You may file written comments before 4:30PM on May 24, 2022 by emailing your comments to
pharmacy.rulemaking@bop.oregon.gov

NEED FOR THE RULE(S)

Proposed amendments are a result of public comments received during March 2022 rulemaking. Revisions include
amending the signage requirements, clarifying that destocked drugs may be returned to the PPL Affiliated Pharmacy
and clarifying surveillance data requirements.

DOCUMENTS RELIED UPON, AND WHERE THEY ARE AVAILABLE
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Rulemaking Hearing Report & Comments #A
https://www.oregon.gov/pharmacy/Documents/April 2022 Bd_Mtg_Agenda.pdf

STATEMENT IDENTIFYING HOW ADOPTION OF RULE(S) WILL AFFECT RACIAL EQUITY IN THIS STATE

It is anticipated that these amendments will not impact any group of people differently than others.

FISCAL AND ECONOMIC IMPACT:

No fiscal or economic impact is known, pharmacies are not required to operate a Pharmacy Prescription Locker (PPL).

COST OF COMPLIANCE:

(1) Identify any state agencies, units of local government, and members of the public likely to be economically affected by the
rule(s). (2) Effect on Small Businesses: (a) Estimate the number and type of small businesses subject to the rule(s); (b) Describe the
expected reporting, recordkeeping and administrative activities and cost required to comply with the rule(s); (c) Estimate the cost
of professional services, equipment supplies, labor and increased administration required to comply with the rule(s).

There is no anticipated fiscal impact to other state agencies, units of local government or the public.

DESCRIBE HOW SMALL BUSINESSES WERE INVOLVED IN THE DEVELOPMENT OF THESE RULE(S):

Small businesses were not involved in the development of proposed amendments.

WAS AN ADMINISTRATIVE RULE ADVISORY COMMITTEE CONSULTED? NO IF NOT, WHY NOT?

Board staff proposes amendments based on feedback received during the public comment period.

RULES PROPOSED:
855-019-0300, 855-143-0155, 855-143-0210, 855-143-0550

AMEND: 855-019-0300

RULE SUMMARY: Proactive procedural rule review. Proposed amendments include revising language related to duties
of a Pharmacist-in-charge. Adds 'OAR 855-041 and OAR 855-139' and 'who is normally present in the pharmacy' in (1).
Adds 'A Pharmacy Prescription Locker in OAR 855-143 does not count toward this limit'in (3). Adds '15 days of
receiving a deficiency notice; or in (3)(A) and 'non-compliance' in (3)(B).

CHANGES TO RULE:

855-019-0300
Duties of a Pharmacist-in-Charge 11

(1) In accordance with Bivisien41-efthischapterofrulesOAR 855-041 and OAR 855-139, a pharmacy must, at all
times have one Pharmacist-in-Charge (PIC) empleyedwho is normally present in the pharmacy on a regular basis.
|

(2) In order to be a PIC, a pPharmacist must have:q[

(a) Completed at least one year of pharmacy practice; orql

(b) Completed a board approved PIC training course either before the appointment or within 30 days after the
appointment. With the approval of the board, this course may be employer provided and may qualify for
continuing education credit.q]

(3) A pPharmacist may not be designated PIC of more than three pharmacies without prior written approval by
the board. If such approval is given, the pPharmacist must comply with the requirements in sub-section (4)(e) of
this rule. A Pharmacy Prescription Locker in OAR 855-143 does not count toward this limit.q]

(4) The PIC must perform the following the duties and responsibilities:q

(a) When a change of PIC occurs, both the outgoing and incoming PICs must report the change to the board within
15 days of the occurrence, on a form provided by the board;q[
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(b) The new PIC must complete an inspection on the PIC Annual Self-Inspection Form, within 15 days of becoming
PIC

(c) The PIC may not authorize non-pPharmacist employees to have unsupervised access to the pharmacy, except
in the case of hospitals that do not have a 24-hour pharmacy where access may be granted as specified in OAR
855-041-0120;1

(d) In a hospital only, the PIC is responsible for providing education and training to the nurse supervisor who has
been designated to have access to the pharmacy department in the absence of a pPharmacist; [

(e) ApPharmacist designated as PIC for more than one pharmacy must personally conduct and document a
quarterly compliance audit at each location. This audit must be on the Quarterly PIC Compliance Audit Form
provided by the board;q

(f) If a discrepancy is noted on a board inspection, the PIC must submit a plan of correction within:q

(A) 15 days of receiving a deficiency notice; orl

(B) 30 days of receiving a non-compliance notice.

(g) The records and forms required by this section must be filed in the pharmacy, made available to the board for
inspection upon request, and must be retained for three years.q[

(5) The PIC is responsible for ensuring that the following activities are correctly completed:q

(a) An inventory of all controlled substances must be taken within 15 days before or after the effective date of
change of PIC, and must be dated and signed by the new PIC. This inventory must be maintained in the pharmacy
for three years and in accordance with all federal laws and regulations;q

(b) Verifying, on employment and as appropriate, but not less than annually, the licensure of all pharmacy
personnel who are required to be licensed by the board;{

(c) Conducting an annual inspection of the pharmacy using the PIC Annual Self-Inspection Form provided by the
board, by February 1 each year. The completed self-inspection forms must be signed and dated by the PIC and
maintained for three years from the date of completion;q

(d) Conducting an annual inventory of all controlled drugs as required by OAR 855-080;9

(e) Performing a quarterly inventory reconciliation of all Schedule Il controlled drugs. 9

(f) Ensuring that all pharmacy staff have been trained appropriately for the practice site. Such training should
include an annual review of the PIC Self-Inspection Report;q

(g) Implementing a quality assurance plan for the pharmacy.q]

(h) The records and forms required by this section must be filed in the pharmacy, made available to the board for
inspection upon request, and must be retained for three years.q[

(6) The PIC, along with other licensed pharmacy personnel, must ensure that the pharmacy is in compliance with
all state and federal laws and rules governing the practice of pharmacy and that all controlled substance records
and inventories are maintained in accordance with all state and federal laws and rules.

Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.151, ORS 689.155
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AMEND: 855-143-0155

RULE SUMMARY: Procedural rule review. Proposed amendments add 'As an alternative to posting the required
signage, PPL’s that utilize an electronic video monitor that the patient is required to acknowledge prior to retrieving
medication from the PPL may display the information required by sub-paragraphs (1)(c)(A) — (D) electronically.' to (1)(e).

CHANGES TO RULE:

855-143-0155

Outlet: Minimum Equipment Requirements

(1) Each Oregon PPL must have the following:ql

(a) Appropriate equipment and supplies as required by Oregon Revised Statutes, Oregon Administrative Rules,
United States Code, Code of Federal Regulations, and standards adopted by reference (e.g. USP) based on services
offered by the PPL outlet;

(b) Appropriate equipment to maintain the proper storage of drugs;l

(c) Signage in a location easily seen by the public at the PPL where prescription and non-prescription drugs,
devices, and related supplies are dispensed:

(A) Stating "The (insert name of PPL Affiliated Pharmacy) may be able to substitute a less expensive drug which is
therapeutically equivalent to the one prescribed by your doctor unless you do not approve." The printing on this
sign must be in block letters not less than one inch in height. 11

(B) Providing notification in each of the languages required in OAR 855-143-0410 of the right to free, competent
oral interpretation and translation services, including translated prescription labels, for patients who are of
limited English proficiency, in compliance with federal and state regulations if the pharmacy dispenses
prescriptions for a patient's self-administration; [

(C) Stating "This location is a Pharmacy Prescription Locker, supervised by an Oregon licensed Pharmacist from
(insert name of PPL Affiliated Pharmacy, address, and telephone number)." The printing on the sign must be in
block letters not less than one inch in height; and{

(D) Providing notification of accurate hours of operation at the PPL; andq]

(d) Additional equipment and supplies that are determined as necessary by the PPL Affiliated Pharmacy or PIC.9]
(e) As an alternative to posting the required signage, PPL's that utilize an electronic video monitor that the patient
is required to acknowledge prior to retrieving medication from the PPL may display the information required by
sub-paragraphs (1)(c)(A) - (D) electronically.q

(2) Failure to have, use and maintain required equipment constitutes unprofessional conduct under ORS
689.405(1)(a).

Statutory/Other Authority: ORS 689.205, ORS 689.654

Statutes/Other Implemented: ORS 689.155, ORS 689.515, ORS 689.654, ORS 689.527
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AMEND: 855-143-0210

RULE SUMMARY: Procedural rule review. Proposed amendments add 'Drugs and devices destocked from a PPL that
satisfy the requirements of this section may be returned to stock at the PPL Affiliated Pharmacy.' in (4).

CHANGES TO RULE:

855-143-0210

Outlet: Supervision

A PPL and its PPL Affiliated Pharmacy must:q

(1) Ensure prescription and non-prescription drugs, devices, and related supplies are only dispensed at the PPL if
an Oregon licensed Pharmacist is available for patient consultation and the PPL is fully operational .l

(2) Ensure that stocking and destocking of prescription and non-prescription drugs, devices, and related supplies
ina PPL is completed under the supervision, direction and control of a pPharmacist.

(3) Ensure that an Oregon licensed Pharmacist verifies and documents that:q]

(a) All prescription and non-prescription drugs, devices, and related supplies were correctly stocked into the
PPL;TT

(b) All prescription and non-prescription drugs, devices, and related supplies destocked from the PPL were
returned to the PPL Affiliated Pharmacy;

(c) Proper storage conditions were maintained during transfer per OAR 855-143-0125; and{l

(d) Records are maintained per OAR 855-143-0550. 1

(4) Drugs and devices destocked from a PPL that satisfy the requirements of this section may be returned to stock
at the PPL Affiliated Pharmacy.

Statutory/Other Authority: ORS 689.205, ORS 689.225

Statutes/Other Implemented: ORS 689.151, ORS 689.155, ORS 689.305, ORS 689.527
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AMEND: 855-143-0550

RULE SUMMARY: Proactive procedural rule review. Proposed amendments add '30 days except when a PPL Affiliated
Pharmacy becomes aware of an incident that requires review of surveillance data, the PPL Affiliated Pharmacy must
retain the data related to that incident for 6 months from the date of review' and removes '6 months'in (3)(f).

CHANGES TO RULE:

855-143-0550

Records: General Requirements

(1) The recordkeeping requirements OAR 855-143 are in addition to the requirements of other recordkeeping
rules of the board. Unless otherwise specified, all records and documentation required by these rules, must be
retained for three years and made available to the board for inspection upon request. Records must be stored
onsite for at least one year and may be stored, after one year, in a secured off-site location if retrievable within
three business days. Records and documentation may be written, electronic or a combination of the two.q[

(2) All required records for the Drug Outlet PPL must be maintained by the PPL Affiliated Pharmacy.ql

(3) Records retained by the PPL Affiliated Pharmacy must include, but are not limited to:q

(a) Date, time and identification of each individual and activity or function performed on the PPL;q

(b) Oregon licensed Pharmacist physical inspection of the PPL;q[

(c) Audiovisual communication system testing;

(d) Licensee training on the proper use of the PPL; 11

(e) Still image capture and store and forward images must be retained according to (1);

(f) Data and surveillance system data must be retained for émenths30 days except when a PPL Affiliated
Pharmacy becomes aware of an incident that requires review of surveillance data, the PPL Affiliated Pharmacy
must retain the data related to that incident for 6 months from the date of review; andq[

(g) Any errors or irregularities identified by the quality improvement program.ql

(4) Records of dispensing from a PPL must include the:q

(a) Physical location of the PPL;q

(b) Identification of the patient or patient's agent retrieving the prescription, non-prescription drugs, and
supplies;

(c) Adigital image of the individual to whom the prescription was dispensed.q]

(d) Date and time of transaction;ql

(e) Each prescription number, patient name, prescriber name, drug name, strength, dosage form and quantity;q
(f) Each non-prescription drug and supply name, UPC or NDC number, and quantity; andql

(g) Name of Oregon licensed Pharmacist or Oregon licensed Intern who provided counseling to the patient or
patient's agent, if required, documentation that the counseling was performed or that the Pharmacist or Intern
accepted the patient or patient's agent request not to be counseled.q

(5) Records of stocking and destocking of prescriptions into or from a PPL must include the:q

(a) Date and time;

(b) Each prescription number, patient name, prescriber name, drug name, strength, dosage form and quantity;Il
(c) Each non-prescription drug and supply name, UPC or NDC number, and quantity;ql

(d) Name and Oregon license number of the person stocking or destocking prescription, non-prescription drugs
and supplies from the system; and{[

(e) Identity of the Oregon licensed Pharmacist who verifies that the system has been accurately stocked or
destocked.

Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.155, ORS 689.508, ORS 689.527
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