Secretary of State
NOTICE OF PROPOSED RULEMAKING HEARING

A Statement of Need and Fiscal Impact accompanies this form.

Board of Pharmacy 855

Agency and Division Administrative Rules Chapter Number
Karen MacLean 800 NE Oregon St. #150 Portland, OR 97232 (971) 673-0001
Rules Coordinator Address Telephone

RULE CAPTION
Adopt epinephrine and rules required by Legislature. Amend Division 041, fee, pharmacist and RDF rules.

Not more than 15 words that reasonably identifies the subject matter of the agency’s intended action.

November 21, 2013 9:30 a.m. 800 NE Oregon St. Conference Room 1A Portland, OR 97232 Courtney Wilson

Hearing Date Time Location Hearings Officer

Auxiliary aids for persons with disabilities are available upon advance request.

RULEMAKING ACTION
Secure approval of new rule numbers (Adopted or Renumbered rules) with the Administrative Rules Unit prior to filing.
ADOPT:
855-041-1001, 855-041-2300, 855-041-2310, 855-041-2320, 855-041-2330

g\Sl\él-I(E)ONE(.)OSO, 855-011-0020, 855-019-0205, 855-019-0270, 855-019-0280, 855-041-1030, 855-041-1105, 855-041-4200, 855-
110-0005, 855-110-0007

REPEAL:

RENUMBER:

AMEND & RENUMBER:

Stat. Auth. : ORS 291.055, 401.065, 433.441, 433.443, 475.035, 689.155, 689.205, 689.305, 689.315, OL 2013, Ch 332, OL
2013, Ch. 340, OL 2013, Ch 342, OL 2013, Ch 367

Other Auth.:

Stats. Implemented: ORS 431.972, 676.200, 676.410, 689.135, 689.151, 689.155, 689.455, 689.645, 689.505, 689.515, 689.774,
OL 2012, Ch, 34, OL 2013, Ch 332, OL 2013, Ch. 340, OL 2013, Ch 342, OL 2013, Ch 367

RULE SUMMARY

The 2013 Oregon Legislature required the Board of Pharmacy to adopt or amend rules relating to public health emergencies, bio
similars, naloxone, and the Health Professional’s Service Program (HPSP). For clarity, the Board is proposing to amend the
namef/title of Remote Dispensing Facility to be changed to Remote Distribution Facility. The Board is also proposing to adopt
rules as they relate to epinephrine. Division 110 is being proposed for amendment to reflect the Remote Dispensing Facility name
change and to reduce the score transfer and supervising physician dispensing outlet fees pursuant to ORS 291.055(3). Division 019
and 041 are being proposed for amendment to require a pharmacist and outlet to notify the Board within one business day in the
event of significant drug losses or violations related to drug theft.

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

Copies of the full text of these rules can be obtained on the Board’s website at www.pharmacy.state.or.us, or by calling the Board
office at (971) 673-0001

November 21, 2013 4:30 p.m. (Last day to submit written comments to Rules Coordinator)
Fare S Mar Paan Karen S. MacLean Karen.S.Macl ean@state.or.us 10/15/2013

Signature Rules Coordinator Email Address Date

Note: Hearing Notices must be submitted by the 15th day of the month to be published in the next month’s Oregon Bulletin.


http://www.pharmacy.state.or.us/
mailto:Karen.S.MacLean@state.or.us

Secretary of State
STATEMENT OF NEED AND FISCAL IMPACT

A Notice of Proposed Rulemaking Hearing or a Notice of Proposed Rulemaking accompanies this form.

Board of Pharmacy 855

Agency and Division Administrative Rules Chapter Number

Adopt epinephrine and rules required by Legislature. Amend Division 041, fee, pharmacist and RDF rules.

Rule Caption (Not more than 15 words that reasonably identifies the subject matter of the agency’s intended action.)

In the Matter of:

Adopt epinephrine and rules required by legislature. Amend Division 041, fee, pharmacist and RDF rules.

Statutory Authority: ORS 291.055, 401.065, 433.441, 433.443, 475.035, 689.155, 689.205, 689.305, 689.315, OL 2013, Ch 332,
OL 2013, Ch. 340, OL 2013, Ch 342, OL 2013, Ch 367

Other Authority:

Stats. Implemented: ORS 431.972, 676.200, 676.410, 689.135, 689.151, 689.155, 689.455, 689.645, 689.505, 689.515, 689.774,
OL 2012, Ch, 34, OL 2013, Ch 332, OL 2013, Ch. 340, OL 2013, Ch 342, OL 2013, Ch 367

Need for the Rule(s):

Rule adoptions or amendments are needed for public health emergencies, biosimilars, naloxone, and the Health Professional’s
Service Program (HPSP) as the result of legislation that occurred during the 2013 Oregon Legislative Session.

For clarity purposes the Board is proposing to amend the name/title of Remote Dispensing Facility to be changed to Remote
Distribution Facility.

The proposed amendments to 855-019-0205 and 855-041-1030 are needed to match DEA requirements and help alert the Board of
potential fraud.

The proposed amendments to Division 110 are needed to reflect the Remote Dispensing Facility name change and to reduce the
score transfer and supervising physician dispensing outlet fees. The temporary fee reduction is pursuant to ORS 291.055(3).

Documents Relied Upon, and where they are available:

Senate Bill 167: https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB167

House Bill 2124: https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/HB2124

Senate Bill 460: https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB460

Senate Bill 384: https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB384

Fiscal and Economic Impact:

There will be a fee reduction of $100.00 for pharmacists who would like to score transfer their license. There will be a $125.00 fee
reduction for Supervising Physician Dispensing Outlets.

Statement of Cost of Compliance:
1. Impact on state agencies, units of local government and the public (ORS 183.335(2)(b)(E)):
Trainees for opiate overdose emergencies who have successfully completed a training program approved by the Oregon
Health Authority, Public Health Division and have a Statement of Completion Certificate and Authorization to Obtain
Naloxone Certificate will be able to receive naloxone from a pharmacy to be used in opiate overdose emergencies.


https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB167
https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/HB2124
https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB460
https://olis.leg.state.or.us/liz/2013R1/Measures/Overview/SB384

2. Cost of compliance effect on small business (ORS 183.336):
a. Estimate the number of small businesses and types of business and industries with small businesses subject to the rule:

Approximately 50-100 pharmacy outlets registered with the Board are classified as a small business. These outlets will be
required to satisfy the requirements for filling a prescription order for a biological products and may not substitute a biosimilar
product for the prescribed biological product unless they satisfy requirements outlined in the rule. Such pharmacy outlets will
also need to report to the Board within one business day when there has been a significant drug loss or violation related to
drug theft. They will also be able to fill orders for epinephrine and naloxone to be used by trainees when rule requirements
have been satisfied.

b. Projected reporting, recordkeeping and other administrative activities required for compliance, including costs of
professional services:

Pharmacies will need to keep invoices from naloxone pharmacy sales on record for three years. This recordkeeping activity
should have a minimal cost.

Pharmacies will need to report to the Board within one business day when there has been a significant drug loss or violation
related to drug theft. This requirement is similar to the DEAs requirement therefore this administrative activity should not
have a substantial cost.

c. Equipment, supplies, labor and increased administration required for compliance:

There are no anticipated equipment, supplies, labor or increased administrative requirements associated with these rules.

How were small businesses involved in the development of this rule?

Small businesses were not involved in the development of these rules as the majority of the rules are required by the 2013 Oregon
Legislature.

Administrative Rule Advisory Committee consulted?:
If not, why?:

A Rule Advisory Committee was not consulted as the majority of the rules are required by the 2013 Oregon Legislature.

440"‘”“5' Ma. Karen S. MacLean 10-15-2013

Signature Printed name Date

Administrative Rules Unit, Archives Division, Secretary of State, 800 Summer Street NE, Salem, Oregon 97310.
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