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CHAPTER 855 ARCHIVES DIVISION
BOARD OF PHARMACY SECRETARY OF STATE

FILING CAPTION: Revises Drug Compounding rules in Division 045 and repeals one definition in Division 006.

LAST DAY AND TIME TO OFFER COMMENT TO AGENCY: 11/26/2019 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@oregon.gov Rules Coordinator
HEARING(S)

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

DATE: 11/26/2019

TIME: 9:30 AM

OFFICER: Rachel Melvin
ADDRESS: Portland State Office
Building - Conf. Rm 1A

800 NE Oregon St.

Portland, OR 97232

NEED FOR THE RULE(S):

Revised language related to drug compounding is proposed to address patient safety and incorporates FDA enforced
national standards. All drug compounding must adhere to the standards of United States Pharmacopoeia (USP) and
USP-NF Chapters related to compounding practices at a location where drug compounding occurs, in registered
Oregon drug outlets. Certain drug compounding by other licensed practitioners is subject to jurisdiction and other
agencies, such as the FDA and state health regulatory boards. Existing rules no longer meet the acceptable standards
for patient safety.

DOCUMENTS RELIED UPON, AND WHERE THEY ARE AVAILABLE:

United States Pharmacopoeia (USP) Chapters, all applicable chapters (on USP website/subscription). FDA
Compounding Guidance Documents (available on FDA website). Pew Charitable Trusts - State Oversight of Drug
Compounding report, September 2018 Compounding Policy survey results. May 2019 Rules Advisory Committee
(RAC) minutes, May & June 2018 and September 2019 rulemaking hearing reports and draft rules, as well as Board
direction. Additionally on September 23,2019 USP provided notification of their intent to revise the chapters again
pending their appeals process.

FISCAL AND ECONOMIC IMPACT:
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The fiscal impact for stakeholders associated with these rules is dependent on current facility specifications, compliance
readiness and the type of compounding being performed.

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).

Hospital pharmacies and Community Retail Pharmacies (Chain and Independent) that perform non-sterile or sterile
compounding will be affected by these rules differently, depending on the services they offer and they type of
compounding performed. The number of pharmacy related small businesses in Oregon is estimated to be less than 50
and may include small hospitals and independent community pharmacies. Additionally, the cost of professional services,
equipment supplies, labor and increased administration will vary depending on current readiness.

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

Participants on the RAC included small business owners.

WAS AN ADMINISTRATIVE RULE ADVISORY COMMITTEE CONSULTED? YES

RULES PROPOSED:
855-006-0005, 855-045-0200, 855-045-0210, 855-045-0220, 855-045-0230, 855-045-0240, 855-045-0250, 855-
045-0260, 855-045-0270

AMEND: 855-006-0005
RULE SUMMARY: Updated definitions; removed Shared Pharmacy Service.
CHANGES TO RULE:

855-006-0005
Definitions [

As used in OAR chapter 855:97

(1) "Board" means the Oregon Board of Pharmacy unless otherwise specified or required by the context.q]

(2) "Certified Oregon Pharmacy Technician" means a person licensed by the State Board of Pharmacy who assists
the pharmacist in the practice of pharmacy pursuant to rules of the Board and has completed the specialized
education program pursuant to OAR 855-025-0005. Persons used solely for clerical duties, such as
recordkeeping, cashiering, bookkeeping and delivery of medications released by the pharmacist are not
considered pharmacy technicians.q[

(3) "Clinical Pharmacy Agreement" means an agreement between a pharmacist or pharmacy and a health care
organization or a physician that permits the pharmacist to engage in the practice of clinical pharmacy for the
benefit of the patients of the health care organization or physician.q

(4) "Collaborative Drug Therapy Management" means the participation by a pharmacist in the management of
drug therapy pursuant to a written protocol that includes information specific to the dosage, frequency, duration
and route of administration of the drug, authorized by a practitioner and initiated upon a prescription order for an
individual patient and:q

(a) Is agreed to by one pharmacist and one practitioner; or{

(b) Is agreed to by one or more pharmacists at a single pharmacy registered by the board and one or more
practitioners in a single organized medical group, such as a hospital medical staff, clinic or group practice, including
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but not limited to organized medical groups using a pharmacy and therapeutics committee.q

(5) "Compounding" means the preparation, mixing, assembling, packaging, or labeling of a drug or device:

(a) As the result of a practitioner's prescription drug order, or initiative based on the relationship between the
practitioner, the pharmacist and the patient, in the course of professional practice; orql

(b) For the purpose of, or as an incident to, research, teaching, or chemical analysis and not for sale or dispensing;
orql

(c) The preparation of drugs or devices in anticipation of prescription drug orders based on routine, regularly
observed prescribing patterns:or$f

OfPo of a-Shared-Pharmacy as5-6 : o : SN

(6) "Confidential Information" means any patient information obtained by a pharmacist or pharmacy.

(7) "Consulting Pharmacist" means a pharmacist that provides a consulting service regarding a patient medication,
therapy management, drug storage and management, security, education, or any other pharmaceutical service.q
(8) The "Container" is the device that holds the drug and that is or may be in direct contact with the drug.qT

(9) "Dispensing or Dispense" means the preparation and delivery of a prescription drug pursuant to a lawful order
of a practitioner in a suitable container appropriately labeled for subsequent administration to or use by a patient
or other individual entitled to receive the prescription drug.ql

(10) "Interpretation and evaluation of prescription orders" means the review of the order for therapeutic and legal
correctness. Therapeutic review includes identification of the prescription drug ordered, its applicability and its
relationship to the other known medications used by the patient and determination of whether or not the dose
and time interval of administration are within accepted limits of safety. The legal review for correctness of the
prescription order includes a determination that the order is valid and has not been altered, is not a forgery, is
prescribed for a legitimate medical purpose, contains all information required by federal and state law, and is
within the practitioner's scope of practice.

(11) "Labeling" means the process of preparing and affixing of a label to any drug container exclusive, however, of
the labeling by a manufacturer, packer or distributor of a non-prescription drug or commercially packaged legend
drug or device

(12) "Monitoring of therapeutic response or adverse effect of drug therapy" means the follow up of the
therapeutic or adverse effect of medication upon a patient, including direct consultation with the patient or his
agent and review of patient records, as to result and side effect, and the analysis of possible interactions with
other medications that may be in the medication regimen of the patient. This section shall not be construed to
prohibit monitoring by practitioners or their agents.q

(13) "Medication Therapy Management (MTM)" means a distinct service or group of services that is intended to
optimize therapeutic outcomes for individual patients. Medication Therapy Management services are
independent of, but can occur in conjunction with, the provision of a medication product.q

(14) "Nationally Certified Exam" means an exam that is approved by the Board which demonstrates successful
completion of a Specialized Education Program. The exam must be reliable, psychometrically sound, legally
defensible and valid.qT

(15) "Non-legend drug" means a drug which does not require dispensing by prescription and which is not
restricted to use by practitioners only.

(16) "Offering or performing of those acts, services, operations or transactions necessary in the conduct,
operation, management and control of pharmacy" means, among other things:q

(a) The creation and retention of accurate and complete patient records;Il

(b) Assuming authority and responsibility for product selection of drugs and devices;{

(c) Developing and maintaining a safe practice setting for the pharmacist, for pharmacy staff and for the general
public; 9T

(d) Maintaining confidentiality of patient information.q]

(17) "Oral Counseling" means an oral communication process between a pharmacist and a patient or a patient's
agent in which the pharmacist obtains information from the patient (or agent) and the patient's pharmacy records,
assesses that information and provides the patient (or agent) with professional advice regarding the safe and

Page 3 of 19



effective use of the prescription drug for the purpose of assuring therapeutic appropriateness.

(18) Participation in Drug Selection and Drug Utilization Review:q

(a) "Participation in drug selection" means the consultation with the practitioner in the selection of the best
possible drug for a particular patient.q

(b) "Drug utilization review" means evaluating prescription drug order in light of the information currently
provided to the pharmacist by the patient or the patient's agent and in light of the information contained in the
patient's record for the purpose of promoting therapeutic appropriateness by identifying potential problems and
consulting with the prescriber, when appropriate. Problems subject to identification during drug utilization review
include, but are not limited to:q[

(A) Over-utilization or under-utilization;q

(B) Therapeutic duplication; Il

(C) Drug-disease contraindications;q

(D) Drug-drug interactions;q

(E) Incorrect drug dosage; Tl
(
(
(
(

~— ~—

F) Incorrect duration of treatment;q[

G) Drug-allergy interactions; and{[

H) Clinical drug abuse or misuse.q[

19) "Pharmaceutical Care" means the responsible provision of drug therapy for the purpose of achieving definite
outcomes that improve a patient's quality of life. These outcomes include:

(a) Cure of adisease;q

(b) Elimination or reduction of a patient's symptomatology;9l

(c) Arrest or slowing of a disease process; orl

(d) Prevention of a disease or symptomatology.ql

(20) "Pharmacy Technician" means a person licensed by the State Board of Pharmacy who assists the pharmacist
in the practice of pharmacy pursuant to rules of the Board but has not completed the specialized education
program pursuant to OAR 855-025-0012.97

(21) "Practice of clinical pharmacy" means:q[

(a) The health science discipline in which, in conjunction with the patient's other practitioners, a pharmacist
provides patient care to optimize medication therapy and to promote disease prevention and the patient's health
and wellness; T

(b) The provision of patient care services, including but not limited to post-diagnostic disease state management
services; andq

(c) The practice of pharmacy by a pharmacist pursuant to a clinical pharmacy agreement.q

(22) "Practice of pharmacy" is as defined in ORS 689.005.9

(23) "Prescription released by the pharmacist" means, a prescription which has been reviewed by the pharmacist
that does not require further pharmacist intervention such as reconstitution or counseling .91

(24) "Prohibited conduct" means conduct by a licensee that:q]

(a) Constitutes a criminal act against a patient or client; orq[

(b) Constitutes a criminal act that creates a risk of harm to a patient or client.q

(25) "Proper and safe storage of drugs and devices and maintenance of proper records therefore" means housing
drugs and devices under conditions and circumstances that:q[

(a) Assure retention of their purity and potency;Il

b) Avoid confusion due to similarity of appearance, packaging, labeling or for any other reason;il

c) Assure security and minimize the risk of their loss through accident or theft;q]

d) Accurately account for and record their receipt, retention, dispensing, distribution or destruction;q

e) Protect the health, safety and welfare of the pharmacist, pharmacy staff and the general public from harmful
exposure to hazardous substances.

(26) "Quality Assurance Plan" is a written set of procedures to ensure that a pharmacy has a planned and
systematic process for the monitoring and evaluation of the quality and appropriateness of pharmacy services and

(
(
(
(
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for identifying and resolving problems.q]

(27) "Responsibility for advising, when necessary or when regulated, of therapeutic values, content, hazards and
use of drugs and devices" means advice directly to the patient, either verbally or in writing as required by these
rules or federal regulation, of the possible therapeutic response to the medication, the names of the chemicals in
the medication, the possible side effects of major importance, and the methods of use or administration of a
medication.q

(28)

{29} "Specialized Education Program" means;il

(a) A program providing education for persons desiring licensure as pharmacy technicians that is approved by the
board and offered by an accredited college or university that grants a two-year degree upon successful
completion of the program; orql

(b) A structured program approved by the board and designed to educate pharmacy technicians in one or more
specific issues of patient health and safety that is offered by:q

(A) An organization recognized by the board as representing pharmacists or pharmacy technicians;q

(B) An employer recognized by the board as representing pharmacists or pharmacy technicians; orl

(C) A trade association recognized by the board as representing pharmacies.q

(80829) "Supervision by a pharmacist" means being stationed within the same work area as the pharmacy
technician or certified Oregon pharmacy technician being supervised, coupled with the ability to control and be
responsible for the pharmacy technician or certified Oregon pharmacy technician's action.q

(320) "Therapeutic substitution" means the act of dispensing a drug product with a different chemical structure
for the drug product prescribed under circumstances where the prescriber has not given clear and conscious
direction for substitution of the particular drug for the one which may later be ordered.q

(321) "Verification" means the confirmation by the pharmacist of the correctness, exactness, accuracy and
completeness of the acts, tasks, or functions performed by an intern or a pharmacy technician or a certified
Oregon pharmacy technician.

Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.60

689.155
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AMEND: 855-045-0200
RULE SUMMARY: Revisions require adherence to USP standards for drug compounding.
CHANGES TO RULE:

855-045-0200
Application I

1) Fheserules{OAR 855-045-0200 6 855-045-0270) apphyte-aAny person, including any business entity,
Iocated inor out5|de Oregon that engages in the practice of compoundmgd%ugs—e#awpe#sen—meludmg—any

@Wﬁ%ﬁhe%eam@ee&%@m&%en—%&ppheat@n—ef—e# distribution in Oregon shaII register with the Board

as adrug outlet and comply with Board regulations.q

(2) These rules apply to sterile and non-sterile compounding of a drug. 9

(3) All drug compounding must adherencetoal-the guideline to standards of the current edition of the United
States Pharmacopeia Chapters 795 (USP <795)and>), 797 (USP <797)—+t—e*peets—pha¥mae+st—sengagﬁg—m

practices at any location. This includes, but is not limited to ChaDters7 71,85,151,659,731,823,825,1072,

1116,1160,1163,1211 and 1229.5.
Statutory/Other Authority: ORS 689.205
Statutes/Other Implemented: ORS 689.155
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AMEND: 855-045-0210
RULE SUMMARY: Revisions require adherence to USP standards for drug compounding.
CHANGES TO RULE:

855-045-0210
DefiniRegistrations-

with(1) A non-resident drug outlet that distributes a non-patient specific compounded drug into Oregon must be

registered with the FDA as a 503B Outsourcing Facility and must register with the Board as a manufacturer drug

outlet. g

(2) A resident drug outlet that distributes a non-patient specific human compounded drug within or outside of
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Oregon must register with the FDA as a 503B Outsourcing Facility and must register with the Board ans a

filteredairflowthatis-directedtowardstheuser manufacturer drug outlet.
Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.155
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AMEND: 855-045-0220
RULE SUMMARY: Revisions require adherence to USP standards for drug compounding.
CHANGES TO RULE:

855-045-0220
Personnel-and Responsibilities 90

wmemles—and—p#aeﬂeaksk#&ef—asephemamp&aﬂenand supervise the DreDaratlon of a comDound must comDIete

appropriate training and be capable and qualified to perform assigned duties.
(2) The pPharmacist—-in<-Charge (PIC) shaJ-I—estabhsh—phar—maey—Pand the drug outlet shaII establlsh maintain and
nforce QO|ICI€S and Pgrocedures 2

{a}Ensureallpharmacypersonnelinvelvedinpreparingin accordance with the standards in USP Chapters for all

aspects of the compounding operation according to the type of compounding performed and shall include written
procedures for:q

(a) Personnel qualifications, to include training, evaluation and requalification;{l

(b) Hand hygiene; T

(c) Garbing:9

(d) Engineering and environmental controls, to include equipment certification and calibration, air and surface
sampling, and viable particles;{l

(e) Cleaning activities, to include sanltlzmg and dlsmfectlng including those compounded-productsare-traiing
personned] and k
perfermingother staff reSDonS|bIe for cleaning:q

(f) Components to include selection, handling, and storage q
(bg) e ..

formulation records, with documented pharmacist approval;q

(h) Creating compounding records;q

(i) Establishing beyond-use-dates (BUDs):ql

(j) Continuous quality assurance program and quality controls, to include release testing, end-product evaluation,
and quantitative/qualitative testing; 9l

(Bk) Merifying that the correct drugsand componentswere selected: ¥

ecCompleted compounded

preparations, to include handling, packaging, storage and transport;q

Bl ¥er¢w—ng—the4abe4+&ee#eet—aﬂdedverse event reporting process and recall procedure. The re-appropriate

iewcall procedure must include notification to
the Board within 10 working days in the event of a patient-level recall of a compounded drug.
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Statutory/Other Authority: ORS 689.205
Statutes/Other Implemented: ORS 689.155
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REPEAL: 855-045-0230
RULE SUMMARY: Revisions require adherence to USP standards for drug compounding.
CHANGES TO RULE:
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AMEND: 855-045-0240
RULE SUMMARY: Rules revised to clearly articulate the Board's expectations for compliant labeling.

CHANGES TO RULE:

855-045-0240
Sterile-Parenteral-Preducts-Labeling 1

{C)-Steragerequirements-orspecial-conditions-if-appheableThe generic or official name of each active ingredient
Bl

(B2) NamerquantityandThe strength or concentration of alHingredientscontainedinthe preducts;each active
ngredlent, to includinge prlmary solutlon%

preparation;J

(3) The dosage form and route of administration:q[
(4) Rate of |nfu5|on for a sterile Darenteral Dreparatlon 1T

d—Fug—FeeaHs—anel—appFepﬁate—sa#eguaFds—aFe—m-plaeeA bevond -use-date (BUD) compliant with current USP

standards; andql

(7) Handling, storage or drug specific instructions, cautionary information, and warnings as necessary or
appropriate for proper use and patient safety.

Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.155

Page 13 of 19



REPEAL: 855-045-0250
RULE SUMMARY: Division 045 is revised in it's entirety.
CHANGES TO RULE:
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REPEAL: 855-045-0260
RULE SUMMARY: Division 045 is revised in it's entirety.

CHANGES TO RULE:
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AMEND: 855-045-0270
RULE SUMMARY: Revision to record keeping requirements to validate compliance with the rules and USP standards.

CHANGES TO RULE:

855-045-0270
Records 9]

or electronic format, stored in an organized manner, retained for a minimum of three years and be made readily

available for inspection by the Board. Records must be stored onsite for at least one year and then may be stored
in a secure off-site location if then retrievable within three business days. Required records include, but are not
limited to:§
(a) Standard operating procedures, including documented annual review: I
(b) Personnel training according to the type of compounding performed., including competency assessment, and
gualification records, including corrective actions for any failures, including gloved fingertip and thumb sampling
test and aseptic manipulation validation. The pharmacy must maintain a training record for each person, including
temporary personnel, who compound preparations. At a minimum, the record must contain:q[
(A) Name and signature of the person receiving erthe transferof-allcompounded-preductsmust-bestoredinan

i i ini of threeye ining:9
(B) Documentation of initial and continuing competency evaluation, to include dates and results of required
elements outlined in the outlet's policies and procedures; andql
(C) Name and signature of the pharmacist who is designated as responsible for validation of the completion of all
training 9]
(c) Engineering and environmental control records, including equipment, calibration, certification, environmental
air and surface monitoring procedures and results, as well as documentation of any corrective actions taken; and{
(d) Cleaning and disinfecting of all compounding areas and equipment.{l
(2) Master formulation records, including as appropriate:q
(a) The name, strength and dosage form of the preparation: 1
(b) Physical description byof the Beard-final preparation;{l
(c) Ingredient identities and amounts: 9
(2d) TFheformulawerksheets for compoundingpharmacieComplete instructions for preparing the product,
including equipment, supplies, and a description of the compounding steps: 1
(e) Calculations needed to determine and verify quantities of components and doses of ingredients: 11
(f) Compatibility and stability information, including references:ql
(g) Beyond-use-date (BUD) assignment and storage requirements, exincluding theseforpatientspecific/
admixtureproducts;reference source; [
(h) Sterilization method utilized, when applicable. Methods include steam, dry heat, radiation and filtration;{l
(i) Quality control procedures and expected results; and
(i) Appropriate ancillary instructions, such as storage instructions or cautionary statements, including hazardous
drug warning labels where appropriate.q
(3) Each compounded product must be documented and the unique compounding record must include, but areis
not limited to, the following:q[
(a) Drug name-and-strength: ¥
{b, strength, and dosage form of the preparation:q
(b) Physical description of the final preparation, when dispensed to a patient for self-administration; 1
(c) Master formulation record reference for the preparation, when applicable;{
(d) Quantity prepared;q
(ee) Date and time prepared;q
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(éf) Pharmacy unique lot number;9[

(erMg) Name, quantity. and manufacturers' lot numbers and expiration dates efor all ingredients used to prepare
compounded product, to include the name of the base, diluent, or primary excipient;q

(£h) Beyond Use Date;q

(gi) Name-ef-verifyingpharmaeistPharmacist documented verification of order accuracy; 1l

(kj) Names-ef-altechniciansinvelvedinthe process; ¥

H-Copy-ofthelabelusedforthecompoundedproduct ¥

da-Rhysicalevideneeldentity of all personnel involved in each step of the process:ql

(k) Documentation of the proper weight efeaeh-dry-chemicalordrugusedand measurement of each ingredient; 9
() Pharmacist documented verification thatof compounded product accuracy including the correct formula,

calculatlons and the correct Weigh%&ewdﬂme&ef—ehemeal-%measu rements and drugs were-used; T

and—p#eeedwesTotal quantity comnounded 1T

(n) BUD assignment and storage requirements. including reference source, if differs from master formulation
record;ql

be—an—able—ferspeeHe&by—the-BeaFdDocumentatlon of any qualltv control issue and any adverse reaction or

preparation problem, including those reported by the patient. caregiver, or other person, to include corrective
actions for any failure:q

(p) Records of dispensing or transfer of all compounded preparations: and 9

(g) Any other information required by the pharmacy's policies and procedures.

Statutory/Other Authority: ORS 689.205

Statutes/Other Implemented: ORS 689.155
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