
Oregon Board of Pharmacy                                                                    Compounding Workgroup Agenda- May 16, 2023 

Agenda  
Public Meeting 

Oregon Board of Pharmacy – Workgroup 
Compounding  

May 16, 2023 1:00PM 
 

The committee will meet virtually.  
 

Public Attendance Options: 
Virtually via Teams: Link  

Audio Only: (503) 446-4951  Phone Conference ID: 626 031 749#   
 

To sign up for Public Comment, email your request to pharmacy.rac@bop.oregon.gov  
by 12:00PM on 5/16/2023. 

 
If you need accommodations under the Americans with Disabilities Act (ADA), complete and submit 

the online OBOP Request for ADA Accommodations for Public Meetings form located on our website.  
 

  
 

Agenda Item Content 
Welcome      Roll Call  

Workgroup Business 

 

 Workgroup - Purpose and Responsibilities 

 Anticipated Rules Timeline 

 Review of Proposed Rules 

 Committee Member Discussion 

  Public Comment (if applicable)  

Good of the Order  Closing Remarks 

 Adjourn 

 
The Oregon Board of Pharmacy serves to promote and protect public health, safety, and welfare by ensuring high    

standards in the practice of pharmacy and through effective regulation of the manufacture and distribution of drugs. 
  

https://teams.microsoft.com/l/meetup-join/19%3ameeting_ZDVlODZhYzMtZTQxOS00Yzc1LWE2NmYtOWQwZDgxYjQ1NjU0%40thread.v2/0?context=%7b%22Tid%22%3a%22aa3f6932-fa7c-47b4-a0ce-a598cad161cf%22%2c%22Oid%22%3a%229673b5b0-fe1a-4472-baf6-e57c6d23b578%22%7d
mailto:pharmacy.rac@bop.oregon.gov
https://www.oregon.gov/pharmacy/Pages/Board-Agendas-Minutes.aspx


Compounding
OREGON BOARD OF PHARMACY 

WORKGROUP– MAY 16, 2023



OBOP MISSION 
 The Oregon Board of Pharmacy serves 

to promote and protect public health, 
safety and welfare by ensuring high 

standards in the practice of pharmacy 
and through effective regulation of the 
manufacture and distribution of drugs. 



Roll Call
Workgroup Participants Present
◦ Dawn Calder, RPH
◦ Sarah Fondse, RPH
◦ Natalie Gustafson, RPH 
◦ Kim Julian, COPT
◦ Laurie Marzell
◦ Letitia Robarge, COPT
◦ Cassandra Robertson, RPH

 Board Members Present
◦ Shannon Beaman, RPH
◦ Priyal Patel, RPH

 Staff Members Present
◦ Jennifer Davis, Pharmacist 

Consultant
◦ Rachel Melvin, Operations Policy 

Analyst
◦ Joseph Schnabel, Executive Director



Reminders
• Please be aware that any investigatory information is confidential 

and should not be discussed in a public meeting.

• When using examples, it is suggested that you phrase as the 
examples as hypothetical.



Workgroups
• What is a Workgroup?
◦ A Workgroup may be established and used for to collect information on a 

specific topic and provide advice on rules in which there are issues that may 
substantially impact the interests of persons or entities (“stakeholders”), who 
will likely be affected by the proposed rulemaking. 

• What is the purpose of a Workgroup?
◦ Involve the public in the development of public policy
◦ Estimate financial and racial equity impact on interested persons/entities
◦ Members must represent the communities of persons likely to be affected by 

the rule

*A Workgroup’s role is advisory only.*



Rulemaking Process
 Workgroup provides advice to agency
 Agency drafts rules
 Draft rules are filed with Secretary of 

State and notice given to interested 
parties
 Public may comment on rules before 

rules are enacted
 Agency considers public comment, 

discusses and determines final rules
 Rules are filed with Secretary of State

Steps 3 & 4 are repeated as necessary to build consensus



Proposed Timeline- DRAFT
• February 2023-July 2023: Board staff draft proposed rules
• February 2023- July 2023: Workgroup meetings

• February 2023– July 2023: Board staff ongoing revision of proposed 
rules
◦ June 2023: Board 1st look at proposed rules 
◦ August 2023: Board 2nd look at proposed rules
◦ September 2023: Rulemaking
◦ October 2023: Board adoption of proposed rules

Typical rules process can take 2-3 years
This timeline will be adjusted based on board priorities



Discussion Items - Compounding
 855-006-0005 Definitions
 Division 045 -> 183
◦ Applicability
◦ Personnel & Responsibilities
◦ General Requirements
◦ Labeling
◦ Policies & Procedures
◦ Records
◦ Prohibited Practices

 USP 795 (v. 11/1/2023)
◦ 7. MASTER FORMULATION AND 

COMPOUNDING RECORDS
◦ 9. LABELING

 USP 797 (v. 11/1/2023)
◦ 11. MASTER FORMULATION AND 

COMPOUNDING RECORDS
◦ 13. LABELING

https://secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=297638


Discussion Items: 
Compounding
 Should vs. Must
◦ USP 795
◦ USP 797

 Proposed Rules
◦ Compounding Copies 
◦ Drug Recalls
◦ Veterinary Use
◦ Labeling
◦ CNSP
◦ CSP
◦ For Future Use

# Title

1 Applicability
5 Definitions
50 Personnel and Responsibilities
200 Compounding: General Requirements
205 Compounding: Technology
370 Delivery
400 Labeling: CNSP
410 Labeling: CSP
420 Labeling: CNSP and CSP for Future Use
450 Drug: Disposal
500 Policies & Procedures
520 Recalls
550 Records: General
560 Records: MFR- CNSP
565 Records: MFR- CSP
570 Records: CR- CNSP
575 Records: CR- CSP
600 Prohibited Practices

700
Compounding Services: Preparation According to 
FDA Approved Labeling

710 Compounding Services: Copies of an Approved Drug
730 Compounding Services: For Use by a Veterinarian



Future Meetings
• Please note that meetings may be cancelled or rescheduled as 

needed. 
◦ 6/20/2023
◦ 7/18/2023



FINAL THOUGHTS



THANK YOU FOR YOUR 
PARTICIPATION! 
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Standard operating procedures (SOPs) must be reviewed initially and at least every 12 months by the designated person(s) 
to ensure that they reflect current practices, and the review must be documented. Any changes or alterations to an SOP must 
be made only by a designed person(s) and must be documented. Revisions to SOPs must be communicated to all personnel 
involved in these processes and procedures, and personnel should document acknowledgement of the communication.

Total SOPs required: 20

INTRODUCTION AND SCOPE (2)
	� Practices Not Subject to the Requirements in This Chapter

	» The following practices are not considered compounding and are not required to meet the requirements of this 
chapter. Handling of nonsterile HDs should additionally comply with USP Chapter <800>. Refer to facility SOPs for 
additional safe practices (e.g., labeling).

•	 Nonsterile radiopharmaceuticals

•	 Reconstitution

•	 Repackaging

•	 Splitting tablets

•	 Administration

	� Oversight by Designated Person(s)
	» The designated person(s) must be identified in the facility’s SOPs.

PERSONNEL TRAINING AND EVALUATION (2)
	� Personnel Training and Evaluation

	» Other personnel, who do not compound and only perform functions such as in process checks, final verification, 
or dispensing of compounded nonsterile preparations (CNSPs), must undergo training as required by the facility’s 
SOPs.

	» In addition to the initial and annual competency training and evaluation described in this section, the designated 
person(s) should monitor and observe compounding activities and must take immediate corrective action 
if deficient practices are observed. Facility SOPs must describe procedures for monitoring and observing 
compounding activities and personnel.

PERSONAL HYGIENE AND GARBING (2)
	� Garb and Glove Requirements

	» Garbing requirements and frequency of changing garb must be determined by the facility and documented in the 
facility’s SOPs.

	» The facility’s SOPs must describe cleaning and sanitization procedures for reusing goggles, respirators, and other 
reusable equipment.

USP <795> 
LIST OF STANDARD 

OPERATING PROCEDURES
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2USP <795> LIST OF STANDARD OPERATING PROCEDURES

BUILDINGS AND FACILITIES (2)
	� Compounding Area

	» An area must be designated for nonsterile compounding. The method of designation must be described in the 
facility’s SOPs.

	» The compounding facility must adhere to SOPs to detect and reduce the risk of temperature excursions within the 
storage area(s).

EQUIPMENT AND COMPONENTS (4)
	� Equipment

	» Weighing, measuring, or otherwise manipulating components that could generate airborne chemical particles 
(e.g., active pharmaceutical ingredients, added substances, and conventionally manufactured products) must be 
evaluated to determine if these activities must be performed in a closed-system processing device to reduce the 
potential exposure to personnel or contamination of the facility or CNSPs. The process evaluation must be carried 
out in accordance with the facility’s SOPs, and the assessment must be documented.

	� Components
	» The compounding facility must have written SOPs for the selection and inventory control of all components from 

receipt to use in a CNSP.

	� Component Receipt
	» The following information must be documented (see 14. Documentation) according to the facility’s SOPs: receipt 

date, quantity received, supplier name, lot number, expiration date, and results of any in-house or third-party 
testing performed.

	� Component Spill and Disposal
	» The management and documentation of nonhazardous components spills and disposal must be described in the 

facility’s SOPs.

MASTER FORMULATION AND COMPOUNDING RECORDS (1)
	� Creating Master Formulation Records

	» Any changes or alterations to the master formulation records must be approved and documented according to the 
facility’s SOPs. 

LABELING (1)
	� Labeling

	» Labeling procedures must be followed as described in the facility’s SOPs to prevent labeling errors and CNSP mix-
ups.

QUALITY ASSURANCE AND QUALITY CONTROL (4)
	� Quality Assurance and Quality Control

	» A facility’s quality assurance (QA) and quality control (QC) programs must be formally established and 
documented in the facility’s SOPs that ensure that all aspects of the preparation of CNSPs are conducted in 
accordance with the requirements in this chapter (<795>) and the laws and regulations of the applicable regulatory 
jurisdiction.

	» The facility’s SOPs must describe the roles, duties, and training of the personnel responsible for each aspect of the 
QA program.

	� Complaint Handling
	» Compounding facilities must develop and implement SOPs for handling complaints.

	� Adverse Event Reporting
	» Adverse events potentially associated with the quality of CNSPs must be reported in accordance with the facility’s 

SOPs and all laws and regulations of the applicable regulatory jurisdiction.



ashp.org

3USP <795> LIST OF STANDARD OPERATING PROCEDURES

CNSP PACKAGING AND TRANSPORTING (2)
	� Packaging of CNSPs

	» The facility’s SOPs must describe packaging of CNSPs.

	� Transporting of CNSPs
	» If transporting CNSPs, the facility must have written SOPs to describe the mode of transportation, any special 

handling instructions, and whether temperature monitoring devices are needed.

Special acknowledgment to Sarah Hall, PharmD (candidate), UNC Eshelman School of Pharmacy, and Kevin Hansen, 
PharmD, MS, BCSCP, Director of Pharmacy, Compounding Services and Data Analytics, Cone Health, for the develop-
ment of this resource, and to Patricia Kienle, RPh, MPA, BCSCP, FASHP, Director, Accreditation and Medication Safety, 
Cardinal Health, and Michael Ganio, PharmD, MS, BCSCP, FASHP, Senior Director, Pharmacy Practice and Quality, 
ASHP, for peer-review.

Kevin and Patti are members of the USP Compounding Expert Committee, but this resource is not affiliated with or 
endorsed by USP.
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Standard operating procedures (SOPs) must be reviewed initially and at least every 12 months by the designated person(s) 
to ensure that the SOPs reflect current practices, and the review must be documented. Any changes or alterations to an SOP 
must be made only by a designed person(s) and must be documented. Revisions to SOPs must be communicated to all per-
sonnel involved in these processes and procedures, and personnel should document acknowledgement of the communication.

Total SOPs Required: 46

INTRODUCTION AND SCOPE (3)
	� Blood-Derived and Other Biological Materials 

	» When compounding activities require the manipulation of a patient’s blood-derived or other biological material 
(e.g., autologous serum), the manipulations must be clearly separated from other compounding activities and 
equipment used in compounded sterile preparation (CSP) preparation activities, and they must be controlled by 
specific standard operating procedures (SOPs) to avoid any cross-contamination.

	� Immediate-Use CSPs
	» Aseptic techniques, processes, and procedures are followed, and written SOPs are in place to minimize the 

potential for contact with nonsterile surfaces, introduction of particulate matter or biological fluids, and mix-ups 
with other conventionally manufactured products or CSPs.

	» Personnel are trained and demonstrate competency in aseptic processes as they relate to assigned tasks and the 
facility’s SOPs.

PERSONNEL TRAINING AND EVALUATION (6)
	� Personnel Training and Evaluation

	» Personnel who only perform restocking or cleaning and disinfecting duties outside of the primary engineering 
control (PEC) must complete ongoing training as required by the facility’s SOPs.

	» Personnel compounding only immediate-use CSPs must complete training as required by the facility’s SOPs (see 
1.3 Immediate-Use CSPs).

	» This program must equip personnel with the appropriate knowledge and train them in the required skills necessary 
to perform their assigned tasks, and SOPs should specify the training required for such tasks.

	� Media-Fill Testing Procedures 
	» The order of the incubation temperatures must be described in the facility’s SOPs.

	� Initial & Ongoing Training and Competency
	» Training and competency must be defined by facility SOPs for the personnel who do not compound nor have direct 

oversight of compounding personnel.

	» Training and competency should supplement facility SOPs for the designated person(s), personnel who compound, 
and personnel with direct oversight of compounding personnel.

USP <797> 
LIST OF STANDARD 

OPERATING PROCEDURES
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PERSONAL HYGIENE AND GARBING (5)
	� Hand Hygiene

	» The order of garbing must be determined by the facility and documented in the facility’s SOPs.

	� Garbing Requirements
	» The required garb, manner of storage, and order of garbing must be determined by the facility and documented in 

the facility’s SOPs.

	» Category 1 and 2: The facility’s SOPs must describe disinfection procedures for reusing goggles, respirators, and 
other reusable equipment.

	» Category 3: The facility’s SOPs must describe disinfection procedures for reusing goggles, respirators, and other 
reusable equipment.

	» The restricted-access barrier system (RABS) sleeves and gloves and the pharmaceutical isolator sleeves and gloves 
should be changed per the manufacturer’s recommendations and as defined in the facility’s SOPs.

FACILITIES AND ENGINEERING CONTROLS (2)
	� Facility Design and Environmental Controls

	» The temperature and humidity readings must be reviewed as described in the facility’s SOPs.

	� Placement and Movement of Materials
	» The designated person(s) is responsible for addressing other areas of risk in the facility’s SOPs.

CERTIFICATION AND RECERTIFICATION (1)
	� Total Airborne Particle Sampling

	» All sampling sites and procedures must be described in the facility’s SOPs.

MICROBIOLOGICAL AIR AND SURFACE MONITORING (3)
	� General Monitoring Requirements

	» The microbiological air and surface monitoring program must be clearly described in the facility’s SOPs, which 
must include a diagram of the sampling locations, procedures for collecting samples, frequency of sampling, size of 
samples (e.g., surface area, volume or air), time of day of sampling in relation to activities in the compounding area, 
and action levels that will trigger corrective action.

	� Viable Air Sampling Procedures
	» The incubator temperature must be monitored during incubation, either manually or by a continuous recording 

device, and the results must be reviewed and documented as described in the facility’s SOPs.

	� Monitoring Surfaces for Viable Particles:
	» All sampling sites and procedures must be described in the facility’s SOPs.

CLEANING, DISINFECTING, AND APPLYING SPORICIDAL DISINFECTS AND STERILE 70% 
ISOPROPYL ALCOHOL  (4)

	� All cleaning and disinfecting activities must be performed by trained and appropriately garbed personnel using facility-
approved agents and procedures, which must be described in written SOPs.

	� The frequency, method(s), and location(s) of cleaning, disinfecting, and applying sporicidal disinfectants must be 
established in written SOPs, in accordance with the manufacturer’s instructions, and must be followed by all cleaning 
personnel.

	� All cleaning, disinfecting, and application of sporicidal disinfectants must be documented according to the facility’s 
SOPs.

	� Once opened, sterile cleaning and disinfecting agents and supplies (e.g., closed containers for sterile wipers) and sterile 
70% isopropyl alcohol may be reused for a time period specified as by the manufacturer or described in the facility’s 
written SOPs.
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EQUIPMENT, SUPPLIES, AND COMPONENTS (3)
	� Equipment

	» Compounding personnel must follow established SOPs for the calibration, maintenance, cleaning, and use of 
equipment based on the manufacturer’s recommendations.

	» Weighing, measuring, or otherwise manipulating components that could generate airborne chemical particles (e.g., 
active pharmaceutical ingredients, added substances, conventionally manufactured products) must be evaluated 
to determine if these activities must be performed in a PEC or other closed system processing device (e.g., single 
use containment glove bag) to reduce the potential exposure to personnel or contamination of the facility or CSPs 
(See 4.2.6 Facilities Preparing Category 2 or Category 3 CSPs from Nonsterile Starting Component(s)). The process 
evaluation must be carried out in accordance with the facility’s SOPs and the assessment must be documented.

	� Components
	» Compounding personnel must follow the facility’s SOPs, which must address the selection, receipt, evaluation, 

handling, storage, and documentation of all CSP components, including all ingredients and container closures.

STERILIZATION AND DEPYROGENATION (4)
	� A description of the terminal sterilization and depyrogenation process, including temperature, pressure (if applicable), 

duration, permissible load conditions for each cycle, and the use of biological indicators and endotoxin challenge vials 
must be included in the facility’s SOPs.

	� SOPs must include training and competency of personnel on all sterilization methods and equipment used by the facility.

	� The SOPs must include a schedule and method for establishing and verifying the effectiveness of the terminal 
sterilization and depyrogenation methods selected, as well as the methods for maintaining and cleaning the sterilizing 
and depyrogenation equipment.

	� Depyrogenation
	» The effectiveness of the depyrogenation cycle must be re-established if there are changes to the depyrogenation 

cycle described in SOPs (e.g., changes in load conditions, duration, or temperature).

MASTER FORMULATION AND COMPOUNDING RECORDS (1)
	� Creating Master Formulation Records (MFRs)

	» Any changes or alterations to the MFR must be approved and documented according to the facility’s SOPs.

RELEASE INSPECTIONS AND TESTING (2)
	� All release testing procedures (e.g., visual inspections and testing) must be included in the facility’s documentation (see 

17. SOPs).

	� Visual Inspection
	» Defects that indicate sterility or stability problems must be investigated to determine the cause according to the 

facility’s SOPs.

LABELING (1)
	� Labeling procedures must be followed as described in the facility’s SOPs to prevent labeling errors and CSP mix-ups.

SOPS (2)
	� Facilities that prepare CSPs must develop SOPs for the compounding process and other support activities.

	� SOPs must include the types of CSPs that are prepared (i.e., Category 1, Category 2, Category 3).
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QUALITY ASSURANCE AND QUALITY CONTROL (5)
	� A facility’s quality assurance (QA) and quality control (QC) programs must be formally established and documented 

in the facility’s SOPs that ensure that all aspects of the preparation of CSPs are conducted in accordance with the 
requirements in this chapter (<797>) and the laws and regulations of the applicable regulatory jurisdiction.

	� The facility’s SOPs must describe the roles, duties, and training of the personnel responsible for each aspect of the QA 
program.

	� Notification about and recall of out-of-specification dispensed CSPs
	» An SOP for recall of out-of-specification dispensed CSPs must contain: (1) procedures to determine the severity 

of the problem and the urgency for implementation and completion of the recall, (2) procedures to determine the 
distribution of any affected CSP, including the date and quantity of distribution, (3) procedures to identify patients 
who have received the CSP, (4) procedures for disposal and documentation of the recalled CSP, and (5) procedures 
to investigate and document the reason for failure.

	� Complaint Handling
	» Compounding facilities must develop and implement SOPs for handling complaints.

	� Adverse Event Reporting
	» Adverse events potentially associated with the quality of CSPs must be reported in accordance with the facility’s 

SOPs and all laws and regulations of the applicable regulatory jurisdiction.

CSP HANDLING, STORAGE, PACKAGING, SHIPPING, AND TRANSPORT (3)
	� Processes and techniques for handling, storing, packaging, and transporting CSPs must be outlined in the facility’s SOPs.

	� Personnel who will be handling, storing, packaging, and transporting CSPs within the facility must be trained in 
accordance with the relevant SOPs, and the training must be documented.

	� Handling and Storing CSPs
	» The results of the temperature readings must be documented in a temperature log per facility SOPs or stored in the 

continuous temperature recording device and must be retrievable.

COMPOUNDING ALLERGENIC EXTRACTS (1)
	� Personnel Hygiene and Garbing for Compounding Allergenic Extract Prescription Sets

	» Before beginning compounding of allergenic extract prescription sets, personnel must perform hand hygiene (see 
Box 3) and garbing procedures according to the facility’s SOPs.

Special acknowledgment to Sarah Hall, PharmD (candidate), UNC Eshelman School of Pharmacy, and Kevin Hansen, 
PharmD, MS, BCSCP, Director of Pharmacy, Compounding Services and Data Analytics, Cone Health, for the develop-
ment of this resource, and to Patricia Kienle, RPh, MPA, BCSCP, FASHP, Director, Accreditation and Medication Safety, 
Cardinal Health, and Michael Ganio, PharmD, MS, BCSCP, FASHP, Senior Director, Pharmacy Practice and Quality, 
ASHP, for peer-review.

Kevin and Patti are members of the USP Compounding Expert Committee, but this resource is not affiliated with or 
endorsed by USP.
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Divisions 006/041/045/183: Drug Compounding  

Filing Caption per ORS 183.335(2)(a)(A) (identifies the subject matter of the agency’s intended action 
max 15 words): Proactive procedural review; Creates new Division 183 for Drug Compounding 

Need for Rules per ORS 183.335(2)(b)(C) (describes what we are changing in rule): Creates a new 
Division 183 for Drug Compounding. Amends “Compounding” definition in Division 006. Adds additional 
general requirements for Drug Outlet Pharmacies, Dispensing Practitioner Drug Outlets (DPDO)and 
Correctional Facilities and Community Health Clinics (CHC)  related to dispensing compounded drugs in 
Divisions 041 and 043. Proposes relocating and revising existing rules from Division 045 as a result of the 
board’s 2022-2026 Strategic Plan to proactively review and update rules to ensure clarity, transparency 
and promote patient safety. 

Documents Relied Upon per ORS 183.335(2)(b)(D): 

USP Chapters: USP Compounding Compendium 

For Use by a Veterinarian: Compounding Animal Drugs from Bulk Drug Substances Guidance for Industry 
(April 2023), Index of Legally Marketed Unapproved New Animal Drugs for Minor Species 

Essential Copies: Compounded Drug Products That Are Essentially Copies of a Commercially Available 
Drug Product Under Section 503A of the Federal Food, Drug, and Cosmetic Act Guidance for Industry 
(January 2018), FDA drug shortages database, ASHP drug shortages database  

Racial Equity statement per ORS 183.335(2)(b)(F) (identifying how adoption of rule might impact one 
group of people differently than others):  Reorganizing proposed rules may provide clarity, 
transparency and promote patient safety, no effects on racial equity are anticipated. Ensuring licensees 
and registrants can easily locate licensure and compliance requirements will positively impact all 
Oregonians in all communities. 

Fiscal & Economic Impact per ORS 183.335(2)(b)(E): TBD 

Cost of Compliance (OBOP/Other State Agencies/Units of Local Government/Public), Effect on Small 
Businesses: There are no known economic impacts to the agency, other state or local government or 
members of the public. In order to comply, drug outlet pharmacies, DPDOs, CFs and CHCs who engage in 
compounding will need to pay for access to the USP Compounding Compendium estimated to cost $250 
per year per user.   

Describe how small businesses were involved in development of the rules: Small businesses were not 
involved in the development of proposed revisions to these rules.  

Was a RAC consulted? If no, why? per ORS 183.335(2)(b)(G): No. A Workgroup was convened per the 
board’s direction.  

Rules Summary per ORS 183.335(2)(a)(B) (indicates the change to the rule and why): USP 795 (v. 
11/1/2022) and USP 797 (v. 11/1/2022) become enforceable on 11/1/2023. Board rules related to 
compounding must be updated to reflect the new standards. Proposed amendments include revising 
the definition of “Compounding” in Division 006 to match the definition in the USP standards adopted 
by reference. Creates new Division 183 by revising and relocating existing rules from Division 045. 

https://www.usp.org/products/usp-compounding-compendium
https://www.fda.gov/media/132567/download
https://www.fda.gov/animal-veterinary/minor-useminor-species/index-legally-marketed-unapproved-new-animal-drugs-minor-species;
https://www.fda.gov/media/98973/download
https://www.fda.gov/media/98973/download
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
https://www.ashp.org/drug-shortages/current-shortages/drug-shortages-list?page=CurrentShortages


 

Oregon Board of Pharmacy - * FOR COMPOUNDING WORKGROUP DISCUSSION ONLY – DO NOT DISTRIBUTE  v. 05/2023 

Creates proposed rules related to requirements for Compounding in the areas of “Applicability”, 
“Definitions”, “Designation”, “Personnel”, “General Requirements”, “Compounding Technology”, 
“Delivery”, “Compounding Labeling” for both sterile (CSP) and non-sterile preparations (CNSP) and 
labeling requirements for future use, “Drug Disposal”, “Policies and Procedures”, “Compounded Drug 
Recalls”, “Records” requirements including general, master formulation records (MFR), records for CNSP 
and CSP, “Prohibited Practices”, “Compounding Services” for preparation according to FDA approved 
labeling requirements, copies of approved drugs and for use by a Veterinarian. Amends existing rules in 
Division 043 by adding “Drug Outlet Dispensing” general requirements for DPDOs, Correctional Facilities 
and Community Health Clinics. Will repeal Division 045 upon adoption of new Division 183.   

 1 
Selected USP definitions relevant to Div 183.  2 
Note: CNSP/CSP used below whereas the standard only uses CNSP for the definition in <795> and CSP in 3 
<797>. 4 
 5 
Active pharmaceutical ingredient (API): Any substance or mixture of substances intended to be used in 6 
the compounding of a preparation, thereby becoming the active ingredient in that preparation and 7 
furnishing pharmacological activity or other direct effect in the diagnosis, cure, mitigation, treatment, or 8 
prevention of disease in humans or animals or affecting the structure and function of the body. Also 9 
referred to as Bulk drug substance. A conventionally manufactured drug product is not an API but is 10 
typically manufactured from an API(s). 11 
 12 
Compounding: The process of combining, admixing, diluting, pooling, reconstituting other than as 13 
provided in the manufacturer’s labeling, or otherwise altering a drug product or bulk drug substance to 14 
create a CNSP/CSP. 15 
 16 
Designated person(s): A person assigned to be responsible and accountable for the performance and 17 
operation of the facility and personnel as related to the preparation of CNSPs/CSPs. 18 
 19 
Beyond-use date (BUD): The date, or hour and date, after which a CNSP/CSP must not be used, stored, 20 
or transported. The date is determined from the date or time the preparation is compounded. 21 
 22 
Compounded nonsterile preparation (CNSP): Preparation not intended to be sterile that is created by 23 
combining, admixing, diluting, pooling, reconstituting other than as provided in the manufacturer’s 24 
labeling, or otherwise altering a drug product or bulk drug substance. 25 
 26 
Compounded sterile preparation (CSP): Preparation intended to be sterile that is created by combining, 27 
admixing, diluting, pooling, reconstituting, repackaging, or otherwise altering a drug product or bulk 28 
drug substance. 29 
 30 
Compounding record (CR): Record that documents the compounding of each CNSP/CSP. 31 
 32 
Master formulation record (MFR): A detailed record of procedures that describes how each CNSP/CSP is 33 
to be prepared. 34 
 35 
POLICY DISCUSSION: Inclusion 36 
 37 
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DIVISION 006 38 
DEFINITIONS 39 
 40 
855-006-0005 41 
Definitions 42 
 43 
(11) "Compounding" means the process of combining, admixing, diluting, pooling, reconstituting other 44 
than as provided in the manufacturer’s labeling, or otherwise altering a drug product or bulk drug 45 
substance to create a compounded preparation.  46 
 47 
 48 
 49 
DIVISION 183 50 
DRUG COMPOUNDING 51 
 52 
855-183-0001 53 
Applicability 54 
 55 
(1) Any person, including any business entity, located in or outside Oregon that engages in the 56 
practice of compounding a drug for dispensing, delivery or distribution in Oregon must register with 57 
the board as a drug outlet and comply with board regulations. 58 
 59 
(2) These rules apply to sterile and non-sterile compounding of a drug for humans and animals. 60 
 61 
(3) Entities that are registered with FDA as an outsourcing facility under section 503B of the Federal 62 
Food, Drug, and Cosmetic Act in 21 U.S.C. 353b (XX/XX/XXXX) must register with the board as a 63 
manufacturer in OAR 855-060. 64 
 65 
Statutory/Other Authority: ORS 689.205 66 
Statutes/Other Implemented: ORS 689.155 67 
 68 
 69 
855-183-0005 70 
Definitions 71 
 72 
Phrases or definitions used in OAR 855-183 are the same as included in the USP standard adopted by 73 
reference unless otherwise specified. 74 
 75 
Statutory/Other Authority: ORS 689.205  76 
Statutes/Other Implemented: ORS 689.155  77 
 78 
 79 
855-183-0010 80 
Designation: General 81 
 82 
Each Drug Outlet must maintain an accurate compounding status in the board’s online registration 83 
system.  84 

https://secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=297638
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 85 
POLICY DISCUSSION: Registration type, CNSP/CSP 86 
 87 
Statutory/Other Authority: ORS 689.205 88 
Statutes/Other Implemented: ORS 689.155 89 
 90 
 91 
855-183-0050 92 
Personnel  93 
 94 
(1) All personnel who prepare and supervise the preparation of a compound must obtain the 95 
education, training, and experience to demonstrate competency as required by the USP standards 96 
applicable to the preparation of compounded sterile and non-sterile products and be capable and 97 
qualified to perform assigned duties.  98 
 99 
(2) Training must be conducted by qualified individuals on a continuing basis and with sufficient 100 
frequency to ensure that compounding pharmacy personnel remain familiar with applicable 101 
operations and policies and procedures. 102 
 103 
(3) The training must be documented and records retained according to OAR 855-183-00XX. 104 
 105 
(4) A Pharmacist must be the designated person as required by the USP standards for each act that 106 
requires independent judgment or is the practice of pharmacy as defined ORS 689.005. 107 
 108 
(5) Each Drug Outlet must:  109 
 110 
(a) Have a designated person as required by the USP standards who is a: 111 
 112 
(A) Pharmacist for a Drug Outlet Pharmacy 113 
 114 
(B) Practitioner with prescriptive and dispensing authority for a Dispensing Practitioner Drug Outlet or 115 
Community Health Center. 116 
 117 
(b) Ensure only personnel authorized by the person supervising compounding are in the compounding 118 
area. 119 
 120 
[Publications: Publications referenced are available for review at the agency or from the United States 121 
Pharmacopoeia.] 122 
 123 
Statutory/Other Authority: ORS 689.205 124 
Statutes/Other Implemented: ORS 689.155 125 
 126 
855-183-0200 127 
Compounding: General Requirements 128 
 129 
(1) All drug compounding must adhere to standards of the current edition of the United States 130 
Pharmacopeia (USP) and the National Formulary (NF) including: 131 
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 132 
(a) USP <795> Pharmaceutical Compounding- Non-Sterile Preparations (11/01/2022) and all chapters 133 
referenced therein, including but not limited to Chapters 7 (XX/XX/XXXX), 659 (XX/XX/XXXX), 660 134 
(XX/XX/XXXX), 661 (XX/XX/XXXX), 661.1 (XX/XX/XXXX), 661.2 (XX/XX/XXXX),  671 (XX/XX/XXXX), 797 135 
(11/01/2022), 1136 (XX/XX/XXXX), 1151 (XX/XX/XXXX), 1160 (XX/XX/XXXX), 1163 (XX/XX/XXXX), 136 
1176 (XX/XX/XXXX), 1191 (XX/XX/XXXX), 1231 (XX/XX/XXXX), and 1265 (XX/XX/XXXX); 137 
 138 
(b) USP <797> Pharmaceutical Compounding—Sterile Preparations (11/01/2022) and all chapters 139 
referenced therein, including but not limited to Chapters 7 (XX/XX/XXXX), (XX/XX/XXXX), 51 140 
(XX/XX/XXXX), 71 (XX/XX/XXXX), 85 (XX/XX/XXXX), 659 (XX/XX/XXXX), 788 (XX/XX/XXXX), 789 141 
(XX/XX/XXXX), 800 (XX/XX/XXXX), 825 (XX/XX/XXXX),1066 (XX/XX/XXXX), 1085 (XX/XX/XXXX), 1113 142 
(XX/XX/XXXX), 1116 (XX/XX/XXXX), 1163 (XX/XX/XXXX), 1197 (XX/XX/XXXX), 1207 (XX/XX/XXXX), 143 
1223 (XX/XX/XXXX), 1225 (XX/XX/XXXX), 1228.1 (XX/XX/XXXX), 1228.4 (XX/XX/XXXX), 1229 144 
(XX/XX/XXXX), 1229.1 (XX/XX/XXXX), 1229.4 (XX/XX/XXXX), 1229.5 (XX/XX/XXXX), 1229.8 145 
(XX/XX/XXXX), 1229.9 (XX/XX/XXXX), and (XX/XX/XXXX); 146 
 147 
(c) USP <800> Hazardous Drugs—Handling in Healthcare Settings (07/01/2020) and all chapters 148 
referenced therein, including but not limited to Chapters  795 (11/01/2022), and 797 (11/01/2022); 149 
 150 
(d) USP <825> Radiopharmaceuticals—Preparation, Compounding, Dispensing, and Repackaging 151 
(12/01/2020) and all chapters referenced therein, including but not limited to Chapters  71 152 
(XX/XX/XXXX), 85 (XX/XX/XXXX),  (XX/XX/XXXX), 659 (XX/XX/XXXX), 795 (11/01/2022), 797 153 
(11/01/2022), 821 (XX/XX/XXXX), 823 (XX/XX/XXXX), (XX/XX/XXXX), 1066 (XX/XX/XXXX), 1072 154 
(XX/XX/XXXX), 1113 (XX/XX/XXXX), 1116 (XX/XX/XXXX), 1163 (XX/XX/XXXX), 1821 (XX/XX/XXXX), 155 
(XX/XX/XXXX), and (XX/XX/XXXX);  156 
 157 
(2) A drug must only be compounded and dispensed pursuant to a patient-specific prescription issued 158 
by a licensed health professional authorized to prescribe drugs. A limited quantity may be 159 
compounded in anticipation of prescription drug orders based on routine, regularly observed 160 
prescribing patterns. 161 
 162 
(3) A drug may be compounded for a commercially available product according to OAR 855-183-00XX. 163 
 164 
POLICY DISCUSSION: Essential Copies 165 
  166 
(4) All sterile compounding must utilize an automated compounding device that incorporates: 167 
 168 
(a) Barcoding to verify ingredients; and 169 
 170 
(b) Imaging or gravimetrics to verify ingredient quantity and finished CSP volumes. 171 
 172 
POLICY DISCUSSION: Patient Safety 173 
 174 
(5) For CNSPs, the compounding area must have a line of visible demarcation. 175 
 176 
[Publications: Publications referenced are available for review at the agency or from the United States 177 
Pharmacopoeia.] 178 
 179 
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Statutory/Other Authority: ORS 689.205 180 
Statutes/Other Implemented: ORS 689.155 181 
 182 
 183 
855-183-0205 184 
Compounding: Technology 185 
 186 
(1) A Drug Outlet Pharmacy, DPDO, or CHC may use an automated compounding device to: 187 
 188 
(a) Assist with the compounding of a drug product; or 189 
 190 
(b) Produce a final compounded drug product. 191 
(2) If a Drug Outlet Pharmacy, DPDO, or CHC uses an automated compounding device as described in 192 
(1), the outlet must establish and maintain written policies and procedures, in addition to the policies 193 
and procedures established and maintained pursuant to OAR 855-183-0500, that address: 194 
 195 
(a) The qualifications that a person must have to use the automated compounding device; 196 
 197 
(b) The routine maintenance and cleaning required to be performed on the automated compounding 198 
device which, at a minimum, satisfies the requirements for maintenance and cleaning established by 199 
the manufacturer of the automated compounding device; and 200 
 201 
(c) The testing required to be performed on the automated compounding device to ensure that 202 
the automated compounding device is measuring and dispensing the components of the compounded 203 
drug product and manufacturing the final compounded drug product within tolerances of not more 204 
than plus or minus 5 percent. 205 
 206 
(3) If a Drug Outlet Pharmacy, DPDO, or CHC uses an automated compounding device to assist with 207 
the compounding of a drug product for parenteral nutrition, the Drug Outlet Pharmacy, DPDO, or CHC 208 
must establish safe maximum limits for each additive that may be used in compounding such a drug 209 
product. The outlet must ensure that: 210 
 211 
(a) The automated compounding device will cease compounding the drug product for parenteral 212 
nutrition if a maximum limit for an additive will be exceeded until a pharmacist, after consultation 213 
with the prescribing practitioner, makes changes to or validates the correctness of the prescription or 214 
chart order; or 215 
 216 
(b) If an automated compounding device cannot be programmed to cease the compounding process 217 
as described in (a): 218 
 219 
(A) The automated compounding device is equipped with an audible alarm or some other mechanism 220 
that will alert the pharmacist if a maximum limit for an additive has been exceeded; and 221 
 222 
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(B) The Drug Outlet Pharmacy, DPDO, or CHC has written policies and procedures to prevent the 223 
continuation of the compounding process once a maximum limit for an additive has been exceeded 224 
until a pharmacist, after consultation with the prescribing practitioner, makes changes to or validates 225 
the correctness of the prescription or chart order. 226 
 227 
(4) If the Drug Outlet Pharmacy, DPDO, or CHC uses a computerized order entry system in conjunction 228 
with the automated compounding device, the pharmacy must ensure that the computerized order 229 
entry system will cease processing the order if a maximum limit for an additive will be exceeded until 230 
a pharmacist, after consultation with the prescribing practitioner, makes changes to or validates the 231 
correctness of the prescription or chart order. 232 
 233 
(5) A Drug Outlet Pharmacy, DPDO, or CHC must make and maintain records that evidence compliance 234 
by the outlet with the policies and procedures required by this section. 235 
Statutory/Other Authority: ORS 689.205 236 
Statutes/Other Implemented: ORS 689.155 237 
 238 
 239 
855-183-0370 240 
Delivery 241 
 242 
Each Drug Outlet Pharmacy, DPDO and CHC, must ensure the environmental control, stability, and 243 
sterility of all preparations shipped. Therefore, any compounded preparation must be shipped or 244 
delivered to a patient or patient’s agent in appropriate temperature-controlled delivery containers 245 
and stored appropriately according to USP <659> Packaging and Storage Requirements (04/01/2021). 246 
Information on appropriate storage must be provided to the patient or patient’s agent. 247 
 248 
[Publications: Publications referenced are available for review at the agency or from the United States 249 
Pharmacopoeia.] 250 
 251 
Statutory/Other Authority: ORS 689.205 252 
Statutes/Other Implemented: ORS 689.155 253 
 254 
 255 
855-183-0400 256 
Labeling: Compounded Non-Sterile Preparations (CNSPs)  257 
 258 
In addition to the labeling requirements specified in USP <795> (v. 11/1/2022), OAR 855-041, and  259 
855-139, the label of a compounded preparation must also prominently and legibly contain the 260 
following, at a minimum: 261 
 262 
(1) The strength each active ingredient; 263 
 264 
(2) The route of administration; 265 
 266 
(3) Indication that the preparation is compounded 267 
 268 



 

Oregon Board of Pharmacy - * FOR COMPOUNDING WORKGROUP DISCUSSION ONLY – DO NOT DISTRIBUTE  v. 05/2023 

(4) Handling, storage or drug specific instructions, cautionary information, and warnings as necessary 269 
or appropriate for proper use and patient safety. 270 
 271 
(5) Compounding facility name, and contact information if the CNSP is to be sent outside of the facility 272 
or healthcare system in which it was compounded. 273 
 274 
[Publications: Publications referenced are available for review at the agency or from the United States 275 
Pharmacopoeia.] 276 
 277 
Statutory/Other Authority: ORS 689.205 278 
Statutes/Other Implemented: ORS 689.155 279 
 280 
 281 
855-183-0410 282 
Labeling: Compounded Sterile Preparations (CSPs) 283 
 284 
In addition to the labeling requirements specified in USP <797> (v. 11/1/2022), OAR 855-041, and 855-285 
139, the label of a compounded preparation must also prominently and legibly contain the following, 286 
at a minimum: 287 
 288 
(1) The strength of each active ingredient, to include the base solution for a sterile parenteral 289 
preparation; 290 
 291 
(2) The route of administration; 292 
 293 
(3) Rate of infusion or titration parameters, for a sterile parenteral preparation; 294 
 295 
(4) Indication that the preparation is compounded 296 
 297 
(5) Handling, storage or drug specific instructions, cautionary information, and warnings as necessary 298 
or appropriate for proper use and patient safety. 299 
 300 
(6) Compounding facility name, and contact information if the CSP is to be sent outside of the facility 301 
or healthcare system in which it was compounded. 302 
 303 
[Publications: Publications referenced are available for review at the agency or from the United States 304 
Pharmacopoeia.] 305 
 306 
Statutory/Other Authority: ORS 689.205 307 
Statutes/Other Implemented: ORS 689.155 308 
 309 
 310 
855-183-0420 311 
Labeling: CNSP and CSP Preparations for Future Use 312 
 313 
Labels for a compounded drug that is prepared in anticipation of a patient-specific prescription must 314 
contain the following: 315 
 316 
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(1) The name, strength or concentration, and quantity of each active ingredient used in the 317 
compounded drug preparation; 318 
 319 
(2) The total quantity or volume of the compounded drug preparation; 320 
 321 
(2) Internal lot number; 322 
 323 
(3) The assigned beyond-use date; 324 
 325 
(4) Indication that the preparation is compounded; and 326 
 327 
(5) Handling, storage or drug specific instructions, cautionary information, and warnings as necessary;  328 
 329 
POLICY DISCUSSION: Batching 330 
 331 
Statutory/Other Authority: ORS 689.205 332 
Statutes/Other Implemented: ORS 689.155 333 
 334 
 335 
855-183-0450 336 
Drug: Disposal 337 
 338 
The Drug Outlet Pharmacy, DPDO and CHC  is responsible for ensuring that there is a system for the 339 
disposal of hazardous and infectious waste in accordance with applicable state and federal laws and 340 
USP <800> Hazardous Drugs – Handling in Healthcare Settings (07/01/2020). 341 
 342 
[Publications: Publications referenced are available for review at the agency or from the United States 343 
Pharmacopoeia.] 344 
 345 
Statutory/Other Authority: ORS 689.205 346 
Statutes/Other Implemented: ORS 689.155 347 
 348 
 349 
 350 
855-183-0500 351 
Policies & Procedures 352 
 353 
(1) Each Drug Outlet Pharmacy, DPDO and CHC must establish, maintain and enforce written policies 354 
and procedures in accordance with the standards required in OAR 855-183-0200 for all aspects of the 355 
compounding operation according to the type of compounding performed (e.g., CNSP, CSP Type 1, 2 356 
or 3) and must include written procedures for: 357 
 358 
(a) Personnel qualifications, to include training and ongoing competency assessment; 359 
 360 
(b) Hand hygiene; 361 
 362 
(c) Garbing; 363 
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 364 
(d) Engineering and environmental controls, to include equipment certification and calibration, air and 365 
surface sampling, and viable particles; 366 
 367 
(e) Cleaning activities, to include sanitizing and disinfecting, including those compounding personnel 368 
and other staff responsible for cleaning; 369 
 370 
(f) Components, to include selection, receipt, handling, and storage and disposal; 371 
 372 
(g) Creating master formulation records, with documented approval by a pharmacist for a Drug Outlet 373 
Pharmacy or prescriber with prescribing and dispensing privileges for a DPDO or CHC; 374 
 375 
(h) Creating compounding records; 376 
 377 
(i) Establishing beyond-use dates (BUDs); 378 
 379 
(j) Labeling;  380 
 381 
(k) Continuous quality assurance program and quality controls, to include: 382 
 383 
(A) release testing, end-product evaluation, and quantitative/qualitative testing; 384 
 385 
(B) Complaint handling process;  386 
 387 
(C) Adverse event and error reporting process; and 388 
 389 
(D) Recall procedure; 390 
 391 
(l) Completed compounded preparations, to include handling, packaging, storage and transport; 392 
 393 
Statutory/Other Authority: ORS 689.205 394 
Statutes/Other Implemented: ORS 689.155 395 
 396 
 397 
855-183-0520 398 
Compounded Drug Recalls 399 
 400 
(1) Each Drug Outlet Pharmacy, DPDO and CHC that issues a recall regarding a compounded drug 401 
must, in addition to any other duties, contact each recipient pharmacy, prescriber and patient of the 402 
recalled drug and notify the board as soon as possible within 12 hours of the recall if both of the 403 
following apply: 404 
 405 
(a) Use of or exposure to the recalled drug may cause serious adverse health consequences or death; 406 
and 407 
 408 
(b) The recalled drug was dispensed, or is intended for use, in this state. 409 
 410 
(2) A recall issued pursuant to (1)(a) must be made as follows: 411 
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 412 
(a) If the recalled drug was dispensed directly to the patient, notification must be made to the patient 413 
and the prescriber. 414 
 415 
(b) If the recalled drug was dispensed directly to the prescriber, notification must be made to the 416 
prescriber who must notify the patient, as appropriate. 417 
 418 
(c) If the recalled drug was dispensed directly to a pharmacy, notification must be made to the 419 
pharmacy, who must notify the prescriber or patient, as appropriate.  420 
 421 
(d) After issuing a recall, the Drug Outlet Pharmacy, DPDO, or CHC must attempt to notify the 422 
recipient pharmacy, prescriber, and patient of the recalled drug within 12 hours. If contact cannot be 423 
established within this timeframe, the Drug Outlet Pharmacy, DPDO, or CHC must make two 424 
additional attempts to provide notification within 48 hours of the initial recall. In the event that all 425 
attempts to inform the recipient are unsuccessful, the Drug Outlet Pharmacy, DPDO, or CHC must 426 
send notification via certified mail. Each recall attempt must be documented. 427 
 428 
(3) A Drug Outlet Pharmacy, DPDO or CHC that has been advised that a patient has been harmed by 429 
using a compounded product potentially attributable to the Drug Outlet Pharmacy, DPDO or CHC 430 
must report the event to MedWatch within 72 hours of the Drug Outlet Pharmacy, DPDO or CHC being 431 
advised. 432 
 433 
Statutory/Other Authority: ORS 689.205 434 
Statutes/Other Implemented: ORS 689.155 435 
 436 
 437 
855-183-0550 438 
Records: General 439 
 440 
In addition to record-keeping and reporting requirements of OAR 855, the following records must be 441 
maintained:  442 
 443 
(1) All dispensing of CNSP and CSPs. 444 
 445 
(2) Any other records required to conform to and demonstrate compliance with USP standards and 446 
federal law. 447 
 448 
(3) Required records include, but are not limited to: 449 
 450 
(a) Standard operating procedures, including documented annual review; 451 
 452 
(b) Personnel training according to the type of compounding performed, including competency 453 
assessment, and qualification records, including corrective actions for any failures, including gloved 454 
fingertip and thumb sampling test and aseptic manipulation validation. The pharmacy must maintain 455 
a training record for each person, including temporary personnel, who compound preparations. At a 456 
minimum, the record must contain: 457 
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 458 
(A) Name and signature of the person receiving the training; 459 
 460 
(B) Documentation of initial and continuing competency evaluation, to include dates and results of 461 
required elements outlined in the outlet’s policies and procedures; and 462 
 463 
(C) Name and signature of the pharmacist who is designated as responsible for validation of the 464 
completion of all training. 465 
 466 
(c) Engineering and environmental control records, including equipment, calibration, certification, 467 
environmental air and surface monitoring procedures and results, as well as documentation of any 468 
corrective actions taken; 469 
 470 
(d) Cleaning, sanitizing and disinfecting of all compounding areas and equipment; 471 
 472 
(e) Receipt, handling, storage and disposal of components; 473 
 474 
(f) Master formulation records for all: 475 
(A) CNSPs; and 476 
 477 
(B) CSPs prepared for more than one patient; 478 
 479 
(g) Compounding records for all: 480 
 481 
(A) CNSPs;  482 
 483 
(B) CSPs; and 484 
 485 
(C) Immediate-use CSPs prepared for more than one patient; and 486 
 487 
(h) Release testing, end-product evaluation and quantitative/qualitative testing; 488 
 489 
(4) Information related to complaints and adverse events including corrective actions taken.  490 
 491 
(5) Results of investigations including corrective actions taken and recalls. 492 
 493 
Statutory/Other Authority: ORS 689.205 494 
Statutes/Other Implemented: ORS 689.155 495 
 496 
 497 
 498 
 499 
 500 
 501 
 502 
 503 
 504 
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855-183-0560 505 
Records: Master Formulation Records (MFR) for CNSP 506 
 507 
(1) In addition to the MFR requirements specified in USP <795> (11/01/2022), the MFR for a CNSP 508 
must contain the following, at a minimum: 509 
 510 
(a) Appropriate calculations to determine and verify quantities and concentrations of components and 511 
strength or activity of the APIs;  512 
 513 
(b) Compatibility and stability information, including references; 514 
 515 
(c) Appropriate ancillary instructions, such as storage instructions or cautionary statements, including 516 
hazardous drug warning labels where appropriate. 517 
 518 
(d) Other information needed to describe the compounding process and ensure repeatability 519 
 520 
(e) Any other information required by the pharmacy’s policies and procedures. 521 
 522 
[Publications: Publications referenced are available for review at the agency or from the United States 523 
Pharmacopoeia.] 524 
 525 
Statutory/Other Authority: ORS 689.205 526 
Statutes/Other Implemented: ORS 689.155 527 
 528 
 529 
855-183-0565 530 
Records- MFR: CSP 531 
 532 
(1) In addition to the MFR requirements specified in USP <797> (v. 11/1/2022), the MFR for a CSP 533 
must contain the following, at a minimum: 534 
 535 
(a) Appropriate calculations to determine and verify quantities and concentrations of components and 536 
if performing non-sterile to sterile compounding the strength or activity of the APIs;  537 
 538 
(b) Compatibility and stability information, including references; 539 
 540 
(c) Quality control procedures that includes the expected results and limits of tolerability; and  541 
 542 
(d) Appropriate ancillary instructions, such as storage instructions or cautionary statements, including 543 
hazardous drug warning labels where appropriate. 544 
 545 
(e) Any other information required by the pharmacy’s policies and procedures. 546 
 547 
[Publications: Publications referenced are available for review at the agency or from the United States 548 
Pharmacopoeia.] 549 
 550 
Statutory/Other Authority: ORS 689.205 551 
Statutes/Other Implemented: ORS 689.155 552 
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 553 
855-183-0570 554 
Records- CR: CNSP 555 
 556 
(1) In addition to the CR requirements specified in USP <795> (11/1/2022), the CR for a CNSP must 557 
contain the following, at a minimum:  558 
 559 
(a) Pharmacist performance and documented verification that each of the following are correct: 560 
 561 
(A) Formula;  562 
 563 
(B) Calculations; 564 
 565 
(C) Quantities; 566 
 567 
(D) Concentration of components; 568 
 569 
(E) If applicable, strength or activity of the API;  570 
 571 
(F) Compounding technique; and 572 
 573 
(G) Final CNSP product accuracy. 574 
 575 
(b) Final yield; 576 
 577 
(c) Documentation of any quality control issue and any adverse reaction or preparation problem, 578 
including those reported by the patient, caregiver, or other person, to include corrective actions for 579 
any failure; 580 
 581 
(d) Records of dispensing or transfer of all compounded preparations; and  582 
 583 
(e) Any other information required by the pharmacy’s policies and procedures. 584 
  585 
[Publications: Publications referenced are available for review at the agency or from the United States 586 
Pharmacopoeia.] 587 
 588 
Statutory/Other Authority: ORS 689.205 589 
Statutes/Other Implemented: ORS 689.155 590 
 591 
 592 
855-183-0575 593 
Records- CR: CSP 594 
 595 
(1) In addition to the CR requirements specified in USP <797> (11/1/2022), the CR for a CSP must 596 
contain the following, at a minimum:  597 
 598 
(a) Pharmacist performance and documented verification that each of the following are correct: 599 
 600 
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(A) Formula;  601 
 602 
(B) Calculations; 603 
 604 
(C) Quantities; 605 
 606 
(D) Concentration of components; 607 
 608 
(E) If applicable, strength or activity of the API;  609 
 610 
(F) Compounding technique; and 611 
 612 
(G) Final CSP product accuracy. 613 
 614 
(b) Final yield; 615 
 616 
(c) Documentation of any quality control issue and any adverse reaction or preparation problem, 617 
including those reported by the patient, caregiver, or other person, to include corrective actions for 618 
any failure; 619 
 620 
(d) Records of dispensing or transfer of all compounded preparations; and  621 
 622 
(e) Any other information required by the pharmacy’s policies and procedures. 623 
  624 
[Publications: Publications referenced are available for review at the agency or from the United States 625 
Pharmacopoeia.] 626 
 627 
Statutory/Other Authority: ORS 689.205 628 
Statutes/Other Implemented: ORS 689.155 629 
 630 
 631 
855-183-0600 632 
Prohibited Practices 633 
 634 
The following practices are prohibited in the compounding of a drug preparation:  635 
 636 
(1) Non-sterile to sterile compounding; 637 
 638 
(2) Verification of components after their addition to the final container (e.g., proxy verification, 639 
syringe pull-back method);  640 
 641 
(3) Use of preservative free component vials that exceeds 12 hours from initial puncture;  642 
 643 
(4) Carpet in compounding area; and 644 
 645 
(5) Animals in the compounding area. 646 
 647 



 

Oregon Board of Pharmacy - * FOR COMPOUNDING WORKGROUP DISCUSSION ONLY – DO NOT DISTRIBUTE  v. 05/2023 

Statutory/Other Authority: ORS 689.205 648 
Statutes/Other Implemented: ORS 689.155 649 
 650 
 651 
855-183-0700 652 
Compounding Services: Preparation According to FDA Approved Labeling 653 
 654 
(1) Compounding does not include mixing, reconstituting, or other such acts that are performed in 655 
accordance with directions contained in FDA approved labeling or supplemental materials provided by 656 
the product’s manufacturer. 657 
 658 
(2) Preparing a conventionally manufactured sterile product in accordance with the directions in the 659 
manufacturer’s FDA approved labeling the: 660 
 661 
(a) Product must be prepared as a single dose for an individual patient; and 662 
 663 
(b) Labeling must include information for the diluent, the resultant strength, the container closure 664 
system, and storage time. 665 
 666 
(3) If the drug is hazardous, must follow USP <800>. 667 
 668 
(4) Proprietary bag and vial systems: Docking and activation of proprietary bag and vial systems in 669 
accordance with the FDA approved labeling for immediate administration to an individual patient is 670 
not considered compounding and may be performed outside of an International Organization for 671 
Standardization (ISO) Class 5 environment. 672 
 673 
(a) Docking of the proprietary bag and vial systems for future activation and administration is 674 
considered compounding and must be performed in an ISO Class 5 environment in accordance with 675 
USP <797>. 676 
 677 
(b) Beyond-use dates (BUDs) for proprietary bag and vial systems must not be longer than those 678 
specified in the manufacturer’s labeling 679 
[Publications: Publications referenced are available for review at the agency or from the United States 680 
Pharmacopoeia.] 681 
 682 
Statutory/Other Authority: ORS 689.205 683 
Statutes/Other Implemented: ORS 689.155 684 
 685 
 686 
855-183-0710 687 
Compounding Services: Copies of an Approved Drug 688 
 689 
A Drug Outlet Pharmacy, DPDO, CHC or outsourcing facility may only compound a drug preparation 690 
that is essentially a copy of a FDA approved drug if:  691 
 692 
(1) The compounded preparation is changed to produce for an individual patient a clinically significant 693 
difference to meet a medical need as determined and authorized by the prescriber. The relevant 694 
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change and the significant clinical difference produced for the patient must be indicated on the 695 
prescription.  696 
 697 
(2) The approved drug is identified as currently in shortage on the: 698 
 699 
(a) FDA drug shortages database published on the FDA website, 700 
http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm; or 701 
 702 
(b) Drug shortages database published on the American Society of Health-System Pharmacists (ASHP) 703 
website, https://www.ashp.org/drug-shortages/current-shortages/drug-shortages-704 
list?page=CurrentShortages 705 
 706 
POLICY DISCUSSION: Essential Copies 707 
 708 
Statutory/Other Authority: ORS 689.205 709 
Statutes/Other Implemented: ORS 689.155 710 
 711 
 712 
 713 
855-183-0730 714 
Compounding Services: For Use by a Veterinarian 715 
 716 
(1) The use of bulk drug substances for compounded drug preparations is prohibited except when: 717 
 718 
(a) Compounding is pursuant to a patient-specific prescription for a non-food-producing animal or as 719 
an antidote to prevent animal suffering or death in food-producing animals; 720 
 721 
(b) There is no marketed approved, conditionally approved, or indexed in The Index of Legally 722 
Marketed Unapproved New Animal Drugs for Minor Species drug that can be used as labeled to treat 723 
the condition. The Index is available on the FDA’s website at: https://www.fda.gov/animal-724 
veterinary/minor-useminor-species/index-legally-marketed-unapproved-new-animal-drugs-minor-725 
species;  726 
 727 
(c) There is no marketed approved animal or human drug that can be used to treat the condition 728 
through off-label drug use;  729 
 730 
(d) The drug cannot be appropriately compounded from an approved animal or human drug; 731 
 732 
(e) Immediate treatment with the compounded drug preparation is necessary to avoid animal 733 
suffering or death; and 734 
 735 
(f) The FDA has not identified a significant veterinary safety concern with the use of the bulk 736 
drug substance for compounding. 737 
 738 
(2) It is acceptable for any Drug Outlet Pharmacy, DPDO or CHC to compound veterinary 739 
drug preparations to be used by veterinarians in their offices for administration to clients’ animals.  740 
 741 

http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm
https://www.ashp.org/drug-shortages/current-shortages/drug-shortages-list?page=CurrentShortages
https://www.ashp.org/drug-shortages/current-shortages/drug-shortages-list?page=CurrentShortages
https://www.fda.gov/animal-veterinary/minor-useminor-species/index-legally-marketed-unapproved-new-animal-drugs-minor-species
https://www.fda.gov/animal-veterinary/minor-useminor-species/index-legally-marketed-unapproved-new-animal-drugs-minor-species
https://www.fda.gov/animal-veterinary/minor-useminor-species/index-legally-marketed-unapproved-new-animal-drugs-minor-species


 

Oregon Board of Pharmacy - * FOR COMPOUNDING WORKGROUP DISCUSSION ONLY – DO NOT DISTRIBUTE  v. 05/2023 

(3) Compounded office use drug preparations may be dispensed by a veterinarian to clients only in an 742 
urgent or emergency situation for use in a single course of treatment, not to exceed a 120-hour 743 
supply. 744 
 745 
(4) The compounded veterinary drug preparations must not be distributed by an entity other than the 746 
pharmacy that compounded such veterinary drug preparations. This does not prohibit 747 
administration of a compounded drug preparation in a veterinary health care setting or dispensing of 748 
a compounded drug preparation pursuant to a prescription executed in accordance with federal and 749 
state law. 750 
 751 
(5) Providing samples of compounded veterinary drug preparations is prohibited. 752 
 753 
(6) Upon becoming aware of any adverse event or preparation defect, the pharmacy must report the 754 
event on the FDA form 1932a for reporting a Veterinary Adverse Drug Reaction, Lack of Effectiveness, 755 
or Product Defect within 15 days and include the FDA statement about reporting adverse events on 756 
the prescription label.  757 
 758 
POLICY DISCUSSION: OVMEB/OVMA 759 
 760 
Statutory/Other Authority: ORS 689.205 761 
Statutes/Other Implemented: ORS 689.155 762 
 763 
 764 
 765 
 766 
DIVISION 41  767 
OPERATION OF PHARMACIES 768 
 769 
855-041-1018 770 
Outlet: General Requirements 771 
 772 
A drug outlet pharmacy must: 773 
 774 
(1) Ensure each: 775 
 776 
(a) Prescription is dispensed in compliance with OAR 855-019, OAR 855-025, OAR 855-031, OAR 855-777 
041, and OAR 855-080; 778 
 779 
(b) Compounded preparation is dispensed in compliance with OAR 855-183; and 780 
 781 
(c) Radiopharmaceutical is dispensed in compliance with OAR 855-042. 782 
 783 
(2) Comply with all applicable federal and state laws and rules; 784 
 785 
(3) Ensure all licensees are trained to appropriately perform their duties prior to engaging or assisting in 786 
the practice of pharmacy. 787 
 788 

https://secure.sos.state.or.us/oard/viewSingleRule.action?ruleVrsnRsn=291267
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(4) Ensure and enforce the drug outlet written procedures for use of Certified Oregon Pharmacy 789 
Technicians or Pharmacy Technicians as required by OAR 855-025-0035; 790 
 791 
(5) Comply with the Pharmacist’s determination in OAR 855-019-0200(4)(e). 792 
 793 
(6) Develop, implement and enforce a continuous quality improvement program for dispensing services 794 
from a drug outlet pharmacy designed to objectively and systematically: 795 
 796 
(a) Monitor, evaluate, document the quality and appropriateness of patient care; 797 
 798 
(b) Improve patient care; and 799 
 800 
(c) Identify, resolve and establish the root cause of dispensing and DUR errors and prevent their 801 
reoccurrence. 802 
 803 
Statutory/Other Authority: ORS 689.205 & 2022 HB 4034 804 
Statutes/Other Implemented: ORS 689.151, 2022 HB 4034, ORS 689.508 & ORS 689.155 805 
 806 
 807 
DIVISION 43  808 
PRACTITIONER DISPENSING 809 
 810 
 811 
855-043-0545 812 
Dispensing Practitioner Drug Outlets - Dispensing and Drug Delivery 813 
 814 
(1) Prescription drugs must be personally dispensed by the practitioner unless otherwise authorized by 815 
the practitioner’s licensing board. 816 
 817 
(2) Drugs dispensed from the DPDO must be dispensed in compliance with the requirements of the 818 
practitioner’s licensing board. 819 
 820 
(3) A DPDO must comply with all requirements of State or federal law. 821 
 822 
(4) A DPDO must dispense a drug in a new container that complies with the current provisions of the 823 
Poison Prevention Packaging Act in 16 CFR 1700 (01/01/2021), 16 CFR 1701 (01/01/2021) and 16 CFR 824 
1702 (01/01/2021). 825 
 826 
(5) Dispensed drugs must be packaged by the DPDO, a pharmacy, or a manufacturer registered with the 827 
board. 828 
 829 
(6) A DPDO may not accept the return of drugs from a previously dispensed prescription and must 830 
maintain a list of sites in Oregon where drugs may be disposed. 831 
 832 
(7) A DPDO may deliver or mail prescription to the patient if: 833 
 834 
(a) Proper drug storage conditions are maintained; and 835 
 836 
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(b) The DPDO offers in writing, to provide direct counseling, information on how to contact the 837 
practitioner, and information about the drug, including, but not limited to: 838 
 839 
(A) Drug name, class and indications; 840 
 841 
(B) Proper use and storage; 842 
 843 
(C) Common side effects; 844 
 845 
(D) Precautions and contraindications; and 846 
 847 
(E) Significant drug interactions. 848 
 849 
(8) The DPDO must ensure that all prescriptions, prescription refills, and drug orders are correctly 850 
dispensed in accordance with the prescribing practitioner's authorization and any other requirement of 851 
State or federal law.  852 
 853 
(9) The DPDO must ensure that compounded preparations are dispensed in compliance with OAR 855-854 
183. 855 
 856 
(10) Each authorized dispenser of a prescription drug product for which a Medication Guide is required 857 
must provide the Medication Guide directly to each patient or patient’s agent when the product is 858 
dispensed, unless an exemption applies. 859 
Statutory/Other Authority: ORS 689.205 860 
Statutes/Other Implemented: ORS 689.155 & ORS 689.305 861 
 862 
 863 
855-043-0630 864 
Correctional Facility - Drug Delivery and Control 865 
 866 
(1) Policies and Procedures: The pharmacist and the practitioner representing the facility must be 867 
responsible for establishing written policies and procedures for medication management including, but 868 
not limited to, drug procurement, dispensing, administration, labeling, medication counseling, drug 869 
utilization review, medication records, parenterals, emergency and nonroutine dispensing procedures, 870 
stop orders, over-the-counter drugs, security, storage and disposal of drugs withing the facility. Policies 871 
and procedures must be reviewed and updated annually by the pharmacist and the practitioner, 872 
maintained in the facility; and be made available to the board for inspection. The facility must submit to 873 
the board for approval, the name of any employee pharmacist or a written agreement between the 874 
pharmacist and the facility regarding drug policies and procedures. The facility must notify the Board of 875 
any change of pharmacist within 15 days of the change. 876 
 877 
(2) Dispensing: Prescription drugs must be dispensed by a pharmacist or by a practitioner authorized to 878 
dispense in either an individual container, medication card, or in a unit dose system. The Correctional 879 
Facility must ensure that compounded preparations are dispensed in compliance with OAR 855-183. 880 
 881 
(3) Unit Dose Dispensing System. The “Unit Dose Dispensing System” is that drug distribution system 882 
which is pharmacy based and which uses unit dose packaging in a manner which removes traditional 883 
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drug stock from patient care areas and enables the selection and distribution of unit dose packaging to 884 
be pharmacy based and controlled: 885 
 886 
(a) A unit dose dispensing system must: 887 
 888 
(A) By nature of the system; 889 
 890 
(i) Provide for separation of medications by patient name and location; and 891 
 892 
(ii) Provide for separating medications by day of administration. 893 
 894 
(B) By means of an individual patient medication record: 895 
 896 
(i) Record the drug and dosing regimen of those drugs dispensed by the pharmacy; 897 
 898 
(ii) Record the actual doses dispensed and returned to the pharmacy; 899 
 900 
(iii) Record the date of the original order and the date the order is discontinued; 901 
 902 
(iv) Provide a means for the pharmacist to verify the prescriber's original order; 903 
 904 
(v) Provide a means for the pharmacist to certify the accuracy of the selected medication before the 905 
dose is delivered for administration to the patient; and 906 
 907 
(vi) Provide a mechanism to easily identify those drugs dispensed by pharmacy that are controlled 908 
substances. 909 
 910 
(b) Each correctional facility utilizing a unit dose dispensing system must establish written policies 911 
specifying the categories of drugs which will or will not be dispensed under the unit dose distribution 912 
system. Such policies must be available in the pharmacy for inspection by the board: 913 
 914 
(A) Proper utilization of the unit dose system requires that, in as far as is practicable, all medications be 915 
in unit dose packaging when dispensed. 916 
 917 
(B) Controlled substances may be included in the unit dose system if the methods of including such 918 
drugs in the system are in compliance with applicable federal and state laws and rules. 919 
 920 
(C) Drugs not dispensed in unit dose packaging must be labeled in accordance with OAR 855-041-921 
0177(4). 922 
 923 
(c) The pharmacist must certify the accuracy of the selected unit dose packages before the dose is 924 
delivered for administration to the patient. 925 
 926 
(d) All medication must be stored in a locked area or locked cart. 927 
 928 
(4) Labeling: Prescription drugs dispensed in individual containers or medication cards must be labeled 929 
with the following information: 930 
 931 
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(a) Name and identifying number of the patient/inmate; 932 
 933 
(b) Name, strength, and quantity of the drug dispensed. If the drug does not have a brand name, then 934 
the generic name of the drug and the drug manufacturer must be stated; 935 
 936 
(c) Name of the prescriber; 937 
 938 
(d) Initials of the dispenser and the date of dispensing; 939 
 940 
(e) Directions for use; 941 
 942 
(f) Auxiliary labels and cautionary statements as required; 943 
 944 
(g) Manufacturer's expiration date, or an earlier date if preferable; and 945 
 946 
(h) Name of the pharmacy. 947 
 948 
(5) Patient counseling: 949 
 950 
(a) Upon receipt of a prescription drug order and following review by the pharmacist of the patient's 951 
record, the pharmacist must initiate and provide oral counseling to the patient or to the patient's agent 952 
or care giver in all ambulatory care settings and for discharge medications in institutions: 953 
 954 
(A) Upon request; or 955 
(B) On matters which a reasonable and prudent pharmacist would deem significant; or 956 
 957 
(C) Whenever the drug prescribed has not previously been dispensed to the patient; or 958 
 959 
(D) Whenever the patient's medication record shows the drug has not been previously dispensed to the 960 
patient in the same dosage, form, strength or with the same written directions. 961 
 962 
(b) When counseling is provided it must include information that a reasonable and prudent pharmacist 963 
would deem necessary to provide for the safe and effective use of the drug. Such information may 964 
include the following: 965 
 966 
(A) The name and description of the drug; 967 
(B) The dosage form, dose, route of administration, and duration of drug therapy; 968 
 969 
(C) The intended use of the drug and expected actions; 970 
 971 
(D) Special directions and precautions for preparation, administration, and use by the patient; 972 
 973 
(E) Common severe side or adverse effects or interactions and therapeutic contraindications that may 974 
be encountered, including their avoidance, and the action required if they occur; 975 
 976 
(F) The possible dangers of taking the drug with alcohol, or taking the drug and then operating a motor 977 
vehicle or other hazardous machinery; 978 
 979 
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(G) Techniques for self-monitoring drug therapy; 980 
 981 
(H) Proper storage; 982 
 983 
(I) Prescription refill information; 984 
 985 
(J) Action to be taken in the event of a missed dose; and 986 
 987 
(K) Pharmacist comments relevant to the patient's drug therapy, including any other information 988 
peculiar to the specific patient or drug. 989 
 990 
(c) Patient counseling must be in person whenever practicable. Whenever the prescription is delivered 991 
outside the confines of the pharmacy by mail or other third party delivery, counseling must be in writing 992 
and by free access to the pharmacist by phone. 993 
 994 
(d) Subsections (a) and (b) of this section must not apply to those prescription drug orders for inpatients 995 
in hospitals or institutions where the drug is to be administered by a nurse or other individual 996 
authorized to administer drugs. 997 
 998 
(e) Notwithstanding the requirements set forth in subsection (a), a pharmacist is not required to provide 999 
oral counseling when a patient refuses the pharmacist's attempt to counsel, or when the pharmacist, on 1000 
a case by case basis and in the exercise of professional judgment, determines that another form of 1001 
counseling would be more effective. 1002 
 1003 
(f) Board rules for patient counseling must be observed for patient/inmates who self-administer or who 1004 
are given prescription drugs when they are released from the correctional facility. 1005 
 1006 
(6) Administration: Drugs must be administered to inmate/ patients by a practitioner or nurse, or by an 1007 
unlicensed person who has been trained to administer drugs as defined in Nursing Board administrative 1008 
rule OAR 851-047-0020. Drugs selected by registered nurses from manufacturer’s or pharmacist’s bulk 1009 
drug containers must not be administered by unlicensed persons, except under certain emergency and 1010 
nonroutine situations as described in the facility’s policies and procedures. 1011 
 1012 
Statutory/Other Authority: ORS 689.205 1013 
Statutes/Other Implemented: ORS 689.155 1014 
 1015 
 1016 
 1017 
855-043-0740 1018 
Community Health Clinic (CHC) - Dispensing and Drug Delivery 1019 
 1020 
(1) A drug may only be dispensed by a practitioner who has been given dispensing privileges by their 1021 
licensing Board or by a Registered Nurse. 1022 
 1023 
(2) A Registered Nurse may only provide over-the-counter drugs pursuant to established CHC protocols. 1024 
 1025 
(3) A Registered Nurse may only dispense a drug listed in, or for a condition listed in, the formulary. 1026 
 1027 
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(4) Nonjudgmental dispensing functions may be delegated to staff assistants when the accuracy and 1028 
completeness of the prescription is verified by a practitioner who has been given dispensing privileges 1029 
by their licensing Board, or by a Registered Nurse, prior to being delivered or transferred to the patient. 1030 
 1031 
(5) The CHC will provide appropriate drug information for medications dispensed to a patient, which can 1032 
be provided by the Registered Nurse or practitioner at the time of dispensing. 1033 
 1034 
(6) A CHC must dispense a drug in a new container that complies with the current provisions of the 1035 
Poison Prevention Packaging Act in 16 CFR 1700 (01/01/2021), 16 CFR 1701 (01/01/2021) and 16 CFR 1036 
1702 (01/01/2021). 1037 
 1038 
(7) Dispensed drugs must be packaged by the practitioner, Registered Nurse, a pharmacy; or a 1039 
manufacturer registered with the board. 1040 
 1041 
(8) A CHC may not accept the return of drugs from a previously dispensed prescription and must 1042 
maintain a list of sites in Oregon where drugs may be disposed. 1043 
 1044 
(9) A CHC must have access to the most current issue of at least one pharmaceutical reference with 1045 
current, properly filed supplements and updates appropriate to and based on the standards of practice 1046 
for the setting. 1047 
 1048 
(10) A CHC may deliver or mail prescription to the patient if: 1049 
 1050 
(a) Proper drug storage conditions are maintained; and 1051 
 1052 
(b) The CHC offers in writing, to provide direct counseling, information on how to contact the 1053 
practitioner, and information about the drug, including, but not limited to: 1054 
 1055 
(A) Drug name, class and indications; 1056 
 1057 
(B) Proper use and storage; 1058 
 1059 
(C) Common side effects; 1060 
 1061 
(D) Precautions and contraindications; and 1062 
 1063 
(E) Significant drug interactions. 1064 
 1065 
(11) The CHC must ensure that all prescriptions, prescription refills, and drug orders are correctly 1066 
dispensed in accordance with the prescribing practitioner's authorization and any other requirement of 1067 
State or federal law. 1068 
 1069 
(12) The CHC must ensure that compounded preparations are dispensed in compliance with OAR 855-1070 
183. 1071 
 1072 
(13) Each authorized dispenser of a prescription drug product for which a Medication Guide is required 1073 
must provide the Medication Guide directly to each patient or patient’s agent when the product is 1074 
dispensed, unless an exemption applies. 1075 
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 1076 
Statutory/Other Authority: ORS 689.205 1077 
Statutes/Other Implemented: ORS 689.305 1078 
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