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1.0 [bookmark: _Toc329956990][bookmark: _Toc97016305]Introduction
These operational procedures are specific to the provision of pharmacy services by [insert pharmacy name here]. All other activities are encompassed in separate policies and procedures, sections of which are complementary to these.
These procedures apply to all pharmacy employees who provide services on behalf of [insert pharmacy name here].
These procedures will be reviewed every [insert time period].	Comment by Author: TIP: Review and update your manual at least annually, and when there are changes in standards or legislation.
[bookmark: _Toc329956992]

2.0 [bookmark: _Toc97016306][bookmark: _Toc329956993]General operations
2.1. Pharmacy information
Pharmacy name:
Pharmacy license #:
Address:
City:
Postal code:
Hours of operation:
Pharmacy licensee:
Pharmacy proprietor(s) (e.g. owner, regional pharmacy director, director of operations):
Pharmacy website(s) (including all social media platforms):
2.2. [bookmark: _Toc329956994]Staff information	Comment by Author: TIP: Have all staff members review the policies and procedures annually and consider creating a log.
Pharmacists
· 
· 
· 
· 
· 
Pharmacy technicians
· 
· 
· 
· 
· 
Pharmacy assistants
· 
· 
[bookmark: _Toc329956995]Other staff
· 
· 
· 
· 
· 
2.3. Security
2.3.1. [bookmark: _Toc329956996]Pharmacy access	Comment by Author: TIP: Access to the dispensary must be limited to personnel approved by the licensee. How will you ensure:
Records are secure?
Narcotics and controlled drugs are secure?
Confidentiality agreements are in place:
Training on the scope and limitations of their actions within the pharmacy?


2.3.2. [bookmark: _Toc329956997]Mandatory pharmacist presence

2.3.3. [bookmark: _Toc329956998]Opening and closing procedures	Comment by Author: TIP: What information would a relief pharmacist need to know to operate the pharmacy in the absence of assistance from other staff members? List step by step instructions. Be specific.
Opening:

Closing:

2.3.4. [bookmark: _Toc329956999]Keys
Procedure for key holders:	Comment by Author: TIP: What are the key control policies for the pharmacy? Identify a means of documenting who has possession of pharmacy access keys or when they were returned. Identify how key access will be given to relief pharmacists and emergency personnel.

Procedure for relief pharmacists:

2.3.5. [bookmark: _Toc329957000]Alarm	Comment by Author: TIP: If the pharmacy employs personnel (e.g., cleaning staff, cash office associate) who work when the pharmacy is not providing pharmacy services, there must be a security system to prevent access to the dispensary and ensure security of the drugs and patient records. This security system for the dispensary must include:
adequate security grilles that facilitate key-control policies, and/or
its own alarm zone and security camera to monitor and detect any unauthorized access to the dispensary.
TIP: What are the procedures for entering an alarm code for a new user? For deleting the codes for former employees?
Procedure:

Alarm Contacts:

2.3.6. [bookmark: _Toc329957001]Lock and leave
Procedure:

Securing Schedule 2 products:

Securing Schedule 3 products:

Safe:

Shared premises:	Comment by Author: TIP: If a prescription department shares premises, the pharmacy must operate as a lock and leave pharmacy as outlined in Requirement #4. The prescription department must have its own security system separate from the other business to monitor and detect any unauthorized entry when the prescription department is closed.

2.3.7. [bookmark: _Toc329957002]Hardware and software security 
Procedure:	Comment by Author: TIP: Outline steps for user authentication and password protection for pharmacy software. What are the requirements for updating passwords, particularly with staffing changes? List any additional measures implemented to safeguard pharmacy hardware.

2.3.8. [bookmark: _Toc329957003]Time-delay safe
Procedure:	Comment by Author: TIP: Review the ACP Standards for Practice for requirements.

2.3.9. Armed robbery
[bookmark: _Hlk36735400]Procedure:	Comment by Author: TIP: Review the ACP burglary prevention page. Which procedures will you implement in your pharmacy?

2.3.10. [bookmark: _Toc329957004]Pharmacy break-ins or burglaries
Procedure:	Comment by Author: TIP: Review the ACP burglary prevention page. Which procedures will you implement in your pharmacy? Write down the phone numbers for local police, your insurance company, and contractors (for any damage repairs). 

Office of Controlled Substances: Loss or Theft Report Form and Guidance Document

[bookmark: _Toc329957005]

3.0 [bookmark: _Toc97016307]Dispensary operations
3.1. [bookmark: _Toc329957006]Systems and software	Comment by Author: TIP: List computer software contact numbers and user guide links.
Computer information:

3.1.1. [bookmark: _Toc329957007]Data backup	Comment by Author: TIP: Backups must occur daily and be stored off-site or in a fire-resistant safe.
Procedure:

Repair contact:

Supplies contact:

Dispensary software contact:

3.1.2. [bookmark: _Toc329957008]Netcare user ID and password security (DO NOT list user IDs and passwords here)
Systems User ID and Password Security	Comment by Author: TIP: What are the procedures for creating and maintaining user IDs and passwords for all dispensary staff? How often are you updating this information (e.g. removing information for former employees)?
Security Procedure:

Netcare User ID and Password Security	Comment by Author: TIP: What are your policies and procedures for logging out of terminals? Changing passwords? Storage of FOBs?
Security procedure:

3.1.3. [bookmark: _Toc329957009]Affiliate agreements
Insert list of agreements with affiliate IT providers:

3.1.4. [bookmark: _Toc329957010]Systems and software training	Comment by Author: TIP: How will you ensure all staff are properly trained? Identify training for dispensary operations, clinical care documentation, inventory reconciliation, quality assurance, etc. Identify which roles need to complete which training.

3.2. [bookmark: _Toc329957011]Stock layout or planogram	Comment by Author: TIP: Identify which aisles have which products. Where are your schedule 3 products? Are they located on shelving that facilitates offering assistance to patients?

Supplies:	Comment by Author: TIP: List product item numbers and vendor contact information for ordering pricing tags, shelving infrastructure, etc.

3.3. [bookmark: _Toc329957012][bookmark: _Toc329950436][bookmark: _Toc329955322]Workflow (text and diagram)	Comment by Author: TIP: Ensure roles and responsibilities for each pharmacy staff member are clear. Outline workflow steps for basic dispensary operations. When and how often are prescriptions scanned (if applicable)? By whom? What steps need to occur when prescriptions are given out at the pick-up counter?
Role of pharmacy technician:	Comment by Author: TIP: Which activities will your pharmacy technician(s) complete as part of dispensary workflow? When is collaboration with the pharmacist required? How will you document this as part of your audit trail?

Refer to the pharmacy technician FAQs and scope of practice poster.

Role of pharmacy assistant:

3.4. [bookmark: _Toc329957014]Retention of prescription and patient records	Comment by Author: TIP: Print and Insert Record Retention Chart below.
[bookmark: _Toc329957015]
3.4.1. Retention of prescriptions (written, electronic)
A prescription for a Schedule 1 drug may legally be filled for 12 months from the date on which the prescription was written and may be refilled for 18 months past the date on which the prescription was first filled.
Written prescriptions and transaction records for schedule 1 drugs that have been dispensed should be filed systematically and retained for at least two years past the completion of therapy with regard to the prescription or for 42 months, whichever is greater.
Procedure (including backup plan):	Comment by Author: TIP: Where are prescriptions filed? By date or by quantity? How long will you retain them and where are they stored?

3.4.2. [bookmark: _Toc329957016]Retention of patient records (written, electronic)
The patient record must provide a history of all interactions required to be documented for a patient under the Standards of Practice for Pharmacist and Pharmacy Technicians and must be maintained for a period not less than 10 years after the last pharmacy service or two years past the age of majority, whichever is greater.
Procedure (including access, retention and backup plan):	Comment by Author: TIP: Identify the storage solutions you are using for clinical care documentation (e.g. scanned into computer software, electronic documentation, paper documents). Document the steps you will implement to ensure they are
 easily retrievable by all pharmacists,
 retained for the required length of time, and
 backed up in the event of primary data loss or damage.


3.4.3. [bookmark: _Toc329957017]Retention of disclosure of health information
When a custodian discloses a record containing individually identifying diagnostic, treatment and care information without consent, the disclosing custodian must make a notation of the name of the recipient, the date and purpose of the disclosure and a description of the information disclosed.  The disclosure notation may be in paper or electronic form, may be put on the individual’s health or drug record or in a book or “disclosure log.”  This record is to be kept for 10 years following the date of disclosure.
Procedure:	Comment by Author: TIP: Outline the steps you will implement to document health information disclosures. Consider developing a log template to assist you with meeting documentation requirements.

3.4.4. [bookmark: _Toc329957018]Offsite storage	Comment by Author: TIP: Make sure you fill out an off site storage application on your MyACP profile (in the service catalogue) for any prescription records stored OUTSIDE of the DISPENSARY (for example, back storage area or other area of the pharmacy).

Storage Procedure:	Comment by Author: TIP: How long are records kept in the dispensary? What is your process for moving them off-site? Consider creating a standard file labeling procedure.

3.5. [bookmark: _Toc329957019]Audit trail - general (text and diagram)

3.6. [bookmark: _Toc329957029]Record of disclosure form	Comment by Author: TIP: Review Health Information Act: Disclosure of Information for information and forms.
Procedure:
[insert form(s) here or location of documentation in database]
3.7. [bookmark: _Toc329957030]Electronic transmission of prescriptions 
3.7.1. Fax standards compliance	Comment by Author: TIP: Refer to Guiding Principles for Ensuring Safe and Efficient Communication of Medication Prescriptions (psu.edu) ,  Can staff in a doctor's office phone in prescriptions? and the Office of the Information and Privacy Commissioner’s (OIPC) Guidelines on Facsimile Transmission.

3.7.2. Electronic signatures	Comment by Author: TIP: Refer to ACP’s guidance on transmission of prescriptions and Electronic Fax Prescriptions from Connect Care.

3.8. [bookmark: _Toc329957031]Transfer of care	Comment by Author: TIP: Review the guidance for requests to transfer patient care. Outline workflow steps and communication strategies that you will employ in your pharmacy to comply with this guidance.

3.9. [bookmark: _Toc329957032]Sale of Schedule 2 and 3 products	Comment by Author: TIP: How will these sales be documented in the patient record? Where will you document clinical care documentation so that it can be easily referenced for future patient encounters?
Procedure and accompanying documentation:

3.10. [bookmark: _Toc329957034]Repackaging prescriptions	Comment by Author: TIP: Before completed this section, review the definition of repackaging vs. dispensing.
Refer to Standards 7 and 21 in the Standards of Practice for Pharmacists and Pharmacy Technicians.

Procedure and accompanying documentation:	Comment by Author: TIP: Be sure to keep a record of the DIN/NPN/HN, lot number, and expiry date from the original packaging, as well as a record of all individuals involved in the repackaging and verification process.

Patient records:	Comment by Author: TIP: When dispensed to a patient, individually packaged medications which include a drug (such as a lollipop) must be
 individually labeled with the name of the drug or compound, lot number, and expiry date; and 
put in a larger container that bears a prescription label.

Repackaging area:

Labeling requirements:	Comment by Author: TIP: Ensure your repackaged product label includes all requirements as outlined in SPPPT Standard 7.5 or
 description of the drug (i.e. generic name, strength, manufacturer, etc.;
 package size or quantity;
 lot number that links to your audit trail as outlined below; and
 expiry date.

Audit trail:

Quality assurance:	Comment by Author: TIP: How often will you review repackaging procedures to ensure compliance? Where will you document your review and action plan for any identified deficiencies?

Storage:

3.11. [bookmark: _Toc329957035]Delivery and mailing of prescriptions
Section 12.1 of the Pharmacy and Drug Regulations requires that where a prescription is not picked up at the pharmacy by the patient or the patient’s agent, the pharmacy must document “the method of delivery of the drug to the patient and the method of dealing with environmental concerns where appropriate.”
Procedure and accompanying documentation:

Audit trail: 	Comment by Author: TIP: Insert your delivery log template here. Also consider how mail order licence applies when delivering to patients that do not receive regular in-person care. 

3.12. [bookmark: _Toc329957036]Long term care pharmacy
[bookmark: _Toc329951971]Policies:	Comment by Author: TIP: What are your policies regarding having a pharmacist regularly attend on patients in person to assess patients and monitor their responses to drug therapy?

Procedure:	Comment by Author: TIP: What procedures will you establish to facilitate regular in-person assessment of patients by a pharmacist (e.g., identify pharmacists, outline of clinical activities, frequency and length of visits, collaboration with patient agents and other healthcare professionals, etc.)?

Patient assessments:	Comment by Author: TIP: What are your expectations for documentation of comprehensive patient assessments? Insert any templates you develop here.

Collaboration with other health care providers:	Comment by Author: TIP: Identify collaborative relationships with other health professionals including scope and frequency of collaborative activities.

Confidentiality agreements:	Comment by Author: TIP: Insert your template here. Identify the frequency for reviewing and updating confidentiality agreements.

Patient records:	Comment by Author: TIP: Where are records of patient care records securely stored and who has access? In addition to any records stored on patient care units, ensure records are also stored in the pharmacy, being mindful of record retention requirements.

Labels:	Comment by Author: TIP: Outline labelling requirements specific to the long-term care site(s). Patient packaging or packaging and medication administration record (MAR) should contain all the information required on a regular Rx label as per Standard 7.5 of the SPPPT.   
Consider additional labels that must be affixed to medications as per contract (e.g., expiry date for opened eye drops, external use, cytotoxic, hazardous, high risk, etc.).

Audit trail:	Comment by Author: TIP: Outline how you will identify each individual involved in the dispensing process. Where can this audit trail be found? Is it being stored for the required length of time?

Delivery:

Storage:	Comment by Author: TIP: Considerations for assisted-living facilities: Pharmacies must not store Schedule 1 and 2 drugs outside of a licensed dispensary. The storage of all Scheduled drugs, that have not been dispensed to specific residents pursuant to a prescription, is not authorized.

Disposal:	Comment by Author: TIP: Outline procedures to retrieve unused or expired medications from patient care units for appropriate destruction.  Consider additional requirements for narcotic returns.

Contracts:

Quality assurance:	Comment by Author: TIP: Outline your process for regular review of medication errors and close calls. How will you communicate your action plan to all staff? How will you the assess the effectiveness of any changes you have made?

Billing:

3.13. [bookmark: _Toc329957041]Narcotics and controlled substances
Procedure for narcotic signing authority:

Prescription regulations chart:	Comment by Author: TIP: Click here to refer to ACP’s information regarding Health Canada's quick reference guide.

3.13.1. [bookmark: _Toc329957042]TPP Alberta	Comment by Author: TIP: Click here to refer to ACP’s guidance on Alberta’s TPP. 

You will need to send a copy of the secure form to TPP Alberta when it is for
compounded medications,
office use,
veterinary use, or
a Yukon prescription.
Mail the prescriptions listed above to CPSA on a weekly basis.  For the new two-part prescriptions, a copy of the fax or a copy of the secure top copy should be sent.

Information regarding all other TPP prescriptions is provided to TPP Alberta from dispensing events that are uploaded to Netcare. However, pharmacies should keep a copy in case TPP Alberta requests to access to it. For more information, please visit the TPP Alberta Program resource page.
Pharmacy resources (information for the pharmacist)

Procedure:

Stolen TPP pads	Comment by Author: TIP: Click here to view the list of stolen/missing TPPs.

Click here to report stolen or missing triplicates, physicians and surgeons should contact CPSA.

Answers to frequently asked questions about the TPP can be found here.

Information for the prescriber	Comment by Author: TIP: Refer to the TPP Alberta resource page.

Handling logged prescriptions and refills
Procedure:

3.13.2. Narcotics and controlled substances receipts report	Comment by Author: TIP: Upon receipt of a narcotic, controlled drug or targeted substance, a pharmacist must record the
drug name,
quantity received,
date received, and
name and address of the licensed dealer, pharmacist, or hospital records from whom the narcotic was received.  

Invoices must be readily available on the premises and kept in a manner that permits auditing.

[bookmark: _Toc329957044]Purchase record:	Comment by Author: TIP: Describe the method your pharmacy will use for documenting receipt of narcotic and controlled substances. Insert any applicable templates here.

3.13.3. Narcotics and controlled substances security and inventory management	Comment by Author: TIP: Annually, conduct the following audit of your pharmacy to mitigate risk of theft and ensure security of your medications.
Dispensary security
Have physical barriers for your dispensary, including lockable gates, that prevent access by unauthorized individuals both during and after operating hours.
Have an electronic monitoring system to record who has accessed the dispensary or when (if) the dispensary has been accessed.
Consider installing a video monitoring system that can recall footage of activities occurring in the dispensary.
Note who has access to these recordings, the length of recordings, and how long they are retained.
System access
Protect your passwords and do not share bar-coded scan cards.
Protect personal access codes to pharmacy information systems.
Do not share your access codes with others, as activities that are logged under your code become your responsibility.
Do not share access codes for ordering drug inventory, especially controlled substances, amongst pharmacy team members.
Strictly prohibit unregulated individuals from ordering controlled substances on your behalf.
Do not share codes for ordering drug inventory with unregulated individuals.
Inventory procedures
Where possible, ensure inventory is received and recorded by a different regulated member than the one who placed the order.
Implement and maintain a perpetual inventory for narcotics.
Conduct routine and random narcotic audits frequently and ensure that all identified discrepancies are investigated and resolved.
After dispensing narcotics with a perceived high-diversion potential, back-count and verify the remaining pharmacy stock against the narcotic’s recorded perpetual inventory.
Pharmacists performing the final check on narcotic prescriptions filled from logged or deferred prescriptions or filled as a part-fill are encouraged to consider the time elapsed since the prescription was logged or last filled. Most legitimate narcotic prescriptions are not kept on hold for extended periods, nor are intervals normally greatly exceeded between part-fills.
Actively review on-hand pharmacy narcotic inventory needs and endeavour to keep smaller amounts of narcotics in stock. Maintaining smaller quantities on hand will allow for a more rapid identification of trends regarding increases in narcotics being received and/or being dispensed. In addition, more periodic narcotic orders resulting from lower on-hand stock levels will result in a greater opportunity for more staff members to be involved in narcotic security and therefore reduce the likelihood of any narcotic diversion by an individual.
Question increases in receipted narcotic quantities. When increases are noted, these receipts should be verified against prescriptions and/or with patients and/or physician records to ensure that diversion is not occurring.
Keep all clutter in the dispensary to a complete minimum. A disorganized dispensary creates an environment in which diversion is more likely to occur and remain undetected.
Complete a full narcotic reconciliation on a regular basis, at least every three months.  Investigate any discrepancies and report all losses to Health Canada.
Ensure dispensary gates remain closed and do not allow unauthorized individuals into the dispensary at any time.
Systems
Ensure the pharmacy software can identify and track each user to avoid unauthorized modifications of narcotic inventory.
Use pharmacy software that prevents unregulated pharmacy staff from modifying previously entered narcotic prescriptions or processing narcotic prescriptions independently without another regulated pharmacy staff member checking and overriding those transactions.
Use prescription scanning technology. This technology will allow pharmacists and pharmacy technicians checking prescriptions filled from log or checking refills/part-fills the ability to readily review the original prescription to confirm currency, validity, and authenticity.
Use inventory trending reports that can alert to changes in pharmacy narcotic ordering and receiving patterns.
Get everyone in the pharmacy involved in the security of medications and pharmacy records. Ensure only individuals authorized by the licensee are allowed entrance to the dispensary. The fewer individuals in your dispensary the better. This will help minimize chaos and contribute to preventing diversion and errors.
Security of controlled substances, while ultimately the responsibility of the licensee, should be owned by the entire pharmacy team. The more staff involved in all aspects of narcotic security, the less likely that diversion will occur and the more likely that theft will be detected at the earliest opportunity.
Watch for unusual or unexplained trends in the pharmacy. Follow up on any perceived changes in narcotic ordering patterns, receipts, discrepancies, or anything that cannot be verified and accounted for. Implement consistently good patient care practices (e.g., having an ongoing dialogue with patients about their use of narcotics and reviewing patients’ medication profiles before checking and dispensing narcotic prescriptions).
Make security of controlled substances and pharmacy records an open and regular part of all pharmacy team meetings.

Procedure for narcotic and controlled substances counts:	Comment by Author: TIP: Insert store specific procedure here. Complete a full narcotic reconciliation on a regular basis, at least every three months. Investigate any discrepancies and report all losses to Health Canada.

Procedure for storage of narcotics and controlled substances:

3.13.4. [bookmark: _Toc329957045]Managing expired or returned stock	Comment by Author: TIP: Pharmacists should refer to the following Health Canada guidance documents which provide and clarify recommended procedures for the collection, handling and destruction of controlled substances. There are two separate categories:
Unserviceable stock: any drug product inventory that is unusable, expired and/or that cannot be dispensed. In the hospital setting, this does not include partial or unusable doses outside of the pharmacy. 
Target audience: Community and hospital pharmacists
Refer to the Health Canada Guidance Document for Pharmacists, Practitioners and Persons in Charge of Hospitals: Handling and Destruction of Unserviceable Stock Containing Narcotics, Controlled Drugs or Targeted Substances.
Post-consumer returns: any drug product that has been previously dispensed and is returned by an individual to a community pharmacy for disposal.
Target audience: community pharmacists
Refer to the Health Canada Guidance Document for Pharmacists and Dealers Licensed to Destroy Narcotics, Controlled Drugs or Targeted Substances: Handling and Destruction of Post-consumer Returns Containing Narcotics, Controlled Drugs or Targeted Substances.

[bookmark: _Toc329957046]Procedure for return and disposal (include template for documenting returned products from patients and expired products in the pharmacy):	Comment by Author: TIP: See Guidance documents above for specific record keeping requirements. These records must be retained for a period of no less than two years, in a manner that permits an audit to be made.

3.13.5. Loss or theft form	Comment by Author: TIP: Refer to the Government of Canada’s Guidance Document for reporting loss or theft of controlled substances.
To report loss or theft of a controlled substance or precursor, complete and submit the Loss or Theft Report Form in the appropriate timeline here (fillable PDF that can be submitted online or by email).
Appendix B: Timeframes for Reporting: The loss or theft must be made to the OCS within the timeframes specified by the regulations relevant to the missing substances. When reporting the loss of multiple substances, separate forms should be used to comply with the different timeframes set out in the regulations. Click here for more information.
Appendix A: Type of Incidents: Examples of incidents and whether to report them can be found here.

Procedure:

3.13.6. [bookmark: _Toc329957047]Suspected forgery	Comment by Author: TIP: Refer to ACP’s tips on reporting forgeries here.
Following the Standards of Practice for Pharmacists and Pharmacy Technicians can help pharmacy professionals ensure drugs are dispensed only to those with legitimate prescriptions. Standard 6 states that each time a pharmacist or a pharmacy technician dispenses a Schedule 1 drug or blood product pursuant to a prescription:
the pharmacist must determine that the prescription is appropriate; and
the pharmacist or the pharmacy technician must determine that the prescription is current, authentic, and complete.
Standard 6.6 states that before dispensing a prescription, a pharmacist or a pharmacy technician must determine the authenticity of the prescription by taking reasonable steps to:
identify the prescriber;
determine whether the prescriber is legally authorized to prescribe the drug or blood product for which the prescription has been given; and
assess whether the prescription has been altered, forged, or stolen.
In many cases, pharmacy team members have been able to detect forgeries by noticing easily recognizable alterations, conflicting signatures, and abnormal formatting. Spelling mistakes, odd stories, patient demeanor, a prescription presented on behalf of another adult, and prescriptions presented late at night can also be red flags.
When in doubt, pharmacists should contact the prescriber to confirm the authenticity of a prescription. Make sure your pharmacy team is signed up for the weekly Forgery Alerts email which will help keep you in the loop on recent forgery activity.  Consider flagging doctor files of the recent forgery report.  A list of past forgeries can be found on our website.
You may disclose health information to a police service without the individual’s consent if you believe that the information relates to the possible commission of an offence under a statute of Alberta or Canada and will either:
Detect, limit or prevent fraudulent use or abuse of the health system (HIA S.37.1), or
Protect the health or safety of an individual (HIA S.37.3).
The disclosure must be limited to the following information, any of which may be required by police to complete the investigation:
The individual’s name, birth date, and personal health number;
The nature of any injury or illness of the individual;
The date on which a health service was sought or received;
The location where the health service was sought or received;
The name of any drug provided or prescribed to the individual, and the date the drug was provided or prescribed;
Whether any samples of bodily substances were taken from the individual, or
Information about the health provider who provided the service.
Document the disclosure on the individual’s record and keep it for at least 10 years.

Procedure:

3.13.7. [bookmark: _Toc329957048]Forgery reporting form	Comment by Author: TIP: To report a forgery online to ACP that will be shared with pharmacists across the province via our Forgery Alerts, visit ACP’s webpage here. You will be asked to fill out the details on an online form.

If a forged prescription was filled, report it as a theft in the Loss or Theft Report Form to Health Canada. Please visit the Health Canada webpage on Loss, Theft & Forgery for more details and see 3.17.5 Loss or Theft Form of your policies and procedures for more information.

According to Health Canada, all those working with controlled substances and precursor chemicals must take proper security measures. If a theft, loss or forgery occurs it must be reported to the local police immediately and to the Office of Controlled Substances no later than 10 working days after its discovery. To learn more, visit the Health Canada webpage.

[bookmark: _Toc329957049]Procedure:	Comment by Author: TIP: Consider adding routine risk mitigation strategies such as monthly reviews of forgeries, etc.

3.13.8. Opioid Agonist Therapy (OAT)	Comment by Author: TIP: Refer to ACP’s Opioid Agonist Therapy (OAT) guidelines at least annually.
3.13.8.1. General
Prescription authentication procedure:

Prescriber exemption verification:	Comment by Author: TIP: Refer to CPSA for Physician requirements for OAT and refer to CARNA for Nurse Practitioner requirements.

As with any medication, if the pharmacist assesses that there is a concern or problem with the prescription, they should contact the prescriber and collaborate to clarify and resolve the issue.

Patient verification procedure:

Patient assessment and documentation:	Comment by Author: TIP: Ensure each patient on an opioid dependence treatment program has a written treatment plan that meets all requirements of the Guidance for Assessment and Monitoring: Individuals using Opioid Medications.

New patient agreement (i.e. expectations, obligations, pick up schedule, identification):	Comment by Author: TIP: Include your template here.

3.13.8.2. Administration
Witnessing administration:	Comment by Author: TIP: There should be an area within the pharmacy where the patient can protect and maintain their personal privacy during witnessed dosing. Only pharmacists are permitted to witness the dose ingestion as this requires an assessment of the appropriateness of treatment based on the patient’s clinical presentation.

Process:

Initial dosing of buprenorphine/naloxone:

Missed dose:	Comment by Author: TIP: Develop a missed dose strategy/agreement with the prescriber in the event of missed doses where the prescriber is unavailable for consultation. All dose changes must be written on a TPP.

Lost/stolen dose:	Comment by Author: TIP: Refer to the Loss or Theft Form.

Spoiled dose:	Comment by Author: TIP: When a controlled substance or precursor, becomes unserviceable (such as a spoiled dose), it does not constitute a reportable loss if the items are still present on site and accounted for.  

Vomited dose (methadone and Suboxone):

Withholding dose:

Administration records:

Insert a template here:	Comment by Author: TIP: Consider using Appendix 5: OAT administration record in the OAT guidelines to assist you with documenting required information.

Physician collaboration:	Comment by Author: TIP:  Report all missed, lost, stolen, vomited and spoiled doses to the prescriber.
TIP: Document prescriber after hours or emergency contact information. Have a discussion with your local physician prescribers to establish a missed dose strategy/agreement in the event of missed doses where the prescriber is unavailable for consultation. 
Communicate to the prescriber any concerns about the patient’s therapy that may put either the patient or the public at risk.
Communicate to the prescriber when a patient has been hospitalized, released from hospital, or incarcerated.

Dispensing container:

3.13.8.3. Preparation
Methadone preparation (equipment, audit trail, and documentation):	Comment by Author: TIP: Ensure your audit trail includes not only the pharmacist who witnessed the administration but also the pharmacy professional who prepared the dose(s). See Appendix 6 Dilution Record of the OAT Guidelines.

Storage location of medications:

Disposal:	Comment by Author: TIP: Methadone carry bottles may never be reused. Consider researching secure disposal options with your shredding service provider.

3.13.8.4. Carries
Patient eligibility:

Requirements and restrictions:

Agreement:	Comment by Author: TIP: See Appendix 3 Pharmacy-patient agreement for OAT services of the OAT Guidelines.

Labelling and packaging:	Comment by Author: TIP: Refer to the OAT Guidelines 8.9.2 Labelling requirements for take-home methadone doses 

Pharmacies must maintain a dispensing record when preparing diluted carries to enable the tracking of products and diluents used to prepare the final product.

Sample Label 	Comment by Author: TIP: Insert a sample of Label and Auxiliary Labels to Use.

Signature and documentation:

Delivery and documentation:	Comment by Author: TIP: Refer to the OAT Guidelines 10.2 Off-site witnessed administration of OAT, and 10.3 Delegated administration of OAT

Bottle return and documentation:

Alternative witness agreement:

3.14. [bookmark: _Toc329957050]Benzodiazepines and other targeted substances	Comment by Author: TIP: Refer to ACP FAQ page for Narcotics & controlled substances and Health Canada’s Benzodiazepines and Other Targeted Substances Regulations 

3.15. [bookmark: _Toc329957051]Child resistant containers	Comment by Author: TIP: Refer to Standard 7.3-7.4 Proper Packaging in the Standards of Practice for Pharmacists and Pharmacy Technicians.

3.16. [bookmark: _Toc329957052]Administration of drugs by injection	Comment by Author: TIP: Refer to Standards 16-17 in the Standards of Practice for Pharmacists and Pharmacy Technicians and the Guidelines for Medication and Vaccine Injection Safety.

If your pharmacy administers hazardous drugs, see the cytotoxic spill kit and sharps container recommendations.

Refer to ACP’s authorization to inject guidelines for information to obtain and maintain authorization, as well as information on seasonal influenza.
Procedure:	Comment by Author: TIP: Include templates for your different types of injections such as seasonal influenza, Vitamin B12, and Shingrix. Create vaccine specific forms whenever possible to ensure a comprehensive assessment.

3.16.1. Multi-dose medications	Comment by Author: TIP: Use of multi‐dose medications is avoided whenever possible. Multi-dose medications (e.g. vials, bottles) are labeled with date of opening and discarded within 28 days unless otherwise specified by the manufacturer. Regardless of date, they are discarded when there are visible signs or suspicion of contamination.
Store Policy on multi-dose medications:

3.16.2. Anaphylaxis management	Comment by Author: TIP: Ensure a copy of you Anaphylaxis Management procedure, list, and policy is kept in your injections room or anaphylaxis kit.
Procedure: 

Anaphylaxis kit item list:

Policy on stock rotation:

3.17. [bookmark: _Toc329957053]Cold chain management 	Comment by Author: TIP: Create a cold chain management log and refer annually to the most recent Alberta Vaccine Storage and Handling Policy for Provincially Funded Vaccine Document found on the AHS website.
Procedure:

3.17.1. [bookmark: _Toc329957054]Refrigerator temperature log	Comment by Author: TIP: Refer to AHS’s temperature management log, and for further information on required temperature monitoring device and recording requirements, see recent Alberta Vaccine Storage and Handling Policy for Provincially Funded Vaccine.
[bookmark: _Toc329957055]Procedure:

3.18. Ordering
Procedure:

Wholesalers:	Comment by Author: TIP: Include a list of preferred and secondary wholesalers.

Special order:

3.19. [bookmark: _Toc329957056]Prescription balances or owing
Procedure:

3.20. [bookmark: _Toc329957057]Prescriptions not picked up
Procedure:

3.21. [bookmark: _Toc329957058]Inventory management
Maintenance:	Comment by Author: TIP: Outline your process for reviewing and updating reorder points and pharmacy inventory based on practice needs. 

[bookmark: _Toc329957059]Short-dated/expired stock:	Comment by Author: TIP: Document frequency of cycle counts and individuals responsible. Consider creating an inventory monitoring log to document inventory counts completed in the pharmacy.  

3.22. Special Access Programs (SAPs)
Procedure:

3.23. [bookmark: _Toc329957060]Waste management
3.23.1. [bookmark: _Toc329957061]Expired drugs/returned stock
Procedure:

3.23.2. [bookmark: _Toc329957062]Sharps disposal
Procedure:

3.23.3. [bookmark: _Toc329957063]Needlestick injury	Comment by Author: TIP: Ensure a copy of the needlestick injury prevention and procedure for managing injuries is kept in your injection room or anaphylaxis kit for easy reference in emergency situations.
Prevention:

Procedure for managing injuries:

3.24. [bookmark: _Toc329957064]Quality assurance and safety	Comment by Author: As per standard 6.4:
Within 24 hours of initial discovery, the licensee must ensure that any suspected drug error is investigated and, if verified, is documented.
The staff member(s) involved in the drug error must document an account of the error as soon as possible after the discovery. If the staff member(s) involved are not on duty at the time of discovery, the staff member who discovers the drug error must initiate the documentation.
Drug error documentation must:
be in a format that can be easily audited and reviewed, and
be maintained for at least 10 years after the error is discovered.
The documentation must include a description of factors contributing to the drug error and actions taken to prevent recurrence.
The report must clearly identify whether it relates to a drug incident or an adverse drug event.

3.24.1. [bookmark: _Toc329957065]Drug error (drug incident) reporting	Comment by Author: TIP: Refer to the Drug Error (Drug Incident) Reporting Form.
Procedure for preventing, reporting, investigating, documenting and evaluating drug errors (drug incidents):	Comment by Author: TIP: Insert a near miss form here.

Procedure for dealing with complaints or concerns:

3.24.2. [bookmark: _Toc329957066]Drug error (drug incident) follow-up process	Comment by Author: TIP: Refer to the Drug incident quarterly review report. 

As per Standard 6.6, the licensee must, at least quarterly
 review the drug-error reports for the licensed pharmacy to evaluate whether practice changes or preventative measures are required to prevent future drug errors, and
 assess whether any changes implemented as a result of a drug error were successful in advancing patient safety.
Procedure to conduct regular review of procedures to prevent drug errors (drug incidents):

3.24.3. [bookmark: _Toc329957067]Adverse event reporting
Side Effect Reporting 	Comment by Author: TIP: Find more information on side effect reporting and refer to the Adverse Event Reporting Form or to the Adverse Events Following Immunization (AEFI) Reporting Form

All suspected side effects should be reported, especially those that are
 unexpected, regardless of their severity (i.e. not consistent with product information or labelling);
 serious, whether expected or not; or
 reactions to I health products (on the market less than five years), regardless of their nature or severity.

Procedure:

Adverse Event Following Immunization (AEFI) Reporting
[bookmark: _Toc329957068]Procedure:



4.0 [bookmark: _Toc97016308]Providing virtual care to patients
4.1. Virtual care technology

4.2. Virtual assessment procedures	Comment by Author: TIP: Refer to the Standards of Practice for Virtual Care. Include a script of what you will say each time you provide virtual care services to ensure informed consent is given for each visit.

4.3. Documentation for virtual assessments

4.4. OIPC approval	Comment by Author: TIP: Include a copy of your approval from OIPC to use your above stated technologies. Provide copies of your approval when an inspector visits your pharmacy.


5.0 [bookmark: _Toc97016309]Laboratory and point-of-care testing (POCT)	Comment by Author: TIP: Refer to ACP’s standards and guidance for laboratory and point-of-care testing.
5.1. Ordering laboratory tests	Comment by Author: TIP: Identify each laboratory test ordered in the pharmacy. For each test, document
 components of the patient-specific clinical assessment required,
 your plan for interpreting results, and
 how you will ensure appropriate action based on the result, including any required collaboration with other health professionals.

5.2. Point-of-care testing (POCT)	Comment by Author: TIP: Identify each point of care test conducted in the pharmacy. Outline separate standard operating procedures and the quality assurance process for each POCT as required. 

5.3. Standard operating procedures	Comment by Author: TIP: Review section 16 of the Guidance for Pharmacists and Pharmacy Technicians – Laboratory and Point of Care Testing (POCT). Outline your procedures addressing all aspects of this section.

5.4. Quality assurance process	Comment by Author: TIP: Review section 17 of the Guidance for Pharmacists and Pharmacy Technicians – Laboratory and Point of Care Testing (POCT). Outline your procedures addressing all aspects of this section.



6.0 [bookmark: _Toc97016310][bookmark: _Toc39485857]Pharmacy compounding of non-sterile preparations
6.1. General operations and pharmacy information
6.1.1. [bookmark: _Hlk36826885][bookmark: _Toc39485858]Standards for Pharmacy Compounding of Non-Sterile Preparations
Standards for Pharmacy Compounding of Non-Sterile Preparations
6.1.2. [bookmark: _Toc39485859]Guidance Document for Pharmacy Compounding of Non-sterile Preparations
Guidance Document for Pharmacy Compounding of Non-Sterile Preparations
6.1.3. [bookmark: _Toc39485860]Other applicable standards and legislation

6.1.4. [bookmark: _Toc39485861]Current copy of completed ACP non-sterile compounding self-assessment	Comment by Author: TIP: Complete the non-sterile compounding self-assessment and include a completed copy here. Document an action plan to address any identified gaps. Ensure your action plan identifies person(s) responsible, specific tasks, and timelines for completion.
Non-Sterile Compounding Self Assessment 
6.1.5. [bookmark: _Toc39485862]Staff information
Compounding Supervisor:
Other individuals involved in compounding:
· 
· 
· 
· 
· 
6.1.6. [bookmark: _Toc39485863]Compounding references 	Comment by Author: TIP: Review section 4.3 of the ACP Guidance Document for Pharmacy Compounding of Non-sterile Preparations and note below the references you use in your compounding activities. Also identify your source(s) for reputable compounding recipes and stability data.

6.1.7. [bookmark: _Toc39485864]Compounding and repackaging agreements 	Comment by Author: TIP: Insert all signed compounding and repackaging agreements here, and ensure they are current (i.e., signed within the past three years). Agreement templates may be found on the ACP website.

6.2. [bookmark: _Toc39485865]Personnel and facilities
6.2.1. [bookmark: _Toc39485866]Obligations of personnel
6.2.1.1. [bookmark: _Toc39485867][bookmark: _Hlk36827000]Attire and dress code	Comment by Author: TIP: Which types of personal clothing will personnel be permitted to wear in compounding areas? Will designated apparel be required?  What about jewelry, cosmetics, and hairstyles? If applicable, how often and by what methods will clothing be laundered? Where are the designated storage areas for personal items (e.g. outside coats, footwear, jewellery, etc.)? 

6.2.1.2. [bookmark: _Toc39485868]Health conditions (reasons for temporary withdrawal from compounding activities) 	Comment by Author: TIP: Consider the following health conditions and document your policy on withdrawal from compounding activities:
• Uncontrolled weeping skin condition
• Burns to the skin, including sunburns
• Cold sores (active herpes simplex viral infection)
• Conjunctivitis (viral or bacterial)
• Active respiratory infection with coughing, sneezing, or runny nose
• Fresh piercings or tattoos
• Other fresh wounds

Consider also documenting a policy on self-reporting requirements for staff (i.e. ensuring staff are empowered/encouraged to report illness).

6.2.1.3. [bookmark: _Toc39485869]Expected behaviour in compounding areas	Comment by Author: TIP: Consider the following points and document your policy.
 • Food items, drinks, chewing gum, candy, and cigarettes (or other smoking products) are prohibited.
• All access doors to controlled areas must be kept closed.
• Access to the controlled areas is restricted to personnel with specific responsibilities in the controlled areas.
• All personnel in the controlled areas must follow specified hand hygiene and garbing procedures.
• Only essential conversations are allowed, to minimize the risk of particulate contamination. Coughing and sneezing should also be avoided.

6.2.2. [bookmark: _Toc39485870]Training and assessment of personnel
6.2.2.1. [bookmark: _Toc39485871]Initial training and assessment program	Comment by Author: TIP: Review section 5.2 of the ACP Guidance Document for Pharmacy Compounding of Non-sterile Preparations. Ensure initial training includes all elements of Table 1 and document your program below. A good idea may be to adapt Table 1 and Checklist 1 from section 5.2 of the guidance document for your program.

6.2.2.2. [bookmark: _Toc39485872]Program to assess maintenance of competency	Comment by Author: TIP: A skills assessment program, which considers the type and complexity of operations performed, must be established for all personnel involved in non-sterile compounding.  

Document the theoretical and practical aspects of your ongoing program here, including how you will maintain personnel records of completion.

6.2.2.3. [bookmark: _Toc39485873]Training and assessment of cleaning and disinfecting personnel	Comment by Author: TIP: Review Table 2 Elements to Cover in Training Of Cleaning Personnel in the ACP Guidance Document For Pharmacy Compounding of Non-sterile Preparations. 

Cleaning personnel must be trained on policies and procedures for staff hygiene, PPE, and specific cleaning and disinfecting tasks. Document specific requirements here (e.g. required PPE, cleaning solutions, areas to be cleaned, frequency of cleaning, etc.). 

Clarify which cleaning and disinfecting activities will be completed by compounding personnel vs. cleaning personnel (important to consider when using external cleaning companies).

6.2.2.4. [bookmark: _Toc39485874]Additional training in all aspects of handling and compounding complex or hazardous products	Comment by Author: TIP: Do you compound hazardous products?  If so, document your personnel training specific to the safe handling of hazardous compounds.  See the hazardous section of the Elements to Cover in Training of Compounding Personnel table in the ACP Guidance Document for Pharmacy Compounding of Non-sterile Preparations.

6.2.2.5. [bookmark: _Toc39485875]Staff log of initial and ongoing competency	Comment by Author: TIP: Include completed Skills Assessment Checklist for all compounding personnel, as well as all other records of completed initial and ongoing competencies.
Remember to complete a skills assessment checklist at initial qualification: theoretical and practical aspects, and annually thereafter. Checklists should also be completed
periodically to ensure compliance with policies and procedures,
after extended leave,
when assessing incidents and accidents, and
when a contamination problem is identified.

6.2.3. [bookmark: _Toc39485876]Delegation and appropriate supervision of activities
6.2.3.1. [bookmark: _Toc39485877]Delegation and supervision considerations for compounding activities by unregulated pharmacy staff	Comment by Author: TIP: Unregulated pharmacy personnel must work under the direct supervision of a pharmacy professional.


6.2.4. [bookmark: _Toc39485878]Facilities and equipment
6.2.4.1. [bookmark: _Toc39485879]Access to controlled area or room	Comment by Author: TIP: Who has access to controlled compounding areas and for what purpose? Where will staff access and don designated clothing? Outline your workflow process for staging ingredients and documentation prior to entry into controlled areas.

6.2.4.2. [bookmark: _Toc39485880]Overview of facilities and equipment	Comment by Author: TIP: Identify principal facility features and compounding equipment. Identify location of operation manuals, certification certificates, cleaning/ maintenance logs, location of all supplies, etc.

6.2.4.3. [bookmark: _Toc39485881]Maintenance of facilities and equipment	Comment by Author: TIP: This will include certification of rooms and instruments, calibration, maintenance of pre-filters and high-efficiency particulate air filters, verification of pressure.

Controlled compounding rooms and ventilated hoods must be certified at least every six months. Identify your qualified certifier.

Develop a maintenance plan including general maintenance logs to record verification results for pressure, temperature, humidity, operational indices of ventilated hoods, etc.

6.2.4.4. [bookmark: _Toc39485882]Cleaning activities for compounding room	Comment by Author: TIP: List all required cleaning activities, frequencies, designated cleaning equipment and solutions. Identify responsible persons. Identify documentation method for cleaning activities.

6.3. [bookmark: _Toc39485883]Compounded non-sterile preparations
6.3.1. [bookmark: _Toc39485884]SDS, risk assessments, compounding formulas and MFR	Comment by Author: TIP: This section is for the creation, location and maintenance of safety data sheets, risk assessments, compounding formulas and master formulations records. Ensure the locations of these documents is readily retrievable by all compounding personnel. Establish a schedule to review these documents on a regular basis.

6.3.2. [bookmark: _Toc39485885]Determining beyond use dates of ingredients and final preparations	Comment by Author: TIP: If your compounded non-sterile preparation has an extended beyond use date (BUD), have you obtained, and critically appraised, stability and antimicrobial effectiveness data to support this BUD? What process and/or resources will you use to facilitate this process?

Reference the Beyond Use Date (BUD) by Type of Formulation chart (Table 4) in the ACP Guidance Document for Pharmacy Compounding of Non-Sterile Preparations.

6.3.3. [bookmark: _Toc39485886]Hand hygiene procedures	Comment by Author: TIP: ACP’s Guidelines for Hand Hygiene and Alberta Health Services’ How to Hand Wash.

6.3.4. [bookmark: _Toc39485887]Personal protective equipment in compounding areas	Comment by Author: TIP: List required PPE for compounding areas, including wholesaler name, contact information, and product item numbers. List alternative PPE items in the event of a shortage.

Post visual reminders of required PPE in compounding areas.

6.3.5. [bookmark: _Toc39485888]Deactivation, decontamination, and cleaning of the C-PEC	Comment by Author: TIP: List required steps, cleaning solutions, responsible persons, and schedule. Identify documentation method for cleaning activities. Review Section 9.3 of the Guidance Document for Pharmacy Compounding of Non-Sterile Preparations  for deactivation, decontamination, and cleaning protocols for hazardous compounded preparations.

6.3.6. [bookmark: _Toc39485889]Receipt, unpacking, and storage of hazardous products	Comment by Author: TIP: List workflow procedures for receipt, unpacking, and storage of hazardous products. What PPE is required? Are there designated areas for receipt, unpacking, and storage? What checks are in place to verify the state of received products?

6.3.7. [bookmark: _Toc39485890]Verification of the compounding process and final preparations	Comment by Author: TIP: Inspect all ingredients prior to using them in a compound preparation. For each ingredient, confirm the identity, assess the quality by examining its organoleptic properties (size, shape, colour, homogeneity, consistency, purity, microbial growth, smell, taste, and touch), and expiration date.
Possible signs of instability
Solid dosage forms (capsules, tablets, powder, granules, effervescent tablets)
cracks or chips on tablet surfaces
mottling or discoloration
fusion
appearance of liquid droplets or crystal deposits
clumping
swelling of mass
gas formation
microbial growth
Liquid dosage forms (solutions, elixirs, syrups, emulsions, suspensions, tinctures)
microbial growth
cloudiness/precipitation
emulsion separation
non-resuspendable caking of suspension
discoloration
turbidity
gas formation
odor
Semisolid dosage forms (cream, ointment, suppositories)
discoloration
change in consistency
odor
crystal deposits
microbial growth
granule formation
hardening
separation
Review section 6.6 Verification of Final Compounded Non-Sterile Preparations in the Guidance Document for Pharmacy Compounding of Non-sterile Preparations and outline your workflow process for
daily equipment verification and documentation requirements,
ingredient verification, and
final preparation verification.

6.3.8. [bookmark: _Toc39485891]Labelling of final preparations	Comment by Author: TIP: Indicate mandatory information that must be on the label.
When kept at the pharmacy or sent to another pharmacy
name of preparation,
date when preparation was made,
lot,
quantity prepared, and
beyond-use date.
When dispensed to a patient, in addition to the legally mandated information, add
beyond-use date, and
precautions and other patient information leaflet.

6.3.9. [bookmark: _Toc39485892]Packaging of final preparations	Comment by Author: TIP: Describe the types of packaging in which final compounded non-sterile preparations shall be presented to the patient (both for storage of the compound and transport to the patient). Does the packaging selected maintain preparation stability, integrity and required storage conditions? Does it facilitate the inclusion of transport precautions (e.g., related to temperature, fragility, safety) and patient delivery?

6.3.10. [bookmark: _Toc39485893]Storage of products and final preparations	Comment by Author: TIP: Document how you plan to store products and final preparations, considering temperature, light, humidity, accessibility, hazardous exposure etc.

6.3.11. [bookmark: _Toc39485894]Transport of final preparations to destination (patient, pharmacy, facility)	Comment by Author: TIP: Insert packaging requirements for each designated container. Insert temperature monitoring requirements and procedures in event of a cold chain breach. Insert name and contact information for courier company/companies.

Insert delivery log template and outline chain of signature requirements, including considerations for delivery of narcotic and controlled drugs.

6.3.12. [bookmark: _Toc39485895]Recording of preparation in patient file	Comment by Author: TIP: List the pharmacy-specific procedures to enter the compounding record in the patient file. Include format, location, required documentation, etc.

6.3.13. [bookmark: _Toc39485896]Hazardous waste management	Comment by Author: TIP: Identify the name of and contact information of your waste disposal provider. Remember to verify supply requirements for disposal of hazardous compounding chemicals.

6.3.14. [bookmark: _Toc39485897]Exposure to hazardous products	Comment by Author: TIP: This section is for the equipment and processes in case of accidental exposure of personnel to hazardous products. Have you assessed the need for eyewash stations and safety showers? Have you established a schedule for checking expiry dates of eyewash solutions and the proper function of the safety shower? Where do compounding personnel document the occurrence of an accidental exposure and quality assurance process to prevent future occurrences?

Identify the location of OHS forms to be completed, as well as SDS sheets for first aid measures. What is the phone number for the local poison center?

Incident/accident forms may be found on the ACP website.

6.3.15. [bookmark: _Toc39485898]Spills and spill management	Comment by Author: TIP: Plan for an accidental hazardous spill BEFORE it happens. What specific procedures will need to occur? Do you have a hazardous spill kit and have you verified both its contents and staff training on its use? Where do compounding personnel document the occurrence of spills and quality assurance processes to prevent future occurrences?

Incident/accident forms may be found on the ACP website.

6.3.16. [bookmark: _Toc39485899]Recall of ingredients or compounded medications	Comment by Author: TIP: Plan for a non-sterile product or ingredient recall. Which specific computer reports can you print to identify affected products/batches, affected pharmacies and/or patients? Establish a recall log to document recall activities including pharmacy/patient contact and required follow-up.

6.4. [bookmark: _Toc39485900]Quality assurance program
6.4.1. [bookmark: _Toc39485901]Verification and maintenance of equipment and facilities	Comment by Author: TIP: Create quality assurance logs or general maintenance logs that will help you keep track of your equipment and facility verification schedule. Be sure to create logs for
certification of C-PEC and controlled areas,
daily temperature readings,
daily humidity readings,
operational indicators of C-PEC and other instruments, and
verification of these components by the compounding supervisor.

6.4.2. [bookmark: _Toc39485902]Environmental monitoring of chemical contamination of hazardous products	Comment by Author: TIP: Which hazardous chemicals are you compounding with? What are the affected areas (consider compounding rooms, and areas for receipt, unpacking and storage of hazardous chemicals)? Describe the verification process and schedule you will implement to monitor for contamination of the hazardous chemicals used in your pharmacy.

6.4.3. [bookmark: _Toc39485903]Drug error processes	Comment by Author: TIP: Where are your drug error forms and are all staff members familiar with how to complete them? As licensee, have you completed the required quarterly review of drug errors? In the absence of medication errors, document close calls in a log and incorporate this data into your quarterly review.  

Incident/accident forms may be found on the ACP website.

6.5. [bookmark: _Toc39485904]Additional resources
6.5.1. [bookmark: _Toc39485905]Policies and procedure template	Comment by Author: TIP: The policy and procedure categories listed in this manual are not comprehensive—you must tailor the manual to reflect your compounding practice. You may use the following template to document additional policies relevant to your practice site.

6.5.2. [bookmark: _Toc39485906]Risk assessment procedure and examples	Comment by Author: TIP: See section 4.1 of the Guidance document for Pharmacy Compounding of Non-Sterile Preparations for elements to consider as part of a risk assessment. Develop risk assessment templates that are tailored to your practice.
Sample risk assessments and a template may be found on the ACP website.

6.5.3. [bookmark: _Toc39485907]Master Formulation Record template	Comment by Author: TIP: Note that a master formulation record is not the same thing as a compounding record. See here for an outline of the differences.
The master formulation record template may be found on the ACP website.



7.0 [bookmark: _Toc97016311]Patient concerns	Comment by Author: TIP: Refer here for the patient concern poster.
Complaints procedure:

[bookmark: _Toc329957069]

8.0 [bookmark: _Toc97016312]Privacy policy 	Comment by Author: TIP: Refer to federal legislation and provincial legislation.
8.1. [bookmark: _Toc329957070]Custodians of health information	Comment by Author: TIP: Refer here for ACP’s guide on how to understand the Health Information Act.
Custodians of health information (list and define where appropriate):
· Pharmacists
· 
· Pharmacy Managers
· 
· Affiliates (specify)
· 
· Others (specify)
· 
8.2. [bookmark: _Toc329957071]Use and disclosure of health information	Comment by Author: TIP: Refer here for ACP’s guide on how to understand the Health Information Act.
Procedure (define limitations on type, access and use of health information):

Procedure for disclosure:

Procedure for documentation and retention of record of disclosure:

8.3. Privacy impact assessment	Comment by Author: TIP: The Office of the Information and Privacy Commissioner (OIPC) has developed these Privacy Impact Assessment (PIA) Requirements to help you review the impact a project may have on individual privacy. The process is also designed to ensure that you assess your project’s compliance with relevant legislation.

Under Alberta’s Health Information Act (HIA) custodians must submit PIAs to the Information and Privacy Commissioner before implementing practices or information systems that will collect, use or disclose individually identifying health information. This includes changes to existing practices or information systems.

For more information on when you need to submit on when and how to update, visit the Privacy Impact Assessment Requirements guide created by the Office of the Information and Privacy Commissioner. 

8.4. [bookmark: _Toc329957072]Disposal of health information
Procedure:

Shredding:

8.5. Mandatory privacy breach reporting	Comment by Author: TIP: Mandatory privacy breach reporting and notification requirements under the Health Information Act (HIA) came into force on August 31, 2018. For custodians, the OIPC has published the following resources:
Privacy Breach Report Form, to be used when reporting a privacy breach to the Commissioner;
Reporting a Breach to the Commissioner practice note, which is designed to assist custodians in meeting the requirements under section 8.2(2) of the Health Information Regulation when reporting a breach to the Commissioner;
Key Steps in Responding to Privacy Breaches guide to help manage a privacy breach.

The form for reporting privacy breaches to the Minister of Health can be found on government of Alberta website.

Relevant information is available on the OIPC’s How to Report a Privacy Breach webpage.
Procedure:	Comment by Author: TIP: Include when to report and forms for reporting.

[bookmark: _Toc329957073][bookmark: _Toc329957077]

9. [bookmark: _Toc97016313]Pharmacy signage
· Pharmacy hours posted (must be posted in public view)
· Council-approved signage as per SOLP 4.7(e)
· Pharmacy License (must be posted in public view)
· Code of Ethics Poster (must be posted in public view)
· Patient Concerns Poster (must be posted in public view)
· Patient Information Collection Poster
· Returned Medication Cards
· Relevant Certification (e.g. CDE, CGP)
[bookmark: _Toc329957078]

10. [bookmark: _Toc97016314]Pharmacy website	Comment by Author: TIP: Refer to the requirements for pharmacy websites.
Section 23 of the Pharmacy and Drug Regulation outlines the information that a licensee must ensure is displayed on the pharmacy website:
· A copy (scanned is sufficient) of the pharmacy licence.
· The location, mailing address, e-mail address and telephone number of the licensed pharmacy.
· The name, pharmacist practice permit number, and business address of the licensee.
· A statement that the licensee is required to provide, on the request of a patient, the name and practice permit number of any regulated member who provides a pharmacy service to the patient or who engages in the practice of pharmacy with respect to a patient.
· The name and business address of the proprietor.
· If the proprietor is a corporation, the name of the proprietor’s representative.
· A copy (scanned is sufficient) of the patient concerns poster.
Procedure for updating:

[bookmark: _Toc329957079]

11. [bookmark: _Toc97016315]Reference library	Comment by Author: TIP: Electronic Comprehensive Pharmacy Information System Databases may be used but must be current as per Standard 4.19 of the Standards for the Operation of Licensed Pharmacies. Online or electronic versions of required reference sources are acceptable provided they mirror the hard copy and provide the same or greater information. In addition, pharmacy staff must be familiar with the use of, and be able to access, the online resource. Online or electronic resources must be available at all times in the professional area of the licensed location. Where electronic or online resources are used in a pharmacy, policies and procedures shall be in place in the event that a communication failure occurs.

Refer to the list of required references. 
[bookmark: _Toc329957080]


12. [bookmark: _Toc97016316]Code of Ethics
The Code of Ethics must be posted in public view.
Policy to disclose services not available because of conscientious objection (Principle V. Respect each patient’s right to healthcare): 
A pharmacist shall assist each patient to obtain appropriate pharmacy services from another pharmacist or health professional within a timeframe fitting the patient’s needs if that pharmacist is unable to provide the pharmacy service or will not provide the service due to a conscientious objection. A pharmacist will arrange the condition of his/her practice so that the care of his/her patients will not be jeopardized when he/she will not provide certain pharmacy services due to a conscientious objection.
Procedure:	Comment by Author: TIP: Insert policies and procedure here.

[bookmark: _Toc329957081]

[bookmark: _Toc329957084]
13. [bookmark: _Toc97016317]Human resources	Comment by Author: TIP: Refer to the Alberta Regulation 129/2006 Health Professions Act; Pharmacists and Pharmacy Technicians Profession Regulation.
13.1. [bookmark: _Toc329957085]Job descriptions	Comment by Author: TIP: Insert job descriptions below. Also, Pharmacy and Drug Regulation requires pharmacy licensees to ensure a criminal record check from all unregulated individuals engaged by the pharmacy who support or provide assistance in providing a restricted activity or the delivery of a drug to a patient. 
Pharmacy Manager:

Pharmacist:

Regulated Pharmacy Technician:

Pharmacy Assistant:

Pharmacy Intern:

Pharmacy Student:

Other Staff:

Volunteers:

13.2. Supervision
Policy:	Comment by Author: TIP: Refer to ACP’s webpage on supervision. This will help you define the roles and responsibilities of the supervisor for those who need direct supervision versus those who need indirect supervision.

Procedure:	Comment by Author: TIP: Incorporate the tips for Structured Practical Training (SPT), for both pharmacists and pharmacy technicians.

13.3. [bookmark: _Toc329957087]Staffing levels
Qualifications of staff:

[bookmark: _Toc329957088]Number of staff:

13.4. Dress code

13.5. [bookmark: _Toc329957089]Performance appraisal

13.6. [bookmark: _Toc329957090]Sick leave
Procedure:

13.7. [bookmark: _Toc329957091]Leaves of absence
Procedure:

13.8. [bookmark: _Toc329957092]Vacation requests
Procedure:

13.9. [bookmark: _Toc329957093]Pandemic preparedness plan
Plan for staff:

Plan for store:

13.10. [bookmark: _Toc329957094]Harassment in the workplace	Comment by Author: TIP: Remember to review the Standards for Sexual Abuse and Sexual Misconduct, as well as the Question and Answer document on the ACP website when creating your workplace harassment policy.

[bookmark: _Toc329957095]

14. [bookmark: _Toc97016318]Business operations
14.1. [bookmark: _Toc329957096]Internet and electronic communication
Procedure:

14.2. [bookmark: _Toc329957097]Opening and closing cash
[bookmark: _Toc329957098]Procedure:

14.3. Charge accounts
Procedure:

14.4. [bookmark: _Toc329957099]Cheques
Procedure:

14.5. [bookmark: _Toc329957100]Staff purchases
Procedure:

Pricing policies:

14.6. [bookmark: _Toc329957101]Telephones
Procedure:

14.7. [bookmark: _Toc329957102]Accounts receivable
Procedure:

14.8. [bookmark: _Toc329957103]Accounts payable
Procedure:

14.9. [bookmark: _Toc329957104]Banking
Procedure:

14.10. [bookmark: _Toc329957105]Pricing policies	Comment by Author: TIP: List drug plans and contact information.

14.11. [bookmark: _Toc329957106]Return policies	Comment by Author: TIP: Reference the Restriction of Return for Reuse: Standard 5.15-5.16 of the Standards for the Operation of Licenced Pharmacies.
Prescription drugs:

Non-prescription drugs:

Other health care products:

[bookmark: _Toc329957107]

15. [bookmark: _Toc97016319]Contacts
15.1. [bookmark: _Toc329957108]Manager
· Name:
· Phone Number:
· E-Mail:
15.2. [bookmark: _Toc329957109]Staff
· Name:
· Phone Number:
· E-Mail:
15.2.1. [bookmark: _Toc329957110]Relief pharmacists
· Name:
· Phone Number:
· E-Mail:
15.3. [bookmark: _Toc329957112]Wholesaler(s)
· Name:
· Address:
· Phone Number:
· E-Mail:
15.4. [bookmark: _Toc329957113]Supplier(s)
· Name:
· Address:
· Phone number:
· E-mail:
15.5. [bookmark: _Toc329957114]Local physicians
· Name:
· Address:
· Phone number:
· Fax number:
15.6. [bookmark: _Toc329957115]Third party
· Name:
· Phone number:
· Provider number:
15.7. [bookmark: _Toc329957111][bookmark: _Toc329957116]Alarm company
· Name:
· Address:
· Phone Number:
· E-Mail:
15.8. Emergency services
· Police:
· Fire/Ambulance:
15.8.1. [bookmark: _Toc329957117]Staff with CPR and First Aid Training
· Name:
· Phone number:
· E-mail:

· Name:
· Phone number:
· E-mail:
15.9. Software support 
· Name:
· Phone number:
· Account number:


16. [bookmark: _Toc97016320]Definitions 	Comment by Author: TIP: Insert other definitions where applicable to your pharmacy or organization.
a) “adverse drug event” means an unexpected and undesired incident that results in patient injury or death or an adverse outcome for a patient, including injury or complication.
b) “drug error” means an adverse drug event or a drug incident where the drug has been released to the patient.
c) “drug incident” means any preventable event that may cause or lead to inappropriate drug use or patient harm. Drug incidents may be related to professional practice, drug products, procedures or systems, and include:
i. prescribing;
ii. order communications;
iii. product labeling, packaging, nomenclature;
iv. compounding;
v. dispensing;
vi. distribution;
vii. administration;
viii. education;
ix. monitoring; and
x. use.
d) “drug therapy” means
i. dispensing a Schedule 1 drug or blood product,
ii. selling a Schedule 2 or Schedule 3 drug, or
iii. prescribing a Schedule 1 drug or blood product.
e) “individual” means a person employed in a pharmacy, including a volunteer relationship.
f) “patient” means any person to whom a pharmacist provides a service that is within the practice of pharmacy.
g) “patient’s agent” means a family member, caregiver or another person who has a close personal relationship with the patient.
h) “pharmacist” means a clinical pharmacist, a provisional pharmacist, a courtesy pharmacist or a student pharmacist, unless the context requires otherwise.
i) “pharmacist service” means any service that falls within the practice of pharmacy.
j) “practice of pharmacy” and “pharmacy practice” mean the scope of practice described in section 3 of schedule 19 to the Health Professions Act.
k) “prescriber” means a regulated health professional who is authorized to prescribe schedule 1 drugs or blood products.
l) “professional relationship” means a relationship formed with a patient for the purpose of optimizing the patient’s health and drug therapy.
m) “proprietor” means a person who owns, manages or directs the operation of a facility in which a licensed pharmacy is located and exercises a significant degree of control over the management and policies of the licensed pharmacy, or the conduct of the pharmacists and pharmacy interns, if any, who are employed by the licensed pharmacy.
n) “regulated health professional” means a health professional who practises under the terms of the Health Professions Act or similar legislation that governs a profession in Alberta.
o) “restricted activity” means any restricted activity referred to in section 16 of the Pharmacists Profession Regulation.
p) “Schedule 1 drug” means a Schedule 1 drug within the meaning of the Pharmacy and Drug Act.
q) “Schedule 2 drug” means a Schedule 2 drug within the meaning of the Pharmacy and Drug Act.
r) “Schedule 3 drug” means a Schedule 3 drug within the meaning of the Pharmacy and Drug Act.
