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Individual(s) responsible and role(s): _____________________________________	Comment by Author: TIP: The non-sterile compounding supervisor is a pharmacist or pharmacy technician who develops, organizes, and oversees all activities related to compounding of non-sterile preparations in the pharmacy, as assigned by the licensee.
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1.0 [bookmark: _Toc39761432]General Operations and Pharmacy Information
1.1. [bookmark: _Hlk36826885][bookmark: _Toc39761433]Standards for Pharmacy Compounding of Non-Sterile Preparations
Standards for Pharmacy Compounding of Non-Sterile Preparations
1.2. [bookmark: _Toc39761434]Guidance Document for Pharmacy Compounding of Non-sterile Preparations
Guidance Document for Pharmacy Compounding of Non-Sterile Preparations
1.3. [bookmark: _Toc39761435]Other applicable standards and legislation

1.4. [bookmark: _Toc39761436]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 

1.5. [bookmark: _Toc39761437]Staff information
Compounding Supervisor:
Other individuals involved in compounding:
· 
· 
· 
· 
· 
1.6. [bookmark: _Toc39761438]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.

1.7. [bookmark: _Toc39761439]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.



2.0 [bookmark: _Toc39761440]Personnel and Facilities
2.1. [bookmark: _Toc39761441]Obligations of personnel
2.1.1. [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.)? 

2.1.2. 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).
 		
2.1.3. 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.

2.2. [bookmark: _Toc39761442]Training and assessment of personnel
2.2.1. 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.

2.2.2. 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.

2.2.3. 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).

2.2.4. 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.

2.2.5. 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.

2.3. [bookmark: _Toc39761443]Delegation and appropriate supervision of activities
2.3.1. 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. 



2.4. [bookmark: _Toc39761444]Facilities and equipment
2.4.1. 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.

2.4.2. 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.

2.4.3. 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.

2.4.4. 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.

3.0 [bookmark: _Toc39761445]Compounded Non-Sterile Preparations
3.1. [bookmark: _Toc39761446]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.

3.2. [bookmark: _Toc39761447]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.

3.3. [bookmark: _Toc39761448]Hand hygiene procedures	Comment by Author: TIP: ACP’s Guidelines for Hand Hygiene and Alberta Health Services’ How to Hand Wash.

3.4. [bookmark: _Toc39761449]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.

3.5. [bookmark: _Toc39761450]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.

3.6. [bookmark: _Toc39761451]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?

3.7. [bookmark: _Toc39761452]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
odour
Semisolid dosage forms (cream, ointment, suppositories)
discoloration
change in consistency
odour
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.

3.8. [bookmark: _Toc39761453]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.

3.9. [bookmark: _Toc39761454]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?

3.10. [bookmark: _Toc39761455]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.

3.11. [bookmark: _Toc39761456]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.

3.12. [bookmark: _Toc39761457]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.

3.13. [bookmark: _Toc39761458]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.

3.14. [bookmark: _Toc39761459]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.

3.15. [bookmark: _Toc39761460]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.

3.16. [bookmark: _Toc39761461]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.

4.0 [bookmark: _Toc39761462]Quality Assurance Program
4.1. [bookmark: _Toc39761463]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.

4.2. [bookmark: _Toc39761464]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.

4.3. [bookmark: _Toc39761465]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.

5.0 [bookmark: _Toc39761466]Additional Resources
5.1. [bookmark: _Toc39761467]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.

5.2. [bookmark: _Toc39761468]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.

5.3. [bookmark: _Toc39761469]Master Formulation Record template	Comment by Author: TIP: Note that a master formulation record is not the same document as a compounding record. See here for an outline of the differences.
The master formulation record template may be found on the ACP website.

