
The presentation will be starting momentarily 

Please take a moment now to mute your microphone 
and turn your camera off

Questions may be asked in advance using the 
Q&A or chat tab in your Teams window.

Thank you and enjoy the presentation!
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Pharmacy Compliance Promotion Series:

Controlled Substances –
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Sue-Jane Sang, Team Lead - Central

Community Pharmacy Inspection Program

Controlled Substances Program

Date: 2024-09-25



This presentation does not constitute part of the Controlled Drugs and Substances Act (CDSA) or its 
regulations and in the event of any inconsistency or conflict between the CDSA or regulations and this 
module, the CDSA or the regulations take precedence.

Information contained in this document is accurate as of the date of the presentation (on the title slide) 
and is subject to change without notice in the future. 
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Disclaimer
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Outline

Associated Regulations and Obligations

Inventory Control 
(Physical counts, accountability, reconciliation, discrepancy explanations)

Loss or Theft Reporting
(e-portal, types of losses)

Security

Record Keeping

Additional Resources



Health Canada authorizes and oversees the legitimate use of controlled 
substances and precursor chemicals

• Risk-based approach

• Compliance and monitoring activities

• Minimize risk of diversion
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Federal Regulations of Controlled Substances



Legislative Framework
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Food and Drug Regulations – Part G (FDR-G)

Narcotic Control Regulations (NCR)

Food and Drug Regulations – Part J (FDR-J)

CDSA Benzodiazepines and Other Targeted Substances 
Regulations (BOTSR)

Precursor Control Regulations (PCR)

FDA
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Pharmacist Obligations NCR 41; FDR G.03.011

A Pharmacist shall:

• Furnish such information respecting the dealings of the pharmacist in any controlled substance 
in such form and at such times as the Minister may require

➢ E.g. sales reports, loss or theft reports, dispensing records, etc.

• Make available and produce to an inspector upon request his special narcotic prescription file 
together with any books, records or documents which he is required to keep

• Permit an inspector to make copies of or to take extracts from such files, books, records or 
documents

• Permit an inspector to check all stocks of controlled substances on his premises
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Perpetual Inventory

• Captures all controlled substances

➢ Viable inventory

➢ Unserviceable stock

➢ Active Pharmaceutical Ingredients (API) used in compounding

» E.g. ketamine, DHEA, testosterone, methadone powder

• Tracked manually (i.e. paper log) or using pharmacy software

➢ Neither are fool-proof; both can be manipulated

» Set user restrictions as to who can make manual adjustments, and add prompts to require an explanation for each 
adjustment

• Regular inventory counts help detect and prevent diversion

• Reconciliation validates your perpetual (theoretical) inventory record, and assesses overall 
inventory control
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Physical Inventory Counts

• Complete inventory counts and reconciliations for controlled substances (i.e. narcotics, 
controlled drugs, benzodiazepines and targeted substances) should be conducted (at 
minimum):

➢ every six months (provincial regulations may dictate stricter requirements)

➢ after an event where controlled substances security was compromised

➢ after a pharmacy move

➢ after a change in the pharmacy manager or owner or any unexpected staffing changes

➢ after the pharmacy receives a non-compliant inspection rating from Health Canada

• DO NOT rely solely on the inventory systems expected on-hand inventory or automated 
machine/robot counts

➢ Periodic manual counts must be done to verify physical quantities

➢ Manual counts ≠ reconciliation
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Reconciliation

Starting 
Inventory

Add 
Purchases

Deduct Sales

Calculated vs 
Physical

• Validated from previous count/reconciliation
• Note the previous physical count’s date/time to determine the reconciliation period

• Manufacturers/Wholesalers
• Emergency use stock transfers in

• Rxs dispensed
• Emergency use stock transfer out
• Returns, Recalls

• Review manual adjustments
• Investigate any discrepancies



1. Starting Inventory = count done October 3rd, 2023

2. Purchases = number purchased

 Oct 3 – present date

3. Total sales = number dispensed

  Oct 3 – present date
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Reconciliation calculation

Part 1:

250

1050

800

750

Subtract sales

1050 – 750 = 300Calculated balance =



Part 2:

4. Today’s inventory = count done present day

5. Calculated balance from above

6. Difference = present day count – calculated balance
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Reconciliation calculation… cont’d

200

300

-100

Investigate the difference – do you 
have records to account for this?
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Internal Investigation

Note: retain documentation of completed investigation

Double check reconciliation numbers
i.e. wholesaler’s sales report vs pharmacy software’s receiving/purchasing report

Balance Owing

Pre-packed blisters

Brand-generic / pack size substitutions

Cancelled prescriptions not returned to stock 
• Conversely, returning to stock prescriptions not picked up without cancelling in the computer system

Unserviceable stock
• Local destruction log: credit notes/authorizations for returns to wholesaler

Borrowing/lending of controlled substances between pharmacies (the regulations do not permit these 
practices)
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Result of discrepancy investigation

Is there a definitive 
explanation for the 

discrepancy?

• Adjust perpetual inventory to 
match actual on hand

• Document rationale for manual 
adjustment

• Submit a Loss or Theft Report to 
OCS within 10 calendar days of 
discovery

• Adjust perpetual inventory

Yes

No

Note: When overages in the inventory are identified, do investigate and document your 
findings in your record keeping. You do not have to report overages to HC.



Appendix A: Types of incidents (Guide CS-GD-005)

Guidance on reporting loss or theft of controlled substances and precursors (CS-GD-005): Overview - Canada.ca
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When to report a Loss of Theft

https://www.canada.ca/en/health-canada/services/publications/healthy-living/loss-theft-controlled-substances-precursors.html


Appendix A: Types of incidents (Guide CS-GD-005) Continued…

Guidance on reporting loss or theft of controlled substances and precursors (CS-GD-005): Overview - Canada.ca
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When to report a Loss of Theft

https://www.canada.ca/en/health-canada/services/publications/healthy-living/loss-theft-controlled-substances-precursors.html


Appendix A: Types of incidents (Guide CS-GD-005) Continued…

Guidance on reporting loss or theft of controlled substances and precursors (CS-GD-005): Overview - Canada.ca
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When to report a Loss of Theft

https://www.canada.ca/en/health-canada/services/publications/healthy-living/loss-theft-controlled-substances-precursors.html


• Submit, access and view your loss or theft reports online anytime

• Access searchable controlled substance and precursor chemicals and drug product databases

• Notifications when your report has been received

• Receive secure messages from Health Canada

• Amend, download and save reports as PDFs / print copies for pharmacy records
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Health Canada E-Services Portal
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Loss or Theft Report Form
 

For Controlled Substances and Precursors

Keep a copy for 2 
years and make it 
available for 
inspection



Security

Regulations: NCR 43; FDR G.03.012; BOTSR 72(1)

A pharmacist shall take all reasonable steps that are necessary to protect 
controlled substances on their premises or under their control against loss or 
theft.
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Security

Measures that ensure a high level of security

• Physical security recommendations

➢ Alarm and surveillance system

➢ Physical barriers and deterrents

➢ Restricted access to dispensary

➢ No sharing of narcotic ordering codes, PINS and/or keys
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Security

• Time-delay safes (*may depend on province)

• Reasonable inventory levels

➢ Excessive loss and storage considerations

➢ Ability to count regularly and accurately
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Records

Retention requirements:

• 2 years (or longer per provincial regulations)

• Auditable manner (i.e. records onsite or promptly retrievable)

Requirements for paperless/electronic records:

• System meets requirements of the relevant regulations

• Files saved in secure, high-resolution format

• Backup system in place

          Note: Do not rely solely on electronic storage at a 3rd party platform
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Types of Records

Type Content Notes

Purchase/ receiving - Name, quantity of substance
- Date received
- Name, address or source

- Emergency use stock transfers inbound

Dispensing - Patient’s name, address
- Name, quantity, form 
- Prescriber’s name, address
- Pharmacist’s name/initials
- Dispense date
- Prescription/transaction #

- Filed in order by date and number 
sequence

- Including sales reports for exempted 
codeine products

Loss/theft - Incident details + clarifying info (internal 
investigation, findings, corrective action)

- Submit within 10 days of discovery
- Can amend thereafter as needed

Return 
authorizations

- Order from LD signed & dated
- Transaction details in pharmacy’s record

- 2-year retention



Resources

Includes links to:

• Federal regulatory record keeping requirements

• Guidance Documents for pharmacists

• Reporting Loss or Theft of Controlled Substances and 
Precursors

• Community Pharmacy Inspection Program Annual Report

• Section 56 exemption

• Q&A for opioid sticker and handout
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Scan to access

Health Canada 
Pharmacy Splash Page

https://www.canada.ca/en/health-canada/services/health-concerns/controlled-substances-precursor-chemicals/controlled-substances/compliance-monitoring/compliance-monitoring-controlled-substances.html#a2
https://www.canada.ca/en/health-canada/services/health-concerns/controlled-substances-precursor-chemicals/controlled-substances/compliance-monitoring/compliance-monitoring-controlled-substances.html#a2


Resources (continued)
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Other useful links:
• Policy documents/CDSA section 56 exemptions

• Drug Product Database (DIN products) 

• Stakeholder Registry (Consultations)

• Adverse reaction reporting

• Adverse reaction database

• Recalls and safety alerts

• Health Product InfoWatch publications

• Natural Health Product Database (NPN, DIN-HM)

• Policy on Manufacturing and Compounding Drug Products in Canada (POL-0051)

http://www.hc-sc.gc.ca/hc-ps/substancontrol/pol/pol-docs/index-eng.php
https://health-products.canada.ca/dpd-bdpp/index-eng.jsp
https://csims-sgici.hc-sc.gc.ca/csims/newRegistration/add.html?_HDIV_STATE_=14-5-A7087239191F67FC9F7F816CAF8A9916
http://www.hc-sc.gc.ca/dhp-mps/medeff/databasdon/index-eng.php
https://healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php
http://www.hc-sc.gc.ca/dhp-mps/medeff/bulletin/index-eng.php
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp
http://www.hc-sc.gc.ca/dhp-mps/compli-conform/gmp-bpf/docs/pol_0051-eng.php#a6


Contact Information
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Region Contact info

Central

(ON, NU)

Controlled Substances Program, Central Region
Regulatory Operations and Enforcement Branch, Health Canada
200 Town Centre Court, 3rd floor
Scarborough, Ontario   M1P 4X8

Email: ontario.pharmacy.inspections-de.pharmacie@hc-sc.gc.ca

Eastern

(QC, NL, NB, NS, PEI)

Controlled Substances Program, Eastern Region
Regulatory Operations and Enforcement Branch, Health Canada
Complexe Guy-Favreau
602 - 200 René-Lévesque Blvd Ouest
Montréal, Quebec   H2Z 1X4

Email: csp.east-psc.est@hc-sc.gc.ca

Western

(BC, AB, SK, MB, YT, 
NWT)

Controlled Substances Program, Western Region
Regulatory Operations and Enforcement Branch, Health Canada
400 – 4595 Canada Way
Burnaby, British Columbia  V5G 1J9

Email: cspwestern@hc-sc.gc.ca

mailto:ontario.pharmacy.inspections-de.pharmacie@hc-sc.gc.ca
mailto:csp.east-psc.est@hc-sc.gc.ca
mailto:cspwestern@hc-sc.gc.ca


Compliance 
Promotion Survey

https://healthcanada.qualtrics.com/jfe/form/SV_

25ku4X7U15h7LNA?Q_Language=EN

Questions
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https://healthcanada.qualtrics.com/jfe/form/SV_25ku4X7U15h7LNA?Q_Language=EN
https://healthcanada.qualtrics.com/jfe/form/SV_25ku4X7U15h7LNA?Q_Language=EN
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