Medical Devices in
Pharmacy Practice

2023 Alberta Pharmacy Technician Conference
September 9, 2023




Personal Disclosure

* | have no current or past
relationships with commercial
entities.

* | have received a speaker’s fee
from the Pharmacy Technician
Society of Alberta for this
learning activity.



* This program has received no

financial or in-kind support
Disclosure from any commercial or other
organization.

Commercial




Learning Objectives

01 02

Identify medical devices Apply medical device
commonly encountered risk classification to
in pharmacy practice the use of pharmacy
and understand related equipment.
regulatory

requirements.
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Describe how quality
control and quality
assurance relates to
the use of pharmacy
equipment and
devices.




Activity

Which devices
commonly used
in pharmacy
practice are
classified as
medical devices?
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5,836

between December 16, 2019 and March
2023

Health Canada monitors the use of drugs and medical
devices to protect public health and patient safety.

Medical Device Directorate
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Serious adverse drug reactions and medical device incidents - Canada.ca


https://health-infobase.canada.ca/hospital-adverse-events-dashboard/

Medical Device

Regulations
(SOR/98-282)

The term Medical Devices, as
defined in the Food and Drugs Act,
covers a wide range of health or
medical instruments used in the
treatment, mitigation, diagnosis or
prevention of a disease or
abnormal physical condition.




Risk Posed by
Medical

Devices

* All medical devices pose some level of risk
that arises from:

* Inherent risk when used as intended

* Human error (e.g., using a device
incorrectly)

* Device failure or malfunction

e Risk indicators for classification include
invasiveness, body system affected,
expertise of the device user.
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* Uses a risk-based rule system to regulating
products within its scope:
* the sale, advertising for sale, and
importation for sale of medical devices in

: Canada.
Medical anada I
i * The intended use of a device primarily
Device

determines the class of the device.

Program

e Classification of combination products is
addressed in separate policy documents:
"Policy on Drug/Medical Device
Combination Products - Decisions" and

"Drug/Medical Device Combination
Products”
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Medical Device Classification

* Four regulatory classes |, 11, I, IV
* Class | devices have the lowest risk and class IV have the highest risk.

* Class I, Ill, and IV medical devices: manufacturers need to register individual
devices (or groupings) to obtain a Medical Device License

* Class | medical devices: manufacturers need to register their company with
Health Canada to obtain a Medical Device Establishment License

* Must comply with all general sections of the regulations including labelling
requirements, problem reporting and recall.
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e Manual toothbrush: class I
e Latex condoms: class Il
e Orthodontic appliances: class llI

* |V bag: class I

¢ |V administration set attached to a
needle: class Il

-

e Powered toothbrush: class I
e Blood pressure monitor: class Il
e Insulin infusion pump: class IlI

e Breast implants: class IV
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Search options

O Company name
O Licence name I\/I DA I_ I_

® Device name

O Company ID
O Licence number * Website tool for
O Device identifier health care
providers and
- the general
Search criterion public to check if
a specific Class Il,
Search for: Il or IV medical
vial adapter device is licensed
in Canada.
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How does medical device risk
class
ohar

cation apply to the use of other
acy equipment?




Pharmaceutical
Grade

Equipment???

Pharmaceutical grade means

that products have been manufactured
under Good Manufacturing Practices
(GMP) conditions.
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Applying GMP to Equipment




Elements of GMP

©

qualified and
trained staff

correct
materials,
containers and
labels

-
o -
o -
o -

adequate
premises and
space

approved
procedures and
instructions

o

suitable
equipment and
facilities

suitable storage
and transport
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GMP
Compliant
Equipment

* The system may not
influence the product
guality in a negative
way

* The system must be
easy to clean

* The system must
comply with applicable
technical rules

* The system must be

suitable for its purpose



UNDERSTANDING
THE WHY

AUTOMATION
RELIANCE

WORKFLOWS AND
SHORTCUTS

TRAINING AND
COMPETENCY

21



Understanding
the Why



Case Example

* A community pharmacy introduces an
automated prescription-filling device.

* Pharmacy workflow well defined using
distinct roles pre-implementation.

e 17 different workflow sequences were
observed before installation and 38
after installation.

* Technicians observed deviating from
current procedures nearly four times
more frequently after compared with |
before robot installation




Case Example

* A long-term care pharmacy uses
automated medication repackaging
machine.

* Workflow requires pharmacy
personnel to manually fill packager
canisters from stock bottles.

* Unregulated pharmacy personnel
assigned to operate the packager,
including refilling canisters.

e Medication errors due to canisters
refilled with the wrong medications.




Case Example

* A hospital pharmacy uses automated
peristaltic pumps for sterile
compounding.

* New pharmacy technician fails to
calibrate the device as frequently as
needed.

* Quality assurance processes using
gravimetrics for reconstituted drugs
identifies deviations.

* Incomplete training materials and
processes identified as a contributing
factor.




Workflows

and Shortcuts

* Qualify equipment for their intended
use and validate critical steps of
processes.

* Human factors principles are used
when designing workflows.

* Create records that show all steps
required by the defined procedures
were followed.

* Investigate deviations and ensure
proper correction and preventative
action is taken.
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Automation

Reliance

* Confidence in decision-making and
diligence for verifying operational
indicators.

e “Stop the Line” when there is a
safety concern.

* Vendor-suggested preventative
maintenance is followed.

* Downtime procedures are available.
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Training and

Competency

* Read the operator manuals! Helps
with familiarity and prevents
Incorrect usage.

* Write step-by-step instructions and
procedures that are applicable to the
pharmacy setting and specific
equipment.

* Train operators to carry out
procedures, including what to do
when there are failures.

* Stay informed of changes and be
aware of guidance documents and
best practice references.
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Questions?

Teresa.Hennesse@ahs.ca



mailto:Teresa.Hennessey@ahs.ca
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