
An Act to Amend the Food 
and Drugs Act (Short Title: 
Protecting Canadians 
from Unsafe Drugs Act 
(the Act), received royal 
assent in November, 2014. 
The Act applies to drugs 
and medical devices, 
but not natural health 
products (collectively, 
therapeutic products).  The 
Government of Canada 
has indicated that the Act 
amends the Canadian Food 

and Drugs Act (FDA) regarding therapeutic products in 
order to improve safety by introducing measures to, among 
other things,(a) strengthen safety oversight of therapeutic 
products throughout their life cycle; (b) improve reporting 
by certain health care institutions of serious adverse 

drug reactions and 
medical device 
incidents that involve 
therapeutic products; 
and (c) promote 
greater confidence in the oversight of therapeutic products 
by increasing transparency.  Set out below is a high level 
summary of certain elements of Act .

Expanded Ministerial Powers

The Act authorizes the Minister to order a person to 
provide the Minister with any information in the person’s 
control regarding a therapeutic product that the Minister 
believes “may present a serious risk of injury to human 
health” and that “the Minister believes is necessary to 
determine whether the product presents such a risk.” 
Further, Vanessa’s Act authorizes the Minister to disclose 
any confidential business information about a therapeutic 
product without notifying the 
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person to whose business 
or affairs the information 
relates if the Minister 
believes the product 
presents a “serious risk of 

injury to human health.” Finally, the Act authorizes the 
Minister to disclose confidential business information to 
a government, ministerial advisors, or persons responsible 
for functions related to human health or safety “if the 
purpose of the disclosure is related to the protection or 
promotion of human health or the safety of the public.”

The Minister is given authority to order label or packaging 
changes for therapeutic products if the Minister “believes 
that doing so is necessary to prevent injury to health.”  In 
addition, the Minister may order the recall of a product, or 
have the product sent to a specified place, if the Minister 
believes that a therapeutic product “presents a serious or 
imminent risk of injury to health.”

The Act authorizes the Minister to order therapeutic 
product authorization holders to:  conduct assessments 
and provide the results to the Minister; and in order to 
improve understanding about a product’s effects on health 
and safety:  compile information, conduct studies and tests, 
or monitor experience regarding a therapeutic product; 
and submit the requested material to the Minister.

The Minister also has authority to make any certain orders 
publicly available.

Health Care Institutions

In addition, prescribed health care institutions will be 
required to report to the Minister serious adverse drug 
reactions and medical device incidents that involve 
therapeutic products. Specifics, such as the type of 
information, the manner of reporting and the affected 
health care institutions, will be included in the regulations.

Penalty Provisions

Increased penalties for contravention accompany the new 
obligations under the Act. For instance, a person who 
contravenes a provision of the Food and Drugs Act or its 
regulations relating to a therapeutic product, in certain 
circumstances, is now liable for a monetary penalty of up 
to C$5 million per day and/or imprisonment for up to two 
years. The Bill also sets out additional officer, director and 
agent liability where such individuals 
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permitted testing protocols. USP 
<231> relies on a visual colour 
comparison, rendering very low 
levels undetectable, and provides no 
quantitative measure of the amount 
of heavy metals. 

In contrast, the new, state-of-the-
art protocols rely on inductively 
coupled plasma, or ICP, techniques. 
They allow for the use of Inductively 
Coupled Plasma (ICP) atomic or 
optical emission spectroscopy, or 
ICP mass spectrometry, depending 
on how a metal can be detected but 
do not preclude the use of other 
techniques, as long as all the stringent 
validation requirements are met. 
This allows concentrations down to 
low-ppb levels to be detected, and 
more quantitative measurements can 
be made. 

ICP exploits the fact that excited 
electrons emit energy at certain 
wavelengths, and the excited ions 
they produce emit a wavelength 
characteristic to that specific 
element. This is another important 
improvement – it is possible to 
identify precisely which metal is 
present, which was not the case with 
the century-old USP <231> test.

Although these tests are still under 
discussion, a good deal of work is 
going on ahead of implementation in 
terms of method development. High 
on the list is developing and validating 
methods for sample preparation. 
There are four main ways in which 
a sample might be prepared. The 
simplest, on paper at least, is to use 
a neat sample, if the substance being 
analysed is a liquid. If it is soluble in 

water, a direct aqueous solution can 
be made; if the drug product has been 
formulated for injection or infusion, 
then the drug product itself would be 
an appropriate sample. 

If it dissolves in an organic solvent, 
then a direct organic solution can be 
used, although these samples are a 
little more harsh on the instrument, 
and identifying the correct analytical 
parameters tends to prove a little 
more difficult. 

If none of these are appropriate, 
then an indirect sample must be 
made, usually 
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direct, authorize, assent to, 
acquiesce or participate in 
an offence committed by a 
corporation, and such individuals 
are liable to the same strict 
penalties set out above. These 
tougher penalty provisions are 
counterbalanced by a new due 
diligence defence to prosecutions 
for offences under the legislation, 
in certain circumstances.

The Act provides that if an offence is committed by a legal 
person other than an individual (i.e., by a corporation), 
certain directors, officers, agents or mandataries of the 
corporation may be liable. Finally, the Act states that 
certain offences that continue for more than one day 
are considered as separate offences for each day that 

the offences are 
committed or 
continues to be 
committed.

Ongoing Reform

Several years ago, the Government had an ambitious 
plan to rewrite the FDA.  The plan appears to have been 
abandoned in favour of targeted enhancement of the 
regulatory regime relevant to drugs and medical devices, 
as circumstances demand.  There are some serious 
compliance issues that are raised by the new legislation, 
including concerns with the powers of the Minister to 
disclose confidential business information potentially 
outside of Health Canada.
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