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Purpose 

• To help Health Canada implement the new authorities that 
come into force upon Royal Assent. 

• To ensure that HPFB applies the new authorities in 
manner that is informed, fair, consistent and effective.

• To guide development of regulations and operational tools.
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Vanessa’s Law amends the Food and Drugs Act by ...

• Strengthening the safety oversight of therapeutic products throughout 
their lifecycle; 

• Improving reporting by certain health care institutions of serious adverse 
drugs reactions and medical device incidents that involve therapeutic 
products; and

• Promoting greater confidence in the oversight of therapeutic products by 
increasing transparency. 

…and includes increased authorities for the Minister
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Vanessa’s Law – Key Elements

The amendments to the Food and Drugs Act include:

• Power to compel information, tests/studies and reassessments

• Power to compel a label change

• Power to recall unsafe therapeutic products

• Tougher measures for those that do not comply 

• Ability to incorporate by reference 

• Mandatory reporting by healthcare institutions 

• New authorities for disclosure of HC regulatory actions

• New authorities related to clinical trials (CTs)

• New authorities for disclosure of confidential business information (CBI)
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On Royal Assent, certain authorities came into force …

• As of November 6, 2014, the Minister has the ability to:

 require a person to provide information, s. 21.1(1))

 disclose confidential business information in certain 
circumstances, s. 21.1(2) and (3)

 order a label change/package modification, s. 21.2

 order a recall, s. 21.3

... other authorities require supporting regulations
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Vanessa’s Law – Application 

The amendments to the Food and Drugs Act apply to 
“therapeutic products” which include:

 A drug or medical device or a combination 
thereof.

But does NOT include:

 Natural Health Products (NHPs) regulated under the 
Natural Health Products Regulations.
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Role of the Regulator 

• Health Canada’s (HC) role as health regulator is derived 
from federal constitutional power over criminal law.

• Minister of Health and HC’s authority to regulate comes 
from Food and Drugs Act and regulations.

• HC’s role is to verify that regulatory requirements for the 
safety, quality, and efficacy of therapeutic products are met 
through product and establishment licensing, monitoring 
and surveillance, and compliance and enforcement 
activities.
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Guiding principles 

Principle 1: 

The regulator should exercise a statutory power of decision reasonably and in 
a procedurally fair manner that is free from bias or the appearance of bias. 

Principle 2:

The regulator should exercise statutory powers of decisions based on 
evidence, taking account of only those considerations that are relevant to the 
exercise of the power. Decisions should be documented. 

Principle 3: 

Statutory powers of decision should be exercised in a transparent manner. 
Decisions and reasons for them should be expressed in a logical and 
understandable narrative.
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Applying the law

Elements of the law:

• Who can use the power 

• To whom the power applies 

• To what the power applies

• The threshold or considerations that need to be met in 
order to exercise the power  

• The scope of the power 
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Applying the law (continued)

Interpreting the elements

• Thresholds not defined to allow HC to make determinations about risk. 

Openness and transparency

• Increased transparency around regulatory decision-making helps regulated parties and 
Canadians understand how decisions are made.

Designation of authority

• Minister has authority to use new powers, as can designated officials.

Consequence of contravening an order

• Guilty of a criminal offence, subject to increased fines and penalties (up to $5M and/or 2 
years in prison).
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Context

Who can use this power? The Minister or her designate

To whom does it apply? The person who holds the information

To what does it apply? Therapeutic products

Threshold i. The Minister must believe that the therapeutic 

product may present a serious risk of injury to 

human health.

ii. That a person has within their control 

information that she believe is necessary to 

determine whether the product presents such 

a risk.

Power to require information – serious risk   
s. 21.1(1) 
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Context

Scope of the power The power can only be used to obtain existing

information.

Regulatory Outcomes i. Information insufficient for the purposes of 

evaluation

ii. No further action needed

iii. Additional regulatory action needed

Power to require information – serious risk   
s. 21.1(1) (continued)
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Context

Who can use this power? The Minister or her designate

To what does it apply? Confidential business information (CBI) about a 

therapeutic product (see CBI definition)

Threshold The Minister must have reasonable (documented) 

grounds to believe that the therapeutic product 

may present a serious risk of injury to human 

health.

Scope of the power Allows the Minister to disclose CBI about the 

therapeutic product.

Disclosure needs to be compliant with TRIPS & 

NAFTA.

Disclosure – serious risk   
s. 21.1(2) 
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Context

Who can use this power? The Minister or her designate

To what does it apply? Confidential business information (CBI) about a 

therapeutic product (see CBI definition)

Threshold The purpose of the disclosure of CBI must be 

related to the protection or promotion of human 

health.

Disclosure – health and safety   
s. 21.1(3) 
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Context

Scope of the power CBI for this purpose can only be disclosed to:

a. a government

b. a person from whom the Minister seeks advice

c. a person who carries out functions relating to the 

protection or promotion of human health or safety 

of public.

Disclosure needs to be compliant with TRIPS & 

NAFTA.

Power to require information – serious risk   
s. 21.1(3)  (continued)
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Context

Who can use this power? The Minister or her designate

To whom does it apply? The Order is made to the therapeutic product 

holder (includes those used in clinical trials).

To what does it apply? Therapeutic products

Threshold The Minister can use this power if she believes 

that it is necessary to prevent injury to health.

Scope of the power Allows the Minister to order a therapeutic product 

authorization holder to change the label or modify 

a package.

Power to order a label change or package modification 
s. 21.2 
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Context

Who can use this power? The Minister or her designate

To whom does it apply? The Order is made to the seller (anyone offering a 

therapeutic product for sale, includes distribution).

To what does it apply? Therapeutic products

Threshold The Minister can use this power if she believes 

that a therapeutic product presents a serious or 

imminent risk to health.

Power to order a recall 
s. 21.3 
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Context

Scope of the power s. 21.3(1) allows the Minister to order a seller to 

remove a therapeutic product from the marketplace.

s. 21.3(2) allows the Minister to order the seller to 

take corrective action.

s. 21.3(4) allows the Minister to authorize the sale of 

a recalled product with conditions (i.e., medical 

necessity)

Power to order a recall
s. 21.3 (continued)
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Before issuing an Order

Notification

• Unless the circumstances warrant otherwise, the Minister will notify 
affected party of the risk she believes the therapeutic product presents 
and reference her authority in Act.

• Notification should set out facts relied upon and the relevant criteria used 
to form the basis of the Minister’s belief.

Opportunity to respond

• The notification will provide the affected party with a reasonable 
opportunity to respond to the notification.

• Timeframe for response may vary depending upon risk product presents.
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Elements of sufficient notification

• The section of Act by which Minister derives her ability to issue Order

• The therapeutic product subject to the notice

• Scientific evidence, contextualized

• Criteria that will be used by regulator to determine threshold

 including findings on questions of fact and analysis used

• Necessary action the party should take to resolve problem

• Specified reasonable timeframe for party to respond 

 which may vary depending upon severity and immediacy of risk
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What would an Order look like?

Orders

• An Order is instructions, decisions or directions given by the Minister, 
authorized by legislation.

• Orders issued by the Minister will be accompanied by reasoned 
decisions.

Reasoned decisions

• Reasoned decisions should be based on evidence and should clearly 
communicate the decision taken and evidence relied upon so the 
affected party understands how result was reached.
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Reasoned decisions

Reasoned decisions accompanying an Order should include:

• The legislative power being relied upon

• What the decision is

• An explanation of the basis for the decision and how it was reached, 
including:

 A narrative and chronological review of the facts

 The scientific evidence considered

 Any findings on important questions of fact and the accompanying analysis

 Any relevant criteria considered as part of the threshold determination

 An explanation of how the evidence satisfies the threshold
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Key elements for consideration about serious risk

This non-exhaustive list of elements should be considered together as the 
starting point for making a determination of serious risk:

• The seriousness of the adverse health consequence

• A change in the nature or frequency of a serious adverse health 
consequence

• The probability of the serious adverse health consequence

• The vulnerability of the patient population and/or sub-population

• The extent of the population’s exposure to the therapeutic product

Additional contextual elements: international regulatory actions, public health 
considerations, chronology of events, previous regulatory actions taken.
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Preliminary results – CBI Disclosure Transparency Need Based 
Assessment

Three Principles for CBI disclosure for 21.1(3)

a. Information sharing will take place with qualified researchers and established 
bodies who have a formal plan to use the information to advance medical or 
scientific knowledge;

b. Health Canada will ensure that patients' privacy is protected and that 
participants' informed consent for clinical trials is respected (if available); 

c. Prior to disclosure, Health Canada will ensure that the information will not be 
shared or used for commercial interests.
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Preliminary results – CBI Disclosure Transparency Need 
Based Assessment
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Do you agree with the above proposed principles that will guide Health Canada's 

confidential business information disclosure to qualified researchers and established 

bodies (as defined in subsection 21.1(3) of the Act)? 

Response Chart Percentage Count 

Yes   83% 294 

No   17% 59 

 Total Responses 353 

 



Preliminary results – CBI Disclosure Transparency Need 
Based Assessment
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Where do you currently obtain information about therapeutic products for the 

purposes of your research? (Select all that apply) 

Response Chart Percentage Count 

Health Canada’s Access to Information and 
Privacy requests 

  30% 91 

Other regulatory authorities (e.g., FDA, 
EMA) 

  56% 167 

Industry’s confidential business 
information disclosure platforms (e.g., 
https://www.clinicalstudydatarequest.com, 
YODA, Pfizer’s platform) 

  14% 42 

Directly from the manufacturer   61% 182 

Other, please specify:   31% 92 

 Total Responses 300 

 



Preliminary results – CBI Disclosure Transparency Need 
Based Assessment
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Have you used industry-based confidential business information disclosure platforms 

to obtain the information you needed to conduct your research? 

Response Chart Percentage Count 

Yes   10% 33 

No   90% 300 

 Total Responses 333 

 

Did the confidential business information you obtained meet your research needs? 

Response Chart Percentage Count 

Yes   76% 25 

No   24% 8 

 Total Responses 33 

 



Preliminary results – CBI Disclosure Transparency Need 
Based Assessment
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For the purposes of your research, what type of information do you need from Health 

Canada? (Select all that apply) 

Response Chart Percentage Count 

Reviewer Reports   49% 148 

Inspection Reports   34% 101 

Clinical Study Reports Study Level 
Information 

  67% 201 

Clinical Study Reports Patient 
Level Information 

  42% 125 

Access to Adverse Drug Reaction 
or Medical Incidents Information 

  78% 236 

Other, please specify:   20% 59 

 Total Responses 301 

 



Next Steps

• OLRM will be analyzing feedback from the draft guide and 
needs-based assessment. 

• Development and consultations of regulations for new 
authorities in Bill C-17.

• Development and consultation of regulation for mandatory 
reporting of medical device incidents by healthcare institutions 
(MHPD policy lead).
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