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Re: Draft Guidance: Accelerated Review of Human Drug Submissions  

On behalf of the Canadian life and health insurance industry, I would like to thank you for the 

opportunity to provide input into the Draft Guidance document (Accelerated Review of Human Drug 

Submissions) from the private drug plan industry, which accounted for about 35% of the spending on 

prescription drugs in Canada in 2017.   

 

The CLHIA is a voluntary trade association with member companies that account for 99 percent of 

Canada's life and health insurance business.  In Canada, at the end of 2017, the life and health insurance 

industry provided more than 25 million Canadians with private supplementary health insurance 

coverage and made payments of about $11.3 billion on prescription drugs.  

 

Brief Overview 

The Accelerated Review of Human Drug Submissions guidance document sets out Health 

Canada’s approach to the review of new drug submissions and supplements to new drug 

submissions where prescription pharmaceutical, biologic (excluding biosimilars) or 

radiopharmaceutical drug product for human use for a serious, life-threatening or severely 

debilitating disease or condition for which: 

1. there is evidence of clinical effectiveness that the drug provides treatment, prevention 
or diagnosis of a disease or condition for which there is no available therapy or drug 
marketed in Canada;  or 

2. there is evidence of clinical effectiveness that the drug provides a significant increase in 
efficacy and/or significant decrease in risk such that the overall benefit/risk profile is 
improved over existing therapies, preventatives or diagnostic agents for a disease or 
condition that is not adequately managed by an available therapy or drug marketed in 
Canada; or  
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3. there is evidence of clinical effectiveness that the drug provides treatment, prevention 
or diagnosis of a disease or condition for which an existing drug for the same indication 
has been on the Canadian market for 12 months or less; or, 

4. there is evidence that the drug addresses a health care system need by delivering high 
clinical benefit for public health or high clinical benefit for patients. 

 

The purpose of this line-by-line review is to provide clarifying input to the document writers.  In 

addition, we have taken the opportunity to provide some policy suggestions.  

 
Suggested Revisions 

CLHIA is encouraged that Section 2.1.5. indicates “treatment outcomes providing benefit for patients 

may include reduction of treatment burden related to reduced hospitalization time or less invasive or 

less time-consuming treatment related to improvements in the mode of product administration” as this 

policy will benefit working age populations significantly. 

 

The section 2.2 addresses ‘Substantial Evidence – Eligibility for Notice of Compliance’ (NOC).  In this 

section, reference is made to studies being assessed by “experts qualified by scientific training and 

experience”.  Clarity should be added as to whether the experts are reviewing as part of the Health 

Canada Accelerated Review process, and not as part of the pharmaceutical manufacturer’s application 

process.  Further, with rare diseases, the experts available in Canada on any particular rare disease are 

few in number and may be compromised by having worked on the drug’s development with the 

submitting manufacturer.  Conflicts of interest should be required to be disclosed.  Line 214 defines 

‘substantial evidence’ as ‘at least two adequate and well-controlled studies’.  In order to provide better 

guidance to manufacturers it is recommended to define this further and include minimum numbers of 

patients and other thresholds that must be met. 

 

Section 2.3 ‘Promising Evidence – Eligibility for Conditional Approval (NOC/c)’, should provide further 

clarification and/or define the evidentiary requirements for confirmatory studies in the event of a 

NOC/c.  It appears that a condition for NOC/c would be to accept confirmatory studies with surrogate 

markers.  If this is allowed under the priority review process, this may provide a shortcut for drugs to 

acquire NOC/c status without evidence of clinical efficacy.  Option A – Line 307 “The sponsor should 

clearly identify whether they are requesting eligibility for NOC or a NOC/c authorization.”  It is not clear 

if the submission would be automatically eligible for NOC/c if NOC was not successful.   

 

Section 2.5.1 c. could provide more transparency in describing the rationale for bridging the indications 

from existing indicating to the new indication.  This happens commonly where NOC/C is granted to an 

oncology drug in a second line indication, with the condition of a confirmatory trial in the first line 

indication. The bridging rationale is not typically provided however we’d suggest it would be helpful to 

our industry.   

 

Section 2.5.2, ‘Agreement of Conditions and Issuance of the NOC/C’, provides wording that will be 

issued to the manufacturer where confirmatory trials are required and includes additional required 

undertakings placed on the manufacturer.  We would suggest that the requirements identified in this 



3 

statement be linked to the price negotiation and ultimate Letter of Intent issued by pCPA for completion 

between jurisdictions and manufacturer, including those also found in Sections 2.6.2 ‘Providing Annual 

Progress Reports of Confirmatory Trials and Other Ongoing Trials’, 2.6.5 ‘Providing the results of the 

Confirmatory Trails’ and 2.6.6 ‘Overseeing Commitments’.  

 

Lastly, we understand that the drug evaluation landscape in Canada may be changing over time, with 

the creation of the Canadian Drug Agency who will have a focus on funding of drugs for rare diseases.  

pCPA may have some negotiation strategies in these cases and there Expensive Drugs for Rare Diseases 

working group coming out of the provinces.  We would encourage coordination and collaboration 

amongst all the groups working on rare diseases, including private payers, and would discourage 

duplication of efforts. 

 

Closing Comments 

While we will not be providing detailed comments into the submission timeline and process options for 

pharmaceutical manufacturers, we would take this opportunity to support strong language around 

manufacturers being strongly encouraged to opt for an aligned review between Health Canada and 

health technology assessment organizations as well as PMPRB and pCPA.  Manufacturers should be 

required to commit at time of submission to a defined marketing date after NOC or NOC/c is granted. 

 

In summary, the private insurance industry expects this process change to ultimately have a positive 

impact on access to innovative new drugs for all Canadians by allowing a faster route to market.  We 

support the implementation of the Accelerated Review of Human Drug Submissions as one component 

of a larger strategy to address access in Canada. 

 

We look forward to implementation of the revised regulations and would be pleased to discuss any of 

the issues raised in this submission in more detail at your convenience. 

 

Yours sincerely, 

Original signed by 

Joan Weir 
Director, Health and Disability Policy 

 

 

 


