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Attention: 
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Holland Cross, Suite 14  
11 Holland Avenue 
Ottawa, Ontario 
K1A 0K9 
Email: LRM_MLR_consultations@hc-sc.gc.ca 
 

We would like to thank Health Canada for the opportunity to review this important regulation. 
Please find our comments and questions in the table below. We hope they are useful. 

PhUSE is an independent, not-for-profit organisation run by volunteers. Since its inception, PhUSE has 
expanded from its roots as a conference for European statistical programmers to a global membership 
organisation and platform for the discussion of topics encompassing the work of data managers, 
biostatisticians, statistical programmers and eClinical IT professionals.  

PhUSE launched a Data Transparency Working Group in 2014, gathering a cross-industry team 
including pharmaceuticals, CROs, software professionals, data anonymisation experts and academics 
to define data anonymisation standards and address key aspects of data sharing. The Working Group 
released, in particular, the PhUSE Data De-identification standard for SDTM 3.2, which is used by 
numerous organisations to share data and is referenced in important regulatory and industry 
guidances such as the EMA External Guidance on the Publication of Clinical Data, the Ontario De-
Identification Guidelines for Structure Data and the TransCelerate Data De-Identification Model 
Approach. 

PhUSE is also a stakeholder of the FDA, EMA and PMDA and hopes there will be other opportunities 
to assist Health Canada with relevant regulations or guidances where our expertise can add value. 

On behalf of the PhUSE Data Transparency Working Group, 

Yours Truly, 

Jean-Marc Ferran (PhUSE Data Transparency Working Group Lead) 
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Section Comment 

Page 4642: Consultation on 

‘Pharmaceutical and biotechnology 

industries’ 

We still support alignment with other 

similar policies (i.e. EMA Policy 0070). How 

does Health Canada plan to align with other 

agencies on similar initiatives in terms of 

scope and techniques? 

 

 

Page 4642: ‘One-for-One’ Rule and small 

business lens 

Such policies require significant efforts from 
pharmaceutical companies, whether the 
anonymisation of PII and redaction of CBI 
are carried out in-house or outsourced. 
According to the One-for-One Rule, which 
other requirements would then be modified 
or removed to balance out the burden that 
such additional tasks would represent? 

Page 4639: ‘The manufacturer would also 

be asked to de-identify any personal 

information. Health Canada would then 

validate the proposed redactions and 

would publicly release the information that 

has ceased to be CBI, based on a phased-in 

implementation approach on disclosure’. 

(Comments also apply to the same 

paragraph on page 4641.) 

 

Do the ‘proposed redactions’, to be 

validated by Health Canada include only CBI 

or does Health Canada also intend to 

validate de-identification proposals and 

share the role of data controller with the 

applicant? 

Page 4640: ‘…the amendments would also 

authorize the Minister to release the 

information that has ceased to be CBI to 

Who does the originator refer to here? The 

manufacturer or the patients within the 

trials? 
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the public without notifying the originator 

or receiving their consent’. 

 

Page 4639: The following clinical 

information would cease to be treated as 

confidential following a final regulatory 

decision and would be released to the 

public: clinical summaries, reports and 

supporting data of clinical trials submitted 

in support of a drug submission, except 

[…]. 

Individual Patient Data (IPD) was not part of 

Phase I of EMA Policy 0070: it will be part of 

Phase II, which has not been initiated yet. 

Does ‘supporting data of clinical trials’ imply 

that sponsors must release IPD together 

with documents? This would be a large 

burden for companies not only with 

workload but also in ensuring that 

individual patients might be re-identified 

through IPD. 

Consideration of the balance between data 

utility and patient privacy is required.  

Due to the public nature of the release, IPD 

will always be very restricted. Preparing IPD 

for disclosure, especially in natural language 

form, regardless of the level of de-

identification, is very challenging and 

potential for inadvertent breach of privacy 

remains considerable. Utility of IPD de-

identified adequately for public release 

remains a topic of discussions, and is far 

from clear. The burden and risk to gain ratio 

should be carefully considered. 

Page 4639: ’[…]except 

(a) information that the manufacturer did 

CBI seems to be limited to ‘(b) information 

that describes tests, methods or assays that 
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not use in the drug submission to support 

the proposed conditions of use or purpose 

for the drug; or 

(b) information that describes tests, 

methods or assays that are used exclusively 

by the manufacturer.’ 

are used exclusively by the 

manufacturer.’ Could you please specify 

the definition of what would be considered 

as CBI in more detail? Would for example, a 

statistical method enter this definition? 

Pages 4642-4644: The Health Canada 

responses to the initial consultation 

comments from the various groups seem 

mostly reasonable. Not sure they have fully 

addressed the concerns around delays in 

information being made available; still in 

consultation with the stakeholder group, 

but no indication of how long the 

consultation would take and what is 

defined as a ‘reasonable processing time.’ 

(Page 4644). 

  

The Health Canada responses to the initial 

submission of the March 2017 consultation 

do address many of the queries raised 

within the submissions. However, concerns 

raised by ‘Academia’, and by ‘Patient 

Groups and Health Professionals’ regarding 

delays in implementation and in accessing 

information, are less well addressed within 

responses:  

(Page 4644): ‘Health Canada is consulting 

the external stakeholder group on 

reasonable processing timelines for 

redactions.’ 

Can any further information be provided on 

the timelines for consultation with the 

external stakeholder group and what the 

Health Canada definition of a ‘reasonable’ 

processing timeline is?  

 

 


