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January 5, 2023 
Input in CADTH Guidance on Real-World Evidence (RWE) 
 
To Whom It May Concern 
 
Please find this submission to CADTH’s “Guidance on Real-World Evidence” on behalf of the Canadian Arthritis 
Patient Alliance (CAPA). CAPA is a grass-roots, patient-driven, independent, national organization with a 
community of individuals across the country. Our belief is that the first expert on arthritis is the person who 
lives with arthritis and provides a critical voice and perspective that needs to be heard by researchers and 
decision-makers (and others who contribute to policy development that impacts us directly). CAPA uses the 
power of information, research, and communication to help people living with arthritis find their voice and to 
support others. By collecting and producing patient resources, policy papers, and outreach projects, CAPA 
seeks to educate and empower people living with arthritis so they can continue to contribute to society and 
improve their health care experiences.  
 
For over a decade now, CAPA has been contributing the perspectives of people who live with arthritis to 
CADTH’s input submissions ranging from those for specific new medications, to those related to CADTH 
processes, to specific calls for other input from CADTH like this one. In fact, in a number of written submissions 
to CADTH, we have encouraged the use of RWE from the arthritis environment in Canada to be used by CADTH 
as there are a number of robust Canadian cohorts in the arthritis space in Canada. Additionally, as the COVID-
19 pandemic has shown us, clinical trials do not always include individuals like ourselves (people with 
inflammatory arthritis were actively excluded from COVID-19 vaccine clinical trials), and sometimes RWE is the 
only evidence that can be used to facilitate decisions and policies to allow for equitable outcomes.  
 
It is from this perspective that we attach our feedback and input to CADTH’s Guidance on RWE – as individuals 
who lives with a serious, chronic disease which is often disabling and which results in lived experience with 
Canada’s various health systems and health policies. Further, we are happy to clarify any comments if helpful, 
and we thank CADTH for this opportunity to provide input to continue to refine and strengthen this Guidance 
document. 
 
Sincerely 

 
  
Linda Wilhelm 
President 

Dawn Richards, PhD 
Vice President 

 

 
General Comments on the Guidance 
As patients who live with a disabling, serious chronic disease we appreciate that real world data and RWE are 
being considered by CADTH in its health technology assessments and various other areas of health technology 
management. The website states that expert members may be patients on the RWE Steering Committee that 
launched this consultation, however unless we have missed something glaring, we do not see evidence of a 
patient being on this Committee. In fact, we could only find organizations represented on the Committee, 
rather than individually named members which is not completely transparent. Additionally, on the Working 
Group that authored the RWE Guidance, panel members are identified as Canadian, International and the Core 
Working Team; however ,everyone listed is affiliated with an academic or government institution. If CADTH is 

https://www.cadth.ca/real-world-evidence-steering-committee
https://www.cadth.ca/real-world-evidence-and-real-world-data-guidance
https://www.cadth.ca/real-world-evidence-and-real-world-data-guidance
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truly going to consider RWE and real-world data there needs to be real-world patients engaged in all aspects of 
the work and those patients who are not affiliated with academic and government institutions. This is a major 
concern from the patient community. And while the Canadian Organization of Rare Disorders (CORD) has been 
incredibly involved in this work as part of the Best Brains Exchange work that is cited on the website, CORD 
represents rare disease organizations, which are unique in themselves.   
 
Further, perhaps we are missing the reasoning that there does not appear to be representation from various 
provincial bodies that make decisions based on CADTH’s recommendations. While we understand that this 
Guidance is open to their input as well, it would seem that not having this type of representation in developing 
the Guidance is a missed opportunity. As patients we often note the inefficiencies and redundancies that our 
various federal and provincial agencies create – and this appears to be one of them. 
 
We could not find evidence of this Guidance specifically having independent processes for Indigenous peoples 
to develop their own Guidance (or plans for it) and would like to encourage CADTH to ensure this happens in 
alignment with OCAP principles. Further, we encourage CADTH and the Working Group to engage populations 
and organizations that might not have the means otherwise to engage or even the knowledge of CADTH and its 
processes (e.g., equity-deserving populations, new immigrants, etc.). As a tax-payer funded organization, we 
encourage CADTH to undertake the necessary work to ensure individuals of all backgrounds who live in Canada 
and are affected by CADTH’s decisions, are able to provide input. These engagements and inputs may not look 
the same as the typical webinars, web-based calls for input, etc. that CADTH traditionally hosts. 
 
 
Specific Comments to the Guidance 
In this part of the feedback, we have commented on specific areas for change based on the corresponding 
section heading/line number within the Guidance document itself. 
 
Summary 
Lines 78-81, we are supportive of “To address these needs, this document serves as a comprehensive, fit-for 
purpose, and credible reporting guidance that aims to harmonize current RWE submission, principles for 
Canadian HTA agencies and regulators while maintaining alignment with international standards,” as this 
should facilitate uptake as well as efficiencies. See our note above, though, about not seeing provincial 
membership or observers, which we feel would also be helpful, given that these organizations make decisions 
based on CADTH’s recommendations, and in our experience, having these groups at the table earlier is better. 
 
Background and Methods 
Lines 192-196, “The authorship team also held multiple in-person and virtual events during the stakeholder 
feedback period (See website for a full list of events) and leveraged established networks to provide 
opportunities for additional feedback to be submitted. The authorship team reviewed the feedback and 
incorporated it as required; all modifications were reviewed by the expert panel for final approval.” It would be 
helpful and transparent here to include a link to the website that references the “full list of events,” and 
further, the efforts undertaken to gain input appear to be listed in Appendix B: Methods, so this should be 
referenced. Additionally, information on key items that were influenced/changed based on this feedback 
would be helpful. For any consultative process, transparently describing how input changed an output is useful, 
especially for a tax-payer funded organization such as CADTH. 
 

https://www.cadth.ca/sites/default/files/RWE/pdf/MG0022_best_brains_exchange_optimizing_the_use_of_real_world_evidence_as_part_of_decision_making_for_drugs_for_rare_diseases.pdf
https://www.afn.ca/uploads/files/nihbforum/info_and_privacy_doc-ocap.pdf
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Section 1: Research Questions and Study Design 
Lines 271-272, “Inclusion of patient partners is encouraged, and their involvement should be clearly 
described.” Obviously, we are supportive of this line, however we would encourage CADTH to go one step 
further to either ‘strongly encourage’ or even ‘require’ patient partners’ involvement. CADTH itself has 
invested significant resources in its own patient engagement activities and is leading by example here, so this 
type of strong statement from CADTH would be reasonable. Along with other recommendations included 
around transparency of reporting, we would offer that the Guidance for Reporting Involvement of Patients and 
the Public 2 (GRIPP2) reporting checklist  for patient partner involvement should be used (Staniszewska S, Brett 
J, Simera I, Seers K, Mockford C, Goodlad S et al. GRIPP2 reporting checklists: tools to improve reporting of 
patient and public involvement in research BMJ 2017; 358 :j3453 doi:10.1136/bmj.j3453). GRIPP2 has been 
developed to clearly describe which aspects of a study (and how) patient partners have been involved and is a 
widely accepted reporting tool. 
 
Section 2: Setting and Context 
Lines 293-295, “Non-Canadian data can be an acceptable source of RWE but must have important components 
reported in order for reviewers to understand the RWD/RWE’s strengths, limitations, and generalizability to 
the Canadian context.” We are supportive of this statement and pleased to see that non-Canadian data may be 
considered. 
 
Section 6: Participant Characteristics  
Line 579 (and any other line in which this term is used throughout the document, for example, line 842), 
“showing the proportion of subjects,” we respectfully request the removal of the term ‘subject’ throughout the 
document. Use of the word subject as opposed to participant does not fully appreciate the active nature of 
research study participation that occurs or recognize the fact that active consent must take place for 
participation in the first place. 
 
Section 13: Interpretation and Generalizability  
While the inclusion of patients and/or caregivers is mentioned in the final sentence of the overview in this 
section it is not specifically mentioned in the discussion paragraphs on the interpretation of study results and 
generalizability. When conducting real-world studies, it is critical to include patients and/or caregivers in the 
development of the research question, have periodic touch points with patient partners throughout the 
research process and absolutely have them engaged in the interpretation and generalizability of the study 
results. Patients and/or caregivers have important observations about real world experiences that need to be 
considered when interpreting and generalizing research results, they need to be specifically included in each of 
the paragraphs in Section 13.  
 
Lines 1059 – 1061, “Finally, patient and/or caregiver involvement should be considered to support the 
interpretation and generalizability of study findings to a Canadian context.” We would like to see stronger 
wording here – in fact, we would go so far as to say this should be a requirement like many of the other aspects 
laid out in the document. We cannot think of an excuse about why patients and/or caregivers would not be 
involved in interpretation and generalizability of the study findings. 
 


