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Introduction Results (cont.)

» Real-world evidence (RWE), derived from routinely collected real-world data (RWD), 3. Key Applications of RWE in Submissions

plays an increasingly critical role in health technology assessment (HTA) and CDA- « RWE supported multiple aspects  suporive
AMC submissions. It fills important evidence gaps in economic modeling, comparative of submissions: cinicel Bvidence
effectiveness, and areas lacking clinical trial data.
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—Supportive clinical evidence T 29 (41.4%)

« However, uncertainty remains regarding the criteria for high-quality RWE, its (47.1%, n=33).

appropriate use in HTA, and how expert committees interpret these data—especially ~Indirect treatment comparisons &, a7 67.1%)

when sourced from outside Canada. (ITC) (41.4%, n=29).
» Understanding and improving the quality and applicability of RWE can enhance future ~ Economic evaluation (67.1% Other 16 (22.9%)

submissions and strengthen decision-making by Canadian HTA committees. n=47). |

) . Multiple Sections 49 (70.0%)
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» Characterize trends and types of RWE used in CDA submissions from 2020 to 2024. RWE in CDA-AMC Submissions Number of Submissions

« Assess applications and outcomes of RWE in the HTA process.
* Analyze CDA-AMC'’s feedback on submitted RWE, including areas for improvement.

4. Geographic Origin of RWE Data
« 20.0% (n=14) relied on RWE from

Methods US sources, the most commonly

» A comprehensive review was conducted of all CDA-AMC used sources.
sponsor submissions with published reports (N=274) from 203 * 17.1% (n=12) used European Europe
January 2020 to June 2024. Data were extracted from all All sponsor data.
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14 (20.0%)

12 (17.1%)

submissions o
. . . . . . . 19 _ . Canada 3 (4.3%)
avallal:_)le reports associated Wlth submissions |r_10_orporat!ng s * 4.3% (n=3) of submissions used
RWE, including recommendation documents, clinical reviews, No publishes Canadian RWE. Global 10 2 (2.9%)
and health economic evaluations (n=70). o 0/ (1
o | S274 * 2.9% (n=2) used data from other W, .,
* Key characteristics analyzed: e 504 regions (e.g., Asia, Latin America).
_TheraDEUtiC area excluded Not Reported 40 (57.1%)
— Applications of RWE in submissions 70 S rcria Figure 5: Geographic Origin of o 5 1 5 2 25 % % @
- - . e RWE Data Sources Number of Submissions
—Geographic source of RWE data (Canada vs. international) s
with RWD/E
— . component . . .
Study designs _ . f 5. Study Designs Used Retrospective Cohor 37 (52.9%)
— _ I |g ure 1. ow art o eview Frocess i ! Prospective Cohort 14 (20.0%)
CDA AMC feedbaCk on SmeItted RWE * RWD/E: Real-world data/evidence derived from sources outside of clinical trials ° RetrospeCtlve COhort StUdIeS (529%1 n:37) p
—Final reimbursement recommendations were the most common, followed by e T

prospecive cohortstucies (20.0% n=14).

1. Increasing Use of RWE Over Time Figure 6: CDA-AMC Submissions
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6. CDA-AMC Feedback on RWE Limitations
* 90.0% (n=63) of RWE
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Figure 2: RWE Submissions to submissions received feedback
CDA-AMC By Year ) related to generalizability
. . concerns.
2. Therapeutic Areas Utilizing RWE  sotia mer 18 (28{7%) _ Generalizability
Non-Solid Tumor 13 (18.6%) * 52.9% (n=37) faced scrutiny for

Pulmonology 6 (8.6%)

» 44.3% (n=31) of RWE- N s small sample sizes.
iInclusive submissions Hepatology 4 (5.7%) » 37.1% (n=26) were noted for a

were for oncology, while Endocrinology 4{5.7%) lack of Canadian data.
55.7% (n=39) were for  "Other" category comprises

Small Sample Size

Infectious Diseases 4 (5.7%)

Lack of Canadian RWD/E

Identified Data Gap
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Results (cont.)

7. Reimbursement Recommendations

 Among the 70 RWE-Inclusive

submissions: No Reimbursement Time-Limited

Reimbursement

—82.8% (n=58) received 16% 1%
reimbursement with conditions.
—15.7% (n=11) were not
recommended for reimbursement.
—1.4% (n=1) received time-limited
reimbursement.
Figure 8. Reimbursement Reimbursement
Recommendations for RWE with Conditions
Submissions 83%

Strengths/Limitations

» Strengths:
—Comprehensive systematic literature review (SLR) methodology.
—Covers a broad five-year period, capturing extensive HTA data.
—Highlights multiple areas where RWE was applied.

* Limitations:

—Limited availability of full reports for 2024, as many were unpublished at the time of
research.

—Descriptive analysis without a comparative control group.

Exploratory Insights

* Increased use of RWE over five years, with many submissions receiving conditional
reimbursement decisions.

 RWE was most influential in economic evaluations within HTA submissions, with more
limited—Dbut notable—use in comparative assessments.

* Multi-regional data sources offer enhanced insights and comparabillity, highlighting the
opportunity for transportability methods to further improve contextual relevance for
Canadian settings.

Conclusions

* The use of RWE is increasing in CDA-AMC submissions, particularly in oncology and
economic evaluations.

* Generalizability remains a key challenge in RWE submissions, particularly when
applying foreign data to Canadian decision-making contexts.

 Transportability analysis may help improve the applicability of foreign data to local
contexts, potentially enhancing the acceptance of non-Canadian RWE in HTA decision-
making.

 Improving RWE study design, increasing Canadian data generation or

representativeness, and enhancing methodological rigor will be important for
strengthening RWE's role in Canadian HTA.

* This review analyzes five years of CDA-AMC submissions, identifying key trends in
RWE use and evaluation in Canada, including the increasing reliance on non-Canadian
RWE. While descriptive, this analysis does not establish a causal link between RWE
use and reimbursement decisions.

 Recommended Next Steps: Development of formal transportability guidelines, modeled
after initiatives by NICE, to facilitate increased adoption and effective integration of
high-quality international RWE into Canadian HTA processes.
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