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BACKGROUND
IgA nephropathy (IgAN), C3 glomerulopathy (C3G) and membranous nephropathy (MN) are
complement mediated renal disorders, and C3G and MN are rare indications with an incidence
rate of 1-3/1,000,000 and 8-10/1,000,000 respectively in US (1, 2).
None of the indications are having an approved disease modifying therapy, however,
rituximab is used off-label to treat MN, and eculizumab and mycophenolate have been
recommended for C3G in certain cases (3, 4).
 

Development of new therapies and increasing demands for justification of effectiveness
generates the need for real world data (RWD).
 

There is a wealth of global RWD relating to renal diseases; however, a comprehensive
overview is missing. Further, the robustness of the sources of these indications and their
suitability for use in observational research have not yet been assessed.
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OBJECTIVE
To identify RWD sources available for the rare renal diseases IgAN, MN and C3G globally in
order to summarize and understand the availability of RWD in these rare diseases.
 

The work aims to support the design and potentially selection of data sources for future
collaborations and observational studies.
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METHODOLOGY
A literature review was conducted to identify RWD sources for IgAN, MN and C3G based on
inclusion/exclusion criteria Table 1, using Medline and EMBASE from inception until May
20, 2019

 

Retrieved results were screened to devise a list of unique data sources and relevant meta-data
(type of data source, study design, population size, epidemiology, demographics, clinical,
economic and humanistic burden, follow-up duration, data access and linkage, etc.) was
mapped.
 

A metadata extraction tool was also developed to record the information contained in these
unique data sources.
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RESULTS
A total of 2,926 publications were retrieved during the literature search, out of which 172
unique RWD sources and one additional data source obtained from desk research after the
identification period of the literature review, were identified and mapped (IgAN only: 28; MN
only: 32; C3G only: 3; IgAN & MN: 91; IgAN, MN & C3G: 19) Figure 1.

Overall, half of the data sources (50%) covered Asian countries, followed by Europe (33%)
and Americas (12%) Figure 2.

Across IgAN, MN and C3G, there were 42%, 39% and 41% disease specific RWD sources,
respectively (Figure 3).
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The sample size ranged from 50 to 20,000 patients for IgAN, 50 to 15,000 patients for MN
and 50 to 1,500 patients for C3G. In IgAN, one third of the data sources (33.3%) included
between 100 and 500 patients, and 27.5% of the data sources included more than 1000
patients. In MN, almost half of the data sources (47%) included between 100 and 500 patients
and 32% less than 100 patients. In C3G, half of the data sources included less than 100
patients and 27% included more than 100 patients.  (Figure 4).

 

Of the 173 identified data sources, National Clinical Research Center for Kidney Disease,
Guangzhou reported highest number of patients for both IgAN (n=19,959) and MN
(n=14,929); and the International Kidney Biopsy Survey reported highest number of patients
for C3G (n=1,254) Figure 5.
 

Data sources recorded minimum 5% and maximum 56% of the 68 assessed variables.
 

The most commonly reported (>90% of data sources) variables were age, sex and biopsy as
mode of diagnosis. Pain, quality of life and details of hospitalizations were the least reported
(<1%) ones; fatigue, mental/emotional health, caregiver burden and re-hospitalizations were
not at all reported across all the three indications. Patients’ baseline eGFR and proteinuria
levels were captured in >60% and >80% data sources, respectively Figure 6.
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Possibility of collaboration or access to the data was actively reported in 21% of data sources.
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CONCLUSION
This comprehensive overview identified global RWD sources for IgAN and MN
in certain geographies, with limited availability of existing RWD for C3G.
 

It also highlighted the fact that there are substantial geographical and data
gaps for many variables, especially patients’ perspective and economic burden
of the diseases, which in turn generates the need for robust disease specific
RWD sources.
 

Nevertheless, the overview might provide the base for identification of
opportunities for future partnerships and more efficient and sustainable use of
RWD.
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