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1 Background

This progress report number 2 of 2 is related to the Post Authorisation Safety Study (PASS)
(NN7999-4031), which is conducted in accordance with the marketing authorisation for Refixia®
(EMEA/H/C/004178) granted by the Commission Decision in June 2017.

This progress report number 2o0f 2 has been prepared in agreement with the commitment as
requested by PRAC assessor in the 3 PSUR. (29" May 2019).

The cut-off for the data presented in the report is 01-Dec-2020.
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2 Study progress

2.1 Study Schedule
e Planned LPLV: Q4 2027

e Planned final study report: Q2 2028
The planned timelines may be subject for adjustment during the course of the study.

2.2 Enrolling countries

The following countries are actively participating in the study: Austria, Canada, Denmark,
Germany, Portugal & United Kingdom

The following countries are participating but have not started enrolment yet: Belgium, Greece, The
Netherlands, Norway, Spain, Sweden & Switzerland.

23 Study Progress

Table 2—1 Number of patients screened, treated and completed (planned and actual)

Planned in Actual in Planned Actual Planned Actual
Trial Trial Treated Treated Completed Completed
Total 70 26 60 26 50 0

Out of the 26 patients actually treated in the study, 1 patient has withdrawn from study before
completing 4 years in study.
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Figure 2-1 Actual versus planned enrolment during the review period

Patient recruitment - over time

-+ Treatment Actual = Treatment Baseline@... + Treatment Plan

Treatment.
Expected (26)
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24 Status
The study is progressing according to the plan.
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