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COVID-19

Dear Investigators and Study Teams,

Almost every hour we receive new information relating to COVID-19 and we will not be able to deal with all
information and request immediately. It is of outmost importance to protect all trial participants from any
harm. As a consequence, we have to recommend to reduce travelling and trial center visits.

After careful consideration we have come to the conclusion to implement the follwing immediate measures:

e Further recruitment (screening and randomization) visits are currently not allowed anymore until
normalization of the situation.

e Please perform all other visits as per protocol if permitted in your country and hospital.

o If hospital visits for research are currently not permitted, you may replace physical visits at week 12, 24,
and 36 and visits of the open extension by telephone visits. Study medication should be shipped to the
patients by courier if possible.

e Please try to perform week 48 (end of study) and week 96 (end of extension) visits as soon as possible after

normalization of the situation.

An amendment including these measures will be prepared and submitted to the authorities as soon as possible.

If you need further information, please contact Dirk Fischer ( ) or Daniela Rubino

( ).

We wish you all a lot of confidence in thi
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