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Verzonden: dinsdag 15 oktober 2019 09:08

Aan: ccmo_bi <bi@ccmo.nl>

CC: R @qps.com>

Onderwerp: Digital submission of substantial amendment NL69548.056.19

Dear members of the Central Committee on Research Involving Human Sub-jects/Minister of Health, Welfare and Sport,

Herewith QPS Netherlands B.V. submits the rationale of the amendment in addition to the substantial amendment (dated 14
October 2019) of the Rodin Therapeutics, Inc. study “A two-part parallel group study to assess the safety, tolerability and
pharmacokinetic (PK) profile of multiple oral doses of RDN-929 in healthy older adults and subjects with early symptomatic
Alzheimer’s Disease”.

Based on continued review of the data from Part 1 and in consultation with an expert academic hepatologist, the parameters
around hepatic safety are being revised to allow for a full evaluation of any potential hepatic safety issues in Part 2. In Part 1, two
subjects experienced abnormally increased liver tests which re-turned to normal after the drug was stopped. For this reason, liver

laboratory tests will be monitored frequently and subjects may be stopped from taking study drug if liver test abnormalities are
found.

With Kind regards/Met vriendelijke groeten,
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This email or fax and any attachments may contain private, confidential, and privileged material for the sole use of the intended recipient. Any review, copying, or distribution of
this email (or any attachments thereto) by others is strictly prohibited. If you are not the intended recipient, please contact the sender immediately and permanently delete the
original and any copies of this email and any attachments. Thank you.

QPS is a GLP/GCP-compliant CRO that supports discovery, preclinical, and clinical drug development. We provide quality services in Neuropharmacology, DMPK, Toxicology,
Bioanalysis, Translational Medicine, and Early & Late Phase Clinical Research to clients worldwide. Our 30+ regional laboratories, clinical facilities and offices are located in North
America, Europe, India and Asia. For more information, visit http://www.gps.com.
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Central Committee on Research Involving Human Subjects/Minister of Health,
Welfare and Sport

PO 8ox 16302

2500 BH The Hague

Groningen, 15 October 2019
Subject: Digital submission of substantial amendment NL69548.056.19

Dear members of the Central Committee on Research Involving Human Sub-
jects/Minister of Health, Welfare and Sport,

Herewith QPS Netherlands B.V. submits the rationale of the amendment in addi-
tion to the substantial amendment (dated 14 October 2019) of the Rodin Thera-
peutics, Inc. study “A two-part parallel group study to assess the safety, tolerabil-
ity and pharmacokinetic (PK) profile of multiple oral doses of RDN-928 in healthy
older adults and subjects with early symptomatic Afzheimer’s Disease”.

Based on continued review of the data from Part 1 and in consultation with an
expert academic hepatologist, the parameters around hepatic safety are being
revised to allow for a full evaluation of any potential hepatic safety issuesin Part
2. InPart 1, two subjects experienced abnormally increased liver tests which re-
turnad to normal after the drug was stopped. For this reason, liver laboratory
tests will be monitored frequently and subjects may be stopped from taking study
drugif liver test abnormalities are found.
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