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Coordinating Principal Investigator

I agree with the content of the ACI-24-1301 protocol and the nature of the
documentation made as part of this study. I have read this protocol, I understand its
content and 1 will work according to this protocol and according to the principles of
Good Clinical Practices.
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yuble-blind, randomized, placebo-controlled dose
ty, tolerability and immunogenicity of ACI-24 in

" IsSIeu rrouuct |

I Nama  af  ¢ha | Palmitoviated nentides from the 1-15 sequence [}-amyloid peptide

To assess the safety and tolerability of ACI-24 in adults with Down syndrome
To assess the effect of different doses of ACI-24 on induction of anti-Aj Ig
titer in serum

Secondary Objectives

To explore the efficacy of ACI-24 on Clinical Global Impression of Change
(CGIC) in adults with Down syndrome

To explore the effect of ACI-24 on cognitive and behavioral endpoints in adults
with Down syndrome
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Safety Procedures Page 61 of 79

13.2 Reporting of Adverse Events

If several signs, symptoms or diagnostic abnormalities are related to a medically defined diagnosis
or syndrome, the diagnosis should be reported on the AE pages in the CRF. All related signs,
symptoms and abnormal diagnostic procedures should be grouped together as a single diagnosis.
Grouping into a medical diagnosis should only be done if every component sign and symptom is
a medically and clearly acknowledged component of the diagnosis by standard textbook of
medicine. If any aspect of the signs or symptoms does not fit into a classic pattern of the diagnosis
or syndrome, a separate AE should be reported = ~~~% ~f ==~ ~rmmte s

All AEs during the safety reporting period will |
given to the subjects/study partners/legal repres

All AEs will be recorded in the CRF. For each sign, symptom or d1agn051s the Investlgatm will
provide the following information: type of ever* -+ *--«- 2/t o
seriousness, date stopped, outcome and relation

SAEs must be reported on a SAE report form ar

Any SAE must be reported immediately by the investigator, within one calendar day (24 hours)
from time of awareness by email to the Safety Officer below, who in turn will notify the Sponsor.
This reporting routine will be described in a written procedure prior to start of screening.

All safety related information will be collected and processed promptly, to comply with regulatory
requirements.

Suspected Unexpected Serious Adverse Reactions (SUSARs) will be notified to the Competent
Authority and IRB/IEC in an expedited manner as follows: fatal or life-threatening SUSARs — as
soon as possible but no later than 7 calendar days after the sponsor’s initial receipt of the
information; non-fatal and non-life-threatening SUSARSs - as soon as possible but no later than 15
calendar days after the sponsor determines that the information qualifies for reporting. Relevant
follow-up information for fatal or life-threatening SUSARs will be provided to the FDA and
IRB/IEC within an additional 8 calendar days.

Annual Safety Reports will be submitted to the Competent Authority by the Sponsor or legal
representative and to IRB/IEC by the coordinating center.
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