


Pivotal Phase 3 DETECT¹ (P02) 
Study for Diagnosis of CGHD
Dose Finding Study Results Published²
Pivotal Study Launched Q2 2021

• Open-label, single dose, multicenter, multinational
US, Czech Republic, Germany, Poland, Georgia, Italy,
Serbia, Romania, Russia, Slovenia and Ukraine

• Macimorelin GHST will be performed
twice (for repeatability data)

• Two standard GHSTs as controls:
arginine (i.v.), clonidine (p.o.)

• Design suitable to support claim for potential of
macimorelin as stand-alone test 

Potential upside by additional pipeline activities

In-licensed NMOSD program from
Julius-Maximilians-University

In-licensed oral COVID-19 vaccine 
from Julius-Maximilians-University

In-licensed DC-PTH fusion 
polypeptides from the 
University of Sheffield

Commenced pivotal Phase 3 
safety and efficacy study 
(DETECT-trial)

Option exercise and in-licensing
of Chlamydia as second
vaccine indication

Planned completion of
P02 DETECT CGHD study
according to EMA

Planned submission - FDA
and EMA CGHD dossiers

Earliest expected
macimorelin CGHD 
approvals by US FDA
and EMA

Planned start of clinical
development AEZS-130
in ALS

Planned start of 
clinical development 
for oral vaccine
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AIM Biologicals

Macimorelin as a Potential Therapeutic (ALS)

Salmonella-based Vaccines

Clinical
Development

Children and adolescents from 2
to less than 18 years of age with
suspected GHD to be enrolled

�• 100 subjects worldwide

�• 40 pre-pubertal and
40 pubertal subjects

�• 25 subjects expected
to be enrolled in the U.S.

2 <18(Years)

1: NCT 04786873  ClinicalTrials.gov | 2: Csakvary et al.; Hormone Research in Paediatrics, 2021 (DOI: 10.1159/000519232)


