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1.3. Schedule of Activities (SoA)

Screening Treatment Period

Follow-
Up

phone 
call

Comments

Days

Procedure 
-28 to -2 

days prior 
to Day 1

-1 1 2 3 4 5 6 7 8 9 10 11 ED

within 
7 to 10 
days 
after 
last 
dose

Informed consent X

Inclusion and 
exclusion criteria

X

Demography X

Participant 
admission to CRU

X

Participant 
discharge from 
CRU

X

A study participant 
may be required to 
stay later than 
Day 11 for 
management or 
monitoring of an 
AE or a clinically 
significant finding, 
at the discretion of 
the investigator.

Outpatient visit X
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Screening Treatment Period

Follow-
Up

phone 
call

Comments

Days

Procedure 
-28 to -2 

days prior 
to Day 1

-1 1 2 3 4 5 6 7 8 9 10 11 ED

within 
7 to 10 
days 
after 
last 
dose

Medical history X

Medical 
assessment

X P P X X

Full medical 
assessment to be 
performed at 
screening, and 
symptom driven 
examination to be 
done at other/any 
time point at 
physician’s 
discretion.

Height and weight X X X

Height and weight 
to be measured at 
screening; weight 
only to be 
measured at Day 
11 or ED as 
appropriate.
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Screening Treatment Period

Follow-
Up

phone 
call

Comments

Days

Procedure 
-28 to -2 

days prior 
to Day 1

-1 1 2 3 4 5 6 7 8 9 10 11 ED

within 
7 to 10 
days 
after 
last 
dose

Serum or urine 
pregnancy test 
(women of 
childbearing 
potential only)

X X X X

Serum pregnancy 
tests will be 
performed at 
screening and urine 
pregnancy test at 
all other time 
points

Follicle-
stimulating 
hormone (women 
of non-
childbearing 
potential only)

X

Human 
immunodeficiency 
virus, hepatitis B 
and C screen

X

12-lead ECG X
P, 
2h

X
P,
2h

X X X
Single ECGs are 
required.

Vital signs 
(supine), pulse
rate, and blood 
pressure 

X
P, 1, 
2h

24h X X
P, 

1,2h
24h X X X

Time points may 
be added, if 
warranted and 
agreed upon 
between Lilly and 
the investigator.

Clinical 
laboratory tests 

X P 24h X P 24h X X
See Appendix 10.2, 

Clinical Laboratory 
Tests, for details. 
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1 2

S c r e e ni n g T r e at m e nt P e ri o d

F oll o w -
U p

p h o n e 
c all

C o m m e nts

D a ys

P r o c e d u r e 
-2 8 t o - 2 
d a y s pri or 
t o D a y 1

- 1 1 2 3 4 5 6 7 8 9 1 0 1 1 E D

wit hi n 
7 t o 1 0 
d a ys 
aft e r 
l ast 
d os e

G e n eti c s a m pl e X

S el p er c ati ni b 
a d mi nistr ati o n 

X X

P arti ci p a nt
c o ns u m es hi g h -f at
m e al wit hi n 3 0 
mi n ut es pri or t o 
d os e b as e d o n 
r a n d o mi z ati o n.

A d v ers e e v e nt 
/ S eri o us a d v ers e 
e v e nt r e vi e w

X  X
 = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = =  

X

C o n c o mit a nt 
m e di c ati o n r e vi e w

X  X
 = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = =  

X

A b br e vi ati o ns: C R U = cli ni c al r es e ar c h u nit; E C G = el e ctr o c ar di o gr a m; E D = e arl y dis c o nti n u ati o n; h = h o ur; 

C CI

C CI


