
CONFIDENTIAL Protocol J1P-MC-KFAH(b)

16

1.3. Schedule of Activities (SoA)
1.3.1. Schedule of Activities for the Screening and Induction Treatment Periods

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study J1P-MC-KFAH

V1 and V9 procedures may be conducted over more than 1 day as long as all activities are completed within the allowable visit tolerance and all scheduled

activities are completed prior to dosing.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visit number V1 V2 V3 V4 V5 V6 V7 V8 V9 Comment

Weeks from randomization –5 — 1 2 4 6 8 10 12

Study day — 1 8 15 29 43 57 71 85

Visit interval tolerance (days)

≤35

before

V2

— ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X X

Informed consent X

Site staff explains, participant reports 

remission/normal stool frequency
X

The purpose of UC remission question should be 

explained before the participant answers the 

question. Errors in the response cannot be corrected

after the participant saves and confirms the response.

Inclusion and exclusion criteria, review 

and confirm
X X

Demographics X

Preexisting conditions and medical 

history
X Includes relevant surgical history.

Prespecified medical history X Indication and history of interest.

Prior treatments for indication X
Includes all UC-specific therapies since date of 

diagnosis.

Concomitant medications X X X X X X X X X

Adverse events X X X X X X X X X
For AESIs, additional data are collected 

(Section 8.3.6).

Review modified Mayo score (MMS) X X

Tobacco use X X

Alcohol and caffeine use X
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T a bl e 1. S c h e d ul e of A cti viti es f o r t h e S c r e e ni n g a n d I n d u cti o n T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

V 1 a n d V 9 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d

a cti viti es ar e c o m pl et e d pri or t o d osi n g .

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit n u m b e r V 1 V 2 V 3 V 4 V 5 V 6 V 7 V 8 V 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n – 5 — 1 2 4 6 8 1 0 1 2

St u d y d a y — 1 8 1 5 2 9 4 3 5 7 7 1 8 5

Visit i nt er v al t ol er a n c e ( d a y s)

≤ 3 5

b ef or e

V 2

— ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X X

P h ysi c al E v al u ati o n

H ei g ht X P arti ci p a nt s h o ul d r e m o v e s h o es.

W ei g ht X X

Vit al si g ns X  X  X  X  X  X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d p uls e r at e . 

Vit al si g ns s h o ul d b e m e as ur e d aft er p arti c ip a nt h as 

b e e n sitti n g at l e ast 5 mi n ut es .

P h y si c al e x a mi n ati o n X

T h e c o m pl et e p h ysi c al e x a m e x cl u d es p el vi c, r e ct al, 

a n d b r e ast e x a ms, u nl ess cli ni c all y i n di c at e d , a n d 

i n cl u d es ass ess m e nt f or si g ns a n d s y m pt o ms of 

t u b er c ul osis ( T B), i n cl u di n g p eri p h er al l y m p h n o d es.

S e e S e cti o n 8. 2. 2 .

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n, 

i n cl u di n g ass ess m e nt f or si g ns a n d 

s ym pt o ms of t u b er c ul osis ( T B), i n cl u di n g 

p eri p h er al l y m p h n o d es

X X S e e S e cti o n 8. 2. 2 .

X  X X  X  X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G ) X X L o c all y p erf or m e d.

C CI
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Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study J1P-MC-KFAH

V1 and V9 procedures may be conducted over more than 1 day as long as all activities are completed within the allowable visit tolerance and all scheduled

activities are completed prior to dosing.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visit number V1 V2 V3 V4 V5 V6 V7 V8 V9 Comment

Weeks from randomization –5 — 1 2 4 6 8 10 12

Study day — 1 8 15 29 43 57 71 85

Visit interval tolerance (days)

≤35

before

V2

— ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X X

Chest x-ray (posterior-anterior view) X

Interpreted and reported by radiologist or 

pulmonologist. Not done at screening if done within 

3 months before screening and if qualifying 

radiographs or equivalent imaging study and/or 

formal report are available for investigator’s review.

Lateral view may also be taken. Locally performed.

Patient Diary (Electronic)

Patient diary dispensed X

Diary compliance check X X X X X X X X

Check compliance for

    Stool Frequency

    Rectal Bleeding

    Nocturnal Stools

    Bristol Stool Scale

    Urgency NRS

    Abdominal Pain NRS

    Fatigue NRS, and

    Patient Global Rating of Severity (PGR-S).

Patient-Reported Outcomes 

(Electronic)

Inflammatory Bowel Disease 

Questionnaire (IBDQ)
X X
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Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study J1P-MC-KFAH

V1 and V9 procedures may be conducted over more than 1 day as long as all activities are completed within the allowable visit tolerance and all scheduled

activities are completed prior to dosing.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visit number V1 V2 V3 V4 V5 V6 V7 V8 V9 Comment

Weeks from randomization –5 — 1 2 4 6 8 10 12

Study day — 1 8 15 29 43 57 71 85

Visit interval tolerance (days)

≤35

before

V2

— ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X X

Patient Global Impression of Change 

(PGI-C)
X

QIDS-SR16 X X

Clinician-Administered Questionnaires 

(Paper)

Physician’s Global Assessment (PGA) X X

C-SSRS Screening/Baseline X
Adapted for the assessment of ideation and behavior 

categories only.

Self-Harm Supplement Form X

Self-Harm Follow-Up Form X
Required if triggered by the Self-Harm Supplement 

Form per instructions.

Laboratory Tests and Sample 

Collections

Hematology X X X X X X X X X

Clinical chemistry X X X X X X X X X

Lipid panel X X

Fasting samples are preferred, but if participant is 

non fasting at time of collection, this is not a protocol 

deviation.

Urinalysis X X X X

Serum pregnancy X
Perform only for women of childbearing potential 

and women with a history of tubal ligation.
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T a bl e 1. S c h e d ul e of A cti viti es f o r t h e S c r e e ni n g a n d I n d u cti o n T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

V 1 a n d V 9 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d

a cti viti es ar e c o m pl et e d pri or t o d osi n g .

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit n u m b e r V 1 V 2 V 3 V 4 V 5 V 6 V 7 V 8 V 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n – 5 — 1 2 4 6 8 1 0 1 2

St u d y d a y — 1 8 1 5 2 9 4 3 5 7 7 1 8 5

Visit i nt er v al t ol er a n c e ( d a y s)

≤ 3 5

b ef or e

V 2

— ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X X

Ur i n e pr e g n a n c y (l o c al) X X  X  X

P erf or m o nl y f or w o m e n of c hil d b e ari n g p ot e nti al 

a n d w o m e n wit h a hist or y of t u b al li g ati o n. At d osi n g 

visits w hi c h h a v e pr e g n a n c y t esti n g, t h e pr e g n a n c y 

t est r es ult m ust b e c o nfir m e d t o b e n e g ati v e pri or t o 

d osi n g . Pr e g n a n c y t esti n g m a y  b e p erf or m e d m or e 

fr e q u e ntl y t h a n d esi g n at e d o n t h e So A, if l o c al l a ws

or  r e g ul ati o ns r e q uir e m or e fr e q u e nt t esti n g.

F olli cl e -sti m ul ati n g h or m o n e ( F S H) X

O pti o n al, p erf or m o nl y f or w o m e n n ot of 

c hil d b e ari n g p ot e nti al t o c o nfir m p ost m e n o p a us al 

st at u s.

X  X  X  X  X  X  X  X

T u b er c ul osis ( T B) t est X

P ati e nts w h o h a d a t u b er c uli n s ki n t est ( T S T) will 

r et ur n fr o m 4 8 t o 7 2 h o urs aft er pl a c e m e nt t o h a v e 

t h e t est r es ult r e a d. S a m pl es m a y b e s e nt t o c e ntr al or 

l o c al l a b or at or y b as e d o n t h e t y p e of t est. A l o c al 

l a b or at or y m ust b e q u alifi e d b y l o c al r e g ul ati o ns.

H u m a n i m m u n o d efi ci e n c y vir us (HI V )

s cr e e ni n g t ests
X

H e p atitis C vir us ( H C V) s cr e e ni n g t ests X
H C V R N A will b e m e as ur e d t o c o nfir m p ositi v e 

h e p atitis C vir us a nti b o d y.

H e p atitis B vir us ( H B V) s cr e e ni n g t ests X I n cl u d es t esti n g f or H Bs A g a n d a nti-H B c .

C CI
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T a bl e 1. S c h e d ul e of A cti viti es f o r t h e S c r e e ni n g a n d I n d u cti o n T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

V 1 a n d V 9 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d

a cti viti es ar e c o m pl et e d pri or t o d osi n g .

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit n u m b e r V 1 V 2 V 3 V 4 V 5 V 6 V 7 V 8 V 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n – 5 — 1 2 4 6 8 1 0 1 2

St u d y d a y — 1 8 1 5 2 9 4 3 5 7 7 1 8 5

Visit i nt er v al t ol er a n c e ( d a y s)

≤ 3 5

b ef or e

V 2

— ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X X

H B V D N A X X
O nl y f or p arti ci p a nts w h o ar e p ositi v e f or a nti ‑ H B c 

at s cr e e ni n g .

P h ar m a c o ki n eti c ( P K) s a m pl es X  X  X  X  X  X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at s p e cifi e d 

ti m es r el ati v e t o o ns et of h y p ers e nsiti vit y e v e nts.

X  X  X  X  X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at s p e cifi e d 

ti m es r el ati v e t o o ns et of h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X  X X

G e n eti cs s a m pl e X
Bl o o d s a m pl e f or D N A p h ar m a c o g e n eti cs c a n b e 

o bt ai n e d a n y ti m e at or aft er V 2.

X X  X  X

E n d os c o pi c P r o c e d u r e

E n d os c o p y X X

S cr e e ni n g e n d os c o p y m ust o c c ur ≤ 1 4 d a ys pri or t o 

r a n d o mi z ati o n. At s cr e e ni n g , p erf or m o nl y f or 

p arti ci p a nts w h o ar e eli gi bl e f or t h e st u d y b y all ot h er 

st u d y e ntr y  crit eri a.

C ol o n bi o ps y s a m pl e c oll e cti o n X X

P erf or m e d at ti m e of e n d os c o p y . Instr u cti o n s f or 

c oll e cti o n ar e pr o vi d e d i n t h e l a b m a n u al. Fl e xi bl e 

si g m oi d os c o p y is r e c o m m e n d e d, e x c e pt f or 

pr ot o c ol -s p e cifi e d r e as o ns w h e n a c ol o n os c o p y 

s h o ul d be p erf or m e d.

C CI

C CI
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2 2

T a bl e 1. S c h e d ul e of A cti viti es f o r t h e S c r e e ni n g a n d I n d u cti o n T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

V 1 a n d V 9 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d

a cti viti es ar e c o m pl et e d pri or t o d osi n g .

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit n u m b e r V 1 V 2 V 3 V 4 V 5 V 6 V 7 V 8 V 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n – 5 — 1 2 4 6 8 1 0 1 2

St u d y d a y — 1 8 1 5 2 9 4 3 5 7 7 1 8 5

Visit i nt er v al t ol er a n c e ( d a y s)

≤ 3 5

b ef or e

V 2

— ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X X

St o ol S a m pl es

St o ol c ult ur e X

A d diti o n al l o c al st o ol t esti n g (f or e x a m pl e, f or o v a 

a n d p ar asit es) is all o w e d at t h e i n v esti g at or’s 

dis cr eti o n.

C. diffi cil e t esti n g X
A d diti o n al C. diffi cil e t esti n g is all o w e d t hr o u g h o ut

t h e st u d y at t h e i n v esti g at or’s dis cr eti o n .

X X  X  X

X X  X  X

R a n d o mi z ati o n a n d D osi n g

R a n d o mi z ati o n X

D osi n g X  X  X  X  X  X  X N o d osi n g at V 3.

A b br e vi ati o ns: A E SIs = a d v ers e e v e nt of s p e ci al i nt er est; a nti -H B c = a nti b o d y t o h e p atitis B c or e a nti g e n; C- S S R S = C ol u m bi a – S ui ci d e S e v erit y R ati n g S c al e ; 

D N A = d e o x yri b o n u cl ei c a ci d; E T V = e arl y t er mi n ati o n visit; N R S = n u m eri c r ati n g s c al e; H Bs A g = h e p atitis B s urf a c e a nti g e n; QI D S -S R 1 6 = 1 6 -It e m 

Q ui c k I n v e nt or y of D e pr essi v e S y m pt o m at ol o g y – S elf R e p ort; R N A = ri b o n u cl ei c a ci d ; S o A = s c h e d ul e of a cti viti es; U C = ul c er ati v e c olitis; V = visit.

C CI
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1. 3. 2. S c h e d ul e of A cti viti es f o r t h e M ai nt e n a n c e T r e at m e n t P e ri o d

T a bl e 2. S c h e d ul e of A cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit s 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of), if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

C o n c o mit a nt m e di c ati o ns X  X  X  X  X  X  X  X  X  X

A d v ers e e v e nts X  X  X  X  X  X  X  X  X  X
F or A E SIs, a d diti o n al d at a ar e c oll e ct e d 

( Se cti o n 8. 3. 6 ).

T o b a c c o us e
X

P h ysi c al E v al u ati o n

W ei g ht X

Vit al si g ns X  X  X  X  X  X  X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d 

p uls e r at e. Vit al si g ns s h o ul d b e 

m e as ur e d aft er p arti c ip a nt h as b e e n 

sitti n g f or at l e ast 5 mi n ut es.

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n ,

i n cl u di n g ass ess m e nt f or si g ns a n d 

s ym pt o ms of t u b er c ul osis ( T B), i n cl u di n g 

p eri p h er al l y m p h n o d es

X S e e S e cti o n 8. 2. 2 .

X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G )
X L o c all y p erf or m e d.

P ati e nt Di a r y ( El e ct r o ni c)

C CI
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Table 2. Schedule of Activities for the Maintenance Treatment Period of Study J1P-MC-KFAH

This schedule applies to study participants who are responders at Week 12.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 10 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof), if written 

approval is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an 

on-site study visit occurring.

Visit number V10 V11 V12 V13 V14 V15 V16 V17 V18 V19 Comment

Weeks from randomization 14 16 18 20 22 24 26 28 30 32

Study day 99 113 127 141 155 169 183 197 211 225

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Diary compliance check X X X X X X X X X X

Check compliance for

  Stool Frequency

  Rectal Bleeding

  Nocturnal Stools

  Bristol Stool Scale

  Urgency NRS

  Abdominal Pain NRS

  Fatigue NRS, and

  Patient Global Rating of Severity 

(PGR-S).

Patient-Reported Outcomes 

(Electronic)

Inflammatory Bowel Disease 

Questionnaire (IBDQ)
X

Patient Global Impression of Change 

(PGI-C)
X

QIDS-SR16 X

Laboratory Tests and Sample 

Collections

Hematology X X X X X

Clinical chemistry X X X X X
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T a bl e 2. S c h e d ul e of A cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit s 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of), if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

Li pi d p a n el X

F asti n g s a m pl es ar e pr ef err e d, b ut if 

p arti ci p a nt i s n onf asti n g at ti m e of 

c oll e cti o n, t his is n ot a pr ot o c ol 

d e vi ati o n.

Ur i n al ysis X X X

Ur i n e pr e g n a n c y (l o c al) X X X X X

P erf or m o nl y f or w o m e n of 

c hil d b e ari n g p ot e nti al a n d w o m e n wit h 

a hist or y  of t u b al li g ati o n. At d osi n g 

visits w hi c h h a v e pr e g n a n c y t esti n g, t h e 

pr e g n a n c y t est r es ult m ust b e c o nfir m e d 

t o b e n e g ati v e pri or t o d osi n g . 

Pr e g n a n c y t esti n g m a y  b e p erf or m e d 

m or e fr e q u e nt l y t h a n d esi g n at e d o n t h e 

S o A, if l o c al l a ws or  r e g ul ati o ns r e q uir e 

m or e fr e q u e nt t esti n g.

X

H B V D N A X
O nl y f or p arti ci p a nts w h o ar e p ositi v e 

f or a nti‑ H B c at s cr e e ni n g.

P h ar m a c o ki n eti c ( P K) s a m pl es X

C oll e ct s a m pl es b ef or e d osi n g, if 

d osi n g is s c h e d ul e d. C oll e ct a d diti o n al 

s a m pl es at s p e cifi e d ti m es r el ati v e t o 

o ns et of h y p ers e nsiti vit y e v e nts.

C CI
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2 6

T a bl e 2. S c h e d ul e of A cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visit s 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of), if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

X

C oll e ct s a m pl es b ef or e d osi n g, if

d osi n g is s c h e d ul e d. C oll e ct a d diti o n al 

s a m pl es at s p e cifi e d ti m es r el ati v e t o 

o ns et of h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X

G e n eti cs s a m pl e

Bl o o d s a m pl e f or D N A 

p h ar m a c o g e n eti cs c a n b e o bt ai n e d a n y 

ti m e at or aft er V 2.

X

E n d os c o pi c P r o c e d u r e
N ot a p pli c a bl e f or res p o n d ers d uri n g 

t h e ti m e p eri o d of V 1 0 t hr o u g h V 1 9

St o ol S a m pl es

X

X

R a n d o mi z ati o n a n d D osi n g

D osi n g X  X  X  X  X  X  X  X  X  X

C CI

C CI

C CI
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2 7

T a bl e 2 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n e arl y t er mi n ati o n visit, s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g.

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

C o n c o mit a nt m e di c ati o ns X  X  X  X  X  X  X  X  X  X

A d v ers e e v e nts X  X  X  X  X  X  X  X  X  X
F or A E SIs, a d diti o n al d at a ar e c oll e ct e d 

( S e cti o n 8. 3. 6 ).

R e vi e w m o difi e d M a y o s c or e ( M M S) X

T o b a c c o us e
X

P h y si c al E v al u ati o n

W ei g ht X

Vit al si g ns X  X  X  X  X  X  X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d p uls e 

r at e. Vit al si g ns s h o ul d b e m e as ur e d aft er 

p arti c ip a nt h as b e e n sitti n g f or at l e ast 5 

mi n ut es.

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n ,

i n cl u di n g ass ess m e nt f or si g ns a n d 

s ym pt o ms of t u b er c ul osis ( T B), 

i n cl u di n g p eri p h er al l y m p h n o d es

X X S e e S e cti o n 8. 2. 2 .

X X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G )
X L o c all y p erf or m e d.

C CI
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study J1P-MC-KFAH

This schedule applies to study participants who are responders at Week 12.

For procedures at an early termination visit, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 10 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof) if written approval 

is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an on-site study visit 

occurring.

Visit number V20 V21 V22 V23 V24 V25 V26 V27 V28 V29 Comment

Weeks from randomization 34 36 38 40 42 44 46 48 50 52

Study day 239 253 267 281 295 309 323 337 351 365

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Patient Diary (Electronic)

Diary compliance check X X X X X X X X X X

Check compliance for

  Stool Frequency

  Rectal Bleeding

  Nocturnal Stools

  Bristol Stool Scale

  Urgency NRS

  Abdominal Pain NRS

  Fatigue NRS, and

  Patient Global Rating of Severity (PGR-S).

Diary return X

Patient-Reported Outcomes 

(Electronic)

Inflammatory Bowel Disease 

Questionnaire (IBDQ)
X

Patient Global Impression of Change 

(PGI-C)
X

QIDS-SR16 X

Clinician-Administered 

Questionnaires (Paper)

Physician’s Global Assessment (PGA) X
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2 9

T a bl e 2 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n e arl y t er mi n ati o n visit, s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g.

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

L a b o r at o r y T ests a n d S a m pl e 

C oll e cti o ns

H e m at ol o g y X X X X X

Cli ni c al c h e mistr y X X X X X

Li pi d p a n el X

F asti n g s a m pl es ar e pr ef err e d, b ut if 

p arti ci p a nt i s n onf asti n g at ti m e of c oll e cti o n, 

t his is n ot a pr ot o c ol d e vi ati o n.

Ur i n al ysis X

Ur i n e pr e g n a n c y (l o c al) X X X X X

P erf or m o nl y f or w o m e n of c hil d b e ari n g 

p ot e nti al a n d w o m e n wit h a hist or y of t u b al 

li g ati on. At d osi n g visits w hi c h h a v e 

pr e g n a n c y t esti n g, t h e pr e g n a n c y t est r es ult 

m ust b e c o nfir m e d t o b e n e g ati v e pri or t o 

d osi n g . Pr e g n a n c y t esti n g m a y  b e p erf or m e d 

m or e fr e q u e nt l y t h a n d esi g n at e d o n t h e So A,

if l o c al l a ws or  r e g ul ati o ns r e q uir e m or e 

fr e q u e nt t esti n g.

X

H B V D N A X X
O nl y f or p arti ci p a nts w h o ar e p ositi v e f or 

a nti ‑ H B c at s cr e e ni n g.

C CI



C O N FI D E N TI A L Pr ot o c ol  J 1 P-M C -K F A H( b)

3 0

T a bl e 2 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e M ai nt e n a n c e T r e at m e nt P e ri o d of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n e arl y t er mi n ati o n visit, s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 0 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g.

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

P h ar m a c o ki n eti c ( P K) s a m pl es X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at 

s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at 

s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X

G e n eti cs s a m pl e
Bl o o d s a m pl e f or D N A p h ar m a c o g e n eti cs c a n 

b e o bt ai n e d a n y ti m e at or aft er V 2.

X X

E n d os c o pi c P r o c e d u r e

E n d os c o p y X

C ol o n bi o ps y s a m pl e c oll e cti o n X

P erf or m e d at ti m e of e n d os c o p y. Instr u cti o n s

f or c oll e cti o n ar e pr o vi d e d i n t h e l a b m a n u al. 

Fl e xi bl e si g m oi d os c o p y is r e c o m m e n d e d, 

e x c e pt f or pr ot o c ol -s p e cifi e d r e as o ns w h e n a 

c ol o n os c o p y s h o ul d b e p erf or m e d.

St o ol S a m pl es

X X

X X

C CI

C CI

C CI
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study J1P-MC-KFAH

This schedule applies to study participants who are responders at Week 12.

For procedures at an early termination visit, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 10 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof) if written approval 

is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an on-site study visit 

occurring.

Visit number V20 V21 V22 V23 V24 V25 V26 V27 V28 V29 Comment

Weeks from randomization 34 36 38 40 42 44 46 48 50 52

Study day 239 253 267 281 295 309 323 337 351 365

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Randomization and Dosing

Dosing X X X X X X X X X No dosing at V29.

Abbreviations: AESIs = adverse event of special interest; anti-HBc = antibody to hepatitis B core antigen; DNA = deoxyribonucleic acid; ETV = early 

termination visit; HBV = hepatitis B virus; IT = information technology; NRS = numeric rating scale; QIDS-SR16 = 16-Item Quick Inventory of Depressive 

Symptomatology–Self Report; SoA = schedule of activities; V = visit.
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3 2

1. 3. 3. S c h e d ul e of A cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e P e ri o d s

T a bl e 3. S c h e d ul e of A cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

V 1 6 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d a cti viti es ar e 

c o m pl et e d pri or t o d osi n g

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u n s c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

C o n c o mit a nt m e di c ati o ns X  X  X  X  X  X  X  X  X  X

A d v ers e e v e nts X  X  X  X  X  X  X  X  X  X
F or A E SIs, a d diti o n al d at a ar e c oll e ct e d

( S e cti o n 8. 3. 6 ).

R e vi e w m o difi e d M a y o s c or e ( M M S) X

T o b a c c o us e X

P h ysi c al E v al u ati o n

W ei g ht X X

Vit al si g ns X  X  X  X  X  X  X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d 

p uls e r at e. Vit al si g ns s h o ul d b e 

m e as ur e d aft er p arti c ip a nt h as b e e n 

sitti n g f or at l e ast 5 mi n ut es.

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n ,

i n cl u di n g ass ess m e nt f or si g ns a n d 

s ym pt o ms of t u b er c ul osis ( T B), i n cl u di n g 

p eri p h er al l y m p h n o d es

X X S e e S e cti o n 8. 2. 2 .

X X X X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G ) X X L o c all y p erf or m e d.

P ati e nt Di a r y ( El e ct r o ni c)

C CI
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Table 3. Schedule of Activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1P-MC-KFAH

This schedule applies to study participants who are nonresponders at Week 12.

V16 procedures may be conducted over more than 1 day as long as all activities are completed within the allowable visit tolerance and all scheduled activities are 

completed prior to dosing

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 17 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof) if written 

approval is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an 

on-site study visit occurring.

Visit number V10 V11 V12 V13 V14 V15 V16 V17 V18 V19 Comment

Weeks from randomization 14 16 18 20 22 24 26 28 30 32

Study day 99 113 127 141 155 169 183 197 211 225

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Diary compliance check X X X X X X X X X X

Check compliance for

  Stool Frequency

  Rectal Bleeding

  Nocturnal Stools

  Bristol Stool Scale

  Urgency NRS

  Abdominal Pain NRS

  Fatigue NRS, and

  Patient Global Rating of Severity 

(PGR-S).

Patient-Reported Outcomes 

(Electronic)

Inflammatory Bowel Disease 

Questionnaire (IBDQ)
X

Patient Global Impression of Change 

(PGI-C)
X

QIDS-SR16 X

Clinician-Administered Questionnaires 

(Paper)

Physician’s Global Assessment (PGA) X
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3 4

T a bl e 3. S c h e d ul e of A cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

V 1 6 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d a cti viti es ar e 

c o m pl et e d pri or t o d osi n g

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u n s c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

L a b o r at o r y T ests a n d S a m pl e 

C oll e cti o ns

H e m at ol o g y X  X  X  X  X  X  X  X X

Cli ni c al c h e mistr y X  X  X  X  X  X  X  X X

Li pi d p a n el X

F asti n g s a m pl es ar e pr ef err e d, b ut if 

p arti ci p a nt i s n onf asti n g at ti m e of 

c oll e cti o n, t his is n ot a pr ot o c ol 

d e vi ati o n.

Ur i n al ysis X  X  X  X  X X

Ur i n e pr e g n a n c y (l o c al) X X X X X

P erf or m o nl y f or w o m e n of 

c hil d b e ari n g p ot e nti al a n d w o m e n wit h 

a hist or y  of t u b al li g ati o n. At d osi n g 

visits w hi c h h a v e pr e g n a n c y t esti n g, t h e 

pr e g n a n c y t est r es ult m ust b e c o nfir m e d 

t o b e n e g ati v e pri or t o d osi n g . 

Pr e g n a n c y t esti n g m a y  b e p erf or m e d 

m or e fr e q u e ntl y t h a n d esi g n at e d o n t h e 

S o A if l o c al l a w s or  r e g ul ati o ns r e q uir e 

m or e fr e q u e nt t est i n g.

X X X XC CI
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3 5

T a bl e 3. S c h e d ul e of A cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

V 1 6 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d a cti viti es ar e 

c o m pl et e d pri or t o d osi n g

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u n s c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

H B V D N A X
O nl y f or p arti ci p a nts w h o ar e p ositi v e 

f or a nti‑ H B c at s cr e e ni n g.

P h ar m a c o ki n eti c ( P K) s a m pl es X

C oll e ct s a m pl es b ef or e d osi n g, if

d osi n g is s c h e d ul e d. C oll e ct a d diti o n al 

s a m pl es at s p e cifi e d ti m es r el ati v e t o 

o ns et of h y p ers e nsiti vit y e v e nts.

X

C oll e ct s a m pl es b ef or e d osi n g, if

d osi n g is s c h e d ul e d. C oll e ct a d diti o n al 

s a m pl es at s p e cifi e d ti m es r el ati v e t o 

o ns et of h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X

G e n eti cs s a m pl e

Bl o o d s a m pl e f or D N A 

p h ar m a c o g e n eti cs c a n b e o bt ai n e d a n y 

ti m e at or aft er V 2.

X X

E n d os c o pi c P r o c e d u r e

E n d os c o p y X

C CI

C CI
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T a bl e 3. S c h e d ul e of A cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

V 1 6 pr o c e d ur es m a y b e c o n d u ct e d o v er m or e t h a n 1 d a y as l o n g as all a cti viti es ar e c o m pl et e d wit hi n t h e all o w a bl e visit t ol er a n c e a n d all s c h e d ul e d a cti viti es ar e 

c o m pl et e d pri or t o d osi n g

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u n s c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h o n e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n 

a p pr o v al is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 d a ys c a n el a ps e wit h o ut a n 

o n -sit e st u d y visit o c c urri n g.

Visit n u m b e r V 1 0 V 1 1 V 1 2 V 1 3 V 1 4 V 1 5 V 1 6 V 1 7 V 1 8 V 1 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 1 4 1 6 1 8 2 0 2 2 2 4 2 6 2 8 3 0 3 2

St u d y d a y 9 9 1 1 3 1 2 7 1 4 1 1 5 5 1 6 9 1 8 3 1 9 7 2 1 1 2 2 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

C ol o n bi o ps y s a m pl e c oll e cti o n X

P erf or m e d at ti m e of e n d os c o p y . 

In s tr u cti on s f or c oll e cti o n ar e pr o vi d e d 

i n t h e l a b m a n u al. Fl e xi bl e 

si g m oi d os c o p y is r e c o m m e n d e d, e x c e pt 

f or pr ot o c ol-s p e cifi e d r e as o ns w h e n a 

c ol o n os c o p y s h o ul d b e p erf or m e d.

St o ol S a m pl es

X X

X X

R a n d o mi z ati o n a n d D osi n g

D osi n g X  X  X  X  X  X  X  X  X  X

C CI
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T a bl e 3 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h on e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

C o n c o mit a nt m e di c ati o ns X  X  X  X  X  X  X  X  X  X

A d v ers e e v e nts X  X  X  X  X  X  X  X  X  X
F or A E SIs, a d diti o n al d at a ar e c oll e ct e d 

( S e cti o n 8. 3. 6 ).

R e vi e w m o difi e d M a y o s c or e ( M M S) X

T o b a c c o us e X

P h ysi c al E v al u ati o n

W ei g ht X X

Vit al si g ns X  X  X  X  X  X  X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d p uls e 

r at e. Vit al si g ns s h o ul d b e m e as ur e d aft er 

p arti ci p a nt h as b e e n sitti n g f or at l e ast 5 

mi n ut es.

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n ,

i n cl u di n g ass ess m e nt f or si g ns a n d 

s ym pt o ms of t u b er c ul osis ( T B), i n cl u di n g 

p eri p h er al l y m p h n o d es

X X S e e S e cti o n 8. 2. 2 .

X X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G )
X X L o c all y p erf or m e d.

C CI
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Table 3 (continued). Schedule of activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1P-MC-KFAH

This schedule applies to study participants who are nonresponders at Week 12.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 17 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof) if written approval 

is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an on-site study visit 

occurring

Visit number V20 V21 V22 V23 V24 V25 V26 V27 V28 V29 Comment

Weeks from randomization 34 36 38 40 42 44 46 48 50 52

Study day 239 253 267 281 295 309 323 337 351 365

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Patient Diary (Electronic)

Diary compliance check X X X X X X X X X X

Check compliance for

  Stool Frequency

  Rectal Bleeding

  Nocturnal Stools

  Bristol Stool Scale

  Urgency NRS

  Abdominal Pain NRS

  Fatigue NRS, and

  Patient Global Rating of Severity (PGR-S).

Diary return X

Patient-Reported Outcomes 

(Electronic)

Inflammatory Bowel Disease 

Questionnaire (IBDQ)
X

Patient Global Impression of Change 

(PGI-C)
X

QIDS-SR16 X

Clinician-Administered Questionnaires 

(Paper)

Physician’s Global Assessment (PGA)
X



C O N FI D E N TI A L Pr ot o c ol  J 1 P-M C -K F A H( b)

3 9

T a bl e 3 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h on e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

L a b o r at o r y T ests a n d S a m pl e 

C oll e cti o ns

H e m at ol o g y X  X  X X X X

Cli ni c al c h e mistr y X  X  X X X X

Li pi d p a n el X

F asti n g s a m pl es ar e pr ef err e d, b ut if 

p arti ci p a nt i s n onf asti n g at ti m e of c oll e cti o n, 

t his is n ot a pr ot o c ol d e vi ati o n.

Ur i n al ysis X

Ur i n e pr e g n a n c y (l o c al) X X X X X

P erf or m o nl y f or w o m e n of c hil d b e ari n g 

p ot e nti al a n d w o m e n wit h a hist or y of t u b al 

li g ati on. At d osi n g visits w hi c h h a v e 

pr e g n a n c y t esti n g, t h e pr e g n a n c y t est r es ult 

m ust b e c o nfir m e d t o b e n e g ati v e pri or t o 

d osi n g . Pr e g n a n c y t esti n g m a y  b e p erf or m e d 

m or e f r e q u e ntl y t h a n d esi g n at e d o n t h e So A 

if l o c al l a ws or  r e g ul ati o ns r e q uir e m or e 

fr e q u e nt t esti n g.

X X

H B V D N A X X
O nl y f or p arti ci p a nts w h o ar e p ositi v e f or 

a nti ‑ H B c at s cr e e ni n g.

C CI
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4 0

T a bl e 3 ( c o nti n u e d). S c h e d ul e of a cti viti es f o r t h e E xt e nsi o n I n d u cti o n a n d E xt e nsi o n M ai nt e n a n c e T r e at m e nt P e ri o ds of St u d y J 1 P- M C -K F A H

T his s c h e d ul e a p pli es t o st u d y p arti ci p a nts w h o ar e n o n r es p o n d e rs at W e e k 1 2.

F or pr o c e d ur es at a n E T V , s e e E T V i n T a bl e 4. 

F or pr o c e d ur es at a n u ns c h e d ul e d visit , s e e V 9 9 7 i n T a bl e 4.

Visits 1 7 t hr o u g h 2 8 ar e eli gi bl e t o b e c o n d u ct e d r e m ot el y (t h at is, b y t el e p h on e, I T-assist e d virt u al visit , m o bil e h e alt h c ar e, or a c o m bi n ati o n t h er e of) if writt e n a p pr o v al 

is pr o vi d e d b y t h e s p o ns or a n d a c c or di n g t o t h e pr ef er e n c es of t h e p arti ci p a nt a n d t h e st u d y sit e. H o w e v er, n o m or e t h a n 3 4 da y s c a n el a ps e wit h o ut a n o n -sit e st u d y visit 

o c c urri n g

Visit n u m b e r V 2 0 V 2 1 V 2 2 V 2 3 V 2 4 V 2 5 V 2 6 V 2 7 V 2 8 V 2 9 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n 3 4 3 6 3 8 4 0 4 2 4 4 4 6 4 8 5 0 5 2

St u d y d a y 2 3 9 2 5 3 2 6 7 2 8 1 2 9 5 3 0 9 3 2 3 3 3 7 3 5 1 3 6 5

Visit i nt er v al t ol er a n c e ( d a y s) ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3 ± 3

F asti n g visit X

P h ar m a c o ki n eti c ( P K) s a m pl es X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at 

s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is 

s c h e d ul e d. C oll e ct a d diti o n al s a m pl es at 

s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X

G e n eti cs s a m pl e
Bl o o d s a m pl e f or D N A p h ar m a c o g e n eti cs 

c a n b e o bt ai n e d a n y ti m e at or aft er V 2.

X

E n d os c o pi c P r o c e d u r e

E n d os c o p y X

C ol o n bi o ps y s a m pl e c oll e cti o n X

P erf or m e d at ti m e of e n d os c o p y. Instr u cti o n s

f or c oll e cti o n ar e pr o vi d e d i n t h e l a b m a n u al. 

Fl e xi bl e si g m oi d os c o p y is r e c o m m e n d e d, 

e x c e pt f or pr ot o c ol -s p e cifi e d r e as o ns w h e n a 

c ol o n os c o p y s h o ul d b e p erf or m e d.

St o ol S a m pl es

X X

X X
C CI

C CI

C CI
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Table 3 (continued). Schedule of activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1P-MC-KFAH

This schedule applies to study participants who are nonresponders at Week 12.

For procedures at an ETV, see ETV in Table 4. 

For procedures at an unscheduled visit, see V997 in Table 4.

Visits 17 through 28 are eligible to be conducted remotely (that is, by telephone, IT-assisted virtual visit, mobile healthcare, or a combination thereof) if written approval 

is provided by the sponsor and according to the preferences of the participant and the study site. However, no more than 34 days can elapse without an on-site study visit 

occurring

Visit number V20 V21 V22 V23 V24 V25 V26 V27 V28 V29 Comment

Weeks from randomization 34 36 38 40 42 44 46 48 50 52

Study day 239 253 267 281 295 309 323 337 351 365

Visit interval tolerance (days) ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3

Fasting visit X

Randomization and Dosing

Dosing X X X X X X X X X No dosing at V29.

Abbreviations: AESIs = adverse event of special interest; anti-HBc = antibody to hepatitis B core antigen; DNA = deoxyribonucleic acid; ETV = early 

termination visit; HBV = hepatitis B virus; IT = information technology; NRS = numeric rating scale; QIDS-SR16 = 16-Item Quick Inventory of Depressive 

Symptomatology–Self Report; SoA = schedule of activities; V = visit.
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4 2

1. 3. 4. S c h e d ul e of a cti v iti es f o r E T V , u ns c h e d ul e d visits, a n d P ost -T r e at m e nt F oll o w -U p P e ri o d

T a bl e 4. S c h e d ul e of A cti viti es f o r E a rl y T e r mi n ati o n, U ns c h e d ul e d V isits, a n d P ost-T r e at m e nt F oll o w -U p P e ri o d

V 8 0 2 is o nl y f or r a n d o mi z e d p arti ci p a nts w h o w er e p ositi v e f or a nti -H B c at s cr e e ni n g. All ot h er p arti ci p a nts will h a v e t h eir fi n al visit at V 8 0 1 or E T V .

V 9 9 7: A d diti o n al st u d y pr o c e d ur es c a n b e p erf or m e d at t h e dis cr eti o n of t h e i n v esti g at or.

Visit n u m b e r E T V V 9 9 7 V 8 0 1 V 8 0 2 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n — —

5 8 or

E T V + 8 

w e e ks 

aft er l ast 

d os e

6 6 or

E T V + 1 6

w e e ks 

aft er l ast 

d os e

T h e i nt er v als b et w e e n E T V a n d t h e p ost-tr e at m e nt f oll o w-u p 

visit(s) s h o ul d b e a d e q u at e t o e ns ur e t h at V 8 0 1 o c c ur s at l e ast 

8 w e e ks si n c e l ast d ose a n d V 8 0 2 (if a p pli c a bl e) o c c urs at l e ast 

1 6 w e e ks si n c e l ast d os e .

St u d y d a y — — — —

Visit i nt er v al t ol er a n c e ( d a y s) — — ± 7 ± 7

F asti n g visit N o f asti n g i n t his p e ri o d

C o n c o mit a nt m e di c ati o ns X  X  X  X

A d v ers e e v e nts X  X  X  X F or A E SIs, a d diti o n al d at a ar e c oll e ct e d ( S e cti o n 8. 3. 6 ).

R e vi e w m o difi e d M a y o s c or e ( M M S) X

T o b a c c o us e X

P h ysi c al E v al u ati o n

W ei g ht X X

Vit al si g ns X  X  X  X

Bl o o d pr ess ur e, b o d y t e m p er at ur e, a n d p uls e r at e. Vit al si g ns 

s h o ul d b e m e as ur e d aft er p arti ci p a nt h as b e e n sitti n g f or at l e ast 

5 mi n ut es.

V 9 9 7: Vit al si g n s c oll e cti o n is o pti o n al .

S y m pt o m -dir e ct e d p h ysi c al e x a mi n ati o n , i n cl u di n g 

ass ess m e nt f or si g ns a n d s y m pt o ms of t u b er c ul osis 

( T B), i n cl u di n g p eri p h er al l y m p h n o d es

X X  X S e e S e cti o n 8. 2. 2 .

X X  X

1 2 -l e a d el e ctr o c ar di o gr a m ( E C G ) X L o c all y p erf or m e d. 

P ati e nt Di a r y ( El e ct r o ni c)

Di ar y  r et ur n X

P ati e nt -R e p o rt e d O ut c o m es ( El e ct r o ni c)

I nfl a m m at or y B o w el Dis e as e Q u esti o n n air e (I B D Q) X

P ati e nt Gl o b al I m pr essi o n of C h a n g e ( P GI -C) X

C CI
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T a bl e 4. S c h e d ul e of A cti viti es f o r E a rl y T e r mi n ati o n, U ns c h e d ul e d V isits, a n d P ost-T r e at m e nt F oll o w -U p P e ri o d

V 8 0 2 is o nl y f or r a n d o mi z e d p arti ci p a nts w h o w er e p ositi v e f or a nti -H B c at s cr e e ni n g. All ot h er p arti ci p a nts will h a v e t h eir fi n al visit at V 8 0 1 or E T V .

V 9 9 7: A d diti o n al st u d y pr o c e d ur es c a n b e p erf or m e d at t h e dis cr eti o n of t h e i n v esti g at or.

Visit n u m b e r E T V V 9 9 7 V 8 0 1 V 8 0 2 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n — —

5 8 or

E T V + 8 

w e e ks 

aft er l ast 

d os e

6 6 or

E T V + 1 6

w e e ks 

aft er l ast 

d os e

T h e i nt er v als b et w e e n E T V a n d t h e p ost-tr e at m e nt f oll o w-u p 

visit(s) s h o ul d b e a d e q u at e t o e ns ur e t h at V 8 0 1 o c c ur s at l e ast 

8 w e e ks si n c e l ast d ose a n d V 8 0 2 (if a p pli c a bl e) o c c urs at l e ast 

1 6 w e e ks si n c e l ast d os e .

St u d y d a y — — — —

Visit i nt er v al t ol er a n c e ( d a y s) — — ± 7 ± 7

F asti n g visit N o f asti n g i n t his p e ri o d

QI D S -S R 1 6
X

Cli ni ci a n- A d mi nist e r e d Q u esti o n n ai r es ( P a p e r )

P h y si ci a n’s Gl o b al Ass ess m e nt ( P G A) X

L a b o r at o r y T ests a n d S a m pl e C oll e cti o ns

H e m at ol o g y X X  X

Cli ni c al c h e mistr y X X  X

Li pi d p a n el X F asti n g is n ot r e q uir e d f or t h e li pi d p a n el at E T V .

Ur i n al ysis X X  X

Ur i n e pr e g n a n c y (l o c al) X X  X

P erf or m o nl y f or w o m e n of c hil d b e ari n g p ot e nti al a n d w o m e n 

wit h a hist or y of t u b al li g ati o n. At d osi n g visits w hi c h h a v e 

pr e g n a n c y t esti n g, t h e pr e g n a n c y t est r es ult m ust b e c o nfir m e d 

t o b e n e g ati v e pri or t o d osi n g . Pr e g n a n c y t esti n g m a y  b e 

p erf or m e d m or e fr e q u e nt l y t h a n d esi g n at e d o n t h e So A if l o c al 

l a ws or  r e g ul ati o ns r e q uir e m or e fr e q u e nt t esti n g.

X

H B V D N A X X O nl y f or p arti ci p a nts w h o ar e p ositi v e f or a nti ‑ H B c at s cr e e ni n g.

P h ar m a c o ki n eti c ( P K) s a m pl es X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is s c h e d ul e d. C oll e ct 

a d diti o n al s a m pl es at s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

C CI
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T a bl e 4. S c h e d ul e of A cti viti es f o r E a rl y T e r mi n ati o n, U ns c h e d ul e d V isits, a n d P ost-T r e at m e nt F oll o w -U p P e ri o d

V 8 0 2 is o nl y f or r a n d o mi z e d p arti ci p a nts w h o w er e p ositi v e f or a nti -H B c at s cr e e ni n g. All ot h er p arti ci p a nts will h a v e t h eir fi n al visit at V 8 0 1 or E T V .

V 9 9 7: A d diti o n al st u d y pr o c e d ur es c a n b e p erf or m e d at t h e dis cr eti o n of t h e i n v esti g at or.

Visit n u m b e r E T V V 9 9 7 V 8 0 1 V 8 0 2 C o m m e nt

W e e k s fr o m r a n d o mi z ati o n — —

5 8 or

E T V + 8 

w e e ks 

aft er l ast 

d os e

6 6 or

E T V + 1 6

w e e ks 

aft er l ast 

d os e

T h e i nt er v als b et w e e n E T V a n d t h e p ost-tr e at m e nt f oll o w-u p 

visit(s) s h o ul d b e a d e q u at e t o e ns ur e t h at V 8 0 1 o c c ur s at l e ast 

8 w e e ks si n c e l ast d ose a n d V 8 0 2 (if a p pli c a bl e) o c c urs at l e ast 

1 6 w e e ks si n c e l ast d os e .

St u d y d a y — — — —

Visit i nt er v al t ol er a n c e ( d a y s) — — ± 7 ± 7

F asti n g visit N o f asti n g i n t his p e ri o d

X X

C oll e ct s a m pl es b ef or e d osi n g, if d osi n g is s c h e d ul e d. C oll e ct 

a d diti o n al s a m pl es at s p e cifi e d ti m es r el ati v e t o o ns et of 

h y p ers e nsiti vit y e v e nts.

Fl o w c yt o m etr y p a n el X

G e n eti cs s a m pl e
Bl o o d s a m pl e f or D N A p h ar m a c o g e n eti cs c a n b e o bt ai n e d a n y 

ti m e at or aft er V 2.

X

E n d os c o pi c P r o c e d u r e

E n d os c o p y X

R e c o m m e n d e d at E T V b as e d o n j u d g m e nt of t h e i n v esti g at or 

a n d aft er dis c ussi o n wit h t h e s p o ns or’s m e di c al m o nit or. If n ot 

p erf or m e d at E T V, t his will n ot b e c o nsi d er e d a pr ot o c ol 

d e vi ati o n.

C ol o n bi o ps y s a m pl e c oll e cti o n X

R e c o m m e n d e d at E T V b as e d o n j u d g m e nt of t h e i n v esti g at or 

a n d aft er dis c ussi o n wit h t h e s p o ns or’s m e di c al m o nit or. 

In s tr u cti on s f or c oll e cti o n ar e pr o vi d e d i n t h e l a b m a n u al. 

Fl e xi bl e si g m oi d os c o p y is r e c o m m e n d e d, e x c e pt f or 

pr ot o c ol -s p e cifi e d r e as o ns w h e n a c ol o n os c o p y s h o ul d b e 

p erf or m e d. If n ot p erf or m e d at E T V, t his will n ot b e c o nsi d er e d 

a pr ot o c ol d e vi ati o n.

St o ol S a m pl es

X

X

C CI

C CI

C CI
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Table 4. Schedule of Activities for Early Termination, Unscheduled Visits, and Post-Treatment Follow-Up Period

V802 is only for randomized participants who were positive for anti-HBc at screening. All other participants will have their final visit at V801 or ETV.

V997: Additional study procedures can be performed at the discretion of the investigator.

Visit number ETV V997 V801 V802 Comment

Weeks from randomization — —

58 or

ETV + 8 

weeks 

after last 

dose

66 or

ETV + 16

weeks 

after last 

dose

The intervals between ETV and the post-treatment follow-up 

visit(s) should be adequate to ensure that V801 occurs at least 

8 weeks since last dose and V802 (if applicable) occurs at least 

16 weeks since last dose.

Study day — — — —

Visit interval tolerance (days) — — ±7 ±7

Fasting visit No fasting in this period

Randomization and Dosing

Dosing No dosing at ETV, V997, or post-treatment follow-up visits.

Abbreviations: AESIs = adverse event of special interest; anti-HBc = antibody to hepatitis B core antigen; DNA = deoxyribonucleic acid; ETV = early 

termination visit; HBV = hepatitis B virus; QIDS-SR16 = 16-Item Quick Inventory of Depressive Symptomatology–Self Report; SoA = schedule of activities; 

V = visit.


