CONFIDENTIAL Protocol JIP-MC-KFAH(b)

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 J1IP-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 Vi V2 | V3 | V4 | V5 | V6 | VT | V8 | V9 Comment
Weeks from randomization -5 — 1 2 4 6 8 10 12
Study day — 1 8 15 | 29 | 43 | 57 | 71 85
<35
Visit interval tolerance (days) before | — | #3 | £3 | £3 | 43 | £3 | £3 | 43
V2
Fasting visit X X
Informed consent X

The purpose of UC remission question should be
Site staff explains, participant reports explained before the participant answers the
remission/normal stool frequency question. Errors in the response cannot be corrected
after the participant saves and confirms the response.

Inclusion and exclusion criteria, review

X X

and confirm

Demographics X

P'reex1st1ng conditions and medical X Includes relevant surgical history.

history

Prespecified medical history X Indication and history of interest.

i . . te of

Prior treatments for indication X Ir}cludes. all UC-specific therapies since date o
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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Protocol J1P-MC-KFAH(b)

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.

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study JIP-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

Visit number Vi 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

<35
Visit interval tolerance (days) before | — | £3 | £3 | £3 | £3 | #£3 | =3 | £3
V2

Fasting visit X X

Physical Evaluation

Height X Participant should remove shoes.

Weight X X
Blood pressure, body temperature, and pulse rate.

Vital signs X X X X X X X X X | Vital signs should be measured after participant has
been sitting at least 5 minutes.
The complete physical exam excludes pelvic, rectal,
and breast exams, unless clinically indicated, and

Physical examination X includes assessment for signs and symptoms of
tuberculosis (TB), including peripheral lymph nodes.
See Section 8.2.2.

Symptom-directed physical examination,

including assessment f01.‘ signs agd | x % | See Section 8.2.2.

symptoms of tuberculosis (TB), including

eripheral lymph nodes
X X X X
12-lead electrocardiogram (ECG) X Locally performed.
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Protocol J1IP-MC-KFAH(b)

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.

Questionnaire (IBDQ)

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
<35
Visit interval tolerance (days) before | — | #3 | £3 | £3 | 43 | £3 | £3 | 43
V2
Fasting visit X X
Interpreted and reported by radiologist or
pulmonologist. Not done at screening if done within
. — 3 months before screening and if qualifying
Chest x-ray (posterior-anterior view) X . . . .
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
Check compliance for
Stool Frequency
Rectal Bleeding
Nocturnal Stools
Diary compliance check X X X X X X X X 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 X X
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CONFIDENTIAL Protocol JIP-MC-KFAH(b)

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study J1IP-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

<35
Visit interval tolerance (days) before | — | #3 | £3 | £3 | 43 | £3 | £3 | 43
V2

Fasting visit X X

Patient Global Impression of Change X

(PGI-C)

QIDS-SR16 X X

Clinician-Administered Questionnaires

(Paper)

Physician’s Global Assessment (PGA) X X

C-SSRS Screening/Baseline X Adapteq for the assessment of ideation and behavior
categories only.

Self-Harm Supplement Form X

Self-Harm Follow-Up Form X Required i.f trigge.red 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
Fasting samples are preferred, but if participant is

Lipid panel X X | 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.

19



CONFIDENTIAL

Protocol J1P-MC-KFAH(b)

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.

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study JIP-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

Visit number Vi 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

<35
Visit interval tolerance (days) before | — | £3 | £3 | £3 | £3 | #£3 | =3 | £3
V2

Fasting visit X X
Perform only for women of childbearing potential
and women with a history of tubal ligation. At dosing
visits which have pregnancy testing, the pregnancy

Urine pregnancy (local) X X X X | test result must be confirmed to be negative prior to
dosing. Pregnancy testing may be performed more
frequently than designated on the SoA. if local laws
or regulations require more frequent testing.
Optional, perform only for women not of

Follicle-stimulating hormone (FSH) X childbearing potential to confirm postmenopausal
status.
Patients who had a tuberculin skin test (TST) will
return from 48 to 72 hours after placement to have

Tuberculosis (TB) test X the test result read. Samples may be sent to central or
local laboratory based on the type of test. A local
laboratory must be qualified by local regulations.

Human immunodeficiency virus (HIV) x

screening tests

Hepatitis C virus (HCV) screening tests X HCV .R.NA “.rﬂ] be measured to confirm positive
hepatitis C virus antibody.

Hepatitis B virus (HBV) screening tests X Includes testing for HBsAg and anti-HBc.
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Protocol J1P-MC-KFAH(b)

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.

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study JIP-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

Visit number Vi 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
<35
Visit interval tolerance (days) before | — | £3 | £3 | £3 | £3 | #£3 | =3 | £3
V2
Fasting visit X
HBV DNA x X Only for participants who are positive for anti-HBc
at screening.
Collect samples before dosing, if dosing is
Pharmacokinetic (PK) samples X X X X X X | scheduled. Collect additional samples at specified
times relative to onset of hypersensitivity events.
Collect samples before dosing, if dosing is
_ X X X X X | scheduled. Collect additional samples at specified
times relative to onset of hypersensitivity events.
Flow cytometry panel X X X
. Blood sample for DNA pharmacogenetics can be
Genetics sample . ) i
obtained any time at or after V2.
o X x X
Endoscopic Procedure
Screening endoscopy must occur <14 days prior to
randomization. At screening, perform only for
Endoscopy X X participants who are eligiblﬁ fI()Jr the studyyby all other
study entry criteria.
Performed at time of endoscopy. Instructions for
collection are provided in the lab manual. Flexible
Colon biopsy sample collection X X | sigmoidoscopy is recommended, except for

protocol-specified reasons when a colonoscopy
should be performed.
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Protocol J1P-MC-KFAH(b)

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.

Table 1. Schedule of Activities for the Screening and Induction Treatment Periods of Study JIP-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

Visit number Vi 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
<35
Visit interval tolerance (days) before | — | £3 | £3 | £3 | £3 | #£3 | =3 | £3
V2
Fasting visit X X
Stool Samples
Additional local stool testing (for example, for ova
Stool culture X and parasites) is allowed at the investigator’s
discretion.
C. difficile testing x Additional C. dgj?cffe.testmg islallowl-'ed throughout
the study at the investigator’s discretion.
X X X X
Randomization and Dosing
Randomization X
Dosing X X X X X X X | No dosing at V3.

Abbreviations: AESIs = adverse event of special inferest; anti-HBc¢ = antibody to hepatitis B core antigen; C-SSRS = Columbia—Suicide Severity Rating Scale;
DNA = deoxyribonucleic acid; ETV = early termination visit; NRS = numeric rating scale; HBsAg = hepatitis B surface antigen; QIDS-SR16 = 16-Item
Quick Inventory of Depressive Symptomatology—Self Report; RNA = ribonucleic acid; SoA = schedule of activities; UC= ulcerative colitis; V = visit.
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1.3.2. Schedule of Activities for the Maintenance Treatment Period

Table 2. Schedule of Activities for the Maintenance Treatment Period of Study JIP-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 [ VI5 | 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

Concomitant medications X X X X X X X X X

For AESIs, additional data are collected

Adverse events X X X X X X X X X (Section 8.3.6).

Tobacco use

X
Physical Evaluation
Weight X
Blood pressure, body temperature, and
Vital signs x X x x X x x X x X pulse rate. Vital 51g:ns should be
measured after participant has been
sitting for at least 5 minutes.
Symptom-directed physical examination,
including assessment for signs and
symptoms of tuberculosis (TB), including X See Section 8.2.2.

peripheral lymph nodes

_ X

12-lead electrocardiogram (ECG) x Locally performed

Patient Diary (Electronic)
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Table 2. Schedule of Activities for the Maintenance Treatment Period of Study J1IP-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 | VI3 | V14 | VIS | 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

Check compliance for

Stool Frequency
Rectal Bleeding
Nocturnal Stools

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

Questionnaire (IBDQ)

Patient Global Impression of Change X

(PGI-C)

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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Protocol J1P-MC-KFAH(b)

on-site study visit occurring.

Table 2. Schedule of Activities for the Maintenance Treatment Period of Study JIP-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

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
Fasting samples are preferred, but if

.. articipant is nonfasting at time of

Lipid panel X Eollectlijon. this is not a irotocol
deviation.

Urinalysis X X X
Perform only for women of
childbearing potential and women with
a history of tubal ligation. At dosing
visits which have pregnancy testing, the

Urine pregnancy (local) X x x X x | Ppresuancy Fest 1'e.sult must.be confirmed
to be negative prior to dosing.
Pregnancy testing may be performed
more frequently than designated on the
SoA., if local laws or regulations require
more frequent testing.

ccl :

HBV DNA x Only f9r participants ‘?‘I\"hO are positive
for anti-HBc at screening.
Collect samples before dosing, if

Pharmacokinetic (PK) samples x dosing is scheduled. Collect additional

samples at specified times relative to
onset of hypersensitivity events.
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CONFIDENTIAL Protocol J1P-MC-KFAH(b)

Table 2. Schedule of Activities for the Maintenance Treatment Period of Study JIP-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

Collect samples before dosing, if
dosing is scheduled. Collect additional
samples at specified times relative to
onset of hypersensitivity events.

e

Flow cytometry panel X

Blood sample for DNA
Genetics sample pharmacogenetics can be obtained any
time at or after V2.

e

Not applicable for responders during

Endoscopic Procedure the time period of V10 through V19

Stool Samples

X
X
Randomization and Dosing
Dosing X X X X X X X X X X
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Studv JIP-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
Concomiftant medications X X X X X X X X X X
Adverse events x 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
Tob '
obacco use X
Physical Evaluation
Weight X
Blood pressure, body temperature, and pulse
Vital signs x x x x X X X X x X rate. Vital signs should be measured after

participant has been sitting for at least 5
minutes.

Symptom-directed physical examination,
including assessment for signs and

symptoms of tuberculosis (TB). X X | See Section 8.2.2.
including peripheral lymph nodes

12-lead electrocardiogram (ECG)

X | Locally performed.
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study J1IP-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)
Check compliance for

Stool Frequency
Rectal Bleeding
Nocturnal Stools

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

Questionnaire (IBDQ)

Patient Global Impression of Change X

(PGI-C)

QIDS-SR16 X

Clinician-Administered

Questionnaires (Paper)

Physician’s Global Assessment (PGA) X
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study JIP-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
Laboratory Tests and Sample
Collections
Hematology X X X X X
Clinical chemistry X X X X X
Fasting samples are preferred, but if
Lipid panel X | participant is nonfasting at time of collection,
this is not a protocol deviation.
Urinalysis X
Perform only for women of childbearing
potential and women with a history of tubal
ligation. At dosing visits which have
pregnancy testing, the pregnancy test result
Urine pregnancy (local) X X X X X | must be confirmed to be negative prior to
dosing. Pregnancy testing may be performed
more frequently than designated on the SoA.
if local laws or regulations require more
frequent testing.
Lo X
HBV DNA x X Only for participants who are positive for

anti-HBc at screening.
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study JIP-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

Collect samples before dosing, if dosing is
scheduled. Collect additional samples at
specified times relative to onset of
hypersensitivity events.

Pharmacokinetic (PK) samples X X

Collect samples before dosing, if dosing is
scheduled. Collect additional samples at
col x x | sheduled Collct
specified times relative to onset of

hypersensitivity events.

Flow cytometry panel X

Blood sample for DNA pharmacogenetics can

Genetics sample . .
P be obtained any time at or after V2.

ccr | X X

Endoscopic Procedure

Endoscopy X

Performed at time of endoscopy. Instructions
for collection are provided in the lab manual.
Colon biopsy sample collection X | Flexible sigmoidoscopy is recommended,
except for protocol-specified reasons when a
colonoscopy should be performed.

Stool Samples

X X
X X
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Table 2 (continued). Schedule of activities for the Maintenance Treatment Period of Study JIP-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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1.3.3. Schedule of Activities for the Extension Induction and Extension Maintenance Periods

Protocol J1P-MC-KFAH(b)

Table 3. Schedule of Activities for the Extension Induction and Extension Maintenance Treatment Periods of Study JIP-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

Concomifant medications X X X X X X

Adverse events x x x x x x For A._ESIS additional data are collected
(Section 8.3.6).

Review modified Mayo score (MMS) X

Tobacco use X

Physical Evaluation

Weight X X
Blood pressure, body temperature, and

Vital signs x x X x X X x X x x pulse rate. Vital 51g:ns should be
measured after participant has been
sitting for at least 5 minutes.

Symptom-directed physical examination,

including assessment f01.‘ signs agd | x x See Section 8.2.2.

symptoms of tuberculosis (TB), including

eripheral lymph nodes
X X X X
12-lead electrocardiogram (ECG) X X Locally performed.

Patient Diary (Electronic)
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Table 3. Schedule of Activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1IP-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 | VI3 | V14 | VIS | 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
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 compliance check X X X X X X X X X X

Patient-Reported Outcomes
(Electronic)

Inflammatory Bowel Disease
Questionnaire (IBDQ)

Patient Global Impression of Change
(PGI-C)

QIDS-SR16 X

Clinician-Administered Questionnaires
(Paper)

Physician’s Global Assessment (PGA) X
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completed prior to dosing

on-site study visit occurring.

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

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

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

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

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
Fasting samples are preferred, but if

Lipid panel x palTicil?ant is Inqnfasting at time of
collection, this is not a protocol
deviation.

Urinalysis X X X X X X
Perform only for women of
childbearing potential and women with
a history of tubal ligation. At dosing
visits which have pregnancy testing, the

. regnancy test result must be confirmed

Urine pregnancy (local) X X X X X ?0 bge negzﬁve prior to dosing.
Pregnancy testing may be performed
more frequently than designated on the
SoA if local laws or regulations require
more frequent testing.
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Table 3. Schedule of Activities for the Extension Induction and Extension Maintenance Treatment Periods of Study JIP-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

HBV DNA x Only f9r participants \JI\-'ho are positive
for anti-HBc at screening.
Collect samples before dosing, if

. dosing is scheduled. Collect additional
Pharmacokinetic (PK) samples X OsIg 1 schedied. F-otect additiond

samples at specified times relative to
onset of hypersensitivity events.

Collect samples before dosing, if
_ x dosing is scheduled. Collect additional

samples at specified times relative to
onset of hypersensitivity events.

Flow cytometry panel X

Blood sample for DNA
Genetics sample pharmacogenetics can be obtained any

time at or after V2.
ccr | X X

Endoscopic Procedure

Endoscopy X
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Table 3. Schedule of Activities for the Extension Induction and Extension Maintenance Treatment Periods of Study JIP-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
Performed at time of endoscopy.
Instructions for collection are provided
Colon biopsy sample collection X m the ?ab manua.l. Flexible
sigmoidoscopy is recommended, except
for protocol-specified reasons when a
colonoscopy should be performed.
Stool Samples
X X
| X X
Randomization and Dosing
Dosing X X X X X X X X X X
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Table 3 (continued). Schedule of activities for the Extension Induction and Extension Maintenance Treatment Periods of Studv JIP-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
Concomifant medications X X X X X X X X X X
Adverse events x | x| x| x| x| x| x| x| x| x (FS";‘:E fg’_‘;%?gfmonal data are collected
Review modified Mayo score (MMS) X
Tobacco use X
Physical Evaluation
Weight X X
Blood pressure, body temperature, and pulse
Vital signs x X x x X x x X x X 1‘ate.. \./1tal signs shoulFl l.)e measured after
participant has been sitting for at least 5
minutes.
Symptom-directed physical examination,
including assessment for signs and
symptoms of tuberculosis (TB), including X X See Section 8.2.2.
peripheral lymph nodes
X X
12-lead electrocardiogram (ECG) x X | Locally performed.
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Table 3 (continued). Schedule of activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1IP-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)

Check compliance for
Stool Frequency
Rectal Bleeding
Nocturnal Stools
Diary compliance check X X X X X X X X X X 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 X
Questionnaire (IBDQ)

Patient Global Impression of Change X
(PGI-C)

QIDS-SR16 X
Clinician-Administered Questionnaires
(Paper)

Physician’s Global Assessment (PGA)
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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

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

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

Laboratory Tests and Sample

Collections

Hematology X X X X X X

Clinical chemistry X X X X X X
Fasting samples are preferred, but if

Lipid panel X | participant is nonfasting at time of collection,
this is not a protocol deviation.

Urinalysis X
Perform only for women of childbearing
potential and women with a history of tubal
ligation. At dosing visits which have
pregnancy testing, the pregnancy test result

Urine pregnancy (local) X X X X X | must be confirmed to be negative prior to
dosing. Pregnancy testing may be performed
more frequently than designated on the SoA
if local laws or regulations require more
frequent testing.

B :
HBV DNA x X Only for participants who are positive for

anti-HBc at screening.
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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

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

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
Collect samples before dosing, if dosing is
Pharmacokinetic (PK) samples x X sche(.iuled..Collect a.dditional samples at
specified times relative to onset of
hypersensitivity events.
Collect samples before dosing, if dosing is
scheduled. Collect additional samples at
specified times relative to onset of
hypersensitivity events.
Flow cytometry panel X
Genetics sample Blood samp]e for DN.A phannacogenvetics
] can be obtained any time at or after V2.
el X
Endoscopic Procedure
Endoscopy X
Performed at time of endoscopy. Instructions
for collection are provided in the lab manual.
Colon biopsy sample collection X | Flexible sigmoidoscopy is recommended,
except for protocol-specified reasons when a
colonoscopy should be performed.
Stool Samples
X X
X X

40




CONFIDENTIAL Protocol JIP-MC-KFAH(b)

Table 3 (continued). Schedule of activities for the Extension Induction and Extension Maintenance Treatment Periods of Study J1IP-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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1.3.4. Schedule of activities for ETV, unscheduled visits, and Post-Treatment Follow-Up Period

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
E,:;ioi g E"I?\? ?rl 16 The intervals between ETV and the post-treatment follow-up
. visit(s) should be adequate to ensure that V801 occurs at least
Weeks from randomization — — weeks weeks ) . ;
after last | after last 8 weeks su}ce last dose and V802 (if applicable) occurs at least
dose dose 16 weeks since last dose.

Study day — — — —
Visit interval tolerance (days) — — +7 +7
Fasting visit No fasting in this period
Concomifant medications X X X X
Adverse events X X X X For AESIs, additional data are collected (Section 8.3.6).
Review modified Mayo score (MMS) X
Tobacco use X
Physical Evaluation
Weight X X

Blood pressure, body temperature, and pulse rate. Vital signs
Vital signs X x x x sh01}ld be measured after participant has been sitting for at least

5 minutes.

'V997: Vital signs collection is optional.
Symptom-directed physical examination, including
assessment for signs and symptoms of tuberculosis X X X See Section 8.2.2.
(TB), including peripheral lymph nodes

X X X

12-lead electrocardiogram (ECG) X Locally performed.
Patient Diary (Electronic)
Diary return X
Patient-Reported Outcomes (Electronic)
Inflammatory Bowel Disease Questionnaire (IBDQ) X
Patient Global Impression of Change (PGI-C) X
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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
E,:;ioi g E"I?\? ?rl 16 The intervals between ETV and the post-treatment follow-up
. visit(s) should be adequate to ensure that V801 occurs at least
Weeks from randomization — — weeks weeks ) . ;
after last | after last 8 weeks su}ce last dose and V802 (if applicable) occurs at least
16 weeks since last dose.
dose dose
Study day — — — —
Visit interval tolerance (days) — — +7 +7
Fasting visit No fasting in this period
QIDS-SR16 X
Clinician-Administered Questionnaires (Paper)
Physician’s Global Assessment (PGA) X
Laboratory Tests and Sample Collections
Hematology X X X
Clinical chemistry X X X
Lipid panel X Fasting is not required for the lipid panel at ETV.
Urinalysis X X X
Perform only for women of childbearing potential and women
with a history of tubal ligation. At dosing visits which have
. regnancy testing, the pregnancy test result must be confirmed
Urine pregnancy (local) X X X fo bgé neg:tive pﬁor to Elosilg. Pfeg:nancy testing may be
performed more frequently than designated on the SoA if local
] laws or regulations require more frequent testing.
EE | <
HBV DNA X X Only for participants who are positive for anti-HBc at screening.
Collect samples before dosing, if dosing is scheduled. Collect
Pharmacokinetic (PK) samples X X additional samples at specified times relative to onset of

hypersensitivity events.
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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
E,:;ioi g E"I?\? ?rl 16 The intervals between ETV and the post-treatment follow-up
. visif(s) should be adequate to ensure that V801 occurs at least
Weeks from randomization — — weeks weeks ) . ;
after last | after last 8 weeks su}ce last dose and V802 (if applicable) occurs at least
16 weeks since last dose.
dose dose
Study day — — — —
Visit interval tolerance (days) — — +7 +7
Fasting visit No fasting in this period
Collect samples before dosing, if dosing is scheduled. Collect
_ X X additional samples at specified times relative to onset of
hypersensitivity events.
Flow cytometry panel X
. Blood sample for DNA pharmacogenetics can be obtained any
Genetics sample : .
time at or after V2.
e X
Endoscopic Procedure
Recommended at ETV based on judgment of the investigator
Endoscopy X and after discussion with the sponsor’s medical monitor. If not
performed at ETV, this will not be considered a protocol
deviation.
Recommended at ETV based on judgment of the investigator
and after discussion with the sponsor’s medical monitor.
Instructions for collection are provided in the lab manual.
Colon biopsy sample collection X Flexible sigmoidoscopy is recommended, except for
protocol-specified reasons when a colonoscopy should be
performed. If not performed at ETV, this will not be considered
a protocol deviation.
Stool Samples
Lo .
X
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Table 4. Schedule of Activities for Early Termination, Unscheduled Visits, and Post-Treatment Follow-Up Period

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

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.

Visit number ETV | V997 V801 V802 Comment
58 or 66 or The intervals between ETV and the post-treatment follow-up
ETV+8 | ETV+16 | . .
. visit(s) should be adequate to ensure that V801 occurs at least
Weeks from randomization — — weeks weeks . . .
8 weeks since last dose and V802 (if applicable) occurs at least
after last | after last .
16 weeks since last dose.
dose 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.
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