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1.3. Schedule of Activities (SoA)

The Schedule of Activities described below should be followed for all participants enrolled in Study GZGI. However, for those 
participants whose participation in this study is affected by exceptional circumstances, such as pandemics or natural disasters, please 
refer to Section 10.11 (Appendix 11) for additional guidance.

Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X
Administrative

Informed consent X
Inclusion and exclusion 
criteria review 

X X

Demographics X
Preexisting conditions 
and medical history

X X

Concomitant 
medications

X X X X X X X X X X X X X X X X X X X X

Substance use (alcohol, 
caffeine, tobacco use)

X

Adverse events (AEs) X X X X X X X X X X X X X X X X X X X X
Physical Evaluation

Height X
Weight X X X X X X X X X X X X X X X X X X X
Waist circumference X X X X X X X X X X X X
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Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X

Vital signs (2 sitting BP
and PR measurements)

X X X X X X X X X X X X X X X X X X X X

Vital signs include pulse rate, blood pressure, and temperature. Vital sign measurements should be collected after participant has been sitting for at 
least 5 minutes and before obtaining an ECG tracing and before collection of blood samples for laboratory testing (see Section 10.7).

Physical examination X
Symptom-directed 
physical examination

X X X X X X X X X X X X X X X X X X
As indicated based on participant status and standard of care. May be performed by qualified personnel per local regulations.

12-Lead ECG X X X X X X X X X
Single central ECGs will be performed at screening and early termination. Central ECGs should be collected in triplicate at all other visits. ECG should be 
collected prior to collection of blood samples, including PK samples. ECG measurements should be obtained per the instructions in Section 8.2.3.

ABPM training
X X

Initiate ABPM device X X
Return ABPM device X X

Participants should return the ABPM device at the conclusion of the 24- to 27-hour monitoring period.

Record ABPM 
measurements

X X
At the time participant visit data are uploaded by the site, the ABPM Data Validity Report will be generated and should be reviewed to ensure ≥70% of 
readings are valid. If <70% of readings are valid, the 24-hour monitoring session should be repeated within the visit window.

Participant Education 

Explain diet and physical 
activity plan

X X X X X
May be performed more frequently based on usual site practices and participant needs.
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Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X
Discuss diet and 
physical activity
progress

X X X X X

May be performed based on participant needs.

Participant Administration Log

Dispense study drug 
administration log, 
instruct in use

X X X X X X X X X X X X X

The date and time of all dose administrations will be recorded in the log by the participant the day prior to a study visit, but may be recorded more 
frequently depending on site usual practice.

Study drug 
administration log 
return and review

X X X X X X X X X X X X X X X

Patient-Reported Outcomes

SF-36v2 acute form X X X X X

IWQOL-Lite CT X X X X X

PGIS for Physical Activity X X X X X

Participant Survey
X X

The Participant Survey should be administered at early termination if it occurs before 26 weeks.

Clinician-Administered Assessments (Paper)

Patient Health 
Questionnaire-9 (PHQ-9)

X X X X X X X
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Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X
C-SSRS 
screening/baseline

X

C-SSRS since last visit X X X X X X X X X X X X X X X X X X
Laboratory Tests and Sample Collections

Hematology X X X X X X
Hemoglobin A1c 
(HbA1c)

X X X X X X

Clinical chemistry X X X X X X X X
Lipid panel X X X X X X X
Urinalysis X X X X X

Serum pregnancy X
Follicle-stimulating 
hormone (FSH) X

Collect serum estradiol, FSH, and LH in women whose menopausal status needs to be determined. For participants known to be either premenopausal 
or postmenopausal, these tests do not need to be collected.

Luteinizing hormone
(LH)

X

Estradiol X
Glucagon X X
C-peptide X X
Calcitonin X X X X X X
Pancreatic amylase X X X X X X
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Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X
Lipase X X X X X X
HIV screening tests X
Hepatitis C Virus (HCV) 
screening tests

X

Hepatitis B Virus (HBV) 
screening tests

X

Pro-C3 X X X
High sensitivity CRP X X
Apo B and Apo C3 X X
Leptin X X
Cytokeratin 18 X X
eGFR (CKD-EPI) X X X X
Urinary 
albumin/creatinine ratio 
(UACR)

X X X X

Pharmacokinetic (PK) 
sample

Predose X X X X X
Postdose X X X X X
PK predose sample should be collected predose (~up to 1 hour predose).
PK postdose sample time windows: 3-6 hours postdose (Week 4); 6-12 hours postdose (Week 8), 1-3 hours postdose (Week 16), 3-6 hours postdose 
(Week 26).
Participants may need to return to clinical site for additional PK-specific visits to provide postdose PK samples.
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Study Period I
Screening/Lead-in

Study Period II
Treatment Period
For early terminations that occur before the last visit in treatment period, see the activities listed 
for ET in this table. Shaded columns represent the dose escalation period Weeks 0-16.

Study 
Period 

III 
Safety 

Follow-
Up

Screening Lead
-In

Visit Number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 ET 801

Week Relative to 
Randomization -2 -1 0 1 2 4 6 8 10 12 13 16 20 24 26 28 32 36 -

2 Wks 
Post End 
of TXP

Allowable Interval 
Tolerance (days)

- ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 ±3 - ±3

Fasting Visit X X X X X X X X X X X X X X X X X X X
Stored Samples

Exploratory biomarker 
samples 

X X X X X

Randomization and Dosing 

IWRS X X X X X X X X X X X X X X X X X X X X
Randomization X
Dispense study 
intervention capsules 

X X X X X X X X X X X X X

One bottle of capsules is to be dispensed at Visit 3 and at Visit 4. Two bottles of capsules are to be 
dispensed at Visits 5-9 (during the rest of the dose escalation period). The site pharmacy should 
clearly label which bottle to take first. At Visits 10-17, 4 bottles of capsules should be dispensed. 

Participant returns 
unused study drug

X X X X X X X X X X X X X

Assess drug compliance X X X X X X X X X X X X X X

Abbreviations: ABPM = ambulatory blood pressure monitoring; AEs = adverse events; BP = blood pressure; C-SSRS = Columbia Suicide Severity Rating 

Scale; CKD-EPI = chronic kidney disease epidemiology; ECG = electrocardiogram; eGFR = estimated glomerular filtration rate; ET = early termination; 

FSH = follicle-stimulating hormone; HbA1c = hemoglobin A1c; HBC = hepatitis B virus; HCV = hepatitis C virus; IWQOL-Lite- CT = Impact of Weight on 

Quality of Life-Lite Clinical Trials Version; IWRS = interactive web-response systems; PGIS for Physical Activity = Patient Global Impression of Status for 

Physical Activity; PHQ-9 = Patient Health Questionnaire-9; PK = pharmacokinetic; SF-36v2 acute form = Short Form 36 Version 2 health survey; PR = pulse 

rate; TXP = treatment; UACR = urinary albumin creatinine ratio; Wks = weeks


