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Schedule of Activities (SoA)

Procedure						Screening 
(up to [X] days before Day 1)	Intervention Period [Days or Weeks, etc]	E/D	Follow-up ([X] days after last dose)	Notes		E/D = Early Discontinuation
		–1	1	2	3	4	5	6	7	8			
Informed consent			X												
Inclusion and exclusion criteria	X												[Recheck clinical status before randomization and/or first dose of investigational intervention.]
Demography	X												
Full physical examination including height and weight	X												
Medical history (includes substance use [and family history of premature CV disease])	X												Substances: [drugs, alcohol, tobacco, and caffeine]
Current medical conditions  	X												
[Highly sensitive serum OR urine] pregnancy test (WOCBP only)	X	X									X	X	[refer to Section 8.3.5 Pregnancy Testing for instruction on timepoints]
[HIV, Hepatitis B and C screening]	X												
Laboratory tests (include liver chemistries) 	X	X					X			X			
12-lead ECG	X		X		X				X	X			
Vital signs	X	X	X	X	X	X	X	X	X	X			
[Randomization] if applicable		X											
Genetic sample			X										ICF for genetic sampling should be added per sponsor process (e.g., part of ICF or separate ICF).
Study intervention			X						X				
AE review 		X	ß=============================à			
[Solicited administration-site events if applicable]			ß=============================à	X	X	[Pain, redness, or swelling]	
[Unsolicited AEs if applicable]		X	ß=============================à	X	X	See Appendix 3 for definitions	
SAE review		X	ß=============================à	X	X	
[Device deficiencies if applicable]		X	ß=============================à	X		
Concomitant medication review		X	ß=============================à	X	X	
[Study-specific assessments (eg, PK, efficacy)]						
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Objectives	Endpoints
Primary	
Primary objective 1	Primary endpoint 1.1	Primary endpoint 1.2	Primary endpoint 1.3	Primary endpoint 1.4
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Secondary	
Secondary objective 1	Secondary endpoint 1.1	Secondary endpoint 1.2	Secondary endpoint 1.3	Secondary endpoint 1.4
[Tertiary/Exploratory/Other]	
Please use wizard	
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Study Design
Enter Study Design
Overall Design
Enter Overall Design
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Justification for Dose
     
End-of-Study Definition
Click here to enter text.

Study Population
Click here to enter text.
Inclusion Criteria
Participants are eligible to be included in the study only if all of the following criteria apply:
Age
Please use wizard for Inclusion Criteria Age	
Type of Participant and Disease Characteristics
Please use wizard for Inclusion Criteria Type of Participant	
Weight
Please use wizard for Inclusion Criteria Weight	
Sex and Contraceptive/Barrier Requirements
Please use wizard for Inclusion Criteria Sex	
Informed Consent
Please use wizard for Inclusion Criteria Informed Consent	
Other Inclusion Criteria
Enter Other Inclusion Criteria


Exclusion Criteria 
Participants are excluded from the study if any of the following criteria apply:
Medical Conditions
Please use wizard for Enter Exclusion Criteria Medical Conditions
Prior/Concomitant Therapy
Please use wizard for Exclusion Criteria Prior Concomitant Therapy
Prior/Concurrent Clinical Study Experience
Please use wizard for Exclusion Criteria Prior Concurrent Clinical Study Experience
Diagnostic Assessments
Please use wizard for Exclusion Criteria Diagnostic Assessments
Other Exclusion Criteria
Please use wizard for Exclusion Criteria Other
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Click here to enter text.
Screen Failures
Click here to enter text.
Criteria for Temporarily Delaying
Click or tap here to enter text.
Study Intervention(s) and Concomitant Therapy
Click here to enter text.
Study Intervention(s) Administered
Table 1.  Study Intervention(s) Administered
Intervention Label				
Intervention Name	[Generic (or trade name if required) as per CMC, if applicable, or sponsor number]	[Generic (or trade name if required) as per CMC, if applicable, or sponsor number]	[Placebo]	[Any additional products provided as part of the study including rescue medications or challenge agent]
Intervention Description	[eg, dosage form, dosage, frequency]	[eg, dosage form, dosage, frequency]	[eg, dosage form, dosage, frequency]	[eg, dosage form, dosage, frequency]
Type 	[drug/device/biologic]	[drug/device/biologic]	[drug/device/biologic]	[drug/device/biologic]
Dose Formulation	[tablet/ampule/capsule]	[tablet/ampule/capsule]	[tablet/ampule/capsule]	[tablet/ampule/capsule]
Unit Dose Strength(s)	[dose strength of the product ie, each unit]	[dose strength of the product ie, each unit]	[dose strength of the product ie, each unit]	[dose strength of the product ie, each unit]
Dosage Level(s)	[dose amount and frequency]	[dose amount and frequency]	[dose amount and frequency]	[dose amount and frequency]
Route of Administration	[oral/IM/IV infusion/IV injection]	[oral/IM/IV infusion/IV injection]	[oral/IM/IV infusion/IV injection]	[oral/IM/IV infusion/IV injection]
Use	[experimental, placebo, active comparator, sham comparator, rescue medication, background intervention, challenge agent, diagnostic, or other]	[experimental, placebo, active comparator, sham comparator, rescue medication, background intervention, challenge agent, diagnostic, or other]	[experimental, placebo, active comparator, sham comparator, rescue medication, background intervention, challenge agent, diagnostic, or other]	[experimental, placebo, active comparator, sham comparator, rescue medication, background intervention, challenge agent, diagnostic, or other]
IMP and NIMP/AxMP.	IMP or NIMP	IMP or NIMP	IMP or NIMP	IMP or NIMP
Sourcing	[Insert/modify as appropriate: Provided centrally by the sponsor or locally by the study site, subsidiary, or designee. If device, list manufacturer]	[Insert/modify as appropriate: Provided centrally by the sponsor or locally by the study site, subsidiary, or designee. If device, list manufacturer]	[Insert/modify as appropriate: Provided centrally by the sponsor or locally by the study site, subsidiary, or designee. If device, list manufacturer]	[Insert/modify as appropriate: Provided centrally by the sponsor or locally by the study site, subsidiary, or designee. If device, list manufacturer]
Packaging and Labeling	Study intervention will be provided in [container]. Each [container] will be labeled as required per country requirement.	Study intervention will be provided in [container]. Each [container] will be labeled as required per country requirement.	Study intervention will be provided in [container]. Each [container] will be labeled as required per country requirement.	Study intervention will be provided in [container]. Each [container] will be labeled as required per country requirement.
[Current/
Former Name(s) or Alias(es)]	Current/former name(s) or alias(es)	Current/former name(s) or alias(es)	Current/former name(s) or alias(es)	Current/former name(s) or alias(es)

Table 2.  Study Arm(s)
Arm Title	Enter Arm name	Enter Arm name	Enter Arm name
Arm Type	[experimental, placebo, active comparator, sham comparator, no intervention, or other]	[experimental, placebo, active comparator, sham comparator, no intervention, or other]	[experimental, placebo, active comparator, sham comparator, no intervention, or other]
[Arm Description]	[eg, Participants will receive [X] 20 mg BID on Day 1 of each 21-day cycle. [Z] will be administered on Day 1 for 4 cycles.]	[eg, Participants will receive [X] 20 mg BID on Day 1 of each 21-day cycle. [Z] will be administered on Day 1 for 4 cycles.]	[eg, Participants will receive [X] 20 mg BID on Day 1 of each 21-day cycle. [Z] will be administered on Day 1 for 4 cycles.]
Associated Intervention Labels			
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