Example:  Study Events Tracking Form


Participant I.D. #  __  __  __  __  __  __



Participant Gender/DOB: ____ / __ __ __

Admit Wt: ______kg

Total daily dose: _______mg

Date of randomization: ___________

Dose # 1: Date ______  
Time ______

# of last dose: _______

Kit #: _____________

	
	Visit 1

Day 0 (-48 to +24()
	Day 1
	Visit 2

Day 4

(+/-1)
	Day 6
	Visit 3

Day7

(+/-1)
	Visit 4

 Day 14

   (+/-2)
	Visit 5

3 Week Follow-up

(+/-5)

	Informed Consent

Date:

MR (copy)

SD Binder (original)
	X
	
	
	
	
	
	

	Inclusion/Exclusion Criteria 

(source documentation on file)


	X
	
	
	
	
	
	

	Medical History
	X
	
	
	
	
	
	

	Concomitant Medications/therapies
	X
	
	X
	
	X
	X
	X



	Physical Exam
	X
	
	
	
	X
	
	X



	Height
	X
	
	
	
	
	
	

	Weight
	X
	
	X
	
	X
	X
	X



	Vital Signs
	X
	
	X
	
	X
	X
	X



	Pulse Oximetry
	X
	
	X
	
	X
	X
	X



	Spirometry2

Baseline1,2

Time:
	X
	
	X
	
	X
	X
	X



	Sputum Culture and Susceptibility
dose # and time:
	X
	
	X
	
	X
	
	X



	Pregnancy Test
	X
	
	
	
	
	
	

	Serum creatinine/BUN
Values:
	X
	
	X
	
	X
	
	X



	Urinalysis
Results:
	X
	
	X
	
	X
	
	X



	Creatinine Clearance
Results:
	X
	X
	
	X
	X
	
	

	Trough and Peak Serum Levels
	
	X
	
	
	
	
	

	Audiogram
RC administered

Formal audiometry
	X
	
	
	
	X
	X
	X


	Symptom Log
	X
	
	X
	
	X
	X
	X



	Adverse Event Monitoring
	X
	
	X
	
	X
	X
	X
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