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DATE CREATED: Jul24,2024
Number of Observations: 517
Number of Variables: 24
	FileName
	Variable_label
	Variable_Name
	Category
	N__Percent
	Mean__SD
	Median_Q1_Q3
	Range

	f501
	site_ID
	site_ID
	
	7(100)
	
	
	

	f501
	subj_id
	subj_id
	
	517(100)
	
	
	

	f501
	A2. Study Event
	VISIT
	Fontan 3 Eligibility/Enrollment Visit
	517(100)
	
	
	

	f501
	B1. Did the patient participate in the Fontan 1 Study?
	PARTICIP
	1:Yes
	517(100)
	
	
	

	f501
	B2. Is the patient known to be deceased?
	PARTIC_DEAD
	1:Yes
	9(1.7)
	
	
	

	f501
	B2. Is the patient known to be deceased?
	PARTIC_DEAD
	2:No
	508(98.3)
	
	
	

	f501
	B3. Did the patient receive a heart transplant
	TRANSPLANT
	1:Yes
	1(0.2)
	
	
	

	f501
	B3. Did the patient receive a heart transplant
	TRANSPLANT
	2:No
	516(99.8)
	
	
	

	f501
	B4. Has patient been converted to 2-ventricle circulation?
	CONVERTED
	1:Yes
	1(0.2)
	
	
	

	f501
	B4. Has patient been converted to 2-ventricle circulation?
	CONVERTED
	2:No
	516(99.8)
	
	
	

	f501
	B5. Is the patient eligible for the Fontan 3 Study?
	ELIGIBLE
	1:Yes
	506(97.9)
	
	
	

	f501
	B5. Is the patient eligible for the Fontan 3 Study?
	ELIGIBLE
	2:No
	11(2.1)
	
	
	

	f501
	B6. Is patient lost to follow-up?
	LOSTTOFU
	-2
	11(2.1)
	
	
	

	f501
	B6. Is patient lost to follow-up?
	LOSTTOFU
	1:Yes
	40(7.7)
	
	
	

	f501
	B6. Is patient lost to follow-up?
	LOSTTOFU
	2:No
	466(90.1)
	
	
	

	f501
	C1. Is the patient old enough and able to consent
	SUBJ_AOC
	-2
	51(9.9)
	
	
	

	f501
	C1. Is the patient old enough and able to consent
	SUBJ_AOC
	1:Yes
	376(72.7)
	
	
	

	f501
	C1. Is the patient old enough and able to consent
	SUBJ_AOC
	2:No
	90(17.4)
	
	
	

	f501
	C1a. Did the patient sign the informed consent document?
	SUBJ_CONS
	-2
	141(27.3)
	
	
	

	f501
	C1a. Did the patient sign the informed consent document?
	SUBJ_CONS
	1:Yes
	292(56.5)
	
	
	

	f501
	C1a. Did the patient sign the informed consent document?
	SUBJ_CONS
	2:No
	84(16.2)
	
	
	

	f501
	C2. Parent or legal guardian sign the informed consent
	PARENT_CONS
	-2
	427(82.6)
	
	
	

	f501
	C2. Parent or legal guardian sign the informed consent
	PARENT_CONS
	1:Yes
	81(15.7)
	
	
	

	f501
	C2. Parent or legal guardian sign the informed consent
	PARENT_CONS
	2:No
	9(1.7)
	
	
	

	f501
	C3. Did the patient sign an age-appropriate assent document?
	SUBJ_AGEAP
	-1
	8(1.5)
	
	
	

	f501
	C3. Did the patient sign an age-appropriate assent document?
	SUBJ_AGEAP
	-2
	436(84.3)
	
	
	

	f501
	C3. Did the patient sign an age-appropriate assent document?
	SUBJ_AGEAP
	1: Yes
	73(14.1)
	
	
	

	f501
	C4. Reason for NOT signing Informed Consent Form
	REASON
	-2
	424(82)
	
	
	

	f501
	C4. Reason for NOT signing Informed Consent Form
	REASON
	1:Patient/Family unwilling to participate in research study
	52(10.1)
	
	
	

	f501
	C4. Reason for NOT signing Informed Consent Form
	REASON
	2:Patient/Family did not return consent form
	21(4.1)
	
	
	

	f501
	C4. Reason for NOT signing Informed Consent Form
	REASON
	99:Other
	20(3.9)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	-2
	497(96.1)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Agreed To Participate-Didn't Return Calls To Sched
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Asked Not To Approach Per Risk Management Dept
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Cancelled Multiple Appts, Felt She Was "Too Sick"
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Could Not Travel 200 Iles For Visit
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Did Not Return Calls
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Did Not Return Phone Calls
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Distance From Center
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	In College And Working And Very Busy
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	No Show 4 Times When Scheduled. Passive Refusal
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	No Show For Study App't
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	No Show; Unable To Reschedule
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Opt-Out Card Returned - Do Not Wish To Participate
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	PATIENT COULD'NT MAKE IT TO SITE
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Patient Did Not Return Calls
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Pt Living In Residential Treatment Facility
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Pt Seen In Satellite Clinic. Unwilling To Change
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Too Complicated,Lives Far And Has A New Baby
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Unable To Find Convenient Time To Sched Res. Appt
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Unable To Locate
	1(0.2)
	
	
	

	f501
	C4a. Specify other reason
	REASON_S
	Unable To Schedule Appointment B/C Subj. Sched.
	1(0.2)
	
	
	

	f501
	C5. Reason unwilling to participate
	UNWILLING
	-2
	465(89.9)
	
	
	

	f501
	C5. Reason unwilling to participate
	UNWILLING
	1:TIME COMMITMENT
	18(3.5)
	
	
	

	f501
	C5. Reason unwilling to participate
	UNWILLING
	2:Not interested
	22(4.3)
	
	
	

	f501
	C5. Reason unwilling to participate
	UNWILLING
	99:Other
	12(2.3)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	-2
	505(97.7)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	difficulty travelling to hospital
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	doesn"t live close to Center .not willing to trave
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	no show to appt, did not respond to recontact
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	not comfortable being tested & studied
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	opt out card
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	opt out card returned with negative response.
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	PATIENT HAVING A DIFFICULT TIME..TOO MUCH STRESS
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	PATIENT RETURNED OPT-OUT CARD
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	Post card  indicate he didn't want to be in the st
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	RETURNED OPT OUT CARD
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	unknown
	1(0.2)
	
	
	

	f501
	C5a. Specify other reason
	UNWILLING_S
	working out of province
	1(0.2)
	
	
	

	f501
	C6. Parent/guardian consent to complete parent questionnaires
	QUEST_CONS
	-2
	448(86.7)
	
	
	

	f501
	C6. Parent/guardian consent to complete parent questionnaires
	QUEST_CONS
	1:Yes
	60(11.6)
	
	
	

	f501
	C6. Parent/guardian consent to complete parent questionnaires
	QUEST_CONS
	2:No
	9(1.7)
	
	
	

	f501
	A3. Age at screening
	SCRN_Age
	
	517(100)
	21.3(3.5)
	20.89(18.24,24.13)
	15.67,29.13

	f501
	A4. Age at form completion
	COMP_Age
	
	517(100)
	21.38(3.5)
	20.89(18.3,24.13)
	15.7,29.13

	f501
	C1b. Age patient signed consent form
	SUBJ_Age
	
	292(56)
	22.07(3.2)
	21.59(19.26,24.61)
	16.33,29.13

	f501
	C2a. Age parent/legal guardian signed consent form
	PARENT_Age
	
	81(16)
	17.96(2.5)
	17.3(16.64,17.85)
	15.67,28.11

	f501
	C3a. Age patient signed age-appropriate assent form
	SUBJ_AGEAP_Age
	
	73(14)
	17.73(2.3)
	17.16(16.61,17.56)
	15.67,28.11

	f501
	C6a. Age parent/legal guardian signed consent form
	QUEST_Age
	
	60(12)
	18.02(0.7)
	18.08(17.65,18.59)
	15.78,18.98



