04:40 Wednesday, September 26, 2018 1

Marfan Data Codebook
A212: Permanent Discontinuation of Study Drug
(raw data)
DATE CREATED 13SEP18
Number of Observations: 96
Number of Variables: 16
Organization of file: One Record per Patient

Al. Random identification RANDOM_ID 96(0) 144508.00-145870.00
number

B1. Age when last dose of LSTDOSE_AGE 86(10) 15.50(6.03) 15.70(12.80,18.70) 0.80-28.70
study drug taken

B2. Phase of study drug DRUGPHASE MAINTENANCE 78(81.3)
administration

SKIPPED 4(4.2)

UPTITRATION 14(14.6)

B3. Last dose of study drug LASTDOSERX 87(9) 1.57(0.87) 1.40(1.00,1.90) 0.40-4.00
prescribed

B4. Last total daily dose of =~ LSTDOSETKN 92(4) 84.71(61.30) 75.00(37.50,100.00) 3.00-250.00
study drug taken

B5. Intolerance to study drug DRUGINTOL NO 78(81.3)

SKIPPED 4(4.2)

YES 14(14.6)

B6. Increase in serum INCR_CREAT NO 92(95.8)
creatinine despite dose
adjustments

SKIPPED 4(4.2)
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B7. Increase in serum INCR_POTAS NO 92(95.8)
potassium despite dose
adjustments

SKIPPED 4(4.2)
|
B8. Increase in LFT's (ALT  INCR_LIVER NO 92(95.8)
and/or AST) despite dose

adjustments

SKIPPED 4(4.2)
|
B9. Pregnancy or planned PREGNANCY NO 88(91.7)
pregnancy
|
SKIPPED 4(4.2)
|
YES 4(4.2)
|
B10. Study drug discont. by DISCBYPHY NO 48(50.0)
study phys. or attend.
cardiologist

YES 48(50.0)

B10a. Specify reason drug DISCBYPHY_SP
discontinued by physician

B11. Other indication for OTHDISCON NO 51(53.1)
discontinuation

YES 45(46.9)
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DATE CREATED 13SEP18

Number of Observations: 96

Number of Variables: 16

Organization of file: One Record per Patient

Blla. Specify other OTHDISCON_SP
indication for discontinuation

B13. Study drug discont. b/c OPENLABEL NO 93(96.9)
subject requests open-label
drug

YES 3(3.1)

Form version VER_ID A 96(100.0)
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