ValUE Data Archive Description

The Value of Urodynamic Evaluation (ValUE) data archive contains the study protocol, study forms; data
collected by the study; and other descriptive documentation.

The archive is organized into the following directories:
1. ValUE Documents
2. ValUE Forms
3. ValUE Data
4. ValUE DSIC

1. ValUE Documents

The “ValUE Documents” directory contains the following documents:
* ValUE Study Protocol - Protocol 072508.pdf
* ValUE List of Publications - List of Publications for NIDDK Repository ValUE _Alpha.pdf
* ValUE Contents of analysis datasets - analysis_contents.docx
* ValUE Contents of form datasets - Contents for All Forms.rtf

» Codebook: Document with descriptive statistics for each variable.
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* Manuals:

Procedures:
Procedure Eligibility Questions 052206
ValUE Stress Test Procedures Manual 102208

Quality Assurance:
UITN Network Quality Assurance Plan_Phase II_ 022709

2. ValUE Forms

The “ValUE_Forms” directory contains the following documents:

* Forms:

* QxQ:

F500 Eligibility Confirmation 090808 (A)

F501 Baseline Patient Interview 090808 (A)

F502 Baseline Medical History 090808 (A) rev020909

F503 Baseline Medication Audit 090808 (A)

F504 Baseline Physical Exam 090808 (A)

F505 Urodynamic Data 040609 (B)

F507 Baseline MESA and PGI-S 090808 (A)

F508 Baseline Patient Survey 102109 (B)

F509 Randomization Assignment and Confirmation 090808 (A)
F510 Operative Data 090808 (A)

F511 Discharge Data 090808 (A)

F512 Cost and Utilities Questionnaire 090808 (A)

F514 Baseline Surgeon Diagnosis and Treatment 092908 (A)

F516 Comorbidity Questionnaire 090808 (A)

F524 Post-UDS Surgeon Diagnosis and Treatment 092908 (A)
F525 Treatment Modifications Due to UDS 111308 (A)

F548 Follow-Up Patient Survey 102109 (B)

F552 Follow-Up Physician Assessment 042109 (B) rev091009
F553 Follow-Up Physical Measures-Stress Test, PVR and Weight 102708(A) rev120208
F580 Final Status 090808 (A)

F581 Treatment Prior to Early Termination 110708 (A) rev091809
F590 Protocol Violation Deviation or Unexpected Event 111808 (A)
F591 Adverse Event 090808 (A) rev081910 with Attachment
F591 Adverse Event 090808 (A) rev090909 Attachment

F592 Death 090808 (A)

Screening Log 102708 A

Adverse Event Log 080508
QxQ 090808 (A)

QxQ 090808 rev 111308 (A)
QxQ 090808 rev 111308 (A)
QxQ 090808 rev 111308 (A)
QxQ 090808 rev 111308 (A)
QxQ 111308 (A)

QxQ 090808 rev 111308 (A)



QxQ 102109 (B)
QxQ 090808 _rev 111308 (A)
QxQ 090808 _rev 111308 (A)
QxQ 090808 (A)

QxQ 090808 rev 111308 (A)
QxQ 092908 rev 111308 (A)
QxQ 090808 rev 111308 (A)
QxQ 092908 rev 111308 (A)
QxQ 111308 (A)

QxQ 041709

QxQ 102109 (B)

QxQ 102708 (A)

QxQ 102708 (A) rev 121208
QxQ 090808 (A)

QxQ 110708 (A)

QxQ 111808 (A)

QxQ 090808 (A) rev081910
QxQ 090808 (A)

3. ValUE Data
The “ValUE_ Data” directory contains the following documents:

* Data:
f £f501.sas7bdat
£502.sas7bdat
£503.sas7bdat
£504.sas7bdat
f505.sas7bdat
507 .sas7bdat
f508.sas7bdat
£509.sas7bdat
£510.sas7bdat
f511.sas7bdat
f512.sas7bdat
f514.sas7bdat
f516.sas7bdat
f524.sas7bdat
£525.sas7bdat
f533.sas7bdat
f548.sas7bdat
f552.sas7bdat
f553.sas7bdat
f580.sas7bdat analysis.sas7bdat: ValUE analysis dataset
formats.sas7bcat: formats.sas7bcat

4. YalUE DSIC

The “DSIC.pdf” file contains the data set integrity check that was performed by comparing the ValUE
data to the “A randomized trial of urodynamic testing before stress-incontinence surgery” publication.





