PFDN

VOIDING

Form 01 Eligibility

SECTION A: GENERAL STUDY INFORMATION FOR OFFICE USE ONLY:

IDNEW (ID number unrelated to original study ID number) :

Cohort (1-4)

The PFD Investigator verifies that the following inclusion/exclusion criteria were met during a clinical evaluation prior to completion of an

Informed Consent for this study.

SECTION B: INCLUSION CRITERIA

All answers MUST be YES

ELGBO1. Subject has Stage II, Il or IV pelvic floor prolapse 1L ves 2L1No
ELGB02. Subject can complete a telephone interview in English 1L Yes 2L1No
ELGBO03. Subject is willing to participate in urodynamics testing
as a planned part of clinical care 1L ves 2L1No
ELGBO04. The subject answered PFDI Question 4 - “Do you usually
have a sensation of bulging or protrusion from the vaginal area?” 1L ves 2L1No
ELGBO05. The subject answered PFDI Question 5 - “Do you usually
have a bulge or something falling out that you can see or
feel in the vaginal area?” [ Yes 2L1No
ELGBO06. Is the answer YES to either B5 or B6 or both? L Yes L1 No
The patient offered the following responses to the 6 MESA questions:
DURING THE PAST MONTH: 1Never  2.Rarely  s.Sometimes  4Often
ELGBO7. Did coughing hard cause you to lose urine? ] L] L] L]
ELGBO08. Did sneezing cause you to lose urine? ] L] L] L]
ELGBO09. Did lifting cause you to lose urine? ] L] L] L]
ELGB10. Did bending cause you to lose urine? ] L] L] L]
ELGB11. Did laughing cause you to lose urine? ] L] L] L]
ELGB12. Did walking briskly/jogging cause you to lose ] ] ] ]
urine?
ELGB13. Was the answer “Sometimes” or “Often” to any of the items in B7-B12? 1L ves 2L1No
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SECTION A: GENERAL STUDY INFORMATION FOR OFFICE USE ONLY:

Dnew__

SECTION C: EXCLUSION CRITERIA All answers MUST be NO
ELGCO1. Subject currently pregnant or within 6 months postpartum 1L Yes 2L1No
ELGCO02. Subject has neurological disease which might affect voiding function 1L ves 2L1No
ELGCO3. Age > 75 1L ves 2L1No

SECTION D: ELIGIBILITY/TREATMENT PLAN (for prolapse/urinary symptoms)

ELGDOL1. Eligibility status:

L Eligible 2] Eligible but does not wish to participate in study=> STOP s Ineligible => STOP

ELGDO02. Date the subject signed informed consent: deleted

ELGDO3. Is abdominal sacrocolopexy planned for this subject (following UDS testing)? 1L ves 2L1No

Note: Cohort is the cohort to which the subject was assigned. See the summary for an explanation.
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