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1. Summary description and brief justification of the study
Between September 2011 and December 2015, 208 patients with vaginal vault prolapse POPQ II-III underwent nerve-sparing colposacropexy at two centers under study conditions.
In addition to the University Women's Hospital in Tübingen, the German Pelvic Floor Center at St. Hedwig Hospital in Berlin also participated in the study.
The 208 patients were randomized into two groups. In one group, the Prolene mesh was sutured to the vaginal wall with resorbable sutures (Vicryl 0) during sacrocolpopexy, and in the other group with non-resorbable sutures (Ethibond 0).
The patients underwent a follow-up examination six months after surgery.
The study results were evaluated and published:
Christl Reisenauer, Jürgen Andress, Birgitt Schoenfisch, Markus Huebner, Sara Yvonne Brucker, 
Andrea Lippkowski, Kathrin Beilecke, Juliane Marschke, Ralf Tunn. Absorbable versus non-absorbable sutures for vaginal mesh attachment during sacrocolpopexy: a randomized controlled trial. International Urogynecology Journal https://doi.org/10.1007/s00192-021-04853-4
We would like to re-examine the patients 10 years ±6 months after the surgical procedure in order to collect long-term data.

2. Objectives of the study
The aim of the study is to evaluate the anatomical and functional results 10 years ±6 months after sacrocolpopexy.
Measures:
POP-Q system for anatomical (objective) assessment [1]
Gynecological examination for symptomatic/asymptomatic penetration of suture material into the vagina 
for functional (subjective) assessment:
Questionnaire on sexuality and well-being for functional/subjective assessment using the PISQ-12 questionnaire [2, 3]
German pelvic floor questionnaire for assessing pre- and postoperative bladder and bowel function as well as sexuality and prolapse symptoms [4]

The primary objective is anatomical success. Anatomical success can be assumed if the vaginal apex (point C/POP-Q) descends no more than 50% of the vaginal length (tvl) during straining.
The secondary endpoints represent the functional parameters: the recording of symptomatic/asymptomatic penetration of suture material into the vagina, the effects of the surgery on sexuality using the PISQ-12 questionnaire, and the assessment of bladder and bowel function, sexuality, and prolapse symptoms using the German Pelvic Floor Questionnaire.

3. Duration of study
The follow-up examination of the patients will take place 10 years ±6 months after the sacrocolpopexy was performed, between 2022, and 2026.

3. Study population (recruitment) 
Recruitment
All 208 patients who were included in the study between September 2011 and December 2015 and who underwent the planned surgery will be contacted and asked to attend a 10-year examination under study conditions at the urogynecology clinic. They will be notified of an appointment in a letter, which can be rescheduled if necessary. 

Data protection (data collection, evaluation, transfer) 
What data is collected? 
The following information is recorded:
- Medical history since colposacropexy: gynecological operations (type and date), hormone therapy (systemic, local), other surgical procedures, pelvic radiation
- Weight
- Height
- Smoking after colposacropexy (before and after surgery)
-    Diabetes mellitus (before and after surgery)
-    Bronchial asthma (before and after surgery)
-    Symptoms (discharge, bleeding, pain) 
-    Clinical findings according to the POP-Q system: positions and lengths Aa, Ba, C, Ap, Bp, tvl, gh, pb and stage (see Appendix A) 
-	Gynecological examination findings: sutures visible in the vagina, granulation tissue, mesh erosion
-    Questionnaire regarding sexuality PISQ-12
-    German pelvic floor questionnaire

Handling of data collected in the study: 
Scope of data collection, storage location, storage period 
The data collected during the follow-up examination will be sent in paper form by the study center in Berlin to Prof. C. Reisenauer. Here, the data will be entered into RedCup, which is available to the Tübingen Women's Clinic. Dr. Schönfisch uses a laptop from the Department of Obstetrics and Gynecology for the evaluation. The data will be stored for at least 15 years after the end of the study.

How and when is the data pseudonymized and cryptographed?
If the patient agrees to the follow-up examination, she retains her former study number. This is preceded by the center number 01 (Tübingen) and 02 (Berlin). The study center only shares the pseudonymized data with the study director, not the patient's name; the patient lists remain at the centers. The system at the Tübingen Women's Clinic complies with data protection regulations and regular data backups are performed. Dr. Schönfisch stores the data on the Women's Clinic's laptop, encrypted with TrueCrypt. 

Authorized users 
Only those directly involved in the study: Prof. Dr. Christl Reisenauer, study director; Dr. Jürgen Andress, investigator; and PD Dr. Birgitt Schönfisch, biomathematician.


The corresponding clinic letterhead will be used.
Date
Name of the responsible person, address, telephone number.















Information sheet and consent form
Dear patient,
You underwent surgery to correct vaginal prolapse approximately 10 years ago. 
We would like to invite you to a follow-up examination at our urogynecological clinic. 
During the follow-up examination, data on your progress since the operation will be recorded.
The study is not sponsored.
The follow-up examination will check whether non-resorbable sutures are visible in the vagina and whether these are causing any discomfort. In addition, we would like to ask you to complete questionnaires about your well-being for the purposes of the study. These questionnaires contain questions about sexual intercourse, prolapse symptoms, and bladder and bowel function. Furthermore, treatment data and examination findings (such as vaginal anatomy) will be recorded and evaluated as part of the follow-up examination. Participation in the study will not result in any advantages or disadvantages for you as a patient.
Consent to participate in the study is entirely voluntary and can be revoked at any time, even after you have already given your consent, without justification and without any disadvantages for further treatment. All data collected will be pseudonymized, i.e., identified by a multi-digit patient number assigned to you for this purpose. This means that the data collected can only be traced back to you later on the basis of a patient list. This list is kept separately from the study documents in a locked cabinet; only the study directors and investigators at your clinic (in this case, Prof. Christl Reisenauer and Dr. Jürgen Andress) can view the list and compare the data. Only pseudonymized data will be used for evaluation and publication. 
Handwritten notes on the informational discussion:


If you agree to participate in the study, please sign the information sheet in the space provided.





















Consent form

I hereby give my consent to participate in the follow-up examination as part of the study: “10-year data collection following surgical treatment of vaginal vault prolapse POP-Q II-III by colposacropexy.”
During an informational meeting, I was informed about the objectives and procedure of the follow-up examination under study conditions, and all my questions were answered to my satisfaction. I was informed that participation in the study is completely voluntary and that I can revoke my consent at any time without giving reasons and without any disadvantages.
I have received a copy of the information sheet.

Data protection consent form:
I was informed that my data collected as part of the scientific study will be treated confidentially and will only be passed on in encrypted form. *(The data collected as part of this scientific study will initially be recorded in the original documents of my medical file, in which my doctor has also entered all findings to date.) The data relevant to the scientific study will be entered in encrypted (pseudonymized, without naming) form in a separate documentation sheet.
The encrypted data can only be linked to my person using a patient list that is kept in a locked cabinet, separate from the study documents, and is only accessible to the study director, the investigator, and the medical director of the department. The data will be stored for a period of 15 years after the end of the study. I can view my data at any time by contacting the study director. 

I consent to the use of the data collected as part of the study “10-year data collection after surgical treatment of vaginal vault prolapse POP-Q II-III by colposacropexy” in the manner described above.

 ………        ………………………………………                   ………………………………
Date                    Patient                                                           Physician
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