
Appendix A: Objectives and questions assigned to eleven committees as part of the global consensus conference on controversies in surgical management of primary uterovaginal prolapse (U-POP): Combining evidence with expert opinion

CONTROVERSIES to be addressed include:
[bookmark: _heading=h.j3rjwkmx7yq9]1.    Definition of “success” of POP repair: Migration away from anatomic/bulge outcomes to holistic assessment of global impression of improvement that accounts also for complications and pain
2.	LUTD and POP: Determine optimal pre-operative assessment and impact of primary POP repair on LUTD
3.	Stress Incontinence & uterovaginal POP: Define optimal concomitant management
4.	Pain (pelvic/dyspareunia): Pre-operative assessment and define when hysterectomy indicated for pain
5.	Contributing factors to Failure: Host/Surgeon/Product 
6.	Adjustments for environmental factors: LMIC/Limitations by Government for products/Access & training for MIS)
7.	Advancements in Tissue and Material based science
8.    Best practice for Technical aspects of Surgery (Approach: Vaginal, Laparoscopic, Robotic)
9.    Standardizing critical data points that should be collected and reported for surgical trials.
10. Identifying major unanswered clinical questions and establish an international research agenda.	
Separate Committees will address the following specific items:
I. Indications for surgery: Assessment of Patient Factors
Overarching clinical questions: 
a. What risk factors are associated with failure of surgical intervention for primary uterovaginal POP and based on this, can one identify a “high risk phenotype”
b. Which risk factors confer increased risk for future pathology of cervix and uterus that suggests need for hysterectomy for primary intervention
c. Which risk factors confer increased risk for surgical complications, and based on this, can one identify a “high risk phenotype” for transvaginal vs intra-abdominal complications.
Committee is tasked with:
1. Development of decision algorithm for PREFERRED uterovaginal prolapse strategy based on the following patient variables:
1. Sexual function status (colpocleisis better than reconstructive)
2. Risk factors for current or future cervical or uterine pathology (hysterectomy better than hysteropexy)
1. Abnormal uterine bleeding
2. Abnormal cervical cytology
3. Age
4. BMI
5. Pelvic pain?
3. Established risk factors for surgical failure (?mesh augmentation better than native tissue?)
1. BMI
2. Age at delivery and age at POP presentation (Swenson C)
3. Genital hiatus size (DeLancey)
4. Stage of POP
5. ? Phenotype of POP
4. Pre-operative risk factors for major surgical complication (extraperitoneal vs intraperitoneal treatment choice)
1. Age
2. BMI
3. ASA category?
4. Hostile abdomen
5. Defined risk factors for vascular injury for SCP 
6. Special circumstances: Anticoagulation therapy/refusal of blood products
5. Concomitant rectal prolapse
II. Concomitant MANAGEMENT of primary U-POP and LUTD: (PRE-SURGERY EVALUATION is covered by Committee III)
Overarching clinical questions:
a. What is the impact of different surgeries (see list in Committee IV) for uterovaginal prolapse ALONE on LUTD (UUI, SUI, AND URINARY RETENTION) ( NO concomitant sling)?
b. What is the impact of different surgeries for uterovaginal prolapse PLUS incontinence procedure on LUTD?
c. How should occult SUI be managed at time of U-POP repair?
d. How should symptomatic SUI be managed at time of U-POP repair?
e. Does the TYPE of incontinence procedure at time of primary U-POP repair impact outcomes

Committee is tasked with:

1. Defining and comparing the impact of different surgeries for primary uterovaginal POP on LUTD (ie is one MORE LIKELY to help/hurt UI sx than another)
2. Development of best practice guidelines for the concomitant management of occult and symptomatic SUI, UUI, and urinary retention in women undergoing different surgeries for primary uterovaginal prolapse

	
III.	Role of PREOPERATIVE diagnostic testing for primary uterovaginal POP repair

Overarching clinical questions:
a. What is the minimum necessary pre-operative diagnostic testing (laboratory testing including CBC, kidney function, UA, urine culture, pelvic ultrasound for uterine/ovary assessment; pelvic ultrasound for defining vaginal support defects; pelvic ultrasound for levator ani defects; PVR; uroflow; urodynamic testing for women with primary uterovaginal prolapse).
b. Does pre-operative urodynamics for primary uterovaginal POP CHANGE management or predict post-operative SUI, UUI, voiding dysfunction
c. Is there any pre-operative diagnostic test criteria/result (for example levator ani defect) that has been shown to change surgical intervention or improve outcomes for primary U-POP?
d. How should symptoms of obstructed defecation and/or rectal prolapse be investigated in women with primary uterovaginal prolapse?

Committee is tasked with:

1. Development of best-practice guidelines for when the following tests are indicated in a woman with primary uterovaginal prolapse and exactly what should be reported:

i. Laboratory studies 
ii. Pelvic Ultrasound including Dynamic US 
iii. Renal ultrasound 
iv. Defecography (MRI or fluoro) 
v. Complex urodynamics 
vi. Cystoscopy 

2. Development of best-practice guidelines for evaluation of symptoms of obstructed defecation and/or rectal prolapse in women with primary uterovaginal prolapse.
	

IV. 	Surgical interventions for uterovaginal prolapse: Define ideal patient phenotype for each procedure and “best practice” surgical technique/approach. Include videos for each “best practice” technique.

Overarching clinical questions
1. Does evidence exist to support specific surgical techniques within each procedure

Colpocleisis
Hysteropexy with native tissue
Hysteropexy with mesh
Manchester procedure
Hysterectomy with native tissue apical suspension
Hysterectomy with Sacrocolpopexy
Combined treatment of uterovaginal prolapse and rectal prolapse
Vnotes hysterectomy + USLS

V.	Management of complications: Surgical 

Overarching clinical questions:
1. What is the frequency of major intraoperative adverse events for each primary procedure for uterovaginal prolapse
2. Are there any identified risk factors for:
i. Visceral injury
ii. Vascular injury
iii. Nerve injury
iv. Deep pelvic infection
v. Sacral discitis
3. Develop management strategy for common surgical complications of uterovaginal prolapse repair

Committee is tasked with:
1. Defining the complication profile of each primary procedure for uterovaginal POP (see list from Committee IV)
2. Defining risk factors for major intra- and post-operative complications for U-POP repair
3. Developing best-practice guideline for management of the most common complications of uterovaginal POP repair including nerve injury, sacral discitis, mesh complications; deep pelvic infection.

	VI. Management of complications: Functional 

Overarching clinical questions:

Compare the prevalence of the following functional complications across different procedures for primary uterovaginal prolapse:
a. De novo UUI; SUI
b. Voiding dysfunction
c. Obstructed defecation (Milena Weinstein; Luiz Brito)
d. Pain ( Nucelio Lemos; Fatima Fitz; Glaucia Varella)
e. Sexual function  (Shunaha Kim-Fine; Geller)

Committee is tasked with:
Defining the functional complication profile (urinary symptoms, bowel symptoms, pain and sexual function) of different surgical interventions for primary uterovaginal POP repair

VII.	Augmenting/alternative materials for primary U-POP repair 

Overarching clinical questions:
1. Is there a preferred autologous, allograft, biologic, or synthetic material for augmentation of primary uterovaginal prolapse repair?
2. Are there any novel cell-based, laser energy or regenerative therapies that could PRECLUDE surgery?
3. What are the critical outcomes for augmented repair outcome assessment?

	     Committee is tasked with:
1. Developing a consensus statement on best clinical practice for use of augmenting materials for primary U-POP repair
2. Defining critical outcomes for clinical assessment when augmenting materials are incorporated into primary U-POP repair

VIII.	Patient reported outcomes

Overarching clinical questions:
1. What is the best method to report a patient-reported outcome (PROs) that defines primary U-POP “success”
2. Do PROs DIFFER across different surgical interventions
3. Is there a preferred method to capture PROs?

Committee is tasked with:
1. Development of practice guideline that defines preferred PROs for primary U-POP repair
2. Determine best methods to record PROs.


IX. 	Registries and outcome standardization 

Overarching clinical questions:
1. What are the essential variables to report in clinical trials for different index procedures for U-POP?
a. Subjective / Patient Reported
b. Objective / Clinician measured
2. Global Registries for U-POP reporting:
a. Do any exist?
b. What data should a U-POP global registry include?

Committee is tasked with:

1. Defining essential variables to report in clinical trials for index U-POP procedures
2. Determining options for global registries for U-POP reporting


X.	Role/influence of Industry 

Overarching clinical questions:
1. How can industry be engaged as a key partner in the design and conduct of clinical trials for U-POP?
2. How can industry be engaged as a key partner in surgical simulation and education?
Committee is tasked with:
1. Defining best practice for industry involvement in clinical trials
2. Defining best practice for industry engagement in surgical education, particularly simulation.

XI.	Major unanswered clinical questions; international research agenda; U-POP in LMIC	

Overarching clinical questions:
1. How does the surgical management of U-POP differ in LMIC?
2. What are the major unanswered clinical questions regarding the primary surgical management of U-POP?
3. How should an international research agenda be prioritized?
Committee is tasked with:
a. Defining the major unanswered clinical questions regarding the surgical management of primary uterovaginal prolapse 
b. Prioritizing an international research agenda for primary U-POP
c. Determine the preferred surgical management of primary uterovaginal prolapse in LMIC settings where resources are limited.
