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Pelvic organ prolapse (POP) occurs when the tissue and muscles of the pelvic floor no longer support the pelvic organs resulting in the drop (prolapse) of the pelvic organs from their normal position. The pelvic organs include the vagina, cervix, uterus, bladder, urethra, and rectum. The bladder is the most commonly involved organ in pelvic organ prolapse.





Symptoms





Many women have some degree of POP, although not all women have symptoms. Symptoms may include abdominal, back, or pelvic discomfort or pain; bulge of tissue or organs that protrudes to or past the vaginal opening; leakage of urine (urinary incontinence); constipation, flatulence, difficulty holding bowel movements & sexual difficulty (dyspareunia).





Risk Factors





Pregnancy and childbirth, genetic predisposition, connective tissue disorders (such as Ehlers-Danlos or Marfan’s syndromes), denervation or weakness of the pelvic floor, aging and menopause, chronically raised intra-abdominal pressure due to frequent constipation, increased body mass index and/or chronic cough, previous pelvic floor surgery. 





Occurrence





As many as 50% of child-bearing women demonstrate POP on examination and it is estimated that 11% of women have a lifetime risk of surgery for POP and almost 1/3 of women require reoperation. Successful treatment of POP continues to be one of the most challenging surgical procedures in gynecology. This is mainly because of the high recurrence rates. 





Rectum Prolapse (Rectocele)





Uterus Prolapse (Procidentia)





Bladder Prolapse (Cystocele)





Normal Female Pelvis





Pelvic Organ Prolapse





Conditions Requiring Trans Vaginal Mesh
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Stress urinary incontinence (SUI) is a condition in which unwanted urine leaks from the bladder. The neck of the bladder falls below the pelvic floor, which is a sling of muscles that holds the uterus, bladder, bowel and other organs in place. 





Symptoms


Urine leakage while:


Laughing


Coughing


Sneezing, 


Heavy lifting


Exercising


And other strenuous activity





Risk Factors





The root of the problem is a loss of pelvic floor support due to childbirth, obesity, age or congenital weakness.





Occurrence





According to recent reports by the US National Institutes of Health, approximately 13 million adult women experience currently suffer from stress urinary incontinence in the US. In 2010, approximately 160,000 SUI and 75,000 POP procedures were performed using mesh.











Stress Urinary Incontinence





Medical Condition





Non-Surgical Treatment Options





Kegel Exercises: A type of exercise to strengthen the pelvic floor by contracting and relaxing the muscles that surround the opening of the urethra, vagina, and rectum.





Pessary: A removable device that is inserted into the vagina to support the pelvic organ(s) that have prolapsed.


Mesh Free Surgical Alternatives





(Traditional) Anterior/Posterior Colporrhaphy +/- Kelly plication 


Paravaginal repairs: 


Abdominal retropubic approach


Paravaginal vaginal approach


Trans abdominal repair by wedge colpectomy





Surgical Mesh:�General surgeons first introduced synthetic biomaterials for the repair of abdominal wall hernias, wanting to use a material stronger than the patient’s own tissue. The use of synthetic and biocompatible materials has been introduced in trans vaginal reconstructive surgery of the pelvic floor in the past few years. The mesh acts as a scaffold for incorporation, essentially replacing defective connective tissue and supporting affected organs.


Approval Process:�The FDA cleared the first surgical mesh product for use for SUI in 1996 and for POP in 2002. Surgical meshes are regulated as Class II devices and reviewed under the 510(k) Premarket Notification Program. This 510(k) process merely requires demonstrating that the device is substantially equivalent to other devices approved on the market. Review of these devices has primarily focused on data supporting the adequacy of mechanical performance and material safety as opposed to human studies on safety and efficacy. 


 The success of abdominal sacrocolpopexy with mesh for the management of vaginal vault prolapse is well demonstrated. This is NOT equivalent to trans vaginal mesh insertion. Sacrocolpopexy is an intra-abdominal procedure performed in a sterile operating field, compared with vaginal surgery, which involves a contaminated field.


Outline of the Procedure:�Surgical repair with mesh involves removing some of the stretched tissue, if required, and tightening the underlying tissue (colporrhapy). Mesh is then used to support the repair. A number of different synthetic and biological mesh materials are available, which vary in structure and in their physical properties.





The procedure is usually done under general anesthesia. Anterior colporrhaphy involves dissection of the vaginal mucosa through a midline incision in the anterior vaginal wall to expose the bladder and pubocervical fascia. The fascia is then plicated, some excess tissue may be excised and the incision is closed. Posterior colporrhaphy involves a vaginal incision and plication of the levator ani. 





The technique for implanting the meshes varies. Mesh placement is usually performed using an open technique, although trocar introducers can also be used without direct visualization. The mesh may be positioned and sutured over the fascial defect as an ‘inlay’, or the whole vagina may be surrounded by mesh (‘total mesh’ technique).





For Pelvic Organ Prolapse & Stress Urinary Incontinence





Trans Vaginal Mesh Repair
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(Not a comprehensive list)





Products





American Medical Systems Inc:


Elevate Prolapse Repair System


Monarc Sling System


MiniArc Sling System


Apogee Vault Suspension System


Perigee System


Sparc Sling System


Bard:


Avaulta Solo Synthetic


Avaulta Plus Biosynthetic


Avaulta Biosynthetic 


Pelvicol Tissue


Pelvisoft Biomesh


Pelvitex Polpropylene Mesh


Faslata Allograft


Pelvilace 


Ugytex Dual Knit Mesh


Uretex


Boston Scientific:


Advantage Sling System


Pinnacle Pelvic Floor Repair Kit


Uphold Vaginal Support System


Obtryx Curved


Obtryx Mesh Sling


Prefyx Mid U Mesh Sling System


Prefyx PPS System 


Arise 


Johnson & Johnson/Ethicon:


Ethicon TVT


Gynecare Gynemesh


Gynecare Prolene Soft Mesh


Gynecare Prolift Pelvic Floor Repair System


Gynecare TVT Trans Vaginal Sling


Gynemesh PS


Prolene Polypropylene Mesh Patch


Secur











Aims of Surgery: 


Relief of Symptoms


Correction of Prolapse


Maintenance or improvement of bladder and sexual function


Prevention of new bladder or sexual problems or iatrogenic pelvic support defects


Long-term anatomical and functional success, with no need for future pelvic reconstructive surgery





Mesh Considerations:





Patient Selection: 


Previous failures


Primary repair in severe defects


Older sexually inactive patients


Patients at high risk for failure


Relative contraindications


Previous radiation


Immunosuppression


Severe urogenital atrophy


Active infection


Systemic steroid use


Poorly controlled diabetes





Composition: monofilaments are considered safer than multifilaments which will harbor bacteria that are too large to reach. (Polypropylene monofilaments are the most common manufactured meshes and include Prolene [Ethicon], Marlex [Bard], and Gynemesh [Ethicon].)


Fiber type: Non-absorbable meshes are believed to increase durability and strength of repair by providing long-lasting network for ingrowth of connective tissue. 


Porosity


Density


Flexural Rigidity


Inflammatory Response


Degree of Contraction


Softness





FDA Patient Health Notifications & Literature Review





Issues in the Use of Trans Vaginal Mesh
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The FDA determined that 1) serious adverse events are NOT rare contrary to 2008 public health notification, and 2) transvaginally placed mesh in POP does NOT conclusively improve clinical outcomes over traditional non-mesh repair.


From 2005 to 2010, Maude, the FDA Public Health Notification System, received more than 4000 reports of adverse events/ complications associated with surgical mesh devices used to repair POP and SUI. Between 2008 and 2010, there were seven reported deaths associated with POP repairs.  Follow-up investigation on the death reports revealed that three of the deaths associated with POP repair were related to the mesh placement procedure (two bowel perforations, one hemorrhage).  


FDA Reported Adverse Effects:


Mesh erosion (exposure, extrusion, or protrusion)


Pain


Infection


Bleeding


Dyspareunia (pain during sex)


Urinary problems


Organ (bowel bladder, blood vessel) perforation


Recurrent prolapse


Vaginal scarring/shrinkage caused by mesh contraction


Emotional distress


Decreased quality of life








FDA Literature Review


Patients who undergo POP repair with mesh are subject to mesh-related complications that are not experienced by patients who undergo traditional surgery with mesh


Adverse events associated with trans vaginally placed mesh can be life-altering for some women. Aftereffects (e.g., pain) may continue despite mesh removal. 


Mesh-associated complications are not rare. The most common mesh-related complication experienced by patients undergoing trans vaginal repair with mesh is vaginal mesh erosion. 


More than half of the women who experienced erosion from non-absorbable synthetic mesh required surgical excision in the operating room. Some women required two to three additional surgeries. 


Mesh contraction, causing vaginal shortening, tightening, and/or vaginal pain in association with trans vaginal POP repair with mesh, is increasingly reported in the literature. 


New onset SUI has been reported to occur more frequently following mesh augmented anterior repair compared to traditional anterior repair without mesh. 


Trans vaginal surgery with mesh to correct vaginal apical prolapse is associated with a higher rate of complication requiring reoperation and reoperation for any reason compared to traditional vaginal surgery or sacral colpopexy.


Abdominal POP surgery using mesh (sacral colpopexy) appears to result in lower rates of mesh complications compared to trans vaginal POP surgery with mesh.
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Mesh–related:�Mesh Erosion/Exposure: The erosion or migration of the mesh when it is in direct contact with pelvic organs. Most erosions are complex, some of them in multiple sites, leading to sequelae such as pain, vaginal discharge, dyspareunia, fistulas and sinus tract formations. In clinical studies, mesh erosion rates have afflicted up to 30% of patients undergoing surgery for POP or SUI using trans vaginal mesh. 


�Shrinkage/Retraction/Contraction: Contraction of the mesh fibers during the scarring process leads to the shrinkage of the mesh. This leads to vaginal scarring and shrinkage and fibrosis of surrounding tissue. Reported in up to 50% of women. Can lead to vaginal atrophy (inflammation of the vagina).


Infection: Vaginal infections due to mesh were reported in up to 18.4% of woman and can lead to complications such as:� - Urinary tract infections (UTIs) reported in 7-13% of women� - Perianal abscess: A collection of pus that has accumulated in the perianal cavity due to an infectious process that can be caused by a foreign material. It presents itself as a lump of tissue near the anus that grows larger and more painful with time. � - Sinus tract formations: scarring, tunnels connecting the abscesses or infections under the skin. 


Fistulas: Abnormal connections/passageways between two epithelium-lined organs or vessels that normally do not connect. In the case of trans vaginal mesh, the most common are rectovaginal (connecting the rectum and the vagina) and vesicovaginal (connecting the bladder and the vagina). 


Granuloma: A mass of immune cells that forms when the immune system attempts to wall off substances it perceives as foreign but is unable to eliminate.


Pelvic Cellulitis: An inflammation of connective tissue in the pelvic region with severe inflammation of dermal and subcutaneous layers of skin. 


Pelvic Hematoma: A localized collection of blood outside the blood vessels with the tissue (can be an intra-operative complication). Rates of up to 6%.


Also common: Pelvic pressure/discomfort/pain


(not a comprehensive list)


Lower Urinary Tract Symptoms:


Stress Urinary Incontinence de novo: is defined as new onset SUI not present at baseline (pre- surgery). Use of transvaginal mesh nearly doubles the risk of de novo stress urinary incontinence in comparison to traditional colporrhaphy (12.3% v 6.3%). Some studies report rates as high as 24.3% of patients who underwent TVM surgery.


Voiding Dysfunction: Persistent rectal pain/defecatory dysfunction attributed to tight posterior straps. Reports range as high as 7% - 19.2% of women.


Urinary Retention: The inability to initiate urination experienced by up to 46.2% of women.


Defecatory Symptoms: �Fecal Incontinence: A loss of regular control of the bowels. Involuntary excretion and leaking are common occurrences for those affected. 


Constipation/Dyschezia: Bowel movements that are infrequent and/or hard to pass. 


Sexual Function:


Dyspareunia: Painful sexual intercourse. As a de novo (new onset) complication, rates range as high as 36.3%; however, when the total rise in prevalence post-surgery is considered, the range can be as high as 69% of TVM patients.





Intra-operative complications occur in 3-6.6% of Trans Vaginal Mesh Surgeries. These include:





Hemorrhages:�Severe blood loss requiring blood transfusion. 





Vaginal Wound:


A perforation of the vagina.





Rectal Wounds: 


Accidental surgical incisions in the rectal area. 





Bladder Wounds:


Inadvertent surgical incisions of the urinary bladder. These can include a cystotomy, ureter injury, bowel enterotomy and are 7 times more common with Trans Vaginal Mesh repair than colporrhaphy (3.5% v 0.5%)








Intra & Post- Operative Complications
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Nance Cacciatore is one of the nation’s premier plaintiff side trial firms. Our lawyers have represented thousands of individuals in personal injury, medical malpractice and products liability cases. 





When litigating against some of the largest companies in the world it is critical to not only have experience, but also to have the necessary financial resources. All of the work Nance Cacciatore performs on behalf of its clients is done on a contingency basis. The firm fronts all of the litigation costs and is only paid if the clients recover money. If the opposing party doubts the plaintiff’s willingness or ability to spend the money necessary to fully prepare and litigate a case then getting full compensation is virtually impossible. Because of its track record of success the companies that Nance Cacciatore sues understand that the firm can and will do whatever is necessary to achieve the best result for our clients.





In addition to financial resources, Nance Cacciatore places substantial personal attention on every case. 




















How much will it cost me for you to investigate my claim? There is never an out-of-pocket cost to you for any of our services, including the preliminary investigation of your potential claim. If you later decide to retain us as your attorneys we will work for you on a contingency fee basis. This means we are paid only if we win a judgment or negotiate a settlement on your behalf.


How much will it cost me for you to represent me? We work on a contingency fee basis, which means we are paid only if we receive a monetary award or settlement. Our fees and expenses will then be subtracted from this final amount. 


What is a contingency fee? A law firm that works on a contingency fee basis does not charge by the hour. Instead, a percentage of the money awarded to you will go to this office and the rest will go to you. Most attorneys in personal injury cases operate on a contingency fee basis. This means that we take all the financial risks involved in the lawsuit. If we do not recover a settlement for you, you will not be responsible for any fees or expenses. 


I don’t live in Florida. Can you still help me? For complex issues – such as trans vaginal mesh complications - it is best to seek a law firm with the appropriate expertise, no matter where that law firm is located. Though you may live in a particular state, the question about where to actually file a lawsuit can only be answered on a case-by-case basis after examining all the facts. We will always file in the jurisdiction we deem most favorable to your claim. �If your case is not filed in Florida, we will affiliate with local attorneys in the state that your case is filed. Physical distance will never hinder our representation. All of our clients receive personalized attention and quick responses to their questions, regardless of where they live in the United States. 


How large of a settlement can I expect? The value of your potential claim depends on many factors, such as the complications you experienced, the extent of the complications, and the financial resources of the responsible parties. 


In other words, it really is not possible to answer this question without knowing a lot about your potential claim, and you should be suspicious of any lawyer that guarantees you a specific amount or range on your first meeting. 


Can you also assist me with administrative claims? We will pursue claims for you from surgical mesh manufacturers.





Common Questions About Legal Representation
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The information on these pages is for the education of Trans Vaginal Mesh patients regarding potential medical and legal options. Patients are advised to consult with a medical doctor. Consumers should not rely on advertisements when selecting a lawyer and no particular result is guaranteed. 
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