
The mesh mess,  
enmeshed in controversy

Beginning in the late 1990s, the US Food and Drug 
Administration cleared more than 150 devices using  
surgical mesh for urogynecologic indications. As of  
April 2019, there are no longer any FDA-approved surgical 
mesh products for transvaginal repair of pelvic organ 
prolapse. What happened?
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CASE Complications with mesh placement 
for SUI
A 47-year-old woman (G4 P3013) presents  

5 months posthysterectomy with evidence of 

urinary tract infection (UTI). Escherichia coli is 

isolated, and she responds to antibiotic therapy. 

Her surgical history includes a mini-sling 

procedure using a needleless device and mesh 

placement in order to correct progressive wors-

ening of loss of urine when coughing and sneez-

ing. She also reported slight pelvic pain, dys-

uria, and urgency upon urination at that time. 

After subsequent development of pelvic organ  

prolapse (POP), she underwent the vaginal  

hysterectomy. 

Following her UTI treatment, a host of prob-

lems occur for the patient, including pelvic pain 

and dyspareunia. Her male partner reports “feeling 

something during sex,” especially at the anterior 

vaginal wall. A plain radiograph of the abdomen 

identifies a 2 cm x 2 cm stone over the vaginal 

mesh. In consultation with female pelvic medicine 

and reconstructive surgery subspecialists, litho-

tripsy is performed, with the stone fragmented. 

The patient remains symptomatic, however. 

The mesh is noted to be eroding through 

the vaginal wall. An attempt is made to excise 

the mesh, initially via transuretheral resection, 

then through a laparoscopic approach. Due to 

the mesh being embedded in the tissue, how-

ever, an open approach is undertaken. Extensive 

excision of the mesh and stone fragments is per-

formed. Postoperatively, the patient reports “dry 

vagina,” with no other genitourinary complaints. 

The patient sues. She sues the mesh manu-

facturer. She also seeks to sue the gynecolo-

gist who placed the sling and vaginal mesh (as 

she says she was not informed of “all the risks” 

of vaginal mesh placement. She is part of a 

class action lawsuit, along with thousands of  

other women.
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Mesh erosion 
problems occur 
in up to 25% of 
transvaginal mesh 
POP implants 

WHAT’S THE VERDICT?
The device manufacturer settled out of court 
with the class action suit. (The gynecologist 
was never formally a defendant because the 
patient/plaintiff was advised to “drop the 
physician from the suit.”) The attorneys rep-
resenting the class action received 40% of the 
award plus presented costs for the represen-
tation. The class as a whole received a little 
more than 50% of the negotiated award. The 
patient in this case received $60,000. 

Medical background
Stress urinary incontinence (SUI) is a prev-
alent condition; it affects 35% of women.1 
Overall, 80% of women aged 80 or younger 
will undergo some form of surgery for POP 
during their lifetime.2 The pathophysiology 
of SUI includes urethral hypermobility and 
intrinsic sphincter deficiency.3

Surgical correction for urinary 
incontinence: A timeline 
Use of the gracilis muscle flap to surgically 
correct urinary incontinence was introduced 
in 1907. This technique has been replaced 
by today’s more common Burch procedure, 

which was first described in 1961. Surgical 
mesh use dates back to the 1950s, when it was 
primarily used for abdominal hernia repair. 
Tension-free tape was introduced in 1995.4-6

In the late 1990s the US Food and Drug 
Administration (FDA) permitted use of 
the first transvaginal meshes, which were 
designed to treat SUI—the midurethral 
sling. These mesh slings were so successful 
that similar meshes were developed to treat 
POP.7 Almost immediately there were prob-
lems with the new POP devices, and 3 years 
later Boston Scientific recalled its device.8 
Nonetheless, the FDA cleared more than 150 
devices using surgical mesh for urogyneco-
logic indications (FIGURE).9

Mesh complications
Managing complications from intravesical 
mesh is a clinically challenging problem. 
Bladder perforation, stone formation, and 
penetration through the vagina can occur. 
Bladder-related complications can manifest 
as recurrent UTIs and obstructive urinary 
symptoms, especially in association with 
stone formation. From the gynecologic per-
spective, the more common complications 
with mesh utilization are pelvic pain, groin 
pain, dyspareunia, contracture and scar-
ring of mesh, and narrowing of the vaginal 
canal.10 Mesh erosion problems will occur 
in an estimated 10% to 25% of transvaginal 
mesh POP implants.11

In 2008, a comparison of transvaginal 
mesh to native tissue repair (suture-based) 
or other (biologic) grafts was published.12 The 
bottom line: there is insufficient evidence to 
suggest that transvaginal mesh significantly 
improves outcomes for both posterior and 
apical defects.

Legal background
Mesh used for surgical purposes is a medical 
device, which legally is a product—a special 
product to be sure, but a product nonethe-
less. Products are subject to product liability 
rules. Mesh is also subject to an FDA regula-
tory system. We will briefly discuss products 
liability and the regulation of devices, both of 

FIGURE  Transvaginal mesh placement
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Device 
manufacturers, 
physicians who 
prescribe devices, 
and hospitals that 
stock and care for 
devices all may be 
subject to liability 
caused by medical 
devices

which have played important roles in mesh-
related injuries.

Products liability
As a general matter, defective products sub-
ject their manufacturer and seller to liability. 
There are several legal theories regarding 
product liability: negligence (in which the 
defect was caused through carelessness), 
breach of warranty or guarantee (in addition 
to express warranties, there are a number 
of implied warranties for products, includ-
ing that it is fit for its intended purpose), 
and strict liability (there was a defect in the 
product, but it may not have been because 
of negligence). The product may be defective 
in the way it was designed, manufactured, 
or packaged, or it may be defective because 
adequate instructions and warning were not 
given to consumers. 

Of course, not every product involved 
in an injury is defective—most automobile 
accidents, for example, are not the result of 
any defect in the automobile. In medicine, 
almost no product (device or pharmaceuti-
cal) is entirely safe. In some ways they are 
unavoidably unsafe and bound to cause 
some injuries. But when injuries are caused 
by a defect in the product (design or manu-
facturing defect or failure to warn), then 
there may be products liability. Most prod-
ucts liability cases arise under state law.

FDA’s device regulations
Both drugs and medical devices are subject 
to FDA review and ordinarily require some 
form of FDA clearance before they may be 
marketed. In the case of devices, the FDA 
has 3 classes, with an increase in risk to the 
user from Class I to III. Various levels of FDA 
review are required before marketing of the 
device is permitted, again with the intensity 
of review increasing from I to III as follows: 
• Class I devices pose the least risk, have the 

least regulation, and are subject to general 
controls (ie, manufacturing and marketing 
practices). 

• Class II devices pose slightly higher risks 
and are subject to special controls in addi-
tion to the criteria for Class I. 

• Class III devices pose the most risk to 
patients and require premarket approval 
(scientific review and studies are required 
to ensure efficacy and safety).13

There are a number of limits on manu-
facturer liability for defective devices. For 
Class III devices, the thorough FDA review of 
the safety of a device may limit the ability of 
an injured patient to sue based on the state 
product liability laws.14 For the most part, 
this “preemption” of state law has not played 
a major role in mesh litigation because they 
were initially classified as Class II devices 
which did not require or include a detailed 
FDA review.15 

The duty to warn of the dangers and 
risk of medical devices means that manu-
facturers (or sellers) of devices are obligated 
to inform health care providers and other 
medical personnel of the risks. Unlike other 
manufacturers, device manufacturers do not 
have to directly warn consumers—because 
physicians deal directly with patients and 
prescribe the devices. Therefore, the health 
care providers, rather than the manufactur-
ers, are obligated to inform the patient.16 This 
is known as the learned intermediary rule. 
Manufacturers may still be liable for failure 
to warn if they do not convey to health care 
providers proper warnings.

Manufacturers and sellers are not the 
only entities that may be subject to liabil-
ity caused by medical devices. Hospitals or 
other entities that stock and care for devices 
are responsible for maintaining the safety 
and functionality of devices in their care.

Health care providers also may be 
responsible for injuries from medical 
devices. Generally, that liability is based on 
negligence. Negligence may relate to select-
ing an improper device, installing or using 
it incorrectly, or failing to give the patient 
adequate information (or informed consent) 
about the device and alternatives to it.17

A look at the mesh mess
There are a lot of distressing problems and 
professional disappointments in dissecting 
the “mesh mess,” including a failure of the 
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After mesh 
problems were 
identified by the 
FDA, the risks 
of the product 
should have been 
clearly identified 
for patients, with 
alternatives outlined

FDA to regulate effectively, the extended sale 
and promotion of intrinsic sphincter defi-
ciency mesh products, the improper use of 
mesh by physicians even after the risks were 
known, and, in some instances, the taking 
advantage of injured patients by attorneys 
and businesses.18 A lot of finger pointing also 
has occurred.19 We will recount some of the 
lowlights of this unfortunate tale.

The FDA, in the 1990s, classified the first 
POP and SUI mesh as Class II after deciding 
these products were “substantially equiva-
lent” to older surgical meshes. This, of course, 
proved not to be the case.20 The FDA started 
receiving thousands of reports of adverse 
events and, in 2008, warned physicians to be 
vigilant for adverse events from the mesh. The 
FDA’s notification recommendations regard-
ing mesh included the following13:
• Obtain specialized training for each mesh 

implantation technique, and be cognizant 
of risks.

• Be vigilant for potential adverse events 
from mesh, including erosion and  
infection.

• Be observant for complications associated 
with tools of transvaginal placement (ie, 
bowel, bladder, and vessel perforation).

• Inform patients that implantation of mesh 
is permanent and complications may 
require additional surgery for correction.

• Be aware that complications may affect 
quality of life—eg, pain with intercourse, 
scarring, and vaginal wall narrowing (POP 
repair).

• Provide patients with written copy of 
patient labeling from the surgical mesh 
manufacturer.

In 2011, the FDA issued a formal warn-
ing to providers that transvaginal mesh 
posed meaningful risks beyond nonmesh 
surgery. The FDA’s bulletin draws attention 
to how the mesh is placed more so than 
the material per se.19,21 Mesh was a Class II 
device for sacrocolpopexy or midurethral 
sling and, similarly, the transvaginal kit was 
also a Class II device. Overall, use of mesh 
midurethral slings has been well received 
as treatment for SUI. The FDA also accepted 
it for POP, however, but with increasingly 

strong warnings. The FDA’s 2011 communi-
cation stated, “This update is to inform you 
that serious complications associated with 
surgical mesh for transvaginal repair of POP 
are not rare….Furthermore, it is not clear that 
transvaginal POP repair with mesh is more 
effective than traditional non-mesh repair 
in all patients with POP and it may expose 
patients to greater risk.”7,13

In 2014 the FDA proposed reclassify-
ing mesh to a Class III device, which would 
require that manufacturers obtain approval, 
based on safety and effectiveness, before 
selling mesh. Not until 2016 did the FDA 
actually reclassify the mess as Class III. Of 
course, during this time, mesh manufactur-
ers were well aware of the substantial prob-
lems the products were causing.13

After serious problems with mesh 
became well known, and especially after 
FDA warnings, the use of mesh other than as 
indicated by the FDA was increasingly risky 
from a legal (as well as a health) standpoint. 
As long as mesh was still on the market, of 
course, it was available for use. But use of 
mesh for POP procedures without good indi-
cations in a way that was contrary to the FDA 
warnings might well be negligent. 

Changes to informed consent 
The FDA warnings also should have changed 
the informed consent for the use of mesh.22 
Informed consent commonly consists of the 
following:
1. informing the patient of the proposed  

procedure
2. describing risks (and benefits) of the pro-

posed process
3. explaining reasonable alternatives
4. noting the risks of taking no action.

Information that is material to a deci-
sion should be disclosed. If mesh were going 
to be used, after the problems of mesh were 
known and identified by the FDA (other 
than midurethral slings as treatment of SUI), 
the risks should have been clearly identi-
fied for patients, with alternatives outlined. 
The American College of Obstetricians 
and Gynecologists Committee on Ethics 
has 8 fundamental concepts with regard to 
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informed consent that are worth keeping  
in mind23:
1. Obtaining informed consent for medi-

cal treatment and research is an ethical 
requirement.

2. The process expresses respect for the 
patient as a person.

3. It protects patients against unwanted treat-
ment and allows patients’ active involve-
ment in medical planning and care.

4. Communication is of paramount impor-
tance.

5. Informed consent is a process and not a 
signature on a form.

6. A commitment to informed consent and to 
provision of medical benefit to the patient 
are linked to provision of care.

7. If obtaining informed consent is impos-
sible, a designated surrogate should be 
identified representing the patient’s best 
interests.

8. Knowledge on the part of the provider 
regarding state and federal requirements is 
necessary.

Lawsuits line up
The widespread use of a product with a sig-
nificant percentage of injuries and eventu-
ally with warnings about injuries from use 
sounds like the formula for a lot of lawsuits. 
This certainly has happened. A large num-
ber of suits—both class actions and indi-
vidual actions—were filed as a result of mesh 
injuries.24 These suits were overwhelmingly 
against the manufacturer, although some 
included physicians.7 Device makers are 
more attractive defendants for several rea-
sons. First, they have very deep pockets. In 
addition, jurors are generally much less sym-
pathetic to large companies than to doctors. 
Large class actions meant that there were 
many different patients among the plain-
tiffs, and medical malpractice claims in most 
states have a number of trial difficulties not 
present in other product liability cases. Com-
mon defendants have included Johnson & 
Johnson, Boston Scientific, and Medtronic.

Some of the cases resulted in very large 
damage awards against manufacturers 

Take-away lessons

• Maintain surgical skills and be open to new technology. 
Medical practice requires constant updating and use 
of new and improved technology as it comes along. By 
definition, new technology often requires new skills and 
understanding. A significant portion of surgeons using 
mesh indicated that they had not read the instructions 
for use, or had done so only once.1 CME programs that 
include surgical education remain of particular value.

• Whether new technology or old, it is essential to keep 
up to date on all FDA bulletins pertinent to devices and 
pharmaceuticals that you use and prescribe. For ex-
ample, in 2016 and 2018 the FDA warned that the use 
of a very old class of drugs (fluoroquinolones) should 
be limited. It advised “that the serious side effects as-
sociated with fluoroquinolones generally outweigh the 
benefits for patients with acute sinusitis, acute bron-
chitis, and uncomplicated urinary tract infections who 
have other treatment options. For patients with these 
conditions, fluoroquinolones should be reserved for 
those who do not have alternative treatment options.”2 
Continued, unnecessary prescriptions for fluoroquino-
lones would put a physician at some legal risk whether 
or not the physician had paid any attention to the 
warning.

• Informed consent is a very important legal and medical 
process. Take it seriously, and make sure the patient has 
the information necessary to make informed decisions 
about treatment. Document the process and the informa-
tion provided. In some cases consider directing patients 
to appropriate literature or websites of the manufacturers.

• As to the use of mesh, if not following FDA advice, it 
is important to document the reason for this and to 
document the informed consent especially carefully.

• Follow patients after mesh placement for a minimum of 
1 year and emphasize to patients they should con-
vey signs and symptoms of complications from initial 
placement.3 High-risk patients should be of particular 
concern and be monitored very closely.
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An estimated 
100,000 women 
have received 
nearly $8 billion 
to resolve claims 
against 7 device 
manufacturers

based on various kinds of product(s) liabil-
ity. Many other cases were settled or tried 
with relatively small damages. There were, 
in addition, a number of instances in which 
the manufacturers were not liable. Of the 
32 plaintiffs who have gone to trial thus far, 
24 have obtained verdicts totaling $345 mil-
lion ($14 million average). The cases that 
have settled have been for much less—per-
haps $60,000 on average. A number of cases 
remain unresolved. To date, the estimate is 
that 100,000 women have received almost 
$8 billion from 7 device manufacturers to 
resolve claims.25

Some state attorneys general have got-
ten into the process as well. Attorneys general 
from California, Kentucky, Mississippi, and 
Washington have filed lawsuits against John-
son & Johnson, claiming that they deceived 
doctors and patients about the risks of their 
pelvic mesh. The states claim that market-
ing and instructional literature should have 
contained more information about the 
risks. Some physicians in these states have 
expressed concern that these lawsuit risks 
may do more harm than good because the 
suits conflate mesh used to treat incontinence 
with the more risky mesh for POP.26

The “ugly” of class action lawsuits
We have discussed both the sad (the injuries 
to patients) and the bad (the slow regulatory 
response and continuing injuries). (The eth-
ics of the marketing by the manufacturers 
might also be raised as the bad.27) Next, let’s 
look briefly at the ugly. 

Some of the patients affected by mesh 
injuries have been victimized a second time 
by medical “lenders” and some of their attor-
neys. Press reports describe patients with 
modest awards paying 40% in attorney fees 
(on the high side for personal injury settle-
ments) plus extravagant costs—leaving mod-
est amounts of actual recovery.25 

Worse still, a process of “medical lend-
ing” has arisen in mesh cases.28 Medical 
lenders may contact mesh victims offering 
to pay up front for surgery to remove mesh, 
and then place a lien against the settle-
ment for repayment at a much higher rate. 
They might pay the surgeon $2,500 for the 
surgery, but place a lien on the settlement 
amount for $60,000.29,30 In addition, there 
are allegations that lawyers may recruit 
the doctors to overstate the injuries or do 
unnecessary removal surgery because that 
will likely up the award.31 A quick Google 
search indicates dozens of offers of cash 
now for your mesh lawsuit (transvaginal 
and hernia repair).

The patient in our hypothetical case at 
the beginning had a fairly typical experi-
ence. She was a member of a class filing and 
received a modest settlement. The attor-
neys representing the class were allowed 
by the court to charge substantial attorneys’ 
fees and costs. The patient had the good 
sense to avoid medical lenders, although 
other members of the class did use medi-
cal lenders and are now filing complaints 
about the way they were treated by these  
lenders. 
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