THE SAFETY AND QUALITY OF BOSTON SCIENTIFIC’S MESH
We know the recent 60 Minutes segment might have caused some questions, and we want you to have
all the information you need. Below are important details for women who have been implanted with
urogynecological mesh, or who may be considering it to treat pelvic floor disorders, such as stress urinary
incontinence (SUI) and pelvic organ prolapse (POP). If you have medical questions, we encourage you to
speak with your physician.

UROGYNECOLOGICAL MESH FOR POP AND SUI
Urogynecological mesh made from polypropylene is a treatment for pelvic floor disorders like POP and SUI.
˗ For POP: Many clinical studies support mesh-based repair (transvaginal and laparoscopic sacrocolpopexy) as an
˗ effective procedure for women with POP.i
˗ For SUI: Mid-urethral slings are form of gynecological mesh, and widely recognized by medical and regulatory
experts as the standard of care for women with SUI.ii The use of these slings is well-established in clinical trialsiii
and leading expert physician societies have published supporting statements on mesh. iv

“

The polypropylene midurethral sling has helped millions of women with SUI
regain control of their lives by undergoing a simple outpatient procedure that
allows them to return to daily life
The American Urogynecologic Society and the Society for
very quickly.”
Urodynamics, Female Pelvic Medicine and Urogenital Reconstruction
in a Joint Position Paper

MESH MATERIAL MADE IN THE U.S.

Our urogynecological mesh products are made with polypropylene resin.
˗ In 2011, Boston Scientific changed distributors for their resin, a common practice in medical
device manufacturing.
˗ Resin was made in the U.S. and then shipped to, stored in and distributed from China.
˗ Our rigorous testing and review demonstrated that the polypropylene resin currently used in our products
matches a formulation from the original U.S.-produced resin.
˗ Our testing determined it was in no way inferior to the resin we had previously been using.

FINDINGS FROM FDA INVESTIGATION
An additional FDA review of the resin, which concluded in 2017, determined the change in supplier
did not present any new safety or effectiveness concerns.v The review included:
˗ An investigation of both the resin used to make our product, and the finished slings.
˗ Testing of the device and on-site inspection of our facility and other quality information.
˗ A full review and evaluation of details, methods and results of Boston Scientific’s testing.
The plastics experts who were interviewed in the recent 60 Minutes segment did not have medical
experience, were involved in litigation against mesh manufacturers for monetary gain, and were
not hired to provide unbiased or objective opinions.

affirm
POLYPROPYLENE
IS LONG-STUDIED AND WELLSUPPORTED AS A MATERIAL FOR USE IN
UROGYNECOLOGICAL MESH
Polypropylene material has been used in medical procedures for more than 50
years, including in hernia repair and surgical sutures.vi Polypropylene material has
been used in millions of patients and by surgeons worldwide. vi
Our supplier issued a statement regarding the use of their resin for medical
implantation. This type of statement is standard practice for raw material suppliers
to communicate. As the purchaser, Boston Scientific was responsible for conducting
relevant testing. We conducted biocompatibility testing when the mesh products
were developed and again during the 2016 - 2017 FDA review.

PROTECTING RAW MATERIALS DURING STORAGE
AND SHIPPING
When shipping resin, it is customary to ship it in large containers to distributors, and
then package the material in smaller bags with different lot numbers.
When bagging the raw material, additional bags were used to avoid spillage, breakage
and protect the material’s integrity. This “security-bagging” was well documented and
was not intended to, nor did it, prevent customs officials from opening or further
inspecting the bags.

OUR PRIORITY IS PATIENT HEALTH
Despite how many women are impacted by pelvic floor disorders, relatively few treatment options
exist - and medical innovation has lagged for these conditions. While the nature of medical practice is
never without risk, Boston Scientific’s mesh has helped treat nearly one million women. We continue to
partner with researchers and invest in studies to provide the medical community with the most up-todate clinical evidence to support ongoing treatment decisions. Boston Scientific has been and
continues to be focused on innovating to provide women with treatment options.
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