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The Food and Drug Administration’s warning last month 
was unusual: Doctors shouldn’t use a common surgical tool 
on most women because it can spread hidden uterine can-
cer.

A year earlier, the FDA had no official concerns about 
laparoscopic power morcellators, which it began approving 
in 1991.

The November warning came after multiple cases 
emerged this year of women whose cancers worsened after 
surgery with the devices used to cut and remove tissue in 
procedures such as hysterectomies.

The FDA over two decades cleared at least 10 such mor-
cellators from various companies through a streamlined 
process that lets a device maker seek approval by showing a 
product is similar to an already-approved device.

Congress created that expedited process in 1976. The 
FDA used it to review 99% of about 3,000 new medical-de-
vice applications it cleared in the 2013 fiscal year. In con-
trast, the FDA has recently approved roughly 30 new drugs 
each year, after stringent reviews that usually require con-
trolled clinical trials that can take years.

The agency didn’t start studying how morcellators might 
harm women until December 2013, after The Wall Street 
Journal highlighted the tools’ hazards.

The FDA system clears thousands of devices that doctors 
use to help maintain the health of millions of Americans. 
There is no evidence the FDA’s oversight of morcellators 
departed from its standard procedure, and no one suggests 
that the FDA approved faulty morcellators or that the tools 
failed to work as designed.

Instead, the device’s tragic effects on some women illus-
trate one shortcoming of America’s medical-device regu-
lation system, say some researchers who have studied it. 
“There are too many approved moderate and high-risk de-
vices that get on the market lacking high-quality evidence 
that they are safe and effective,” says Rita Redberg, a Uni-
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versity of California, San Francisco, cardiologist who stud-
ies device regulation.

In 2011, a panel at the influential Institute of Medicine, 
which reviewed the system at the FDA’s request, called 
for scrapping the approval process, concluding its main 
test — whether a device is “substantially equivalent” to a 
prior product — fails to prove devices are safe or effective. 
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It found “substantial weakness” in the FDA post-approval 
safety monitoring.

Dr. William Maisel, the FDA medical-device center’s 
chief scientist, says that the approval process is a good way 
to “balance innovation and safety” and that the agency is 
strengthening its surveillance of devices on the market.

Still, he says, “it’s a legitimate question to ask” whether 
early clues “should have raised a caution about fibroids,” 
benign growths that sometimes turn out to be uterine can-
cer a morcellator can spread.

He says only an extremely large clinical study could have 
turned up early evidence of the morcellator’s risks and that 
the FDA didn’t act because “the agency and the clinical com-
munity didn’t have an appreciation of the risks of cutting 
presumably benign fibroids.”

The Journal reviewed regulatory documents and other 
records showing how the tools made it to market. The tale 
begins with a provision named 510(k). Part of the 1976 law 
that systematically regulated medical devices, it was meant 
to “grandfather in” certain pre-1976 devices and to simplify 
approval for tools that were substantially similar to them.

The 510(k) review was to be an exception and its purpose 
wasn’t to stress safety, says former FDA Commissioner Da-
vid Kessler, but “the exception became the rule.”

It was a 510(k) review the FDA used in 1991 to first ap-
prove a laparoscopic power morcellator, a device that 
played into a movement toward “minimally invasive” sur-
gery, in which doctors operate through tiny incisions.

The applicant, Cook Urological Inc., in its documentation 
cited as precedents four devices, including manual mor-
cellators called “tissue punches” and a motorized tool for 
clearing matter in joint surgery.

Cook documents viewed by the Journal didn’t list any 
clinical trials. In most cases, 510(k) reviews don’t require 
the kind of controlled human tests that most drugs go 
through. Device makers typically perform so-called bench 
tests — such as stressing components to measure durabil-
ity — and may test on animals.

“With a mechanical instrument, the idea was that you 
can predict the effects on health with some certainty,” 
says Bradley Merrill Thompson, a medical-device lawyer in 
Washington, “whereas a drug permeates your body and is 
harder to predict.”

By 1991, it was well known that cutting cancer in the body 
could spread it. Doctors typically cut out tumors intact, of-
ten in surgical bags to avoid contamination.
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Cook Inc., of which Cook Urological is a unit, says its mor-
cellators were designed for use with protective bags. April 
Lavender, Cook’s senior vice president of regulatory affairs, 
says the FDA didn’t ask questions about cancer-spreading 
risk during the review.

One FDA reviewer did express concern the Cook morcel-
lator might constitute a riskier device. Its design and in-
tended use, the reviewer wrote, “led me to believe that it 
could be used for liposuction” which FDA rules regarded as 
high-risk.

The FDA often gives more-stringent reviews to high-risk 
devices — a tiny portion of reviews — that can include clini-
cal trials. Cook added an anti-liposuction warning, and the 
FDA approved its morcellator.

The FDA declined to comment on discussions during the 
review. Cook says it discontinued the morcellator in 2001 
due to competition.

Cook’s device would beget a chain of other morcellator 
approvals through 2011, with each new application citing 
prior models.

In December 1994, Karl Storz Endoscopy-America Inc. 
asked the FDA to clear its new morcellator, citing the Cook 
tool as one precedent. In a January 1995 phone call, FDA 
medical officer Daniel Schultz expressed concern to Storz 
that the tool could spread dangerous cells, application doc-
uments show.

The same day, he wrote in a summary for the record that 
the device “must be used with an appropriate tissue extrac-
tion bag for malignant and other tissues which are poten-
tially harmful if disseminated within a body cavity.”

The FDA approved Storz’s morcellator for general sur-
gery in early 1995. Later that year, it cleared it as the first 
power morcellator approved for gynecology. Karl Storz 
GmbH didn’t respond to inquiries. Dr. Schultz doesn’t dis-
pute the documentation.

The Storz tool’s instructions called for bags where doc-
tors suspected tissue was cancerous. But gynecologists of-
ten can’t detect a cancer called uterine sarcoma with cer-
tainty until after surgery.

Most gynecologists didn’t end up using bags with mor-
cellators, they say, in part because they considered them 
clumsy and unreliable. And they broadly considered uterine 
sarcoma rare — as low as one in 10,000.

Some early studies suggested otherwise. A 1990 study 
found that in 1,429 surgeries for presumed uterine fibroids 
at a Los Angeles hospital, about one in 200 women had hid-
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den sarcoma. A 1994 study of 1,332 patients found a one-
in-444 ratio. The FDA cited the studies in an advisory this 
April.

“In retrospect,” Dr. Schultz says, “the labeling maybe 
should have been, ‘Do not use if there is any question of ma-
lignancy.’” He later became director of the FDA’s medical-
device center, leaving in 2009.

Any individual report might not have been enough to 
raise alarms, and it took years for scientific evidence to ac-
cumulate. Companies and the FDA aren’t required, under 
the 510(k) system, to scour scientific literature for studies 
on a tool’s potential risks, says Mr. Thompson, the device 
lawyer.

The FDA’s Dr. Maisel says it didn’t act because “the agen-
cy and the clinical community didn’t have an appreciation 
of the risks of cutting presumably benign fibroids.”

The Storz morcellator joined the precedent chain. In 
1996, California-based FemRx Inc. cited it in an applica-
tion that included draft instructions copied almost verba-
tim from the Storz language on bags and cancerous tissue. 
FemRx application documents viewed by the Journal don’t 
otherwise mention cancer-spreading risk.

The FDA approved the device in 1997. It declines to com-
ment on the discussions during the review.

A spokesman for Johnson & Johnson, which bought Fem-
Rx in 1998 and eventually became America’s biggest mor-
cellator seller, says “we appropriately engaged with the 
FDA as part of the regulatory approval process” and that 
the 510(k) process “has worked well for three decades and 
has evolved when appropriate to better serve patients.”

Morcellators gained traction, helping gynecologists of-
fer women faster recoveries and fewer complications than 
open surgery. The 1995 Storz approval covered gynecology 
and fibroids. Doctors are allowed to use tools “off label,” 
and some began using morcellators for hysterectomies as 
well.

The FDA cleared a J&J device in 2000 for hysterectomies 
— a precedent cited by some others.

Some new reports found relatively high hidden-sarcoma 
rates, including studies in 1999 and 2008 suggesting rates 
from one in 462 women to one in 253 — studies the FDA cit-
ed this year.

The FDA had tools to monitor the morcellator’s impact. 
One tool failed: Maude, a database to which the FDA re-
quires hospitals and device makers to report cases linking 
devices to deaths and serious injuries. The database didn’t 
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receive any reports of cancers that morcellation might have 
worsened until December 2013, the FDA says.

Another tool was the FDA’s power to order a company to 
probe the safety record of a device that got 510(k) clearance 
and that presented a potential health risk. The FDA says it 
has never ordered such a probe on morcellators.

An FDA spokeswoman says: “The magnitude of the risk 
of spreading unsuspected uterine cancer via morcellation 
was not recognized until the issue gained prominence in 
December 2013.”

A 2008 morcellator application explicitly mentioned 
cancer risks. Gyrus ACMI Inc. asked the FDA to approve a 
model that cuts with energy rather than the spinning tubu-
lar blade most use, listing a J&J model as one precedent.

Gyrus documents show researchers assessed “the risks 
associated with ‘seeding’ of cancerous or pre-cancerous 
cells” while cutting beef parts stuffed in a Yorkshire pig. 
Regulatory documents show one tester, gynecologist 
Thomas Lyons, reported that the device “presented a lower 
risk in comparison to competitor products” because it de-
stroys cells and “does not cast tissue.”

Dr. Lyons confirms those remarks but says he doesn’t 
believe morcellation affects the trajectory of uterine can-
cer. Olympus Corp., which bought Gyrus in 2008, declines 
to comment on the application. The FDA didn’t respond to 
inquiries about the device.

Dr. David Challoner.   University of Florida
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The FDA approved the device and, through 2011, cleared 
morcellators from at least three other companies: Nouvag 
AG, LiNA Medical ApS and Trokamed GmbH. Nouvag de-
clines to comment. LiNA and Trokamed didn’t respond to 
inquiries.

That year, South Korean researchers raised alarms by re-
porting that a 56-patient review showed cutting up uterine 
tumors, rather than removing them intact, was more likely 
to spread cancer.

In 2012, the FDA said it planned to mine insurance and 
hospital databases for device problems. It declines to say 
whether it has done so for morcellators.

Two 2012 studies showed one-in-223 and one-in-546 
hidden-sarcoma rates after surgery for benign diagnoses. 
This year, the FDA cited those two studies, the Korean re-
port and other literature as part of the probe it began in 
December 2013. The agency in April estimated one in 350 
women undergoing surgery for fibroids are found to have 
uterine sarcoma.

J&J halted morcellator sales in April. Other morcellator 
companies haven’t announced plans to suspend sales.

Like morcellators, some other devices have won FDA ap-
proval after which dangers emerged. Many doctors have 
used so-called vena cava filters to stop blood clots. The FDA, 
which first allowed the current generation of the devices in 
the 1980s, issued a safety alert in 2010 about adverse events 
including movement of fractured pieces to the heart.

“Clearly the performance of the products was not suffi-
cient,” the FDA’s Dr. Maisel says, adding that the agency is 
requiring a detailed study of inferior vena cava filters.

Along with beginning to mine databases, the FDA is 
working toward placing identifying numbers on devices. It 
says the surveillance improvements will help it better col-
lect data and may be able to identify safety issues such as 
the morcellator’s faster.

Dr. David Challoner, who headed the IOM panel calling 
for regulatory overhaul, credits the FDA for working on 
these repairs.

“Industry’s interest with all of these devices is to get 
through the process and get on the market as soon as possi-
ble,” he says. The public’s interest “is to get the unexpected, 
faulty device out of the market as soon as possible.”

Jennifer Levitz contributed to this article.


