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Doctors nationwide are still using a gynecological tool 
months after the U.S. Food and Drug Administration warned 
that it can spread undetected cancer, demonstrating the 
limits of the regulator’s reach into clinical practice.

Since the FDA warning in April, Johnson & Johnson 
pulled the device called a laparoscopic power morcellator 
from the market; many hospitals, such as Boston’s Brigham 
and Women’s Hospital and Philadelphia’s Temple Universi-
ty Hospital, put moratoriums on the tool; and some regional 
insurers stopped covering its use.

Still, some gynecologists continue to employ morcel-
lators to remove common benign uterine growths known 
as fibroids, often in minimally invasive hysterectomies. 
The tool slices tissue into fragments so it can be removed 
through small incisions, but the procedure can leave bits of 
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tissue behind that can continue to grow and spread, wheth-
er benign or unexpectedly malignant.

These doctors say they believe the risks of unknown can-
cer have been overblown and the government shouldn’t in-
terfere with patient treatment.

“It is none of their business,” said Jeffrey Thurston, 58, 
a Dallas gynecologist who has practiced for three decades 
and said he performs 80% of his hysterectomies with a mor-
cellator.

He points to patients such as 51-year-old Valerie McK-
enzie, who had fibroids and underwent the procedure this 
month. Ms. McKenzie, of Las Cruces, N.M., said she re-
bounded quickly.

She had been leaning toward a vaginal hysterectomy — 
another minimally invasive option endorsed by the main 
gynecological society as the safest choice — but said she 
chose to have laparoscopic surgery after Dr. Thurston ex-
plained the benefits.

Dr. Thurston asks patients undergoing power morcella-
tion to sign an informed-consent document that describes 
the cancer-spreading risk and puts the risk of an undetected 
sarcoma at between 1 in 300 and 1 in 1,000.

But “we tell them verbally that we don’t think those num-
bers are correct,” he said. He also tells patients there is no 
good data to show morcellation worsens sarcoma.

The FDA regulates pharmaceuticals and medical devices 
but doesn’t oversee the practice of medicine, where doctors 
have wide latitude. In April the agency estimated that 1 in 
350 women undergoing surgery for fibroids have an un-
detected dangerous cancer that the tool can spread  — far 
higher than the risk was generally believed to be — and dis-
couraged its use. The move sharply divided the field while 
prodding many gynecologists to stop using the tool. Some 
are exploring other minimally invasive options.

Among them was Robert Graebe, the chairman and pro-
gram director of the Department of Obstetrics and Gynecol-
ogy at Monmouth Medical Center in New Jersey. At first he 
thought the FDA had overreached but now agrees. He thinks 
morcellators should be shelved until proven safe. “What 
you do about it is: You stop,” he said. “People want to fight 
back, but it’s not putting patients’ safety first.”

But the FDA didn’t ban the morcellator and is consider-
ing its options after a July hearing.

Smaller manufacturers have filled the void left by J&J, 
which said it was uncertain whether the device’s benefits 
outweighed its risks. The company noted that uterine can-
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cers called sarcomas can masquerade as fibroids and can’t be 
reliably detected before surgery. One smaller manufacturer, 
Richard Wolf GmbH, cited a gynecology association’s defense 
of morcellation and said treatment options are up to doctors. 
Wolf said it has been following the debate closely.

The number of gynecologists still employing morcella-
tors is difficult to estimate. The American College of Obste-
tricians and Gynecologists, the field’s main medical society, 
isn’t tracking it. But interviews with many doctors show 
that a segment of the field has dug in to defend its use, with 
more informed consent and some adaptations.

Their decision reflects their skepticism that the FDA 
acted too quickly and spooked women who could benefit 
from a surgery that the FDA estimated in April was being 
performed at least 50,000 times a year.

Laparoscopic surgery offers quicker recovery times and 
less bleeding and risk of infection than open surgery, al-
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Valerie McKenzie, of Las Cruces, N.M., rebounded quickly after undergoing a morcellation procedure.

 Steven St. John for The Wall Street Journal
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though there are minimally invasive surgeries that don’t 
require power morcellation. Some hospitals that have sus-
pended morcellator use are doing more vaginal hysterec-
tomies as well as “mini-laparotomies,” in the incisions are 
smaller than in open surgery. These techniques may also in-
volve cutting, but surgeons say it can be done manually and 
more easily in bags.

Atlanta gynecologist Michael Randell now shows pa-
tients a morcellator and videos before surgery. He some-
times also uses the tool inside a surgical bag, a controver-
sial solution that some believe could prevent stray bits of 
tissue. He said careful patient selection can lessen the risks, 
and he warns patients that certain cancers can’t be detected 
definitively before surgery. He also tells them he has never 
seen a case.

“I always caution and say, ‘It doesn’t mean you’re not go-
ing to be the one,’” to have undiagnosed cancer, Dr. Randell 
said.

Gynecologists are now broadly disclosing morcellator 
risks to their patients, something they acknowledge was 
seldom done before. But the experience and opinions of in-
dividual doctors can color how they relay this information.

Thomas Lyons, a minimally invasive pioneer in Georgia, 
has encountered uterine cancer called leiomyosarcoma in 
his practice but continues to use the device in some cases.

Dr. Lyons said he has had five patients with this cancer 
that revealed itself after he performed morcellation, either 
with a power tool or knife to remove growths. He said he 
didn’t see any spread of malignancy in routine follow-up 
visits and doesn’t believe evidence shows morcellation af-
fects the trajectory of the cancer.

The FDA has defended its analysis. But pushback has 
come from high levels in gynecology.

The American College of Obstetricians and Gynecolo-
gists argues that with more stringent patient selection, the 
device remains an important tool.

AAGL, a medical association formerly known as the 
American Association of Gynecologic Laparoscopists, re-
cently suggested that the range for one particularly danger-
ous form of sarcoma was anywhere from roughly the FDA’s 
number to 1 in 7,400. The upper end came from an analysis 
led by Elizabeth Pritts, a Wisconsin gynecologist. One of her 
co-authors is husband David Olive, a gynecologist who was 
an early industry trainer. They are seeking to publish the 
analysis and continue using morcellators.

The FDA has acknowledged the evidence that morcellation 
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spreads hidden cancer is limited. But the agency says there is 
consistency across small studies showing a worsened prog-
nosis when hidden cancers are cut up inside the body.

The FDA’s analysis was no surprise to some doctors who 
had long harbored concerns. “I see these patients — it’s ter-
rible,” said Mark Wakabayashi, co-director of the Gyneco-
logical Cancers Program at City of Hope hospital near Los 
Angeles. “That makes no sense to think that when you cut 
through these cancers that you don’t do harm. That’s actu-
ally kind of scary.”


