
FDA Gives Surgical Tool Its 
Strongest Warning 
By jon kamp and jennifer Levitz              
tuesday, november 25, 2014

DEADLY MEDICINE

THE WALL STREET JOURNAL.

The top U.S. health regulator warned Monday that a com-
mon surgical tool shouldn’t be used on most women during 
hysterectomies, a decision that caps nearly a year of debate 
and is expected to sharply limit a procedure the agency said 
can spread hidden cancer.

The Food and Drug Administration used its authority to 
call for an immediate “black box” warning for laparoscopic 
power morcellators, the strongest caution the agency is-
sues. Typically, such warnings on product labels undergo a 
lengthy comment period before being completed, lawyers 
for device makers said.

“We believe that in the vast majority of women, the 
procedure should not be performed,” said William Maisel, 
deputy director for science and chief scientist at the FDA’s 
Center for Devices and Radiological Health.

The move strengthens guidance the FDA issued in April 
and draws tight boundaries around use of a device that di-
vided gynecologists and alarmed women. Morcellators 
were being used in thousands of minimally invasive pro-
cedures every year to remove growths known as fibroids. 
While fibroids are benign, they can be hard to distinguish 
from a dangerous form of cancer called uterine sarcoma, 
which can’t be reliably detected before surgery. Morcella-
tors, which typically use a spinning blade to cut up tissue so 
it can be removed through small incisions, can spread the 
malignancy and worsen outcomes, the FDA said.

The tool was first approved for gynecology in the 1990s 
but its popularity rose in recent years with the rise of mini-
mally invasive and robotic surgery. The FDA began looking 
into the issue after a Boston doctor, Amy Reed, went public 
in a December 2013 Wall Street Journal article that detailed 
her worsened cancer after a hysterectomy using the device.

About 1 in 350 women undergoing fibroid surgery —
which generally involves a hysterectomy — have an unsus-
pected sarcoma found in later testing, the FDA estimated in 
April when it discouraged doctors from using the tool after 
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reviewing mounting evidence. The risk, reiterated in Mon-
day’s updated warning, previously had been believed to be 
far lower.

The new warning falls short of an all-out ban urged by 
opponents, such as Dr. Reed. “I think the wording is such 
that no sound practitioner would use it,” said Dr. Reed, a 
41-year-old mother of six who now lives in the Philadelphia 
area. “But there are still people who won’t know who will be 
at the mercy of their physicians.”

Nonetheless, the warning recommends strict limits on the 
tool’s use. The agency doesn’t regulate doctors or medical 
practice, but the warning could raise legal exposure for man-
ufacturers or physicians who act counter to the FDA advice.

“It’s got our risk-management department in a tizzy,” 
said Christopher Stanley, the medical director at Halifax 
Health Center for Female Pelvic Medicine in Daytona Beach, 
Fla., which is still using morcellators. A hospital spokes-
woman didn’t dispute Dr. Stanley’s characterization of the 
reaction and said the hospital is taking a hard look at the 
FDA’s new statement.

Dr. Stanley said he already was careful with patient se-
lection for the procedure and will follow the FDA guidance. 
“If they give you a path, you better have a real good reason 
for diverting from that path because if anything untoward 
happens, then how are you going to explain that?” he said.

The FDA said it wanted to leave a window open for the 
small number of women for whom benefits may outweigh 
risks. This includes younger women whose fertility could be 
preserved by removing only the fibroids and not the uter-
us. Still, the agency said any woman who does undergo the 
procedure should be warned that morcellation could spread 
unsuspected cancer.

The 58,000-member American College of Obstetricians 
and Gynecologists, the main U.S. professional group for the 
field, said it was pleased with the decision but plans to seek 
more clarification from the agency on which women may be 
eligible for the procedure.

“Most women will not have it used, as it should be, but 
there is still the ability of that rare woman to benefit,” an 
ACOG spokeswoman said.

Atlanta gynecologist Michael Randell said the announce-
ment is unlikely to change the way he practices. He said he 
is a frequent morcellator user but specializes in younger 
patients who still may be morcellator candidates. “It would 
be wrong for me to abort the morcellator and open those 
patients up” using traditional surgery, Dr. Randell said.
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He said, however, that he expects the decision to have a 
broad impact. “The story is: bottom line, don’t use a morcel-
lator if you can avoid it,” Dr. Randell said.

Temple University Hospital in Philadelphia — the first 
among many that halted morcellator use as controversy 
erupted early this year — doesn’t intend to put the devic-
es back in the operating room, said Enrique Hernandez, its 
head gynecologist.

Doctors are “taking a gamble with their patients and 
with themselves” because younger women, despite having 
a comparatively lower risk than older women, still can have 
a hidden sarcoma, Dr. Hernandez said.

For some morcellator opponents who wanted an out-
right ban, the announcement was bittersweet. Though they 
wanted the agency to go further, Monday’s action showed 
that their advocacy, including emotional pleas at a two-day 
FDA hearing in July, made a difference.

“We didn’t get everything but we probably got a lot more 
than I ever expected,” said Jim Leary, whose wife, Barba-
ra, died in September 2013. A doctor used a morcellator in 
2009 to remove what looked like a benign fibroid, but she 
had cancer.

The FDA called on manufacturers to update product la-
bels with the warning, which advises doctors to tell patients 
that uterine tissue can contain unsuspected cancer and that 
morcellators can spread the malignancy and lower long-
term survival rates.

Labels also should include two “contraindications,” 
specific situations or patients where the device shouldn’t 
be used. Those include women transitioning into meno-
pause or who have gone through it, and women who could 
have their uterus removed intact through their vaginas or 
through a so-called mini-laparotomy, which uses a larger 
incision than a morcellator requires but isn’t considered 
fully open surgery. Those groups cover most women who 
would normally have the surgery, the FDA said.

The largest morcellator maker, Johnson & Johnson, left 
the market after the April safety warning, but other mor-
cellators remain on sale. Several other manufacturers and 
distributors didn’t respond to requests for comment.

A black-box warning is unusual. The FDA has issued them 
for drugs including Chantix, a smoking-cessation treatment, 
out of concern for psychiatric side effects; Lariam, a malaria 
drug, also for psychiatric side effects; and Yaz, a birth con-
trol pill, for women over 35 who smoke, out of concern for 
blood clots. Such warnings are rarer with devices.
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The FDA said it is still considering other steps to reduce 
the risk of spreading hidden cancers from morcellation, in-
cluding possible containment systems and improved preop-
erative detection of cancer. Some doctors have been work-
ing to develop surgical bags to surround the morcellation 
procedure and guard against cancer dissemination. While 
bags are a reasonable practice for skilled doctors, they can 
also introduce other risks, Dr. Maisel said.

Brigham and Women’s Hospital in Boston, which has 
been studying and advocating for using bags with power 
morcellators, said Monday it has paused a four-hospital, 
400-patient bag study to consider the FDA’s new guidance.

 
Tom Burton contributed to this article.


