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The New England Compounding Center, based in
Framingham, Mass., recalled three batches of
preservative-free steroid injections in September 2012
after widespread reports of fungal meningitis. More than 70 health care clinics
and hospitals in 23 states received the shots, according to Centers for Disease
Control and Prevention data. An estimated 14,000 patients were exposed to the
contaminated steroid. Amid hundreds of lawsuits, the compounding center in
December 2012 filed for Chapter 11 bankruptcy. The company said it wants to
establish, subject to court approval, a fund to pay claims made by parties
affected by “this great tragedy.”

= See related content

Success suing physicians

In the aftermath of large-scale medical product injuries, it’s not uncommon
for doctors to be drawn into the ensuing litigation, said George F. Indest IlI,
president and managing partner of The Health Law Firm, based in Orlando,
Fla.

“When you think back to the big medical products liability cases of the recent
past — breast implant litigation, fentanyl patch litigation, defective drug and
pharmaceutical cases — once the defects become known, physicians are
generally held to be liable for using the product if there is an adverse outcome,”
he said.

A 1999 study in Clinics in Plastic Surgery detailed lawsuits filed against
physicians in the early 1990s after widespread claims of defective breast
implants. While implant manufacturers also faced suits, plaintiffs used
individual claims to push doctor-defendants into quick and lower settlements
that could help finance the more serious legal effort against the manufacturers,
said the article, written by Charles O’Brien, a founder of The Doctors
Company, a physician-owned medical liability insurer.

In recent years, plaintiffs have won lawsuits against physicians over
medication and device mishaps:

= InJuly 2012, a California jury ordered a physician and manufacturer to
pay $5.5 million to a women injured by a vaginal-mesh implant. Jurors
found the manufacturer 60% at fault for the woman’s injuries and the
doctor who surgically implanted the device 40% responsible. The case is
among hundreds of lawsuits asserting organ damage from the mesh
implants.

= Also in July 2012, a San Diego court granted a $7.5 million award to a
patient against her doctor and a manufacturer after she allegedly acquired
frostbite from using a cold-therapy medical device.

= In a 2011 case, physicians with the Rehabilitation Institute of Chicago,
without admitting wrongdoing, agreed to pay a $3.7 million settlement to
the family of a patient who allegedly died after being administered a
fentanyl patch. The woman’s husband sued the institute and its doctors
for negligence for prescribing the patch. Overdoses linked to defective
fentanyl patches have led to dozens of lawsuits, primarily against
Johnson & Johnson and its subsidiaries.

Holding a doctor liable in such cases hinges on whether the physician could
have prevented the patient’s injury in some way, said Andrew C. Meyer Jr., a
plaintiff’s attorney based in Boston.

“If a doctor receives what they believe in good faith is an appropriately tested
drug, they may not have responsibility,” said Meyer, whose firm represents
several plaintiffs suing the New England Compounding Center. “Each case
stands on its own facts.”

How doctors are vulnerable

Negligence is the most common claim used against doctors in cases of
defective medications, Indest said. The assertion is that the physician breached
the standard of care because he or she knew or should have known that the
pharmacy was not meeting applicable standards in compounding the
medications. Another legal theory is that the physician should have known that
certain medications should not have been compounded, but rather obtained
directly from a manufacturer.

“The mere fact of ordering and using the medications in large quantities from
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a compounding pharmacy [could] constitute substandard care,” Indest said.

Failure to warn is another frequently used claim in such cases, Oliver said.
Plaintiff attorneys claim that the drug was foreseeably dangerous, and that a
doctor should have alerted a patient to the risks. Related claims are failure to
test, failure to sterilize and failure to enact quality control.

“What you have to do is show some independent fault,” Oliver said. “Not just
that you gave a drug that was bad, but that you failed to do something you
should have done.”

A lesser-known legal risk for physicians is that of product liability. The claim
generally refers to the liability of any or all parties along the chain of product
manufacture for damage caused by the product.

Physicians can be held under product liability scrutiny if they are deemed
“sellers” of a product, said Alfred F. Belcuore, a Washington-based medical
liability defense attorney. For example, if the steroid was itemized separately on
a medical bill, an attorney could argue that a doctor was selling the product as
opposed to providing a medical service, Belcuore said.

States vary in how they impose product liability claims, said Charles E. Joern
Jr., a Chicago-based product liability defense attorney. For instance, California
courts have repeatedly held that strict liability may not be imposed against
health care professionals for drug or device injuries. Courts in Missouri, New
Hampshire, New York and Pennsylvania have issued similar decisions.

Taking precautions to prevent liability

Doctors seriously should consider the costs and benefits of using a
compounding facility and be sure the risks are worth it, said Michael E. Clark,
vice chair of the American Bar Assn.’s Health Law Section. The fact that
compounding centers are not regulated by the Food and Drug Administration
makes them less legally secure than alternatives, he said. If such a facility must
be used, doctors should warn patients of the dangers and record these
conversations.

“You have to basically warn the patient this is not your normal drug that you
get from a manufacturer in accordance with FDA approval,” he said.

Being sure of the credentials of all vendors and suppliers is also key, Indest
said.

Complaints about a certain drug or the use of a facility should be taken very
seriously, Oliver said.

“If somebody raises a valid concern, you need to address it and keep a record
of how it was addressed,” he said. “If you don’t, somebody else, the plaintiff’s
lawyers, they’re going to create the narrative. They’re going to create the story
of why you didn’t do anything.”
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