
 

 

 
 

By Liz Kowalczyk and Kay Lazar, Globe Staff 
 
Compounding pharmacies started as small mom-and-pop stores that mixed hard-

to-find medications for local doctors and their patients who had allergies, difficulty 
swallowing, or otherwise could not take mass-produced drugs. 

But amid growing drug shortages in the pharmaceutical industry, some large 
compounders such as the New England Compounding Center stepped in and expanded 
their business far beyond the industry’s homespun roots. 

The Framingham company, whose products are implicated in a nationwide 
outbreak of fungal meningitis that sickened more people Friday, listed dozens of products 
online and apparently took thousands of orders from doctors, clinics, and hospitals in at 
least 23 states, a transformation that regulators have not kept pace with, critics and even 
some industry executives said. 

“A question still has to be answered: Who the heck at the government level was 
asleep at the switch?” said David G. Miller, executive vice president of the International 
Academy of Compounding Pharmacists. 

The outbreak starkly illustrates the yawning gap in oversight, said Allen Vaida, 
executive vice president of the Institute for Safe Medication Practices, a Pennsylvania-
based advocacy and research organization. The US Food and Drug Administration is 
supposed to regulate compounding companies that ship their products to many providers, 
a practice known as outsourcing, while state pharmacy boards monitor the small mom-
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Vaida, executive vice president
of the Institute for Safe Medica-
tion Practices, a Pennsylvania-
based advocacy and research
organization. The US Food and
Drug Administration is sup-
posed to regulate compounding
companies that ship their prod-
ucts to many providers, a prac-
tice known as outsourcing,
while state pharmacy boards
monitor the small mom-and-
pop operations. But the rules
are too vague to delineate when
a compounder crosses that line,
he said.

“The state boards of phar-
macies are not equipped finan-
cially or with the knowledge to
really inspect these types of
operations,” Vaida said.

Federal and state health offi-
cials are investigating the out-
break of a rare and severe type
of meningitis caused by fungus
known as aspergil lus and
exserohilum. The number of
people sickened Friday grew to
47 in seven states, including
five who died from the infec-
tion, which attacks the brain
and spinal cord, the US Centers
for Disease Control and Preven-
tion reported. Patients with
lower back pain received injec-
tions of a steroid made by New
England Compounding Center.
Contaminants injected into the
spine can easily travel to the
brain.

The CDC and FDA said Fri-
day that the investigation into
the cause of the outbreak is on-
going. But the FDA found a
sealed vial of the injectable ste-
roid, called methylprednisolo-
ne acetate, contaminated with
fungus at New England Com-
pounding. The agency is testing
the sample further to deter-
mine the species of the fungus.
Foreign material could easily be
seen floating in other vials
found at the company, FDA offi-
cials said.

Infected patients received
drugs from three lots of methyl-
prednisolone acetate, contain-
ing 17,676 one-dose vials that
the company shipped to provid-
ers in 23 states. The CDC listed
those 75 providers on its web-
site Friday.

New England Compounding
has recalled about 35 products
it prepares for injection in and
around the spine, according to
a list on the FDA website. Fed-
eral and state health officials
have also urged doctors, clinics,
and hospitals to stop using all
products made by the company.

Health agencies are implor-
ing caregivers to immediately
track down pat ients who
received injections from the
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three potentially contaminated
lots and monitor them for
symptoms, including fever, new
or worsening headache, nau-
sea, and numbness and slurred
speech similar to a stroke.

This is hardly the first time
that problems with compound-
ing companies have resulted in
widespread infections. At least
33 patients in seven states con-
tracted fungal eye infections
from products mixed at a Flori-
da pharmacy, federal officials
said in May. And there have
been numerous other instances
of compounding-related illness-
es.

According to Miller, the
number of pharmacies that spe-
cialize in compounding has
grown from 5,000 three years
ago to more than 7,500. Of
those, 3,000 provide com-
pounding for drugs that need to
remain sterile, such as those
that are inhaled and injected.

Patient safety advocates
have long urged officials to
strengthen federal oversight of
compounding companies. In
testimony before a congressio-
nal committee nine years ago,
Sarah Sellers, executive director
of the Center for Pharmaceuti-
cal Safety, said it was ironic that
officials were so focused on reg-
ulating imported drugs while
the country had “within our
own borders a flourishing, un-
regulated [compounding]
industry that manufactures,
markets, and sells substandard
products throughout the US.”

New England Compounding
has been investigated by state
and federal regulators several
times, in some cases for over-
stepping its bounds as a com-
pounding pharmacy and ven-
turing into manufacturing. The
FDA received three complaints
about the company in 2002 and
2003 involving its preparation
of methylprednisolone acetate,
one of the complaints con-
cerned lapses in sterile proce-
dures, leading to investigations
by the state and the FDA, said
Massachusetts health officials.

A complaint this year about
the potency of eye medications
remains under investigation.

During an inspection in fall
2004, the FDA found numerous
problems at the company,
which were detailed in a 2006
warning letter.

The agency said that “like a
manufacturer,’’ the company
developed an anesthetic drug
called Extra Strength Triple
Anesthetic cream, for which it
generated “sales by giving phy-
sicians ‘courtesy prescriptions’
(i.e., free samples). These ac-
tions are not consistent with
the traditional practice of phar-
macy compounding,” the FDA
warned. Compounders produce
“reasonable quantities of drugs
upon receipt of valid prescrip-
tions from licensed practitio-
ners to meet the unique needs
of individual patients,’’ the
agency said.

Yet, the company apparently
continued to ship large orders.

“Based on the quantity and
the distribution into 23-plus
states, we are struggling as an
organization to understand
how that volume could have
corresponding prescriptions
associated with’’ the drugs,
Miller said. “The board of phar-
macy is supposed to decide if
they crossed the line.’’

The company declined to
answer questions about its
practices Friday.

Rules vary by state, but if
compounding pharmacies meet
certain conditions, they are
allowed to sell to out-of-state
providers, said Eric Kastango, a
pharmacist and consultant.

But the problem, he said, is
that many state inspectors
don’t have the expertise the
FDA possesses. “They may not
understand the nuances and
details of sterile compounding
operations,’’ said Kastango,
who is a member of the United
States Pharmacopeial Conven-
tion, a nonprofit organization
that publishes standards for
pharmacies. He said he was not
speaking on behalf of the
group.

But, Kastango said, the FDA
also has struggled with how to
regulate compounding phar-
macies, which are not held to
the same safety standards as
the pharmaceutical industry.

The FDA would not com-
ment Friday about regulatory
challenges. The Massachusetts
Department of Public Health
released a statement that said
pharmacists and pharmacies
are “only permitted to dispense
and compound medication pur-
suant to a prescription from a
registered practitioner for an
individual patient.”

The department — which
oversees the Massachusetts
Board of Registration in Phar-
macy, the entity that licenses
compounders — did not re-
spond to requests from the
Globe for an explanation of why
New England Compounding
had been allowed to ship thou-
sands of vials of medications
nationwide, if it was licensed
only to prepare medications for
individual patients or provid-
ers.

The department said in a
statement that “all matters con-
cerning [New England Com-
pounding] drug compounding
and distribution remain under
investigation by federal author-
ities and [the health depart-
ment] at this time.”

Liz Kowalczyk can be reached
at kowalczyk@globe.com. Kay
Lazar can be reached at
klazar@globe.com.
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New England Compounding
Center is being investigated
in connection with a
meningitis outbreak. At
left, a picture of Aspergillus
fumigatus fungus.
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Vaida, executive vice president
of the Institute for Safe Medica-
tion Practices, a Pennsylvania-
based advocacy and research
organization. The US Food and
Drug Administration is sup-
posed to regulate compounding
companies that ship their prod-
ucts to many providers, a prac-
tice known as outsourcing,
while state pharmacy boards
monitor the small mom-and-
pop operations. But the rules
are too vague to delineate when
a compounder crosses that line,
he said.

“The state boards of phar-
macies are not equipped finan-
cially or with the knowledge to
really inspect these types of
operations,” Vaida said.

Federal and state health offi-
cials are investigating the out-
break of a rare and severe type
of meningitis caused by fungus
known as aspergil lus and
exserohilum. The number of
people sickened Friday grew to
47 in seven states, including
five who died from the infec-
tion, which attacks the brain
and spinal cord, the US Centers
for Disease Control and Preven-
tion reported. Patients with
lower back pain received injec-
tions of a steroid made by New
England Compounding Center.
Contaminants injected into the
spine can easily travel to the
brain.

The CDC and FDA said Fri-
day that the investigation into
the cause of the outbreak is on-
going. But the FDA found a
sealed vial of the injectable ste-
roid, called methylprednisolo-
ne acetate, contaminated with
fungus at New England Com-
pounding. The agency is testing
the sample further to deter-
mine the species of the fungus.
Foreign material could easily be
seen floating in other vials
found at the company, FDA offi-
cials said.

Infected patients received
drugs from three lots of methyl-
prednisolone acetate, contain-
ing 17,676 one-dose vials that
the company shipped to provid-
ers in 23 states. The CDC listed
those 75 providers on its web-
site Friday.

New England Compounding
has recalled about 35 products
it prepares for injection in and
around the spine, according to
a list on the FDA website. Fed-
eral and state health officials
have also urged doctors, clinics,
and hospitals to stop using all
products made by the company.

Health agencies are implor-
ing caregivers to immediately
track down pat ients who
received injections from the
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three potentially contaminated
lots and monitor them for
symptoms, including fever, new
or worsening headache, nau-
sea, and numbness and slurred
speech similar to a stroke.

This is hardly the first time
that problems with compound-
ing companies have resulted in
widespread infections. At least
33 patients in seven states con-
tracted fungal eye infections
from products mixed at a Flori-
da pharmacy, federal officials
said in May. And there have
been numerous other instances
of compounding-related illness-
es.

According to Miller, the
number of pharmacies that spe-
cialize in compounding has
grown from 5,000 three years
ago to more than 7,500. Of
those, 3,000 provide com-
pounding for drugs that need to
remain sterile, such as those
that are inhaled and injected.

Patient safety advocates
have long urged officials to
strengthen federal oversight of
compounding companies. In
testimony before a congressio-
nal committee nine years ago,
Sarah Sellers, executive director
of the Center for Pharmaceuti-
cal Safety, said it was ironic that
officials were so focused on reg-
ulating imported drugs while
the country had “within our
own borders a flourishing, un-
regulated [compounding]
industry that manufactures,
markets, and sells substandard
products throughout the US.”

New England Compounding
has been investigated by state
and federal regulators several
times, in some cases for over-
stepping its bounds as a com-
pounding pharmacy and ven-
turing into manufacturing. The
FDA received three complaints
about the company in 2002 and
2003 involving its preparation
of methylprednisolone acetate,
one of the complaints con-
cerned lapses in sterile proce-
dures, leading to investigations
by the state and the FDA, said
Massachusetts health officials.

A complaint this year about
the potency of eye medications
remains under investigation.

During an inspection in fall
2004, the FDA found numerous
problems at the company,
which were detailed in a 2006
warning letter.

The agency said that “like a
manufacturer,’’ the company
developed an anesthetic drug
called Extra Strength Triple
Anesthetic cream, for which it
generated “sales by giving phy-
sicians ‘courtesy prescriptions’
(i.e., free samples). These ac-
tions are not consistent with
the traditional practice of phar-
macy compounding,” the FDA
warned. Compounders produce
“reasonable quantities of drugs
upon receipt of valid prescrip-
tions from licensed practitio-
ners to meet the unique needs
of individual patients,’’ the
agency said.

Yet, the company apparently
continued to ship large orders.

“Based on the quantity and
the distribution into 23-plus
states, we are struggling as an
organization to understand
how that volume could have
corresponding prescriptions
associated with’’ the drugs,
Miller said. “The board of phar-
macy is supposed to decide if
they crossed the line.’’

The company declined to
answer questions about its
practices Friday.

Rules vary by state, but if
compounding pharmacies meet
certain conditions, they are
allowed to sell to out-of-state
providers, said Eric Kastango, a
pharmacist and consultant.

But the problem, he said, is
that many state inspectors
don’t have the expertise the
FDA possesses. “They may not
understand the nuances and
details of sterile compounding
operations,’’ said Kastango,
who is a member of the United
States Pharmacopeial Conven-
tion, a nonprofit organization
that publishes standards for
pharmacies. He said he was not
speaking on behalf of the
group.

But, Kastango said, the FDA
also has struggled with how to
regulate compounding phar-
macies, which are not held to
the same safety standards as
the pharmaceutical industry.

The FDA would not com-
ment Friday about regulatory
challenges. The Massachusetts
Department of Public Health
released a statement that said
pharmacists and pharmacies
are “only permitted to dispense
and compound medication pur-
suant to a prescription from a
registered practitioner for an
individual patient.”

The department — which
oversees the Massachusetts
Board of Registration in Phar-
macy, the entity that licenses
compounders — did not re-
spond to requests from the
Globe for an explanation of why
New England Compounding
had been allowed to ship thou-
sands of vials of medications
nationwide, if it was licensed
only to prepare medications for
individual patients or provid-
ers.

The department said in a
statement that “all matters con-
cerning [New England Com-
pounding] drug compounding
and distribution remain under
investigation by federal author-
ities and [the health depart-
ment] at this time.”

Liz Kowalczyk can be reached
at kowalczyk@globe.com. Kay
Lazar can be reached at
klazar@globe.com.
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New England Compounding
Center is being investigated
in connection with a
meningitis outbreak. At
left, a picture of Aspergillus
fumigatus fungus.
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Vaida, executive vice president
of the Institute for Safe Medica-
tion Practices, a Pennsylvania-
based advocacy and research
organization. The US Food and
Drug Administration is sup-
posed to regulate compounding
companies that ship their prod-
ucts to many providers, a prac-
tice known as outsourcing,
while state pharmacy boards
monitor the small mom-and-
pop operations. But the rules
are too vague to delineate when
a compounder crosses that line,
he said.

“The state boards of phar-
macies are not equipped finan-
cially or with the knowledge to
really inspect these types of
operations,” Vaida said.

Federal and state health offi-
cials are investigating the out-
break of a rare and severe type
of meningitis caused by fungus
known as aspergil lus and
exserohilum. The number of
people sickened Friday grew to
47 in seven states, including
five who died from the infec-
tion, which attacks the brain
and spinal cord, the US Centers
for Disease Control and Preven-
tion reported. Patients with
lower back pain received injec-
tions of a steroid made by New
England Compounding Center.
Contaminants injected into the
spine can easily travel to the
brain.

The CDC and FDA said Fri-
day that the investigation into
the cause of the outbreak is on-
going. But the FDA found a
sealed vial of the injectable ste-
roid, called methylprednisolo-
ne acetate, contaminated with
fungus at New England Com-
pounding. The agency is testing
the sample further to deter-
mine the species of the fungus.
Foreign material could easily be
seen floating in other vials
found at the company, FDA offi-
cials said.

Infected patients received
drugs from three lots of methyl-
prednisolone acetate, contain-
ing 17,676 one-dose vials that
the company shipped to provid-
ers in 23 states. The CDC listed
those 75 providers on its web-
site Friday.

New England Compounding
has recalled about 35 products
it prepares for injection in and
around the spine, according to
a list on the FDA website. Fed-
eral and state health officials
have also urged doctors, clinics,
and hospitals to stop using all
products made by the company.

Health agencies are implor-
ing caregivers to immediately
track down pat ients who
received injections from the
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three potentially contaminated
lots and monitor them for
symptoms, including fever, new
or worsening headache, nau-
sea, and numbness and slurred
speech similar to a stroke.

This is hardly the first time
that problems with compound-
ing companies have resulted in
widespread infections. At least
33 patients in seven states con-
tracted fungal eye infections
from products mixed at a Flori-
da pharmacy, federal officials
said in May. And there have
been numerous other instances
of compounding-related illness-
es.

According to Miller, the
number of pharmacies that spe-
cialize in compounding has
grown from 5,000 three years
ago to more than 7,500. Of
those, 3,000 provide com-
pounding for drugs that need to
remain sterile, such as those
that are inhaled and injected.

Patient safety advocates
have long urged officials to
strengthen federal oversight of
compounding companies. In
testimony before a congressio-
nal committee nine years ago,
Sarah Sellers, executive director
of the Center for Pharmaceuti-
cal Safety, said it was ironic that
officials were so focused on reg-
ulating imported drugs while
the country had “within our
own borders a flourishing, un-
regulated [compounding]
industry that manufactures,
markets, and sells substandard
products throughout the US.”

New England Compounding
has been investigated by state
and federal regulators several
times, in some cases for over-
stepping its bounds as a com-
pounding pharmacy and ven-
turing into manufacturing. The
FDA received three complaints
about the company in 2002 and
2003 involving its preparation
of methylprednisolone acetate,
one of the complaints con-
cerned lapses in sterile proce-
dures, leading to investigations
by the state and the FDA, said
Massachusetts health officials.

A complaint this year about
the potency of eye medications
remains under investigation.

During an inspection in fall
2004, the FDA found numerous
problems at the company,
which were detailed in a 2006
warning letter.

The agency said that “like a
manufacturer,’’ the company
developed an anesthetic drug
called Extra Strength Triple
Anesthetic cream, for which it
generated “sales by giving phy-
sicians ‘courtesy prescriptions’
(i.e., free samples). These ac-
tions are not consistent with
the traditional practice of phar-
macy compounding,” the FDA
warned. Compounders produce
“reasonable quantities of drugs
upon receipt of valid prescrip-
tions from licensed practitio-
ners to meet the unique needs
of individual patients,’’ the
agency said.

Yet, the company apparently
continued to ship large orders.

“Based on the quantity and
the distribution into 23-plus
states, we are struggling as an
organization to understand
how that volume could have
corresponding prescriptions
associated with’’ the drugs,
Miller said. “The board of phar-
macy is supposed to decide if
they crossed the line.’’

The company declined to
answer questions about its
practices Friday.

Rules vary by state, but if
compounding pharmacies meet
certain conditions, they are
allowed to sell to out-of-state
providers, said Eric Kastango, a
pharmacist and consultant.

But the problem, he said, is
that many state inspectors
don’t have the expertise the
FDA possesses. “They may not
understand the nuances and
details of sterile compounding
operations,’’ said Kastango,
who is a member of the United
States Pharmacopeial Conven-
tion, a nonprofit organization
that publishes standards for
pharmacies. He said he was not
speaking on behalf of the
group.

But, Kastango said, the FDA
also has struggled with how to
regulate compounding phar-
macies, which are not held to
the same safety standards as
the pharmaceutical industry.

The FDA would not com-
ment Friday about regulatory
challenges. The Massachusetts
Department of Public Health
released a statement that said
pharmacists and pharmacies
are “only permitted to dispense
and compound medication pur-
suant to a prescription from a
registered practitioner for an
individual patient.”

The department — which
oversees the Massachusetts
Board of Registration in Phar-
macy, the entity that licenses
compounders — did not re-
spond to requests from the
Globe for an explanation of why
New England Compounding
had been allowed to ship thou-
sands of vials of medications
nationwide, if it was licensed
only to prepare medications for
individual patients or provid-
ers.

The department said in a
statement that “all matters con-
cerning [New England Com-
pounding] drug compounding
and distribution remain under
investigation by federal author-
ities and [the health depart-
ment] at this time.”

Liz Kowalczyk can be reached
at kowalczyk@globe.com. Kay
Lazar can be reached at
klazar@globe.com.

Pharmacy regulation is questioned
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CENTERS FOR DISEASE CONTROL AND PREVENTION

New England Compounding
Center is being investigated
in connection with a
meningitis outbreak. At
left, a picture of Aspergillus
fumigatus fungus.
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Vaida, executive vice president
of the Institute for Safe Medica-
tion Practices, a Pennsylvania-
based advocacy and research
organization. The US Food and
Drug Administration is sup-
posed to regulate compounding
companies that ship their prod-
ucts to many providers, a prac-
tice known as outsourcing,
while state pharmacy boards
monitor the small mom-and-
pop operations. But the rules
are too vague to delineate when
a compounder crosses that line,
he said.

“The state boards of phar-
macies are not equipped finan-
cially or with the knowledge to
really inspect these types of
operations,” Vaida said.

Federal and state health offi-
cials are investigating the out-
break of a rare and severe type
of meningitis caused by fungus
known as aspergil lus and
exserohilum. The number of
people sickened Friday grew to
47 in seven states, including
five who died from the infec-
tion, which attacks the brain
and spinal cord, the US Centers
for Disease Control and Preven-
tion reported. Patients with
lower back pain received injec-
tions of a steroid made by New
England Compounding Center.
Contaminants injected into the
spine can easily travel to the
brain.

The CDC and FDA said Fri-
day that the investigation into
the cause of the outbreak is on-
going. But the FDA found a
sealed vial of the injectable ste-
roid, called methylprednisolo-
ne acetate, contaminated with
fungus at New England Com-
pounding. The agency is testing
the sample further to deter-
mine the species of the fungus.
Foreign material could easily be
seen floating in other vials
found at the company, FDA offi-
cials said.

Infected patients received
drugs from three lots of methyl-
prednisolone acetate, contain-
ing 17,676 one-dose vials that
the company shipped to provid-
ers in 23 states. The CDC listed
those 75 providers on its web-
site Friday.

New England Compounding
has recalled about 35 products
it prepares for injection in and
around the spine, according to
a list on the FDA website. Fed-
eral and state health officials
have also urged doctors, clinics,
and hospitals to stop using all
products made by the company.

Health agencies are implor-
ing caregivers to immediately
track down pat ients who
received injections from the

!MENINGITIS
Continued from Page A1

three potentially contaminated
lots and monitor them for
symptoms, including fever, new
or worsening headache, nau-
sea, and numbness and slurred
speech similar to a stroke.

This is hardly the first time
that problems with compound-
ing companies have resulted in
widespread infections. At least
33 patients in seven states con-
tracted fungal eye infections
from products mixed at a Flori-
da pharmacy, federal officials
said in May. And there have
been numerous other instances
of compounding-related illness-
es.

According to Miller, the
number of pharmacies that spe-
cialize in compounding has
grown from 5,000 three years
ago to more than 7,500. Of
those, 3,000 provide com-
pounding for drugs that need to
remain sterile, such as those
that are inhaled and injected.

Patient safety advocates
have long urged officials to
strengthen federal oversight of
compounding companies. In
testimony before a congressio-
nal committee nine years ago,
Sarah Sellers, executive director
of the Center for Pharmaceuti-
cal Safety, said it was ironic that
officials were so focused on reg-
ulating imported drugs while
the country had “within our
own borders a flourishing, un-
regulated [compounding]
industry that manufactures,
markets, and sells substandard
products throughout the US.”

New England Compounding
has been investigated by state
and federal regulators several
times, in some cases for over-
stepping its bounds as a com-
pounding pharmacy and ven-
turing into manufacturing. The
FDA received three complaints
about the company in 2002 and
2003 involving its preparation
of methylprednisolone acetate,
one of the complaints con-
cerned lapses in sterile proce-
dures, leading to investigations
by the state and the FDA, said
Massachusetts health officials.

A complaint this year about
the potency of eye medications
remains under investigation.

During an inspection in fall
2004, the FDA found numerous
problems at the company,
which were detailed in a 2006
warning letter.

The agency said that “like a
manufacturer,’’ the company
developed an anesthetic drug
called Extra Strength Triple
Anesthetic cream, for which it
generated “sales by giving phy-
sicians ‘courtesy prescriptions’
(i.e., free samples). These ac-
tions are not consistent with
the traditional practice of phar-
macy compounding,” the FDA
warned. Compounders produce
“reasonable quantities of drugs
upon receipt of valid prescrip-
tions from licensed practitio-
ners to meet the unique needs
of individual patients,’’ the
agency said.

Yet, the company apparently
continued to ship large orders.

“Based on the quantity and
the distribution into 23-plus
states, we are struggling as an
organization to understand
how that volume could have
corresponding prescriptions
associated with’’ the drugs,
Miller said. “The board of phar-
macy is supposed to decide if
they crossed the line.’’

The company declined to
answer questions about its
practices Friday.

Rules vary by state, but if
compounding pharmacies meet
certain conditions, they are
allowed to sell to out-of-state
providers, said Eric Kastango, a
pharmacist and consultant.

But the problem, he said, is
that many state inspectors
don’t have the expertise the
FDA possesses. “They may not
understand the nuances and
details of sterile compounding
operations,’’ said Kastango,
who is a member of the United
States Pharmacopeial Conven-
tion, a nonprofit organization
that publishes standards for
pharmacies. He said he was not
speaking on behalf of the
group.

But, Kastango said, the FDA
also has struggled with how to
regulate compounding phar-
macies, which are not held to
the same safety standards as
the pharmaceutical industry.

The FDA would not com-
ment Friday about regulatory
challenges. The Massachusetts
Department of Public Health
released a statement that said
pharmacists and pharmacies
are “only permitted to dispense
and compound medication pur-
suant to a prescription from a
registered practitioner for an
individual patient.”

The department — which
oversees the Massachusetts
Board of Registration in Phar-
macy, the entity that licenses
compounders — did not re-
spond to requests from the
Globe for an explanation of why
New England Compounding
had been allowed to ship thou-
sands of vials of medications
nationwide, if it was licensed
only to prepare medications for
individual patients or provid-
ers.

The department said in a
statement that “all matters con-
cerning [New England Com-
pounding] drug compounding
and distribution remain under
investigation by federal author-
ities and [the health depart-
ment] at this time.”

Liz Kowalczyk can be reached
at kowalczyk@globe.com. Kay
Lazar can be reached at
klazar@globe.com.
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New England Compounding
Center is being investigated
in connection with a
meningitis outbreak. At
left, a picture of Aspergillus
fumigatus fungus.

BOSTON P.W.D.
NOTICE to HOUSEHOLDERS
NO REFUSE COLLECTIONS

will be made on Monday
October 8, 2012

Except in Boston Proper & Roxbury
South Boston and Charlestown
collections remain on schedule.

In all other sections of the City,
Collection will be deferred one day

Joanne P. Massaro
Commissioner of Public Works

1220 VFW Parkway, West Roxbury, MA 02132
www.luxepetresort.com • info@luxepetresort.com

T: 617-477-3332 • F: 617-477-3014

We want to welcome you to our
Brand New Luxury Pet Resort!
Providing Luxury Services & Features
For Both Dogs & Cats, Including:

• Dog Daycare with an indoor playroom
& two outdoor play yards

• Boarding with cage-free, custom
designed dog suites & cat condos

• Grooming Services
• Self-Serve Dog Wash
• Professionally trained staff certified in

Pet First Aid & Pet CPR
• Supervision for your pet 24-hours a day,

7 days a week, 365 days a year

At Luxe Pet Resort, you will be able to rest easy
knowing that your pet is cared for in the

very best possible manner.

Your First Daycare Visit
or Overnight Stay!

take an extra

20% OFF

PET RESORT

• Profes
Pet Fir

• Superv
7 days

At L

Y
take an extra

CLASSIFIED
HOLIDAY HOURS

COLUMBUS
DAY

Monday,
October 8, 2012

Boston Globe Classified
Advertising will be open

1 p.m. - 7 p.m.

Phone: 617-929-1500

Email:
classified@globe.com

OCTOBER
2012

8
OCTOBER
OCTOBER
OCTOBER

OCTO
BER

2012

7 2-DAY ONLY
WAREHOUSE SALE

Lowest Pricing Ever!

Nothing Held Back!

New “Finds” and “Lost Treasures”
from our old warehouse!

Huge Selection of Seconds,
Salesman Samples, and
Past Seasons Merchandise!

Raf!es Each Day with
Fantastic Steiff Products!
…enter to win Snoopy and Woodstock!

Cash and credit cards only. American
Express not accepted. All ear tags will be cut. All

SALES ARE FINAL.

COLUMBUS
DAY WEEKEND

Sun., October 7th (11 am-5 pm)
Mon., October 8th (10 am-1 pm)

Twin River Event Center
100 Twin River Rd., Lincoln, RI

Use Doors at Valet Entrance

WAREHOUSE SALE

COLUMBUS

!"#$$ %$&'()$
*(($+,

*-./0121
!/$

3'(45+
*)) %$&'()$6 2577'78

*)69
-9,

!/$
9#

*(($+, :9;,6< =9,9#(>()$6
?;@

2%6
!ABBC

D
E$F5(,'G)$

!"##$%&'(!)%"#%*'(+ ,-$$. /0123 44560400

!"#"$%&%#'
!"##$% &'( !)%"#%

789:;< =8>? ,:?

THE BOSTON GLOBE
PO Box 55819

Boston, MA 02205-5819

The Boston Globe (USPS 061-420)
is published Monday-Saturday.

Periodicals postage-paid at Boston, MA.
Postmaster, send address changes to:

Mail Subscription Department
PO Box 55819

Boston, MA 02205-5819

YEARLY MAIL SUBSCRIPTION
RATES FOR NEW ENGLAND

Seven days $886.08
Daily (6 Days) $599.04
Sunday only $390.00

For all other mail subscription rates and
information, call 617-929-2233 or

visit www.bostonglobe.com/subscribe

Free newspaper reading service for
the visually impaired: Contact Perkins

Braille & Talking Book Library at
800-852-3133 or

www.perkinslibrary.org

VOLUNTEERS NEEDED FOR A
LASER HAIR REMOVAL

CLINICAL RESEARCH STUDY

Men and Women with Dark Skin Types are
Now Being Enrolled for a Clinical Research Study

to Evaluate a New Laser for Hair Removal

Study Requires Multiple Visits.
Qualified Participants will be compensated $50
per visit Plus a bonus for completing the study.

To learn more please call:

Palomar Clinical at (781) 418-1158

This study is being conducted at
Palomar Medical Technologies, Inc.
15 Network Drive, Burlington, MA

under the direction of
Sean Doherty, MD

a Board Certified Plastic Surgeon

Donate the value of your newspapers
to local classrooms.



October 6, 2012 

and-pop operations. But the rules are too vague to delineate when a compounder crosses 
that line, he said. 

“The state boards of pharmacies are not equipped financially or with the 
knowledge to really inspect these types of operations,” Vaida said. 

Federal and state health officials are investigating the outbreak of a rare and 
severe type of meningitis caused by fungus known as aspergillus and exserohilum. The 
number of people sickened Friday grew to 47 in seven states, including five who died 
from the infection, which attacks the brain and spinal cord, the US Centers for Disease 
Control and Prevention reported. Patients with lower back pain received injections of a 
steroid made by New England Compounding Center. Contaminants injected into the 
spine can easily travel to the brain. 

The CDC and FDA said Friday that the investigation into the cause of the 
outbreak is ongoing. But the FDA found a sealed vial of the injectable steroid, called 
methylprednisolone acetate, contaminated with fungus at New England Compounding. 
The agency is testing the sample further to determine the species of the fungus. Foreign 
material could easily be seen floating in other vials found at the company, FDA officials 
said. 

Infected patients received drugs from three lots of methylprednisolone acetate, 
containing 17,676 one-dose vials that the company shipped to providers in 23 states. The 
CDC listed those 75 providers on its website Friday. 

New England Compounding has recalled about 35 products it prepares for 
injection in and around the spine, according to a list on the FDA website. Federal and 
state health officials have also urged doctors, clinics, and hospitals to stop using all 
products made by the company. 

Health agencies are imploring caregivers to immediately track down patients who 
received injections from the three potentially contaminated lots and monitor them for 
symptoms, including fever, new or worsening headache, nausea, and numbness and 
slurred speech similar to a stroke. 

This is hardly the first time that problems with compounding companies have 
resulted in widespread infections. At least 33 patients in seven states contracted fungal 
eye infections from products mixed at a Florida pharmacy, federal officials said in May. 
And there have been numerous other instances of compounding-related illnesses. 

According to Miller, the number of pharmacies that specialize in compounding 
has grown from 5,000 three years ago to more than 7,500. Of those, 3,000 provide 
compounding for drugs that need to remain sterile, such as those that are inhaled and 
injected. 

Patient safety advocates have long urged officials to strengthen federal oversight 
of compounding companies. In testimony before a congressional committee nine years 
ago, Sarah Sellers, executive director of the Center for Pharmaceutical Safety, said it was 
ironic that officials were so focused on regulating imported drugs while the country had 
“within our own borders a flourishing, unregulated [compounding] industry that 
manufactures, markets, and sells substandard products throughout the US.” 

New England Compounding has been investigated by state and federal regulators 
several times, in some cases for overstepping its bounds as a compounding pharmacy and 
venturing into manufacturing. The FDA received three complaints about the company in 
2002 and 2003 involving its preparation of methylprednisolone acetate, one of the 
complaints concerned lapses in sterile procedures, leading to investigations by the state 
and the FDA, said Massachusetts health officials. 

A complaint this year about the potency of eye medications remains under 
investigation. 

During an inspection in fall 2004, the FDA found numerous problems at the 
company, which were detailed in a 2006 warning letter. 

The agency said that “like a manufacturer,” the company developed an anesthetic 
drug called Extra Strength Triple Anesthetic cream, for which it generated “sales by 
giving physicians ‘courtesy prescriptions’ (i.e., free samples). These actions are not 
consistent with the traditional practice of pharmacy compounding,” the FDA warned. 
Compounders produce “reasonable quantities of drugs upon receipt of valid prescriptions 
from licensed practitioners to meet the unique needs of individual patients,” the agency 
said. 

Yet, the company apparently continued to ship large orders. 
“Based on the quantity and the distribution into 23-plus states, we are struggling 

as an organization to understand how that volume could have corresponding prescriptions 
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associated with” the drugs, Miller said. “The board of pharmacy is supposed to decide if 
they crossed the line.” 

The company declined to answer questions about its practices Friday. 
Rules vary by state, but if compounding pharmacies meet certain conditions, they 

are allowed to sell to out-of-state providers, said Eric Kastango, a pharmacist and 
consultant. 

But the problem, he said, is that many state inspectors don’t have the expertise the 
FDA possesses. “They may not understand the nuances and details of sterile 
compounding operations,” said Kastango, who is a member of the United States 
Pharmacopeial Convention, a nonprofit organization that publishes standards for 
pharmacies. He said he was not speaking on behalf of the group. 

But, Kastango said, the FDA also has struggled with how to regulate 
compounding pharmacies, which are not held to the same safety standards as the 
pharmaceutical industry. 

The FDA would not comment Friday about regulatory challenges. The 
Massachusetts Department of Public Health released a statement that said pharmacists 
and pharmacies are “only permitted to dispense and compound medication pursuant to a 
prescription from a registered practitioner for an individual patient.” 

The department — which oversees the Massachusetts Board of Registration in 
Pharmacy, the entity that licenses compounders — did not respond to requests from the 
Globe for an explanation of why New England Compounding had been allowed to ship 
thousands of vials of medications nationwide, if it was licensed only to prepare 
medications for individual patients or providers. 

The department said in a statement that “all matters concerning [New England 
Compounding] drug compounding and distribution remain under investigation by federal 
authorities and [the health department] at this time.” 

 
Liz Kowalczyk can be reached at kowalczyk@globe.com. Kay Lazar can be reached at 

klazar@globe.com. 


