
HEART FAILURE

Cases of worsening congestive heart failure (CHF) and
new-onset CHF have been reported. Exercise caution and
monitor patients with heart failure. Discontinue SIMPONI®

if new or worsening symptoms of heart failure appear.

DEMYELINATING DISORDERS

TNF-blocking agents, of which SIMPONI® is a member,
have been associated with cases of new-onset or
exacerbation of demyelinating disorders, including multiple
sclerosis (MS) and Guillain-Barré syndrome. In
SIMPONI® clinical trials, cases of MS and peripheral
demyelinating polyneuropathy were reported. Exercise
caution in considering the use of SIMPONI® in patients
with these disorders. Consider discontinuation if these
disorders develop.

HEMATOLOGIC CYTOPENIAS

There have been reports of pancytopenia, leukopenia,
neutropenia, and thrombocytopenia in patients receiving
SIMPONI® in clinical trials. Additionally, aplastic anemia
has been reported in patients receiving TNF-blocking
agents, of which SIMPONI® is a member. Exercise caution
when using SIMPONI® in patients who have or had
significant cytopenias.

USE WITH OTHER DRUGS

The concomitant use of a TNF blocker and abatacept or
anakinra was associated with a higher risk of serious
infections, therefore the use of SIMPONI® in combination
with these products is not recommended. Care should be
taken when switching from one biologic to another since
overlapping biological activity may further increase the risk
of infection. A higher rate of serious infections has also
been observed in RA patients treated with rituximab who

received subsequent treatment with a TNF blocker. People
receiving SIMPONI® can receive vaccinations, except for
live vaccines.

ADVERSE REACTIONS

The most serious adverse reactions were serious
infections and malignancies.

Upper respiratory tract infection and nasopharyngitis were
the most common adverse reactions reported in the
combined Phase 3 trials through Week 16, occurring in 7%
and 6% of patients treated with SIMPONI® as compared
with 6% and 5% of patients in the control group,
respectively. The rate of injection-site reactions was
6% with patients treated with SIMPONI® compared
with 2% of patients in the control group.

Please see Brief Summary of Prescribing
Information for SIMPONI® on following pages.
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FDA’s Hold on NGF Inhibitors Won’t End Soon

B Y  M A RY  E L L E N  S C H N E I D E R

FROM A RHEUMATOLOGY MEETING

SPONSORED BY NEW YORK UNIVERSITY

NEW YORK – Researchers will likely
have to wait for months before they find
out if they can continue studies on the
use of nerve growth factor inhibitors in
treating osteoarthritis pain, said Dr. Nan-
cy E. Lane, Endowed Professor of Med-
icine and Rheumatology at the Univer-

sity of California, Davis, in Sacramento. 
Over the past year, the Food and Drug

Administration has put on clinical hold
nearly all programs for nerve growth
factor inhibitor (anti-NGF) development,
particularly those related to treating knee
pain in osteoarthritis. The agency re-
quested that pharmaceutical manufac-
turers halt their trials because of reports
that study subjects taking the drugs had
developed rapidly progressive hip and

knee osteoarthritis requiring total joint
replacement. A few of those patients also
were reported to have had osteonecrosis.
The fate of those studies could be deter-
mined later this year, when the FDA
meets with the pharmaceutical compa-
nies involved in developing NGF in-
hibitors to discuss the issue, she said. 

Dr. Lane, who was an investigator for
Pfizer’s anti-NGF drug tanezumab, said
the drug makers developing these com-

pounds have been studying the possible
causes of the adverse effects. The question
remains whether the disease progression
was due to reduced pain and increased ac-
tivity, or if the inhibition of NGF com-
promised blood flow to the bone, result-
ing in osteonecrosis, she said. Regardless
of whether the anti-NGF trials continue,
Dr. Lane said understanding the NGF re-
ceptor TrkA and how to inhibit it may
“bear fruit in the long term.” ■


