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Gabapentin (Neurontin) and precautions regarding concomitant opioid use,
Dear Healthcare Professional,

Pfizer, in agreement with The General Administration for Pharmaceutical Vigilance of the Central
Administration for Pharmaceutical Care at The Egyptian Drug Authority would like to inform you of the
following:

Summary:

e Caution is advised when prescribing gabapentin concomitantly with opioids due to risk of CNS
depression.

e In a population-based, observational, nested case-control study of opioid users, co-prescription
of opioids and gabapentin was associated with an increased risk for opioid-related death
compared to opioid prescription use alone (adjusted odds ratio [aOR], 1.49 [95% CI, 1.18 to 1.88,
p<0.001]).

Further information on the safety concern and the recommendations

e Patients who require concomitant treatment with central nervous system (CNS) depressants,
including opioids, should be carefully observed for signs of CNS depression, such as somnolence,
sedation, and respiratory depression. Patients who use gabapentin and morphine concomitantly
may experience increases in gabapentin concentrations. The dose of gabapentin, or concomitant
treatment with CNS depressants including opioids, should be reduced appropriately.

e Caution is advised when prescribing gabapentin concomitantly with opioids due to risk of CNS
depression. In a population-based, observational, nested case-control study of opioid users, co-
prescription of opioids and gabapentin was associated with an increased risk for opioid-related
death compared to opioid prescription use alone (adjusted odds ratio [aOR], 1.49 [95% ClI, 1.18
to 1.88, p<0.001])

e There are spontaneous and literature case reports of respiratory depression, sedation, and death
associated with gabapentin when co-administered with CNS depressants, including opioids. In
some of these reports, the authors considered the combination of gabapentin with opioids to be a
particular concern in frail patients, in the elderly, in patients with serious underlying respiratory
disease, with polypharmacy, and in those with substance abuse disorders.

« This communication is based on a request from the Egyptian Drug Authority.
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Further information

Therapeutic indications of Neurontin:

Epilepsy Neurontin is indicated as adjunctive therapy in the treatment of partial seizures with and without
secondary generalization in adults and children aged 6 years and above (see section 5.1). Neurontin is
indicated as monotherapy in the treatment of partial seizures with and without secondary generalization in
adults and adolescents aged 12 years and above. Treatment of peripheral neuropathic pain Neurontin is
indicated for the treatment of peripheral neuropathic pain such as painful diabetic neuropathy and post-
herpetic neuralgia in adults.

Call for reporting

Healthcare professionals are asked to report any suspected adverse reactions via the Egyptian
reporting system:

Name: General Administration for Pharmaceutical Vigilance

Email: pv.followup@edaegypt.gov.eg

Online reporting: https://primaryreporting.who-umc.org/EG
QR Code:

Hotline: 15301
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