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Safety and Efficacy of Gabapentin in Neuropathic Pain

Duck Mi Yoon, M.D.

Department of Anesthesiology & Pain Medicine, and Anesthesia & Pain Research Institute,
Yonsei University College of Medicine, Seoul, Korea

Background: The newer generation of anticonvulsant, gabapentin is probably the most useful agent for neuropathic pain. This

report reviews prospective safety and efficacy data collected in actual clinical situations for various neuropathic pains.

Methods:
neuropathic pain syndromes.

This was an open label, prospective, non-comparative, clinical study of gabapentin for the treatment of various
392 patients were enrolled between June, 2002 and August, 2003, and 42 pain specialists from 40

private pain clinics were participated in the study. Safety and efficacy were assessed in 177 patients after a minimum of 6 weeks

of gabapentin treatment, with starting and final doses determined by the prescribing physician.

The primary efficacy measure

was a change in the average daily pain score (DPS) based on an 11-point Likert scale (0, no pain; 10, worst possible pain) and

change in sleep interference (SI) from baseline to the final week of therapy.

Results: In 157 (88.7%) of the 177 patient gabapentin was assessed as effective, as follows; 72 patients (40.7%) were markedly

improved; 85 patients (48.0%) moderately improved; 16 patients (9.0%) slightly improved; and 4 patients were unchanged. Patients

that rated baseline pain as severe improved in 86.2 % (50/58 patients) of cases and 90% of patients that rated their baseline pain

as mild to moderate showed improvement.
by more than 80%.

Various neuropathic pains except other polyneuropathies, were clinically improved
Most patients were started at 300 mg/day of gabapentin, and were maintained within 600-900 mg/day at

the end of the study. There was a significant reduction in the average daily pain score from 7.3 to 2.8 (P < 0.0001). Sleep

Interference was also significantly improved from 5.0 to 1.6 points after gabapentin administration (P < 0.0001). Of the 392

patients, 58 patients (14.8%) experienced 67 adverse events (17.1%).

Most events were mild but 6.0% were severe.

Conclusions: Gabapentin is effective and safe drug for the treatment of neuropathic pain. (J Kor Pain Soc 2004; 17: 34-41)

Key Words: gabapentin, neuropathic pain.
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Table 1. Prescription Pattern of Gabapentin

Duration of mean + SD (day) 543 + 58.9
administration min-max 2.0-379.0
Daily mean dose = mean t SD (mg/day) 781.7 £ 362.4

min-max 100.0-1,887.1
Initial dose mean + SD (mg/day) 3135 + 1457
min-max 100.0-900.0
< 300 358 (91.3)
300-600 20 (5.1)
600-900 14 (3.6)
Total 392 (100.0)
Maximum dose mean + SD (mg/day) 878.6 + 437.8
min-max 100.0-2,400.0
< 300 72 (18.4)
300-600 48 (12.2)
600-900 194 (49.5)
900-1,200 25 (6.4)
1,200-1,500 12 3.1)
1,500-1,800 39 9.9)
1,800 < 2 (0.5)
Total 392 (100.0)
Final dose mean + SD (mg/day) 8454 + 4337
min-max 100.0-2,400.0
< 300 79 (20.2)
300-600 56 (14.3)
600-900 189 (48.2)
900-1200 23 (5.9)
1,200-1,500 6 (1.5)
1,500-1,800 37 9.4)
1,800 < 2 (0.5)
Total 392 (100.0)
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Table 2. Maximum Dose by Diagnosis

< 1,500 mg = 1,500 mg  Total

n (%) n (%) n (%)
Central post stroke pain 10 (2.9) 0 (0.0) 10 (2.6)
Diabetic peripheral
neuropathy (DPN) 51 (15.0) 12 (22.6) 63 (16.1)
Post-herpetic
neuralgia (PHN) 109 (32.2) 22 (41.5) 131 (33.4)
Radiculopathy 56 (16.5) 7 (13.2) 63 (16.1)
Trigeminal neuralgia 22 (6.5) 6 (11.3) 28 (7.1)
Carpal tunnel syndrome 10 (2.9) 0 (0.0) 10 (2.6)
Complex regional pain
syndrome (CRPS) 21 (6.2) 357 24 (6.1)
Other polyneuropathy 47 (13.9) 1 (1.9 48 (12.2)
Failed back 4 (1.2) 0 (0.0) 4 (1.0)
surgery syndrome
Other 24 (7.1) 357 27 (6.9)
Total 339 (86.5) 53 (13.5) 392 (100.0)

Table 3. Concomitant Medications and Previous Treatment

Previous Absent 321 (81.9)
treatment 1 61 (15.6)
2 7 (1.8)
3 3 (0.8)
Concomitant Yes 185 (47.2)
drug No 207 (52.8)
Total 392 (100.0)
Central nervous system drugs 97 (52.4)
Antiepileptics 5 (2.7
Antidepressant drugs 63 (34.1)
Analgesics 34 (18.4)
Hypnoncs', sefiatlves, 17 92)
and anxiolytics
Drugs used in Parkinsonism 2 (LD
and related disorders
Acet}ilchollnesteTast?/ . 1 ©0.5)
cholinesterase inhibitors
Drugs used in nausea and vertigo 1 (0.5)

Data are number of patients (%).
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Table 4. Final Efficacy Assessment-extent of Exposure

a2

3}

Effect

Ineffect

Total

N (%) N (%) N (%) P-value
Initial dose < 300 144 (91.1) 14 (8.9) 158 (89.3) 0.0121
300-600 8 (66.7) 4 (33.3) 12 (6.8) X-test
600-900 5 (71.4) 2 (28.6) 7 (4.0)
Total 157 (88.7) 20 (11.3) 177 (100.0)
Maximum dose < 300 25 (89.3) 3 (10.7) 28 (15.8) 0.4603
300-600 19 (100.0) 0 (0.0) 19 (10.7) ¥-test
600-900 74 (87.1) 11 (12.9) 85 (48.0)
900-1,200 15 (93.8) 1 (63) 16 (9.0)
1,200-1,500 5 (71.4) 2 (28.6) 7 (4.0)
1,500-1,800 17 (85.0) 3 (15.0) 20 (11.3)
1,800 < 2 (100.0) 0 (0.0) 2 (L1)
Total 157 (88.7) 20 (11.3) 177 (100.0)
Final dose < 300 28 (84.8) 5 (15.2) 33 (18.6) 0.8407
300-600 23 (95.8) 1 42) 24 (13.6) X-test
600-900 74 (89.2) 9 (10.8) 83 (46.9)
900-1,200 12 (85.7) 2 (14.3) 14 (7.9)
1,200-1,500 2 (100.0) 0 (0.0) 2 (L)
1,500-1,800 16 (84.2) 3 (15.8) 19 (10.7)
1,800 < 2 (100.0) 0 (0.0) 2 (L1)
Total 157 (88.7) 20 (11.3) 177 (100.0)
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Fig. 1. This figure shows comparison of DPS and SI after 6 weeks

administration of gabapentin.

DPS was significantly

improved from 7.3 to 2.8 (*P < 0.0001). SI was also
significantly improved from 5.0 to 1.6 (* P < 0.0001).
DPS: daily pain score, SI: sleep interference.
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Fig. 2. This figure shows change from baseline in mean daily
pain score (DPS) and sleep interference (SI).

Table 5. Safety-adverse Event (1)

Related

Total (N = 392)

Number of cases

Number of events

Number of cases Number of events

N (%) N (%) N (%) N (%)
Central nervous system 42 (10.7) 45 (11.5) 45 (11.5) 49 (12.5)
Dizziness 24 6.1) 25 6.4 26 (6.6) 27 6.9)
Drowsiness 18 (4.6) 18 (4.6) 19 4.8) 19 4.8)
Violence 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Confusion 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Brain atrophy 0 0.0 0 (0.0) 1 0.3) 1 0.3)
Alimentary system 6 (1.5) 6 (1.5) 6 (1.5) 6 (1.5)
Indigestion 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Dry mouth 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Nausea 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Diarrhea 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Decreased appetite 1 0.3) 1 0.3) 1 (0.3) 1 0.3)
Constipation 1 0.3) 1 0.3) 1 (0.3) 1 0.3)
BODY as whole 6 (1.5) 6 (1.5) 6 (1.5) 6 (1.5)
Asthenia 4 (1.0) 4 (1.0) 4 (1.0) 4 (1.0)
Abdominal pain 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Back pain 1 0.3) 1 0.3) 1 0.3) 1 0.3)
Liver & biliary system 0 (0.0) 0 0.0 1 0.3) 1 0.3)
Hepatic enzyme increased 0 (0.0) 0 (0.0) 1 0.3) 1 0.3)
Metabolism & nutrition system 4 (1.0) 4 (1.0) 4 (1.0) 4 (1.0)
Peripheral edema 4 (1.0) 4 (1.0) 4 (1.0) 4 (1.0)
Musculoskeletal system 0 (0.0) 0 (0.0) 1 0.3) 1 0.3)
Fracture 0 (0.0) 0 (0.0) 1 0.3) 1 0.3)
Total 54 (13.8) 61 (15.6) 58 (14.8) 67 17.1)
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Table 6. Safety-adverse Event (2)

Total
N (%)
Severity Mild 51 (76.1)
Moderate 12 (17.9)
Severe 4 (6.0)
Total 67 (100.0)
Adjustment No change 32 (47.8)
Decreased the dose 14 (20.9)
Temporary discontinued 9 (13.4)
Discontinued 12 (17.9)
Total 67 (100.0)
Result Recovered 53 (79.1)
Not dlsappe.ared until the 10 (14.9)
study terminated
Death 0 (0.0)
Permanent disabling 0 (0.0)
Unknown 4 (6.0)
Total 67 (100.0)
Causality Definitely related 8 (11.9)
Probably related 29 (43.3)
Possibly related 20 (29.9)
Probably not related 6 (9.0)
Unknown 4 (6.0)
Total 67 (100.0)
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