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ABSTRACT 
Background:Diabetic neuropathy is a type of nerve damage that can occur in people with diabetes. The present study was 
conducted to compare the efficacy of gabapentin, and duloxetine in patients with painful diabetic peripheral neuropathy.  
Materials & Methods:74 patients with diabetic peripheral neuropathy of both genderswere divided into 2 groups of 37 
each. Group I were given 300 mg/day gabapentin (GBP) and group II were given 20 mg/day duloxetine (DLX). The pain 
was assessed with visual analogue scale (VAS). The Sleep Interference Score (SIS), and adverse reactions were determined. 
Results: Group I had 20 males and 17 females and group II had 18 males and 19 females.Biothesiometry was mild in 6 and 
8, moderate in 25 and 22 and severe in 6 and 7. Monofilament test was mild in 8 and 8, moderate in 19 and 20 and severe in 

10 and 9 patients in group I and II respectively. The difference was non- significant (P> 0.05). Adverse reactions were in 
group I and group II were nausea/vomiting in 2 and 3, micturition in 1 and 0, dizziness in 0 and 1 and somnolence in 3 and 2 
patients respectively. The difference was non- significant (P> 0.05). Conclusion: Monotherapy with GBP, and DLX 
provided clinically and subjectively meaningful pain relief in patients with DPNP. 
Keywords: Diabetic neuropathy, gabapentin, duloxetine 
This is an open access journal, and articles are distributed under the terms of the Creative Commons Attribution‑Non 
Commercial‑Share Alike 4.0 License, which allows others to remix, tweak, and build upon the work non‑commercially, as 
long as appropriate credit is given and the new creations are licensed under the identical terms.  

 

INTRODUCTION 

Diabetic neuropathy is a type of nerve damage that 

can occur in people with diabetes. It is a common 

complication of both type 1 and type 2 diabetes, 

especially when blood sugar levels are poorly 

controlled over a prolonged period. Diabetic 

neuropathy can affect nerves throughout the body, but 

it most commonly affects the nerves in the legs and 

feet.1,2 

There are several types of diabetic neuropathy, each 

with its own set of symptoms and effects. Peripheral 
Neuropathy is the most common type of diabetic 

neuropathy and affects the nerves that control 

sensation, particularly in the feet and legs. Symptoms 

may include numbness, tingling, burning sensations, 

and sharp pains.3 Peripheral neuropathy can also lead 

to complications such as foot ulcers and 

infections.Autonomic Neuropathyaffects the 

autonomic nervous system, which controls 

involuntary functions such as heart rate, digestion, and 

bladder function. Symptoms may include problems 

with heart rate variability, digestive issues such as 

gastroparesis (delayed stomach emptying), bladder 

problems, and sexual dysfunction.Proximal 

Neuropathy (also called Diabetic Amyotrophy)affects 

nerves in the thighs, hips, buttocks, and legs. 

Symptoms may include severe pain, weakness, and 

difficulty moving the affected limbs.4 

Pregabalin (PGB), another gabapentinoid, was 

approved in 2005 for the treatment of neuropathic 

pain. Gabapentin (GBP), a more recent generation 

anticonvulsant, is licensed for this purpose in Europe.5 

These are thought to be the most successful treatments 
for DPNP, with supporting data. The serotonin-

norepinephrine reuptake inhibitor (SNRI) duloxetine 

(DLX) was initially licensed for use as an 

antidepressant to treat major depressive disorder. 

Additionally, reports of its effectiveness in 

DPNP.6The present study was conducted to compare 

the efficacy of gabapentin, and duloxetine in patients 

with painful diabetic peripheral neuropathy.  
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MATERIALS & METHODS 

The present study consisted of 74 patients with 

diabetic peripheral neuropathyof both genders. All 

gave their written consent to participate in the study. 

Data such as name, age, gender etc. was recorded. 
Patients were divided into 2 groups of 37 each. Group 

I were given 300 mg/daygabapentin (GBP) and group 

II were given 20 mg/dayduloxetine (DLX). The pain 

was assessed with visual analogue scale (VAS). The 

Sleep Interference Score (SIS)were determined. By 

keeping track of the occurrence of adverse medication 

responses, safety was assessed.Data thus obtained 
were subjected to statistical analysis. P value < 0.05 

was considered significant. 

 

RESULTS 

Table I Distribution of patients 

Groups Group I Group II 

Drug 300 mg/day gabapentin 20 mg/dayduloxetine 

M:F 20:17 18:19 

Table I shows that group I had 20 males and 17 females and group II had 18 males and 19 females. 

 

Table II Assessment of parameters 

Parameters Variable Group I Group II P value 

Biothesiometry Mild 6 8 0.53 

Moderate 25 22 

Severe 6 7 

Monofilament test Mild 8 8 0.75 

Moderate 19 20 

Severe 10 9 

MNSI 6.5 5.2 0.05 

VAS 60.4 57.2 0.12 

SIS 6.3 6.1 0.84 

Table II shows that Biothesiometry was mild in 6 and 8, moderate in 25 and 22 and severe in 6 and 7. 

Monofilament test was mild in 8 and 8, moderate in 19 and 20 and severe in 10 and 9 patients in group I and II 

respectively. The difference was non- significant (P> 0.05). 

 

Table III Comparison of adverse reactions 

Adverse reactions Group I Group II P value 

Nausea/vomiting 2 3 0.75 

Micturition 1 0 

Dizziness 0 1 

Somnolence 3 2 

Table III, graph I shows that adverse reactions were in group I and group II were nausea/vomiting in 2 and 3, 
micturition in 1 and 0, dizziness in 0 and 1 and somnolence in 3 and 2patients respectively. The difference was 

non- significant (P> 0.05). 

 

Graph I Comparison of adverse reactions 
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DISCUSSION 

Diabetic neuropathy is a common microvascular 

complication of diabetes mellitus.7,8 Symptoms of 

diabetic neuropathy range from mild dysesthesias to 

severe unremitting pain that can profoundly affect the 
quality of life.9The present study was conducted to 

compare the efficacy of gabapentin, and duloxetine in 

patients with painful diabetic peripheral neuropathy. 

We found that group I had 20 males and 17 females 

and group II had 18 males and 19 females.Devi P et 

al10 examined the safety and effectiveness of 

pregabalin (PGB), duloxetine (DLX), and gabapentin 

(GBP) in patients suffering from excruciating diabetic 

peripheral neuropathy (DPNP). GBP, DLX, or PGB 

were randomly assigned to 152 patients who had a 

history of pain associated with DPNP and a minimum 

40-mm score on the visual analogue scale (VAS). Out 
of the 152 patients, 50 received DLX and GBP 

individually, while 52 received PGB. All three 

treatment groups experienced a substantial reduction 

in pain score (VAS), sleep interference score, PGIC, 

and CGIC over time (P<0.05), with no statistically 

significant difference observed between the groups. 

For the VAS, PGIC, and sleep interference score, 

there was a significant interaction (P<0.001) between 

the time and therapy groups. PGB showed a greater 

improvement in pain levels (VAS) and sleep 

interference scores than DLX and GBP. In 9.2% of 
instances, there were mild adverse medication 

responses. 

We found that Biothesiometry was mild in 6 and 8, 

moderate in 25 and 22 and severe in 6 and 7. 

Monofilament test was mildin 8 and 8, moderate in 19 

and 20 and severe in 10 and 9 patients in group I and 

II respectively. Lesser et al11assessed the efficacy and 

tolerability of pregabalin (75, 300, 600 mg/day) vs 

placebo in patients with diabetic peripheral 

neuropathy (DPN).Patients (n = 338) were 

randomized to receive one of three doses of 

pregabalin or placebo TID. Pregabalin 600 mg/day 
was titrated over 6 days; lower doses were initiated on 

day 1.Patients in the 300- and 600-mg/day pregabalin 

groups showed improvements in endpoint mean pain 

score (primary efficacy measure) vs placebo. 

Improvements were also seen in weekly pain score, 

sleep interference score, patient global impression of 

change, clinical global impression of change, SF-

McGill Pain Questionnaire, and multiple domains of 

the SF-36 Health Survey. Improvements in pain and 

sleep were seen as early as week 1 and were sustained 

throughout the 5 weeks. Responders (patients with > 
or =50% reduction in pain compared to baseline) were 

46% (300 mg/day), 48% (600 mg/day), and 18% 

(placebo). Pregabalin was well tolerated with a low 

discontinuation rate. The most common adverse 

events were dizziness and somnolence. 

We found that adverse reactions were in group I and 

group II were nausea/vomiting in 2 and 3, micturition 

in 1 and 0, dizziness in 0 and 1 and somnolence in 3 

and 2 patients respectively. Goldstein et al12in their 

study type 1 or type 2 diabetes mellitus-related 

polyneuropathy causing pain in 457 individuals was 

randomly randomized to receive treatment with 

duloxetine at doses of 20 mg/d (20 mg QD), 60 mg/d 

(60 mg QD), 120 mg/d (60 mg BID), or placebo. A 
minimum score of three on the Michigan Neuropathy 

Screening Instrument indicated the diagnosis. The 

main indicator of efficacy was the weekly mean score 

of the 24-hour Average discomfort Score, which was 

calculated using diary data collected over the course 

of two site visits. The score was assessed on an 11-

point Likert scale (0–10), ranging from no discomfort 

to the worst conceivable pain. From one week after 

randomization to the 12-week mark, duloxetine 60 

and 120 mg/d showed statistically significant better 

improvement on the 24-hour Average Pain Score 

when compared with placebo.Moreover, duloxetine 
differed from placebo on almost all of the secondary 

measures, including those that measured health-

related outcomes. When compared to placebo, a 

significantly higher number of patients in each of the 

three active treatment groups experienced a 50% 

decrease in the 24-hour Average Pain Score. Less than 

20% of patients stopped using duloxetine owing to 

adverse effects, making the medication safe and well 

tolerated. Diabetic peripheral neuropathic pain was 

safely and effectively managed with duloxetine at 

doses of 60 and 120 mg/d. 
The limitation of the study is the small sample size.  

 

CONCLUSION 
Authors found that monotherapy with GBP, and DLX 

provided clinically and subjectively meaningful pain 

relief in patients with DPNP. 

 

REFERENCES 
1. Boulton AJ, Vinik AI, Arezzo JC, Bril V, Feldman EL, 

Freeman R, et al. Diabetic neuropathies: A statement 
by the American Diabetes Association. Diabetes Care. 
2005;28:956–62. 

2. Davies M, Brophy S, Williams R, Taylor A. The 
prevalence, severity, and impact of painful diabetic 

peripheral neuropathy in type 2 diabetes. Diabetes 
Care. 2006;29:1518–22. 

3. Young MJ, Boulton AJ, Macleod AF, Williams DR, 
Sonksen PH. A multicentre study of prevalence of 
diabetic neuropathy in patients attending UK diabetic 
clinics. Diabetologia. 1993;36:150–4.  

4. Leibson CL, Williamson DF, Melton LJ, III, Palumbo 
PJ, Smith SA, Ransom JE, et al. Temporal trends in 

BMI among adults with diabetes. Diabetes Care. 
2001;24:1584–9. 

5. Chong MS, Hester J. Diabetic painful neuropathy: 
current and future treatment options. Drugs. 
2007;67:569–85.  

6. Frampton JE, Foster RH. Pregabalin: in the treatment 
of postherpetic neuralgia. Drugs. 2005;65:111–8. 

7. Backonja M, Beydoun A, Edwards KR, Schwartz SL, 

Fonseca V, Hes M, et al. Gabapentin for the 
symptomatic treatment of painful neuropathy in 
patients with diabetes mellitus; a randomized 
controlled trial. JAMA. 1998;280:1831–6. 



International Journal of Life Sciences, Biotechnology and Pharma Research Vol. 2, No. 4, Oct-Dec 2013  Online ISSN: 2250-3137         

                                                                                                                                                                                     Print ISSN: 2977-0122 

12 
©2013Int. J. LifeSci.Biotechnol.Pharma.Res. 

8. Oskarsson P, Ljunggren JG, Lins PF. Efficacy and 
safety of mexiline in the treatment of painful diabetic 
neuropathy. Diabetes Care. 1997;20:1594–7. 

9. Richter RW, Portenoy R, Sharma U, Lamoreaux L, 
Bockbrader H, Knapp LE. Relief of painful DN with 

pregabilin: A randomized, placebo-controlled trial. J 
Pain. 2005;6:53–60. 

10. Devi P, Madhu K, Ganapathy B, Sarma GR, John L, 
Kulkarni C. Evaluation of efficacy and safety of 
gabapentin, duloxetine, and pregabalin in patients with 

painful diabetic peripheral neuropathy. Indian journal 
of pharmacology. 2012 Jan 1;44(1):51-6. 

11. Lesser H, Sharma U, LaMoreaux L, Poole RM. 
Pregabalin relieves symptoms of painful diabetic 
neuropathy: a randomized 

controlledtrial. Neurology. 2004;63:2104–10. 
12. Goldstein DJ, Lu Y, Detke MJ, Lee TC, Iyengar S. 

Duloxetine vs. placebo in patients with painful diabetic 
neuropathy. Pain. 2005;116:109–18.  

 


	Corresponding Author

