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•	 The dried root of Withania somnifera (L.) Dunal, commonly known 
as Ashwagandha, has been used in ayurvedic and indigenous 
medicine for ≥ 3000 years for its wide-ranging health benefits.1

•	 Both traditional and modern studies have indicated the 
effectiveness of Ashwagandha in pain condition and insomnia.

•	 Literature searches were conducted on 4 December 2020 using Ayurvedic 
books, monographs and pharmacopoeias for traditional literature while 
PubMed and Embase for scientific literature on safety and efficacy of 
Ashwagandha root extract for the management of pain and sleep.

•	 There was no limitation on the publication date.
•	 Non–English language publications were excluded.

•	 To review the traditional and scientific literature describing 
the safety and efficacy of Ashwagandha root extract for 
the management of pain and sleep.

Objectives

Traditional literature have described sleep-inducing and pain-relieving properties of 
Ashwagandha (Figure 1)

Ashwagandha root extract (KSM-66®) exhibited significant improvement in sleep quality in 
healthy, insomniac, stressed and elderly subjects (Figure 2)

Ashwagandha root extract (KSM-66®) exhibited significant reduction in pittsburgh sleep quality 
index (PSQI) scores in both healthy and insomniac patients (Figure 3 [A-C])

Plausible adverse reporting and safety assessment

Ashwagandha mediates analgesic action, by inhibitingcyclo-oxygenase (COX)-2/
prostaglandins (PG)-E2 pathway15,16 while sleep-promoting effects by promoting 
GABAergic action17

Four randomized, placebo controlled clinical trials with a total of 250 participants 
corroborates the ethnopharmacological use of Ashwagandha root extract (KSM-66®) for 
sleep (Table 1)

KSM 66 capsule: Ashwagandha root extract

Figure 2: Efficacy of Ashwagandha root extract (KSM-66®) on 7-point sleep quality scores

Figure 3: Efficacy of Ashwagandha root extract (KSM-66®) on PSQI scores

aP-values indicate significant change from baseline to study end within a treatment arm; bP-value: Ashwagandha vs Placebo group

aP-values indicate significant change from baseline to study end within a treatment arm; bP-value: Ashwagandha vs Placebo group

Figure 1: Evidence from traditional literature on use of Withania somnifera (Ashwagandha) for sleep and 
pain management

Table 1: Characteristic of included studies

•	Traditional data suggest beneficial effect of Ashwagandha in the management of pain and sleep
•	Scientific studies found prominent and beneficial effect of Ashwagandha root extract (KSM-66® ; 600 mg/day) in adults diagnosed with insomnia 
•	The use of Ashwagandha root extract is well-tolerated even up to 12 weeks of use but further studies are needed to assess whether it is safe for long-term use.

Conclusion
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Methods

Reference Trial design Population
Treatment arm (n)
Duration of the study

Outcome of the study

Legande 
201918

Double-blind, 
Randomized, 
Placebo-controlled 
Study

60 patients with 
insomnia; aged 
between 18 and 
60 years

KSM 66 capsule; 300 mg twice daily (39)
vs
Identical placebo (19)
10 weeks

KSM 66 capsule significantly 
improved sleep quality and sleep 
onset latency in patients with 
insomnia (p < 0.0001)

Legande 
202119

Double-blind,
Randomized, 
Placebo-controlled 
Study

40 Healthy 
volunteers vs 
40 patients with 
insomnia; aged 
between 18 and 
60 years

KSM 66 capsule; 300 mg twice daily: 
Healthy (18) vs insomniac (18) subjects
vs
Identical placebo: Healthy (20) vs insomniac 
(17) subjects

8 weeks

KSM 66 capsule significantly 
improved sleep quality and 
sleep onset latency in both 
healthy volunteers (p < 0.0001) 
and patients with insomnia (p < 
0.002)

Salve 
201920

Double-blind,
Randomized, 
Placebo-controlled 
Study

60 stressed 
participants 
with Perceived 
Stress Scale 
(PSS) score 
>=20; aged 
between 18 and 
60 years

KSM 66 capsule; 125 mg twice daily (19) 
vs
KSM 66 capsule; 300 mg twice daily (20)
vs
Identical placebo (19)
8 weeks

KSM 66 capsule dose-
dependently improved sleep 
quality in stressed healthy adults 
at 125 mg (p < 0.05) and 300 mg 
(p < 0.001) twice daily.

Kelgane 
202021

Double-blind,
Randomized, 
Placebo-controlled 
Study

50 healthy 
elderly adults 
aged between 
65 and 80 years

KSM 66 capsule; 300 mg twice daily (25)
vs
Identical placebo (25)
12 weeks

KSM 66 capsule significantly 
improved sleep quality (p < 
0.0001) in healthy elderly 
participants

•	 Ashwagandha root extract, at 300 mg twice daily, was well tolerated with no adverse events reported in all the 
included studies
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Withania somnifera
(Ashwagandha)

Oral Dose

•	 Dried root powder; 3 - 6 g per day1-8, 11,13

•	 Dried root; 3 - 9 g per day12

•	 Dried root; 2 - 5 g per day14

•	 Dried root decoction; 3 - 8 g per day9,10 

•	 Root extract (1.5% withanolides); 300-500 
mg per day1

•	 Fluid extract (1:1): 3–8 ml per day10

•	 Fluid extract (1:2); 6-12 ml per day1,11

•	 Fluid extract (1:3); 6-15 ml per day12

Oral Dose

•	 Dried root powder; 3 - 6 g per day11,13

•	 Dried root; 3 - 9 g per day12

•	 Dried root; 2 - 5 g per day14

•	 Fluid extract (1:2); 6-12 ml per day11

•	 Fluid extract (1:3); 6-15 ml per day12

Sedative Analgesic


