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Manual acupuncture versus sham acupuncture and usual care for prophylaxis of episodic migraine without aura: multicentre, randomised clinical trial


· The latest Global Burden of Disease Study showed that 1.25 billion people had migraine in 2017. In the 15-49 year age group, migraine was the top cause of life lived with disability. 
· 
· Although according to current guidelines Sumatriptan is considered an extremely effective migraine-abortive medication with minimal side effects. It is effective for approximately 70% of patients and since many patients refuse to take any medication, studies show that only 13% of patients reported current use of preventive drugs.
· 
· From my interaction with patients, many are more open to non-drug interventions as not a lot of people want to “go on a pill”, not to mention adherence issues once they do get a prescription.
· 
· This paper posted in 2020 discusses a randomized, single blind, three arm clinical trial that was conducted in seven centers in China between 2016 and 2018.
· 
· Participants were randomly selected from patients diagnosed with episodic migraine without aura on the basis of the International Classification of Headache Disorders.
· Among others, inclusion criteria were: adult patients ages 15-65, naivety to acupuncture, and history of migraine without aura for over 12 months 
· Exclusion criteria were basically a history of any other neurological disorders, pregnancy and breastfeeding.
· All patients received 20 sessions of 30 minute acupuncture treatments or usual care over eight weeks 
· In a ratio of 2:2:1, patients received an actual acupuncture, a sham acupuncture (needles placed not in the acupuncture points) and a placebo (patients felt the prick bun to acupuncture was performed)
· Other than that, all patients received the same care.
· 
· The primary outcomes were change in the mean number of migraine days and migraine attacks per four week cycle during weeks one to 20 after randomization compared with baseline 
· The reduction of migraine days and migraine attacks per four weeks from baseline was significantly greater in the manual acupuncture group than in the usual care group during weeks 1 to 20. Compared with sham acupuncture, manual acupuncture resulted in a significantly greater reduction in migraine days during weeks 13 to 20
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Comparison with other studies:
Another RCT showed that electrical acupuncture resulted in a long term reduction in migraine attacks. At week 16 after randomization, a greater reduction was observed in the true electrical acupuncture group than in the sham acupuncture group (difference of 1.1 (0.4 to 1.9) attacks) and in the true electrical acupuncture group than the no acupuncture group (difference of 1.8 (1.1 to 2.5) ). 
Clinical Relevance:
A considerable number of patients do not respond well to drug treatment, cannot tolerate the adverse effects of drugs, or have contraindications, which can lead to low adherence, chronification of headache, and acute drug overuse 
Conclusion:
Among acupuncture naive patients with episodic migraine without aura, treatment with manual acupuncture, compared with sham acupuncture or usual care, resulted in a significantly greater reduction in the frequency of migraine days and migraine attacks. Acupuncture can be recommended as a prophylactic treatment when updating the guidelines and insurance coverage for migraine and its related substance misuse. When discussing prophylactic treatment strategies with patients, clinicians should provide them with information about acupuncture as an option. 
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Table 2

Primary outcome measurements of full analysis set population. Values are mean (SD) unless stated otherwise

Pairwise comparisons—mean (95% CI)

Time point  Manual acupuncture (1=58) Sham acupuncture (n=60) Usual care (n=29) Pvalue* Manualvsham Pvalue* Manual v usual care Pvalue* Sham v usual care P value*
Change from baseline in mean number of days with migraine

Weeks 1-4 -22(2.0) ~1.6(3.0) -0.7(29) 0003 -09(-181000) 0052 -15(-25t0-04) 0004 —0.6(-1.7t00.5) 0589
Weeks 5-8 -3.126) -27(3.6) -13(25) 0002 -07(-161002) 0198 -17(-2810-0.5) 0001 -1.0(-21t002)  0.119
Weks 9-12 -3.5(26) -29(3.8) -1327) <0001 -10(201001) 0077 -21(-3410-0.8) <0.001 -L1(-24t00.1)  0.100
‘Weeks 13-16 -35(2.5) -24(34) -1.0(24) <0.001 -14(-2.4t0-03) 0.005 —24(-3.7t0-1.2) <0.001 -1.1(-23100.2) 0.136
Weeks 17-20 -3.93.0) 2232 -14@2.7) <0001 -21(29t0-12) <0001 -24(-35to-14) <0001 —-0.4(-14100.7) 0495
Change from baseline in mean number of migraine attacks

Weeks 1-4 -1.1(13) -1.0(2.5) —0.2(1.5) 0032  -03(-09t003) 0643 —08(-1.6t0-0.1) 0026 —0.5(-131002) 0305
Weeks 5-8 ~1.8(14) -1.7(25) -0.7(1.3) 0002 -03(-09102) 0526 -10(-17t0-04) <0.001 —-0.7(-14100.0) 0032
Weeks 9-12 ~1.9(13) -182.7) ~0.4(1.3) <0001 —04(-101002) 0410 -15(-2310-0.8) <0.001 -L1(-19t0-0.4) 0.001
Wecks 13-16 -2.1(15) -1.8(2.7) -0.7(1.3) <0001 06(-12100.1) 0092 -13(-21t0-0.6) <0.001 —-0.8(-1.5100.0) 0043
Weeks 17-20 -23(17) -1.6(2.5) ~0.4(13) <0001 -10(-15t0-0.5) <0001 -18(-24t0-12) <0.001 -0.8(-1.4t0-02) 0.08
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