Evaluating Acupuncture and Standard care for pregnant women with Back pain (EASE Back): a pilot randomised trial.
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Background: More than two-thirds of pregnant women experience low back pain (LBP) that interferes with everyday activities, work and sleep. Most women receive very little in the way of treatment and are usually advised to self-manage. Acupuncture appears a safe, promising intervention used by some physiotherapists but there are no high quality trial data regarding its clinical or cost-effectiveness, in comparison to standard care. Evaluation of the clinical and cost-effectiveness of acupuncture in a future randomised controlled trial (RCT) is required, but before this can be done, a feasibility and pilot trial was needed.
Purpose: To assess the feasibility of a future large RCT testing the additional benefit of acupuncture to standard care for pregnancy-related LBP. 
Methods: A single-centre pilot RCT. Participants were identified using six methods and randomised to one of three interventions delivered by physiotherapists. Standard Care (SC): A self-management booklet and onward referral for one-to-one physiotherapy (2 to 4 sessions) for those who needed it. SC plus true acupuncture: The self-management booklet and 6 to 8 treatments with a physiotherapist comprising true (penetrating) acupuncture, advice and exercise. SC plus non-penetrating acupuncture: The self-management booklet and 6 to 8 treatments with a physiotherapist comprising non-penetrating acupuncture, advice and exercise. Pilot RCT outcomes included recruitment rates, treatment fidelity, follow-up rate, patient-reported pain and function, quality of life and exploration of healthcare costs. Birth and neonatal outcomes were also assessed. Trial registration: Current controlled trials database ISRCTN49955124.
Results: We recruited 125 of 280 potentially eligible women (45%) in 6 months and randomised 41 to SC, and 42 to each of the SC plus acupuncture arms. Most participants were identified through questionnaires given to women at routine 20-week ultrasound scan appointments, community midwives informing women of the study and women self-referring following local awareness-raising. The consent meetings were audio recorded and indicate that women had no concerns about the use of acupuncture in pregnancy beyond the need for reassurance on positioning and safety. 10% of women (n=4) randomised to SC alone accessed one-to-one physiotherapy and they received an average of 2 treatments. The average number of treatments was 6 for SC plus true acupuncture and 6 for SC plus non-penetrating acupuncture. Treatments were in line with protocols. 8-week follow-up was 74%. Patient-reported outcomes (pain, function and quality of life) favoured the addition of acupuncture. Healthcare costs were higher for SC plus true acupuncture, due to the additional cost of the intervention. There was no evidence of serious adverse events on mothers, birth or neonatal outcomes. The Pelvic Girdle Questionnaire was found to be an appropriate outcome measure for a future trial. 
Conclusions: A future main RCT is feasible and would be welcomed by women and clinicians. Longer-term follow-up and further efforts to maximise follow-up are recommended for a main trial. 
Implications: A full RCT is feasible and would provide important information for patients, clinicians and decision makers about the effectiveness of acupuncture for this client group.
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