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 Informed Consent Form
Radial extracorporeal shock wave therapy for pain and function in adults with knee osteoarthritis: protocol for a placebo-controlled, randomised clinical trial

What is the study about?

This study will investigate the effects of radial extracorporeal shock wave therapy (rESWT) on pain, physical function and bone metabolism biochemical indicators in patients with knee osteoarthritis (KOA). We will recruit 30 patients who meet the inclusion criteria as follows: (1) Age 45–75 years, (2) Knee pain in the past 3 months, (3) Kellgren-Lawrence (K-L) grade = II or III, (4) Signed informed consent to participate in the study. Patients were excluded if they presented one of the following: (1) Acute knee trauma, ankylosing spondylitis, rheumatoid arthritis, psoriatic arthritis, and other types of arthritis, (2) Cardiopulmonary insufficiency, cognitive dysfunction, poor compliance, and inability to tolerate the test, (3) Intra-articular drug injection treatment or surgery of the affected knee within 6 months, (4) Contraindications for extracorporeal shock wave therapy which include abnormal coagulation mechanism, deep venous thrombosis of the lower limbs, treatment of local peripheral tumors, infection, and metal implantation, (5) Other comorbidities that may affect the trial results.

How long will I be in the study?

Your part in the study will last 8 weeks with 4 weeks of intervention and 4 weeks of 

follow-up.

What will happen in this study?

You will be randomized into either rESWT or sham rESWT on the affected knee once per week for 4 weeks. You will undergo professional physical therapy once a week during the treatment period. You will be assessed at baseline (T0), 5 weeks post-intervention (T1), and 8 weeks post-intervention (T2). The measures including clinical scales, assessment of function and bone metabolism biochemical indicators.

What are the risks of participating in this study?

The possible risks to you from participating in this study are listed below. rESWT may cause the following adverse reactions, some, all, or none of which may occur to you.

Localized hematoma, petechiae, and spot bleeding at the treatment site. 

Increased pain response at the treatment site. 

Localized numbness, pins and needles, decreased sensation at the treatment site.

There may be undetected or unanticipated adverse events, and you are encouraged to contact your physician promptly for any discomfort that occurs during the study, whether or not it is related to the study.

If you have any questions related to this study, please contact the research party.

If you have any questions related to your rights and interests, or if you would like to reflect your dissatisfaction and concerns about your participation in this study, please contact the Ethics Committee Office of Shengjing Hospital, China Medical University, at 024-96615-10027.

Signatures

 "I was informed about the background, purpose, steps, risks and benefits of this study. I was given plenty of time and opportunity to ask questions and the questions were answered to my satisfaction. I have also been told who to contact when I have questions, complaints, concerns, or want further information. I have read this informed consent form and agree to participate in this study. I know that I can withdraw from this study at any time and without any reason."

Signature of Participant                                     Date
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