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The beam penetrates deep into tissues without temperature elevation, and bio-stimulates the body’s natural healing mechanisms on a cellular and systemic level, effecting the injured area and the associated pain. 
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Fig.1. Main Unit of B-Cure Laser                  Fig.2. Main Unit of B-Cure Laser classic
* All other models share the same appearance as the B-Cure Laser Classic.
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Safety (GSPR #1 & GSPR #6)
The biological safety of LLLT808 Low Level Laser Therapy Device is verified in compliance with ISO 10993-1:2018, EN ISO 10993-5:2009 and ISO 10993-10:2010. The electrical safety of LLLT808 Low Level Laser Therapy Device is verified in compliance with IEC 60601-1 and IEC 60601-1-2. In addition, LLLT808 Low Level Laser Therapy Device is verified in compliance with IEC 60825-1:2014 for safety of laser product.
There had been no adverse events reported for LLLT808 Low Level Laser Therapy Device from the clinical studies conducted.
By searching adverse event databases, there are no significant safety issues associated. Biocare Enterprise Limited will gather post-market data in accordance with the established PMS plan to ensure the product safety.  
All risks identified in the PMS database and other potential risks were taken into account, mitigated as far as possible and are acceptable in regard to the safety and clinical benefit of the device. There are no additional risk or safety issues.
Performance (GSPR #6)
Product performance and functionality have been tested and qualified during the product design and development process according to approved protocols and reports. The product meets the requirements defined during the design process.
Testing performed in accordance with IEC 60601-1-11:2015+A1:2020 confirms that the LLLT808 Low Level Laser Therapy Device is deemed suitable for its intended use. 
Clinical literatures indicated LLLT808 Low Level Laser Therapy Device is safe and effective in clinical application. 
The proprietary study on LLLT808 Low Level Laser Therapy Device has demonstrated its intended performance was achieved and well accepted. 
[bookmark: _Toc70002735][bookmark: _Toc216370952]Clinical Benefits/Risk Analysis (GSPR #4 and #8)
Clinical Benefits
Based on the result of literature research, the Minimal Clinically Important Difference (MCID) in pain severity (VAS) that corresponds to patients perception of adequate pain control is 15 mm reduction for Back Pain, Neck Pain, Knee Pain and Rotator Cuff Repai, 10-12 mm reduction for Carpal Tunnel Syndrome and 12 mm reduction (or 30% reduction) for Temporomandibular Myofascial Pain. The LLLT808 Low Level Laser Therapy Device does achieve the clinical benefit of adequate pain control. 
Clinical literature also indicates low level laser therapy as the most promising method due to its noninvasive nature, high level of safety, and ease of use.
The product has demonstrated clinical benefits from the published literature.
These all conclude the product is of great clinical benefits.
Clinical Risks
The clinical risks were also assessed by clinical studies conducted.  
There were no adverse events during the study or customer complaints.
These all concluded the product is of greater clinical safety profile.
Clinical Risks and Benefits 
The clincial study had demonstrated that the LLLT808 Low Level Laser Therapy Device had superior performance delivering good clinical benefits to users which the risks associated with its usage were minimal and acceptable. 
It is concluded that when weighed against with benefits to the patient, the remaining risk is acceptable. The product has a high benefit-risk ratio.
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