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OCT as an enhancement to dermoscopy for skin cancer 
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For clinical use in the US FDA 510(k) K093520 applies: 

- The VivoSight Topical OCT system is indicated for use in the two-dimensional, 

cross-sectional, real-time imaging of external tissues of the human body. This 

indicated use allows imaging of tissue microstructure, including skin, to aid trained 

and competent clinicians in their assessment of a patient's clinical conditions. 

- US Federal law restricts this device to sale by or on the order of a physician. 
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Citations Donnelly, R. F., Garland, M. J., Morrow, D. I., Migalska, K., Singh, T. R., Majithiya, R. & Woolfson, A. D. (2010) 
"Optical coherence tomography is a valuable tool in the study of the effects of microneedle geometry on skin 
penetration characteristics and in-skin dissolution" Journal of Controlled Release, 147(3), pp. 333-341. 
 
Donnelly, R. F., Majithiya, R., Singh, T. R., Morrow, D. I., Garland, M. J., Demir, Y. K., Migalska, K., Ryan, E., Gillen, 
D., Scott, C. J. & Woolfson, A. D. (2011) "Design, optimization and characterisation of polymeric microneedle arrays 
prepared by a novel laser-based micromoulding technique" Journal of Pharmaceutical Research  28(1), pp. 41-57. 
 

Status Published. 
 

 
Subject 
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