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The studies conducted on the solution in MyClyns are extensive.  This document will summarize the key elements of the scientific data that support the MyClyns product.  The data from these studies indicates significant microbial reduction, whether in clinical or in vitro studies, when the solution in MyClyns is tested.  Also, the solution in MyClyns is either superior or compares favorably with other currently used antimicrobial products.
1.  In vitro studies on bacterial and mycobacterial reduction:

a. 47 bacterial strains (050812-201) – wide variety of bacteria
b. 5 bacterial strains (070839-201) – 
    Candida albicans, Enterococcus faecalis, E coli, Pseudomonas aeruginosa,Staphyloccus aureus
c. 3 bacterial strains (071040-201) – C diff, MRSA, VRSA
d. 1 bacterial strain (080123-201) – Neisseria mennigitidis
e. 2 bacterial strains (080135-201) – Candida albicans, Neisseria gonorrhoeae
f. 1 Mycobacterial strain (A06193) – Mycobacterium bovis
2. In vitro studies on viral load reduction:

a. 2 viral strains (080124-402) - Human (H1N1) and Avian Flu (H3N2 – correlates to H5N1)
b. 1 viral strain (071027-402) – HIV-1
c. 2 viral strains (070841-402) – BVDV (surrogate for Human Hepatitis C) and   HSV-1
3. Clinical studies on bacterial and viral load reduction:
a. Bacterial:  Modified Health Care Personnel Handwash Procedure.  FDA Tentative Final Monograph & ASTM Standard Test Method.  (070842-101) – Serratia marcescens
b. Viral: ASTM Fingerpad Method.  (071029-401) - BVDV (surrogate for Human Hepatitis C)
4. Tissue Culture studies – correlation to clinical efficacy:
a. 1 bacterial strain (080517-250.01) – MRSA in Human Ocular Tissue Cells
The solution in MyClyns was tested in this study using an in-vitro human ocular tissue model which correlates with human and animal eye studies since human clinical eye studies cannot be conducted.

5. Studies showing the efficacy of the solution against the spore form of two bacteria:
a. 1 bacterial spore strain (080516-201) - Clostridium difficile
b. 1 bacterial spore strain (Landa-Solis, C., et al. Microcyn: a novel super-oxidized water with neutral pH and disinfectant activity. J Hosp Infect. 2005 ; 61 : 291-299.) - Bacillus atrophaeus (Anthrax surrogate)
6. In vitro studies on fungal load reduction:
a. 1 fungal strain (050812-201)  – Candida albicans
7. Comparison studies demonstrating the superiority or equality of the MyClyns solution with other bacterial or viral load reduction products:
a. Equality of the solution in MyClyns to 75% Ethanol in a Clinical Study.  An antiviral study was done (071029-401) comparing the solution in MyClyns to 75% ethanol (V/V) and a hard water control.  Hepatitis C (using BVDV as the surrogate) was utilized as the virus tested.  The Executive Summary states "...The test product (the solution in MyClyns) lowered the infectivity titer of the virus as much as the Reference Product (75% Ethanol [v/v] did when in contact with the virus."  Also, both were superior to the hard water control.
b. Superiority of the solution in MyClyns compared to Hibiclens and NaCl.  A bacterial study was done on the solution in MyClyns (050812-201) comparing it to Hibiclens (Chlorhexidine Gluconate solution) and NaCl. The solution in MyClyns outperformed the HIbiclens and NaCl: the solution in MyClyns reduced 47 bacterial strains by >99.99% in 30 seconds compared to only 6 bacterial strains reduced by the same amount using Hibiclens, and none of the strains when 0.9% NaCl was tested.
c. Superiority of the solution in MyClyns to chlorhexidine and iodine; equality to 80% ethanol.  In an independently published bacterial study (Tanaka, H., Hirakata, Y., Kaku, M., et al. Antimicrobial activity of super-oxidized water. J Hosp Infect. 1996 ; 34(1) : 43-49.), the solution in MyClyns was compared to 0.1% chlorhexidine, 0.02% povidone iodine, and 80% Ethanol.  The article states "In particular, the bactericidal activity of superoxidized water (the solution in MyClyns) was superior to that of 0.1% chlorhexidine against all tested bacteria and to that of 0.02% povidone iodine against MSSA, MRSA, E.coli, and B cepacia."  In addition, the performance of the solution was comparable to 80% Ethanol in all cases when tested at 60 seconds.
8. Toxicity Studies
a. Animal studies have been conducted for the following types of toxicity.  All results show no toxicity.
i. Acute Dermal toxicity
ii. Acute inhalation toxicity
iii. Acute oral toxicity
iv. Cytoxcity (in vitro)
v. Dermal sensitivity
vi. Ocular irritation
vii. Skin irritation
viii. Systemic toxicity
9. Other research conducted on the solution in MyClyns:
a. Independent published studies conducted on the solution in MyClyns are in an attached document.  Many of these are related to the wound healing properties of the solution.  The solution has been approved by the FDA as a wound care drug.
10. Other comments on the use of MyClyns
a. Union Springs is not making a claim of "reducing infection rates."  Also, we recognize that the risk of infection for some pathogens may be low.  However, what we are offering is a product that can significantly reduce the titer of a pathogen and, more importantly, get to the pathogen more quickly than waiting until one can utilize a “soap and water” clean-up at a sink.  The convenience of having a product readily available in the field - at the time of exposure, not later when the vigorous washing can occur, is the key. 
b. Although Union Springs recommends MyClyns to be used immediately after an exposure, we strongly recommend that current post-exposure protocols (PEP), including vigorous hand and mucous membrane washing, should still be followed. These protocols usually involve washing/rinsing of exposed skin and mucous membranes with soap and water. MyClyns is to be used as an "initial line of defense" against microorganisms - to be used immediately - when one cannot get to a sink or soap and water to clean up, not as a replacement for today's standard PEP.
