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Introduction:
The roadmap of a R&D pharma novel therapies involves several stages, which involves conceptualisation, formulation, preclinical and human trial tests. In the case of our Dementia Support Medicinal product being developed as a medical device, we chose the Oral Thin Film Strips delivery system (OTF) for efficiency.
Considering unmet clinical needs in the dementia therapeutics world where the drugs available in clinical space lack efficacy, Dementia Support OTF intended as a Class 2A medical device once licenced by FDA and MHRA is being developed with a 1st -In-Human Dementia Support Probiotics. 

Methods and Results:
Subacute Toxicity studies involved 28 days of dosing of our Dementia Support OTF and Probiotics in test Wistar rats with memory loss induced using scopolamine. The maximum tolerable dose obtained in the studied rats as the lethal dose of the OTF was above 5000mg/kg.  Also, OTF did not produce any significant change in the body weights of rats compared to the control (p>0.05). 
The test rats dosed with the OTF were also evaluated for hematologic toxicity looking for anaemia, neutropenia, lymphopenia and thrombocytopenia following its 28-day course treatment, none of these were evident. 

[bookmark: _Hlk202372532] In terms of behavioural efficacy and relevant dementia biomarkers efficacy studies conducted on the scopolamine memory-loss induced rats following 28 days daily administration. The OTF had no effect of Beta-Amyloid-42 levels, for phospho-tau 181 the OTF caused reduction in levels by 47%, it doubled BDNF levels at same time interval. Plasma Homocysteine the OTF decreased its level by 64%; for NGF, the OTF showed increase in levels by 11%.
With regards the effect of OTF in Scopolamine-induced amnesia in rats’ hippocampus. OTF at 250 mg/kg did not cause any visible alteration in the histology of the cortex. In the hippocampus, scopolamine caused severe gliosis, pyknosis and neuronal degeneration in rats. While PMCV 002 at all the doses under investigation (250, 500 and 1000 mg/kg) only showed vacuolation of pyramidal cells which is self-limiting and dose dependent and judging by the fact that the intended dementia dose of OTF is 15mg/kg. 
The Dementia support Probiotics maximum tolerable dose in memory impairment modelled rats was 1000mg/kg. It’s biochemical and hematologic profiles were found to be safe, whilst cognitive behavioural tests results were also found to be remarkably positively significant. The next step would be trial in demented patients in the UK and US of the Dementia Support OTF and Probiotics. 
In conclusion based on the premise that dementia and by extension cognitive impairment in the elderly are well documented to be carry high morbidity burden, when successful human trials completed of OTF and Probiotics would offer viable adjunct dementia treatment options.


