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Intradermal Electroporation













INDICATION FOR USE

Minimal: Prevent Infection Severity: Reduce the Number of Severe
Cases

Preferred: Prevent Infection: Reduce the Number of
Cases

TARGET POPULATION

Adults, aged 19-70

All Adults and adolescent patients 12 years and older.

CONTRAINDICATION

Minimal: Prior Allergy to Vaccine Components; immunosuppressive
disorders

Preferred: None

SAFETY/REACTOGENICITY

Minimal: statistically lower or equivalent risk of SAE in treatment
group than control.

Preferred: Minor AEs (no SAEs that cannot be
explained as a result of the vaccine)

EFFICACY

Minimum:50%

Preferred: 85%

DOSE REGIMEN

Minimal: Two doses, spaced by 4 weeks

Preferred: Single dose is found to be effective without
second dose.

DURATION OF PROTECTION

Minimum: 3 months

Preferred: 1 year, optimally lifetime.

ROUTE OF ADMINISTRATION

Cellectra 2000 dermal injection and electroporation

Non-invasive needle (surface EP) or Dermal Patch

COVERAGE

Minimal: Monovalent

Preferred: Multivalent, with boosters for new variants

PRODUCT STABILITY/STORAGE

Product must be stored at <-80C and must be stored in specialized
freezers

Stable at room temperature >1 yr; at 37C more than
one month, 5 year refrigerator life.




REGISTRATION AND PREDUALIICATON
POSTMARKETING SURVEILLANCE SAEs and efficacy (including novel variants)




INDICATION FOR USE Minimal: Prevent Infection Severity: Reduce the Number of Severe Cases Preferred: Prevent Infection: Reduce the Number of Cases




i All Adults and adolescent patients 12 years and



CONTRAINDICATION Preferred: None

Minimal: Prior Allergy to Vaccine Components; immunosuppressive disorders




Minimal: statistically lower or Preferred: Minor AEs (no SAEs that cannot be explained as a

result of the vaccine)

SAFETY/REACTOGENICITY equivalent risk of SAE in treatment

group than control.




EFFICACY Minimum:50% Preferred: 85%



DOSE REGIMEN Minimal: Two doses, spaced by 4 weeks Preferred: Single dose is found to be effective without second dose.




DURATION OF PROTECTION Minimum: 3 months Preferred: 1 year, optimally lifetime.




ROUTE OF Non-invasive needle (surface EP) or

Cellectra 2000 dermal injection and electroporation

ADMINISTRATION Dermal Patch




COVERAG

Minimal: Monovalent Preferred: Multivalent, with boosters for new variants

E




PRODUCT Product must be stored at <-80C Stable at room temperature >1 yr; at 37C more than
STABILITY/ST[] RAG and must be stored in specialized one month, 5 year refrigerator life.

freezers
E




C0-ADMINISTRATION WITH OTHER VACCINES



Minimal: 0.5mL, single Preferred: ~10uL in a microneedle patch after dipping
dose in solution.

PRESENTATION



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3706567/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3706567/
https://pubmed.ncbi.nlm.nih.gov/21374306/

PRODUCTION Minimal: 100 Million Doses/year Optimal: 120 Million Doses per year
























Treatment 15510 (33 15510(33
per cluster) per cluster)

Placebo 15510(33 15510(33
Control per cluster) per cluster)



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5632563/




at least

3000 persons for trials involving new vaccines in order to assess safety, to be assessed 5-7 days
post vaccination. We have 20 times this amount and are following this timeline with 7 days.


https://www.nature.com/articles/s41467-020-16505-0
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