VERIXA
Design Partner Program — the AI-governed QMS for pharma & biotech
The problem
Pharma quality teams have started using AI before their quality systems can prove AI was governed correctly. Regulators moved first: EU GMP Annex 22 (draft), the EU AI Act (high-risk application from Aug 2026), FDA CSA final guidance, the FDA–EMA joint Good AI Practice principles — and the first FDA warning letter citing AI overreliance in pharma manufacturing (April 2026). The inspection question is now: which model produced what output, on what input, reviewed by which authorized human, accepted with which e-signature?
What Verixa does
Verixa embeds AI governance into the QMS schema itself — not as a policy layer. Advisory-only AI; human-in-the-loop gates with authority profiles and e-signatures; immutable provenance of model version, prompt, retrieved evidence, and human accept/reject; on-demand inspection evidence packs; and controlled AI refusal in regulated decision paths.
What design partners get
1. A bounded, paid Evidence Mapping Sprint on one of your quality workflows (deviation, CAPA, document control) — weeks, not months.
1. An inspection-readiness evidence pack for the mapped workflow, yours to keep.
1. Direct influence over the GxP roadmap and validation approach (CSA / GAMP 5).
1. Design-partner pricing protection if you proceed to a governed evaluation or production licence.
Who we are looking for
US biotech / ATMP / cell-therapy quality teams with AI-governance exposure and minimal legacy eQMS lock-in; and Indian CDMO / specialty pharma sites facing revised Schedule M enforcement and USFDA inspection pressure.
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