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Abstract

IRBS are published IRB protocol instances. Each instance is a modular arm of the CANONIC Community
Learning Study. The service contract lives at SERVICES/CLINICAL/IRB. The instances live here.
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1. Constraints

MUST: Every IRB instance declares a complete package (PROTOCOL, ICF, EXEMPT, WAIVER, SECURITY, LISTING)
MUST: Every instance specifies its study arm, PI, Co-I, population, and geography
MUST: Every protocol references its exempt determination category (45 CFR 46.104)
MUST: Data schema contains no PII by design, not by post-hoc de-identification
MUST: Ledger entries are append-only and cryptographically hashed
MUST: Access restricted to PI, Co-I, and governance administrators
MUST: Filing status tracked per instance with regulatory target and date
MUST NOT: Collect personally identifiable information in any ledger field
MUST NOT: Create linkage tables between session identifiers and user identities
MUST NOT: Share raw ledger entries outside the research team
MUST NOT: Modify or delete existing ledger entries
MUST NOT: File an IRB instance without a completed data security plan
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