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Policy 0070 - Anonymisation Report (AnR) Evolution

2016 - AnR backbone structure
defined in Policy 0070 guidance

2021 - joint
HC/EMA AnR
template for
2017 - AnR shared packages
template for
document
packages
without indirect

identifiers
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2023 - HC/EMA

AnR template -
structured fields
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AnR Template Content (1/3) — Anonymisation Strategy

sl  ANONymisation approach

e Tick boxes (quantitative / qualitative)

e Columns for category of data subject & anonymisation technique
e Fields will contain predefined values (drop-down lists)
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AnR Template Content (2/3) — Risk Assessment

sl Description of reference population

eTargeted questions on size and definition of the reference population
eTargeted questions on rare disease and special population categories

eInitial risk of reidentification, selected risk threshold and residual risk

e Explain the anonymisation strategy

4 Anonymisation Report Template - structured fields format



EUROPEAN MEDICINES AGENCY

AnR Template Content (3/3) — Data Utility & Deviations

mmed Data variables bearing the highest data utility

¢ 5 most important personal data variables
¢ Extent of the data utility preservation

e Expected to be disclosed in full
¢ Blinding redactions to be documented in the deviation section

e Expected to be anonymised
e Redaction in full considered a deviation
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Anonymisation Report Template - structured fields - benefits

v' Content predictability
v Writing efficiency

u
Applicants ‘e
v/ Content quality ensured

v One report for joint EMA/HC packages

| Regulators  ‘mnom.

v Concise
v' Easier to understand

PO rta I U S e rS v Facilitates the identification of key information
- Data utility considerations

|

|

- Data transformations
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Hcdp1

Any questions?

https://app.sli.do/event/vTYguhyalUgWrkHQrinZj9
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