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Anonymisation Report
*Please consult the instructions before filling out this form.
Version 1.1
Application Information
A) Are there any indirect identifiers present within the clinical information package?
1. Anonymisation Methodology
B) What anonymisation method was used to measure risk?
[If Both]  Please list the studies within the submission distinguishing between the qualitative and quantitatively anonymised studies (or documents.)
C)  Please select the overlay text employed for redaction.
         2.1 Direct Identifiers
D) In the table below, please list the direct identifiers present in the clinical information package. Only include identifiers that are present in the document package.
2. Identification of Data Variables
Category
Participant/Personnel
Anonymisation 
Comments
         2.2 Indirect Identifiers
E) In the table below, please list the indirect identifiers present in the clinical information package. Only include identifiers that are present in the document package.
Category
Participant/Personnel
Anonymisation 
Comments
Adverse Event Terms
Participants
Category
Participant/Personnel
Anonymisation 
Comments
3. Risk Assessment
 F) Please input the selected reference population.
 Please describe the reference population below.
 G) Is this product indicated in the treatment of a rare disease/condition?
 H) Were special populations involved in the trials?
Please describe the characteristics of the special population(s) below.
 L) Did some of the above indirect identifiers require consideration due to the sensitivity of the information?
Special populations include paediatric, pregnant or geriatric subjects, as well as disabled subjects with unique concurrent conditions. 
Please list the categories of identifiers which were deemed sensitive by the applicant.
M) In the space below, provide a clear and concise explanation for why the selected methodology (qualitative or quantitative) was used. Please also provide an explanation regarding the limitations of the approach.
4. Data Utility
O) How was data utility loss mitigated for these variables?
P) Have aggregate tables been appropriately retained?
Please explain and justify the circumstances which required the anonymisation of information within aggregate tables.
Q) Has a differential approach been taken for the narratives?
Please explain and justify the differential approach to narratives.
5. Deviations
R) In the space below, provide a clear and concise explanation for why the manufacturer has deviated from the anonymisation methodology as set out in the HC/EMA Guidance documents. This may include for example, the use of a qualitative approach (and its impacts on the ability to calculate risk).
6. Attestation
The attestant certifies that this Anonymisation Report has been prepared as per the guidance made available by 
EMA and Health Canada and the anonymisation techniques have been applied consistently in the preparation of the documents comprising the Final Redacted Document package. 
In addition, the attestant confirms that no direct identifiers, including names and contact details, of any individual are retained in the Final Redacted Document package with the following exception(s): the name(s) of the clinical report(s) signatory(ies) and the name(s) of the principal investigator(s). This approach is in accordance with the HC and EMA Guidance.
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