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Common justifications for taking a 
qualitative approach*

• Resource constraints

• Time/efficiency

• Approach had been previously accepted by regulators

*from published anonymisation reports

We wanted to understand better why companies 
choose a particular anonymisation strategy for their 

Policy 0070 and PRCI submissions



Survey Design

• 38 companies with recent Policy 0070 or PRCI submissions were invited  
in February 2026 to participate in an on-line survey comprising 20 questions 

• 22 companies provided responses (58% response rate)

• Large (Top 10 by 2025 R&D spend)   6

• Medium (2025 R&D spend >$1Bn to <$3Bn) 7

• Small (2025 R&D spend <$1Bn)   9

  



Respondent were very experienced in 
Policy 0070 and PRCI submissions
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Operational oversight

Determining the strategy

Approving packages

Providing SME input

Processing documents

Other

Activities respondents support in package preparation 

Department respondents are 
part of*
Clinical Trial Transparency 13
Regulatory  8
Medical Writing  7

*multiple responses could be selected

Number of packages 
supported
1-10 12
Over 10 10

Familiarity with Policy 0070
and PRCI
Very familiar 15
Somewhat 7
Not familiar 0

Policies respondents have 
supported
Both  17
PRCI only 3
Policy 0070 only 2



Company’s preferred anonymisation 
approach

6/7 of the companies using a 
quantitative-only approach have always 
used this as their preferred strategy

Is the same approach used 
for all studies in a package?
• Yes   59%
• No (population based) 36%  

Risk based 
(quantitative) 

only, 7

Rule-based 
(qualitative) only, 

5

Hybrid, 5

Determined by 
package, 3

Unknown, 2

Company 
Size

Risk-based 
only

Rule-based 
only

Hybrid/by 
package

Large 4 0 2

Medium 1 2 4

Small* 2 3 2

*2 respondents from small companies answered “unknown”  



Quantitative strategies score highest for 
regulatory acceptability

0 1 2 3 4 5

Qualitative 
(Rule-based)

Hybrid

Quantitative 
(Risk-based)

Mean ranking (5 is high)

How compliant with regulations and health authority 
expectations are types of anonymisation strategy?



Quantitative methods are also perceived as 
providing the strongest privacy protection

1 2 3 4 5

Quantitative 
(Risk-based)

Hybrid

Qualitative 
(Rule-based)

Mean ranking (5 is high)

Risk thresholds applied
• High protection (<0.09)  n=17
• Flexible (based on package type) n=2
• Don’t know/na   n=3  

Which anonymisation approach best protects personal data?



Compliance with regulations and 
protecting privacy are the most important 
factors in strategy selection 

Relative importance when selecting an anonymisation strategy

0 1 2 3 4 5

Compliance risk — Policy 0070/PRCI

Compliance risk — GDPR/privacy laws

Data utility loss

Operational complexity

Cost implications

Mean rank (1 is highest)

19/22 first-place votes split 
across the top two

*Respondents were asked to rank reasons from 1 to 5, with 5 being the most important



Ease of implementation, cost and speed are 
factors driving qualitative approaches

0 2 4 6 8

Easier to implement & understand

Lower cost & resource requirements

Faster turnaround time

Lack of expertise for risk-based approach

Regulatory acceptance & predictability

Most appropriate method for patient
population

Risk-based too resource-demanding for 
inherited docs

Main reasons for selecting a rule-based (qualitative) approach

Number of respondents

*Respondents could select multiple answers. 14 respondents provided answers



Complexity and need for specialised tools 
are seen as the main challenges with risk-
based approaches
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Operational and resource considerations

Data privacy and 
compliance, 12

Stats risk 
assessment, 7

IT/automation 
specialists, 3

Not applicable, 
5

MWs and 
clinical 

reviewers, 17

Roles kept in house (if 
outsourcing used)

Use of technology
• Fully automated   3
• Fully manual    4
• Hybrid (automated tool/manual review) 15

Sourcing
• In-house, dedicated team  4
• In-house without dedicated team  1
• Partially outsourced   17



Other considerations noted by 
respondents when selecting a strategy*

• Submission timelines

• Internal capabilities 

• Types CSR (final vs interim, blinded etc)

• How to align across all documents and submissions for an asset

• Availability/format of datasets

• Complexity of descriptive statistics means risk-based is unfeasible

• Inability to consistently estimate data utility drives a more conservative approach

*summary of free text comments



Conclusions

1. Industry is moving toward quantitative and hybrid strategies. 
• Adoption depends on data availability, study population sensitivities, and 

organisational capability.

2. Quantitative methods are perceived to be the most compliant and 
the most protective. 
• However, they remain resource-intensive and technically demanding.

3. Operational barriers, not regulation, are the primary constraints.
• Complexity, tooling, and expertise drive the choice toward rule-based or 

hybrid approaches.

4. Hybrid strategies are being considered 
• These provide flexibility, reduce risk, and balance transparency with privacy.
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