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Sets the minimum standards for data processing across all 28 EU countries

Strict new rules on controlling and processing personally identifiable information

Extends the protection of personal data and data protection rights by giving control back to EU 
residents

Forms part of the data protection regime in the UK, together with the new Data Protection Act 
2018(DPA 2018)

Replaced the 1995 EU Data Protection Directive on May 25, 2018

Scene Setting

The General Data Protection Regulation (GDPR)



Official Purpose of GDPR?

GDPR will significantly strengthen a number of rights: individualshave more 
power to demand companies reveal or delete the personal data they hold 

Regulators will be able to work in concert across the EU for the first time, rather 
than having to launch separate actions in each jurisdiction; and their 
enforcement actions will have real teeth, with the maximum fine now reaching 
ǘƘŜ ƘƛƎƘŜǊ ƻŦ ϵнлƳ όϻмтΦрƳύ ƻǊ п҈ ƻŦ ǘƘŜ ŎƻƳǇŀƴȅΩǎ Ǝƭƻōŀƭ turnover

Alex HernThe Guardian 21 May 2018

https://www.theguardian.com/technology/2018/may/21/what-is-gdpr-and-how-will-it-affect-you



Turn to the experts for clear interpretation

LƴŦƻǊƳŀǘƛƻƴ /ƻƳƳƛǎǎƛƻƴŜǊΩǎ hŦŦƛŎŜ

201 pages

https://assets.publishing.service.gov.uk/
government/uploads/system/uploads/at
tachment_data/file/711097/guide-to-
the-general-data-protection-regulation-
gdpr-1-0.pdf



What is GDPR?  ICO 2018

https://ico.org.uk/for-organisations/guide-to-the-general-data-protection-regulation-gdpr/?template=pdf&patch=97#link0



GDPR 7 Key principles







Scene Setting

Data Protection Act 
2018

https://www.gov.uk/government/collections/data-protection-act-2018



Scene Setting

Common Law

https://www.health-ni.gov.uk/articles/common-law-duty-
confidentiality



So good so far

ÅLegislation clear and in our interests

ÅProtects us from Big Brother

.¦¢ΧΧΧΧΧΦ



How is this affecting research?

ÅMultiple statutory bodies implementing the legislation within the 
research arena utilising big data

duplication

ÅSuggestion of varying, changing and at times inconsistent 
interpretation of GDPR and DPA 2018?



Bodies involved

ÅHealth Research Authority
1. Research Ethics Committee   

2. Confidentiality Advisory Group

ÅNHS Digital safe-haven
ÅIGARD

ÅPublic Health England
ÅOffice for Data Release



Independent Group Advising on the Release of Data  IGARD

ÅConsiders all requests for dissemination of confidential information, 
as defined in section 263 of the Health and Social Care Act, through 
the Data Access Request Service (DARS)

ÅAims to improve transparency, accountability, quality and consistency 
through robust scrutiny of NHS Digital distributions

ÅIGARD independently assesses applications for data to NHS Digital to 
minimise risks of any information disclosure

https://digital.nhs.uk/about-nhs-digital/corporate-information-and-documents/independent-group-advising-on-the-release-of-data



Office for Data Release          PHE

PHE makes its data available to bona fide individuals and organisations

who wish to use it for acceptable health and care purposes, providing

patient confidentiality is not compromised and appropriate research 
ethics approvals have been granted

https://www.gov.uk/government/publications/accessing-public-health-england-data/arrangements-
for-access-to-national-disease-registration-data-held-by-phe



Still all feels very good in principle
.¦¢ ƛƴ ǇǊŀŎǘƛŎŜΧ
Getting approval for research involving patient data

ÅCumbersome process

ÅDuplication of reviews to ensure compliance with legislation

ÅConsent forms and Participation Information Sheets become
ÅComplex
ÅLengthy
ÅUn-interpretable



Study to explore the benefits of PPI in a 
research programme
On line questionnaire for PPI participants in a 4 year multi-centre 

programme

8 Screens of information before the survey of under 10 screens of 
questions.






