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The MRC Regulatory Support Centre mrc.ukri.org/regulatorysupportcentre 
has compiled the following update. 

Please circulate this to any appropriate colleagues. 
 

Regulatory Support Centre news: 
 

New contact details 
The Regulatory Support Centre emails have changed.  If you have a regulatory or governance 
question, you can now reach us on: rsc@mrc.ukri.org.  The format of our personal email 
addresses is now firstname.surname, followed by @mrc.ukri.org.  We’ve redirected email from 
our old addresses, so if you have emailed us there, we should receive it. 
 
Guidance notes – finalised and coming soon… 
Guidance Note 6 on Controllers and Processors is now published on GDPR Resources.  We’ve 
also finalised guidance to support the roll-out of the National Data Opt-out to all NHS 
organisations in England.  We’ll publish a link to this guidance shortly in ‘News’ at 
mrc.ukri.org/regulatorysupportcentre. 
 
Survey exploring regulatory and governance issues facing the research community 
Since our last update, we’ve been busy analysing almost 400 responses to our survey.  In terms 
of the results a few key themes have emerged:  GCP training - there’s wide variation in terms of 
both the requirement for, and frequency of, GCP training in the UK; issues with health data 
access and linkage; and the need for more training and/or guidance in GDPR and confidentiality.  
Over the coming months we’ll explore what our role could be in addressing these issues and 
we’ll keep you posted on progress in future updates. 
 

The changing regulatory landscape 

Brexit update – If we leave the EU with a deal, the associated transition period means we will 
adopt EU Regulations where implementation is before 31st December 2020 (see implementing 
the transition period).  The UK is therefore likely to adopt the new EU Medical Devices 
Regulation.  The EU Clinical Trials Regulation is less certain (at the end of last year, EMA 
agreed to begin audit of the Clinical Trials Information system in December 2020). 

A new UK Medicines and Medical Devices Bill 2019-20 is being drafted.  The bill aims to keep 
UK regulatory regimes in line with international and scientific standards as they develop. 

No-deal guidance was updated in October by HRA (this includes guidance on medical devices 
and CTIMPs).  MHRA have released a webinar: Preparing to make submissions to the MHRA 
after Brexit – explaining the new MHRA systems that will need to be used if there were a no-
deal Brexit.  ICO have also updated their no-deal guidance. 

We’ll signpost further updates from the RSC website. 

 

Engaging the public 

 Wellcome Trust – Discuss the independent report from Demos which explores how best to 
talk to the public about research online.  Whilst redefining public engagement with science 
looks at how to actively engage the public in research. 

 UK standards for Public Involvement in research now available. 

 Be Part of Research can promote your study - NIHR launched Be Part of Research last May. 
Designed for the public, it makes information about research available to anyone who wants it. 

 NIHR launches free online course aimed at the public: What is Health Research? 

 EMA launch infographic which illustrates the journey of a medicine ‘From lab to patient’ and 
the EMA’s role in authorisation. 

 Biobanking consent game for patients is a free, customisable biobanking game for patients. 
 

https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/
mailto:rsc@mrc.ukri.org
https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/gdpr-resources/
https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/
https://commonslibrary.parliament.uk/brexit/the-eu/withdrawal-agreement-bill-implementing-the-transition-period/
https://commonslibrary.parliament.uk/brexit/the-eu/withdrawal-agreement-bill-implementing-the-transition-period/
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trial-regulation#clinical-trials-information-system-development-section
https://www.hra.nhs.uk/about-us/news-updates/latest-guidance-implications-nodeal-brexit/
https://www.gov.uk/government/publications/further-guidance-note-on-the-regulation-of-medicines-medical-devices-and-clinical-trials-if-theres-no-brexit-deal/further-guidance-note-on-the-regulation-of-medicines-medical-devices-and-clinical-trials-if-theres-no-brexit-deal#medical-devices
https://www.gov.uk/government/publications/further-guidance-note-on-the-regulation-of-medicines-medical-devices-and-clinical-trials-if-theres-no-brexit-deal/further-guidance-note-on-the-regulation-of-medicines-medical-devices-and-clinical-trials-if-theres-no-brexit-deal#clinical-trials-of-investigational-medicinal-products
https://www.gov.uk/government/publications/how-to-make-regulatory-medicines-submissions-to-the-mhra-if-the-uk-leaves-the-eu-with-no-deal
https://www.gov.uk/government/publications/how-to-make-regulatory-medicines-submissions-to-the-mhra-if-the-uk-leaves-the-eu-with-no-deal
https://ico.org.uk/for-organisations/data-protection-and-brexit/data-protection-if-theres-no-brexit-deal/
https://mrc.ukri.org/research/facilities-and-resources-for-researchers/regulatory-support-centre/
https://wellcome.ac.uk/news/secure-investment-science-must-tell-its-story-better
https://wellcome.ac.uk/news/redefining-public-engagement-science
https://sites.google.com/nihr.ac.uk/pi-standards/home?authuser=0
http://www.rdforum.nhs.uk/content/2019/10/08/be-part-of-research-can-promote-your-study-to-thousands-of-potential-participants/
https://bepartofresearch.nihr.ac.uk/
https://www.nihr.ac.uk/news/nihr-launches-free-online-course-what-is-health-research/22507
https://www.ema.europa.eu/en/from-lab-to-patient-timeline
http://www.biobankinggame.com/


January 2020 

2 

HRA News 

 Make it public – Last year more than 700 individuals and organisations responded to the Make 
it public consultation.  The consultation informed development of a strategy, which was agreed 
in principle in December.  In early February 2020, the strategy will be formally approved and 
an implementation plan agreed. 

 Complex innovative trials – Calls for 10 recommendations to be implemented to get innovative 
treatments to patients with cancer faster. 

 Read about the HRA’s and MHRA’s ‘combined ways of working’ pilot.  The scheme aims to 
streamline the approval and management of CTIMPs. 

 UK Local Information Pack - the non-commercial Organisation Information Document and 
guidance have been updated to clarify the authorisation section. 

 Learn more about NHS England’s standardised approach to costing and contracting for 
commercial research (see also NIHR’s interactive Costing Tool (iCT)). 

 Pharmacy Assurance - From 1st April 2020, all phase I-III oncology trials and all phase III 
non-oncology trials led from England or Wales are expected to submit their studies for review 
through the Pharmacy Assurance self-managed process.  The technical assurances team are 
running a series of face to face workshops to support this. 

 Technical Assurance - From 1 April 2020, the HRA expect submissions to Technical 
Assurance (i.e. Pharmacy Assurance and/or Radiation Assurance) to include review fees in 
their budget where these are applicable.  You’ll can find out when review fees apply on IRAS. 

 In collaboration with the HTA, the HRA have released two e-learning modules about Research 
Tissue Banks. 

 
 

Human Tissue Authority News 

 HTA has published Our year in numbers 2018/19 and the HTA Annual Report 2018/19. 

 HTA licence fees 2020/21 – Fees across all sectors will increase by 4% from April 2020. 

 Human Application sector - Compliance reporting is due in January 2020.  For further 
information, please email enquiries@hta.gov.uk or call 020 7269 1900. 

 Test your knowledge on HTA legislation. 

 Since our last update the HTA has added new content to the HTA Blog. 
 
 

Information Commissioner’s Office News  

Please note that the ICO provide generic guidance for all organisations who hold personal 
data, these news items are not necessarily research specific: 

 ICO announce their next steps in developing an Auditing Framework for AI.  This includes 
consultation on first piece of AI guidance (the consultation closes on 24th January 2020). 

 ICO are consulting on draft right of access guidance (‘right of access’ is also known as 
‘subject access’).  The consultation closes on 12th February 2020. 

 ICO are also consulting on the draft direct marketing code of practice.  This consultation 
closes on 4th March 2020. 

 Read about the ICO’s work in Data ethics and the digital economy. 

 ICO to chair OECD working party and develop international standards. 
 
 

Other news items 

Public Health England’s Office for Data Release (ODR) will offer the webinar ODR Approval: 
how to submit a successful application for PHE data on 24 Apr 2020, 10:30-11:30 and 24 
July 2020, 10:30-11:30. 
 
NHS Digital report – NHS Digital have published a clinical review exploring the use of patient-
level data released through Data Access Request Service (DARS). 

https://www.hra.nhs.uk/about-us/what-we-do/our-transparency-agenda/
https://www.hra.nhs.uk/about-us/news-updates/complex-innovative-trials-authors-call-new-guideline-adoption-get-medicines-patients-faster/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/clinical-trials-investigational-medicinal-products-ctimps/combined-ways-working-pilot/
https://www.myresearchproject.org.uk/help/hlpsitespecific.aspx#UK-Local-Information-Pack-OID
https://www.nihr.ac.uk/partners-and-industry/industry/run-your-study-in-the-nhs/faster-costing-and-contracting.htm
https://www.nihr.ac.uk/partners-and-industry/industry/run-your-study-in-the-nhs/faster-costing-and-contracting.htm
https://www.nihr.ac.uk/documents/interactive-costing-tool-ict-getting-started/12170
https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/technical-assurances/pharmacy-assurance/applying-pharmacy-assurance/
https://www.hra.nhs.uk/about-us/news-updates/pharmacy-assurance-workshops/
https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/technical-assurances/
https://www.myresearchproject.org.uk/help/hlppharmacyassurance.aspx#Pharmacy-Assurance-Review-Routes
https://www.hra.nhs.uk/about-us/news-updates/research-tissue-banks-new-elearning-modules/
https://www.hra.nhs.uk/about-us/news-updates/research-tissue-banks-new-elearning-modules/
https://www.hta.gov.uk/sites/default/files/Our%20Year%20in%20Number%20HTA%202019.pdf
https://www.hta.gov.uk/sites/default/files/Human%20Tissue%20Authority%20ARA%202018-19.pdf
https://www.hta.gov.uk/policies/licence-fees-and-payments-202021
mailto:enquiries@hta.gov.uk
https://www.hta.gov.uk/test-your-knowledge-hta-legislation?utm_source=HTA+website+subscribers&utm_campaign=a1fcabc88c-EMAIL_CAMPAIGN_2019_03_26_05_31_COPY_01&utm_medium=email&utm_term=0_f526b0dbcd-a1fcabc88c-271759985&mc_cid=a1fcabc88c&mc_eid=f1158c53f9
https://www.hta.gov.uk/blog
https://ico.org.uk/about-the-ico/news-and-events/ai-blog-ai-auditing-framework-call-for-input-final-considerations-and-next-steps/
https://ico.org.uk/about-the-ico/news-and-events/news-and-blogs/2019/12/ico-and-the-alan-turing-institute-open-consultation-on-first-piece-of-ai-guidance/
https://ico.org.uk/about-the-ico/ico-and-stakeholder-consultations/ico-consultation-on-the-draft-right-of-access-guidance/
https://ico.org.uk/about-the-ico/ico-and-stakeholder-consultations/ico-consultation-on-the-draft-direct-marketing-code-of-practice/
http://newsletter.ico.org.uk/c/1mzx8e3R864ZS0Ea2e8XUL
https://ico.org.uk/about-the-ico/news-and-events/news-and-blogs/2019/11/ico-deputy-commissioner-appointed-oecd-working-party-chair/
http://r20.rs6.net/tn.jsp?f=001jzomy-Y0N1JjOa4A0SlSM8ZkdwwsCWe8D3XQiDZmBdJIe20SMjFZJiOYrGmUirRhYrcKlW4VVqCCdkFxTo3qoTtBeshmCQK1WPCHcTFir7zVXw5ajhwqGthyBrWpV9gMHVEgE5H_bzgl27KRYj4dGY_5RoDFpjWMlLGd4tsLgMVrCQRJOZyBcCbWMpbLoQwZDffyHl7mvVrvZkySIMAZ5qy7Zsu7mhhRTc2f6M_3gtJvGFpi3vDFXpsRbAABbyBxjRW7VTRdvhs=&c=opFgjjbmWeqUsTFMEbcHrZLvvqIp1Wm3iLy9ln7IBh5_t9oZ4odyyg==&ch=Y9BQNnz-cNAKQZ8n6tTn1t9gdUKArePtzJ7AYD53vr3XSq9Z60usvQ==
http://r20.rs6.net/tn.jsp?f=001jzomy-Y0N1JjOa4A0SlSM8ZkdwwsCWe8D3XQiDZmBdJIe20SMjFZJiOYrGmUirRhZ9BvE5FZiULhgOvYrUu_NyQocWrgCJUbR3ZiLrTX3q_ix1SJM_uJ8dCFiQ9DKuCH4jV_VNEE8D-VstQQb7mYFmKu5prU1U1c6ywV3Wi1GyGHe_cTT3SjnMfn958HUXXL6QhSw1ei65C9tsuPHbx_1hjD_GIaKNwReU65zbf98bLg0ZxHfa4_MLExoPeJuFZ1ax4ruyXmHgs=&c=opFgjjbmWeqUsTFMEbcHrZLvvqIp1Wm3iLy9ln7IBh5_t9oZ4odyyg==&ch=Y9BQNnz-cNAKQZ8n6tTn1t9gdUKArePtzJ7AYD53vr3XSq9Z60usvQ==
http://r20.rs6.net/tn.jsp?f=001jzomy-Y0N1JjOa4A0SlSM8ZkdwwsCWe8D3XQiDZmBdJIe20SMjFZJiOYrGmUirRhZ9BvE5FZiULhgOvYrUu_NyQocWrgCJUbR3ZiLrTX3q_ix1SJM_uJ8dCFiQ9DKuCH4jV_VNEE8D-VstQQb7mYFmKu5prU1U1c6ywV3Wi1GyGHe_cTT3SjnMfn958HUXXL6QhSw1ei65C9tsuPHbx_1hjD_GIaKNwReU65zbf98bLg0ZxHfa4_MLExoPeJuFZ1ax4ruyXmHgs=&c=opFgjjbmWeqUsTFMEbcHrZLvvqIp1Wm3iLy9ln7IBh5_t9oZ4odyyg==&ch=Y9BQNnz-cNAKQZ8n6tTn1t9gdUKArePtzJ7AYD53vr3XSq9Z60usvQ==
https://digital.nhs.uk/data-and-information/data-insights-and-statistics/dars-clinical-review?_cldee=aW5mb0Byc2MubXJjLmFjLnVr&recipientid=contact-58535563e4a1e61180f75065f38b05d1-ede1c08f7d884c94ae036c8ca8720700&esid=4ef84e1a-730f-ea11-a811-000d3a86d801
https://elinkeu.clickdimensions.com/c/4/?T=NTgyNTUzNzk%3AcDEtYjE5MzMwLTM5OTUzMTcxOGJjNDRkZjI5MzhjYjk5MzZjMmJhNzc0%3AaW5mb0Byc2MubXJjLmFjLnVr%3AY29udGFjdC01ODUzNTU2M2U0YTFlNjExODBmNzUwNjVmMzhiMDVkMS1lZGUxYzA4ZjdkODg0Yzk0YWUwMzZjOGNhODcyMDcwMA%3AZmFsc2U%3AMA%3A%3AaHR0cHM6Ly9kaWdpdGFsLm5ocy51ay9zZXJ2aWNlcy9kYXRhLWFjY2Vzcy1yZXF1ZXN0LXNlcnZpY2UtZGFycz9fY2xkZWU9YVc1bWIwQnljMk11YlhKakxtRmpMblZyJnJlY2lwaWVudGlkPWNvbnRhY3QtNTg1MzU1NjNlNGExZTYxMTgwZjc1MDY1ZjM4YjA1ZDEtZWRlMWMwOGY3ZDg4NGM5NGFlMDM2YzhjYTg3MjA3MDAmZXNpZD00ZWY4NGUxYS03MzBmLWVhMTEtYTgxMS0wMDBkM2E4NmQ4MDE&K=v2EuEG2g372ck2fHR8iTJw
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Survey on novel trials and MHRA advice services – As part of their work to implement the Life 
Sciences Industrial Strategy (LSIS) and Sector Deals, the MHRA have released a survey.  This 
will feed into an upcoming workshop, possible guidance, and will help shape future services. 
 
AMS publish Transforming health through innovation: Integrating the NHS and academia. 
 
ARMA Framework of Policies and Procedures for University Research Ethics Committees 
The Association of Research Managers and Administrators (ARMA) are revising this framework 
in partnership with the UK Research Integrity Office. 
 
Assessing a national service for international due diligence - A consortium led by ARMA will 
explore the feasibility of a national service for due diligence in UK-funded international research. 
 
Learn about Wellcome’s campaign to build a better research culture. 

 

The Research Quality Association (RQA) are offering a free Data Integrity e-learning. 

 
Risk Management Standard for Medical Devices ISO 14971:2019 – Replaces 14971 of 2007. 
The 14971 standard can be applied to all phases of a medical device’s life-cycle. 
 
 

Training and conferences 

Research but not as we know it: Managing novel methods in research 
Date: 2nd March 2020 
Venue:  London 
 
NHS R&D Forum Annual Conference (RDF20) 
Date: 10-12th May 2020 
Venue:  Newcastle 

https://medregs.blog.gov.uk/2019/12/23/survey-on-novel-trials-and-mhra-advice-services-tell-us-what-you-think/
https://www.surveymonkey.co.uk/r/InnovativeTrialDesign
https://acmedsci.ac.uk/policy/policy-projects/nhs-academia-interface
https://arma.ac.uk/update-coming-soon-a-framework-of-policies-and-procedures-for-univ-research-ethics-committees/
https://arma.ac.uk/assessing-a-national-service-for-international-due-diligence/
http://wellcome.ac.uk/news/its-now-beyond-doubt-we-need-reimagine-way-research-works
https://www.therqa.com/learning/elearning/data-integrity-elearning/
https://www.iso.org/obp/ui/#iso:std:iso:14971:ed-3:v1:en
http://www.rdforum.nhs.uk/content/nhs-rd-forum-event-detail/?id=3524
https://annualrdforum.org.uk/rdf20-delegate-bookings/

