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What’s New in Clinical Development Practices & Regulations 
Quarter 1 – 2018 

BREXIT 

UK Prime Minister Signals the Intent to Remain with European Medicines Agency (EMA) 

Theresa May has unveiled the government’s desire for the UK to remain part of the EMA following its 
departure from the EU. 

http://www.pharmatimes.com/news/uk_pm_signals_intent_to_remain_with_ema_1225690 

EMA Relocation 

At the EMA Management Board meeting in December 2017, the EMA shared details of preparations for 
its move to The Netherlands. The deadline for taking up residence is 30 March 2019.  

The EMA reported that collaboration with The Netherlands commenced promptly and that agreement 
has been reached on the joint governance structure, with plans to progress activities within 
five workstreams:  

• Temporary premises 

• Permanent premises 

• Staff relocation  

• Financial and legal aspects  

• External communication 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2018/03/news_detail_
002916.jsp&mid=WC0b01ac058004d5c1 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/201
7/11/WC500239369.pdf 

Medicines and Healthcare product Regulatory Agency (MHRA) Issues an Update on 
Preparations for Brexit 

On 15 December 2017, the European Council formally agreed that sufficient progress has been made to 
move on to the second stage of the negotiations. This followed the publication of a Joint Report on 
progress during the first phase by the Government and the European Commission. 

https://www.gov.uk/government/news/mhra-update-to-pharmaceutical-companies-on-exit-
preparations 
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INTERNATIONAL CONFERENCE FOR HARMONISATION 
ICH  

ICH E8 ‘General Considerations for Clinical Trials’ 

ICH has proposed modernising of the E8 Guideline in order to incorporate the most current concepts, 
achieving fit-for-purpose data quality as one of the essential considerations for all clinical trials. 

http://www.ich.org/products/gcp-renovation.html 

ICH to Focus on Multiregional Trials and Paediatric Medicines 

With the increasing globalisation of medicines development, ICH adopted a major guideline on the 
planning and design of Multi-Regional Clinical Trials (MRCTs). The E17 Guideline will facilitate the 
acceptability of MRCTs as part of global regulatory submissions in ICH and non-ICH regions, as well as 
making it easier to seek approval for global trials. 

Following an agreement earlier in 2017 on the E11 Guideline on the clinical investigation of medicinal 
products in the paediatric population, ICH decided to establish a Paediatric Expert Working Group. The 
group will provide centralised and consistent cross-functional and multi-regional paediatric expertise to 
other ICH Expert Working Groups. 

http://www.ich.org/ichnews/press-releases/view/article/ich-assembly-geneva-switzerland-november-
2017.html 

FUTURE REGULATIONS & EXPECTED FDA GUIDANCE DOCUMENTS 

EU and UK - General Data Protection Regulation (GDPR) 

On 25 May 2018 the GDPR will come into force, representing the biggest change to Europe’s data 
protection rules in the past 20 years. 

https://www.hra.nhs.uk/about-us/news-updates/data-protection-changes-2018-what-does-mean-
research/ 

USA 

On 19 January 2018, the Center for Drug Evaluation and Research (CDER) issued a list of the guidance 
documents it plans to publish in 2018. 

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM41
7290.pdf?utm_campaign=CDER%20New%201%2F23&utm_medium=email&utm_source=Eloqua&elqTra
ckId=ba2ff0281f964dec9168aedb5207e140&elq=1c3de737bb5b4d71986a22456ee14b6d&elqaid=2175
&elqat=1&elqCampaignId=1517 

USA 

Food and Drug Administration (FDA) 

• The FDA will pilot a new approach to transparency of clinical trial data. 

o https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm592566.htm 

• FDA plans to promote innovation and to broaden patient access to compounded drugs. 

o https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm596554.htm?u
tm_campaign=02132018_Statement_FY19%20Budget&utm_medium=email&utm_sourc
e=Eloqua 
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• FDA has approved a record number of new personalised medicines in 2017. 

o http://www.personalizedmedicinecoalition.org/Userfiles/PMC-
Corporate/file/PM_at_FDA_2017_Progress_Report.pdf 

• FDA updates the guidance on payments to research subjects. 

o https://www.fda.gov/RegulatoryInformation/Guidances/ucm126429.htm 

MISCELLANEOUS 

Risk Adaptation in Clinical Trials 

The level of risk to clinical trial subjects is dependent on the nature of the Investigational Medicinal 
Product (IMP) and the trial procedures. A risk proportionate approach to the design and conduct of 
clinical trials is supported by the current clinical trial regulations, but they do not explain how risk 
proportionate approaches, including risk-based monitoring, should be undertaken.  

MHRA staff have shared their experiences of how risk proportionate approaches to clinical trial conduct 
– based on a proactive, well-documented and thorough risk assessment of the individual trial and IMP – 
can be successfully implemented. 

https://mhrainspectorate.blog.gov.uk/2017/11/16/risk-adaption-in-clinical-trials-of-investigational-
medicinal-products-ctimps/ 

EMA Issues New Advice on Regulatory Process for Advance Therapy Medicinal Products 
(ATMPs) 

The update aims to streamline some procedural aspects, strengthen collaboration between the EMA’s 
scientific committees and address specific needs of ATMP developers in the evaluation procedure for 
initial marketing authorisations. 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/201
8/02/WC500242957.pdf 

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2018/02/WC50024295
9.pdf 

Pharmacovigilance Inspection Metrics Report 

The UK’s MHRA Good Pharmacovigilance Practice (GPvP) Inspectorate completed 37 inspections during 
the 12 months to 31 March 2017. 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/664019/Pharmacovigi
lance_Inspection_Metrics_Report_2016-2017_Final.pdf 
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