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We continued:
• Prioritised onsite inspections for critical follow-up, licensing need or COVID-19 support, where 

necessary, with a focused inspection scope.
• Emergency approvals & conditional MA (including overseas sites)

We paused:
• Routine overseas inspections
• National Health Service (NHS) sites (e.g. hospital aseptic compounding, blood banks) unless critical, to 

enable essential COVID-19 work to continue
• Assessment of highly complex processes unless critical

Challenges

March 2020: COVID-19 pandemic halted routine on-site inspections
April 2020: Remote and hybrid ‘routine’ inspections commenced



Technological challenges

• Ability to access all eSystems –
accounts / passwords!

• Hybrid systems
• Technical capability of sites impacts 

remote interactions
• Data protection considerations
• Size of e-files and time to download
• Camera restrictions in some areas/ 

countries
• Connection issues….! This Photo by Unknown Author is licensed under CC BY-NC-ND

https://askleo.com/how_do_i_deal_with_one_email_account_on_two_machines/
https://creativecommons.org/licenses/by-nc-nd/3.0/


Logistical Challenges

• Assessments take longer
• Delays in receipt of requested 

documents
• Inability to ask ‘real-time’ Qs
• Constant video calls
• Inability to easily assess state of 

premises/ equipment/ facilities

• Distractions!
This Photo by Unknown Author is licensed under CC BY

http://fabiusmaximus.com/2012/04/02/37075/
https://creativecommons.org/licenses/by/3.0/
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Experiences
Remote Inspections Conducted 1st Apr 20- 31st Jan 21
Total 670 inspections



Sustainable solutions

• Organisations notified as normal (unless 
triggered short-notice)

• Any pre-inspection documents 
requested & reviewed as normal

• Modified requests & dossiers ensuring 
needs of inspection scope are met

• Inspection scope often narrower than 
on-site, but directed by risk

• ICMRA Digital Transformation of GCP & 
GMP Inspections:

• ‘Deep-dive’ presentation to ICMRA 
Policy Group in Oct 2020

• Reflection paper in development 
on remote inspection approaches

This Photo by Unknown Author is licensed under CC BY

https://www.freeimageslive.co.uk/free_stock_image/business-usual-jpg
https://creativecommons.org/licenses/by/3.0/


Practical considerations
• TC and Video conference for opening/ 

closing meetings; interviews and screen 
share

• Use of file sharing technology

• Email

• Livestreaming of documents

• Remote access to eSystems such as 
eTMF, eCRF etc. 
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Regulation Flexibilities

• https://www.gov.uk/guidance/mhra-regulatory-flexibilities-resulting-from-coronavirus-covid-19

• Measures taken to support:
• Healthcare products supply chain
• Wider pandemic response

• Areas of focus:
• Clinical trials
• Marketing authorisations
• Pharmacovigilance
• Inspections and good practice
• Blood components for transfusion
• Medical devices

https://www.gov.uk/guidance/mhra-regulatory-flexibilities-resulting-from-coronavirus-covid-19


Pre-pandemic remote inspection approaches

Microsoft Word -
GMP_Compliance_Report
_Guidelines_V_7.0 
(publishing.service.gov.uk)
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Critical medicines - further afield..
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Reg 174 vaccine approval

• Human Medicines Regulations 2012, Regulation 174:
“The prohibitions in regulation 46 (requirement for authorisation) do not apply 
where the sale or supply of a medicinal product is authorised by the licensing 
authority on a temporary basis in response to the suspected or confirmed 
spread of … (a)pathogenic agents … which may cause harm to human beings.”

• Flows from EU Directive 2001/83/EC Article 5 (2)
“Member States may temporarily authorise the distribution of an unauthorised 
medicinal product in response to the suspected or confirmed spread of 
pathogenic agents, toxins, chemical agents or nuclear radiation any of which 
could cause harm.”

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made


Thank you

Tracy.moore@mhra.gov.uk

mailto:David.Churchward@mhra.gsi.gov.uk
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