
 
 

 

 

30 March 2020 

Dear Principal and Chief Investigators  

I am writing to you with an updated R&D Action Plan for COVID-19 and some specific advice for 

Chief Investigators of studies where NUTH is the sponsor. 

Since the plan was last update on 18th March, we have focussed our efforts on rapidly setting up and 

delivering studies investigating COVID-19, while continuing to support studies where a patient’s 

treatment depends on them being in the trial e.g. early-phase cancer studies. We have also released 

clinical research nurses, midwives and AHPs, as well as admin and clerical staff, to help support 

frontline clinical services.  Over the same time frame, day-to-day work in the Trust has changed 

dramatically, the University has closed its campus, social distancing measures have increased and 

the clear message from the Government is “stay at home, protect the NHS, and save lives.” In light 

of this we have had to revise our plan, which is now at Stage 5. I would be grateful for your 

continued support in particular with the following two points. 

1. Suspend all face-to-face follow up visits unless essential for patient safety or required for 

clinical care. If patients are required to attend for safety reasons (e.g. blood tests for 

toxicity) or for the purposes of clinical care, then PIs should follow current Trust information 

and guidance, to minimise the risk to patients and staff. If the safety of a patient is at risk 

because they cannot complete key safety checks, then consideration to discontinuing that 

patient must be considered. 

2. Investigators should review the risk assessment for all open Priority 1b* studies in the light 

of the evolving pandemic, in particular Government advice on social distancing and current 

Trust advice and information regarding COVID-19. It is likely that on-going recruitment to 

some 1b studies is no longer feasible and should be paused.  

*Prioritisation criteria for clinical research studies in NUTH 

1a Studies investigating COVID-19 including emergency public health studies. 

1b Studies where a patient’s treatment depends on them being in the trial, e.g. early-phase cancer trials 
where the treatment is only available in the context of a trial and ‘usual care’ options are ineffective. 

2 Studies where there is a safe and effective ‘usual care’ treatment option for patients not enrolled in 
the trial, e.g. a RCT of novel antihypertensive versus standard care, or a device study where an 
alternative device or treatment option exists. 

3 Observational, tissue bio-bank, qualitative and other studies. 

 

As before, please notify the NJRO of any studies which have been paused to recruitment so we have 

an accurate record of the status of all studies.  

Further guidance for those involved in clinical trials on specific issues which may arise as a result of 

COVID-19 is available on the NJRO website. 

https://newcastlejro.com/2020/03/latest-covid-19-updates/


 
 

Specific advice for Chief Investigators of NUTH-sponsored studies 

 All protocol deviations as a result of COVID-19 should be clearly documented (as per the 

usual deviation reporting process) and must be reported to your Clinical Trials Unit (or trial 

management team) as normal. 

 Where there is a change to the protocol (e.g. change of follow-up visits from face-to-face to 

telephone) please contact the NJRO to request an amendment is submitted.  

 Different centres could reach different conclusions about whether to proceed with certain 

arms of a multi-centre study, due to local public health risk assessments and/or workforce 

pressures placed on frontline services. In this scenario, Chief Investigators would need to 

discuss with sponsors whether to pause a study overall.  

 Chief Investigator of a study which is wholly or part funded by NIHR should contact their 

relevant NIHR Coordinating Centre to inform them that a study has been paused. 

 We may require sites to assist with central monitoring but such activity will be kept to a 

minimum to avoid overburdening staff. As Sponsor we will not require sites to redact, scan 

to PDF, or upload source data or request access to electronic health records. 

 NUTH Clinical Trials Pharmacy can perform an individual trial risk assessment for direct 

delivery of trial medication to patients. Sites may also wish to perform their own risk 

assessments in line with their local SOP’s but Sponsor approval must always be sought with 

regards to the method of delivery. 

 For studies where you think it may be useful to add additional data collection specifically for 

COVID-19 please contact us to discuss.  

 Chief Investigators of studies with MHRA Clinical Trials Authorisations should familiarise 

themselves with current MHRA guidance  

 Please direct all communication to nuth.nuthsponsorship@nhs.net   

Finally, I want to thank you for your leadership as PIs and CIs, for prioritising and risk assessing your 

studies, and for working effectively with the NJRO and research delivery teams at this challenging 

time. 

If you have any questions regarding the above please get in touch. 

Kind regards 

 

Dr Stephen Wright 
Clinical Director R&D | Consultant in Anaesthesia and Intensive Care 
Tel (0191 21)39482 | 07980 261835 
PA (R&D) Norma Smith (0191 21)39731 

https://www.gov.uk/guidance/managing-clinical-trials-during-coronavirus-covid-19?utm_source=be2199b6-8c5f-427a-b843-6d428e5a8ac0&utm_medium=email&utm_campaign=govuk-notifications&utm_content=immediate
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