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2. Definitions of Terms Used / Glossary 
 

CI Chief Investigator 
CRF-Central Clinical Research Facility - Central 
CRF-QI Clinical Research Facility - Quadram Institute 
CTIMP Clinical Trial of an Investigational Medicinal Product 
CTU Clinical Trials Unit 
ED Emergency Department 

GP General Practitioner 
ICH GCP International Conference on the Harmonisation of Good Clinical 

Practice 
ISF Investigator site file 
JRGC Joint Research Governance Committee  
NNUH Norfolk and Norwich University Hospital 
PI Principal Investigator 
PIS Participant Information Sheet 
QIB Quadram Institute Bioscience 
R&D Research and Development 
RIN Research Innovation Services 
SOP Standard Operating Procedure 
TMF Trial Master File 
UEA University of East Anglia 

 
3. Objectives 
 

To document the procedure and requirements for providing medical cover for clinical 
trials. 

Docusign Envelope ID: 7D712A34-C9D0-8A7E-82D2-049236B98988



 
SOP 510 Medical Cover for Clinical Trials   

 

Standard Operating Procedure for: Medical Cover for Clinical Trials           R&D SOP Number: SOP 510 

Author/s:   James Kennedy   Author/s title: Performance and Delivery Manager 
Approved by: Lou Coke/Sarah Ruthven                     Date approved:  27/07/2026  Review date: 27/07/2029 
Available via Trust Docs       Version:  V4                        Trust Docs ID: 14180                                                 Page 3 of 10 

 
4. Scope  
 
This applies to all clinical trials sponsored by NNUH, UEA & QIB but includes some out of 

hours testing guidance for studies hosted by NNUH.  

5. Rules 
 

 

• A qualified physician (or dentist, where appropriate) who is an investigator or a sub-
investigator for the study must be responsible for all study-related medical (or dental) 
decisions. 

 

• During and following a participant’s involvement in a study, the investigator/institution 
shall ensure that adequate medical care is provided to them for any adverse events, 
including clinically significant laboratory values, related to the study.  

 

• The investigator/institution will inform a participant when medical care is needed for 
inter-current illness or illnesses of which the investigator becomes aware. 

 

• The information below should be followed to ascertain the requirements for the 
provision of out of hours contact details / testing 

 
 
6. Contact Details  
 

Investigator Contact Details 

• Contact details for a specific study will be given by the Chief Investigator 
(CI)/Principal Investigator (PI) to the study team, Sponsor, R&D Office, CRF-Central 
and CRF-QI administration as appropriate. 
 

 

• The contact details will include contact numbers both for use during office hours and 
out of office hours (where required by the Sponsor/Protocol/Risk Assessment). 

 

Participant’s Contact Card 

• Each participant in the study will receive a PIS and/or a Participant’s Contact Card 
which will include contact details of the CI/PI or nominated study team member(s) 
for advice or in an emergency, both during and out of office hours (where required 
by the Sponsor/Protocol/Risk Assessment) see SOP 310 - Development of 
Participant Information Sheet and Informed Consent Form 
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Examples of reasons why a participant or Health Care 
Professional may wish to contact the Research Team 
out of hours 

 

• Adverse reaction that participant attributes to the research intervention. 
 

• Missed Investigational Medicinal Product doses. 
 

• Healthcare professional requires urgent clinical advice regarding the participant’s 
care outside of the trial. 

 

7. Responsibilities for Provision of Medical Cover 
 

Medical Cover 

• The Sponsor is responsible for ensuring that there is medical cover for a study. 
 

• The CI/PI has overall responsibility for making sure that the medical cover exists and 
is appropriate. 

 
 

Emergency Cover Outside of the Trust 

• The PIS and Participant’s Contact Card should advise participants to contact the 
emergency services (via 999) in the case of a medical emergency.  

 

Out of Hours Cover 

Where required by the Sponsor/Protocol/Risk Assessment:  

• The site PI is responsible for arranging and maintaining a reliable system for 
participants to contact a member of the study team outside usual clinic hours, at 
weekends and during holidays. The system must also provide arrangements for 
covering sickness of the nominated contact. 
 

• The main contacts would usually be the Clinician on-call for the relevant speciality.  
Alternatively, a reliable mobile phone carried by a suitably qualified member of the 
research team, or a medical colleague who has been fully informed about the study 
protocol. Alertive may also be used if preferred. 

 

• A main switchboard number on its own is not sufficient. You must provide switchboard plus 
the relevant information to contact the on-call clinician for the relevant speciality. E.g “Call 
switchboard and ask for the on-call Respiratory Consultant”. 
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8. Testing Out of Hours Contact Details for NNUH Hosted Clinical Trials 
 
The Principal Investigator (PI) or staff delegated by the PI at the site is responsible for 
arranging and testing any out of hours medical cover arrangements required by the 
Sponsor and for ensuring that any changes to the out of hours medical cover 
arrangements are tested prior to implementation. Details of testing undertaken should be 
documented in the ISF using the template at Appendix A unless the Sponsor has a 
preferred means of recording the testing. 
 

The study may be suspended until the Out of Hours process is seen to be working 

 
 
9. Out of Hours Contact Details and testing for studies sponsored by NNUH, UEA, 

or QIB 
 
Responsibility  
  
The Principal Investigator (PI) or staff delegated by the PI at each trial location is 
responsible for arranging and testing the out of hours medical cover arrangements, where 
required by the Sponsor/Protocol/Risk Assessment/below, and for ensuring that any 
changes to the arrangements are tested prior to implementation. Details of testing 
undertaken should be recorded in the ISF using the template at Appendix A. 
 
For CTIMPs sponsored by NNUH a risk assessment of the IMP will be provided by 
the Chief Investigator, agreed with the sponsor and will be categorised as follows: 
 
Low – no higher than that of standard medical care 
Examples of types of clinical trial 
 
Trials involving medicinal products licensed in any EU member state if: 
 
they relate to the licensed range of indications, dosage and form or 
they involve off-label use (such as in paediatrics and in oncology, etc) if this off-label use is 
established practice and supported by sufficient published evidence and/or guidelines.  
 
These trials do not need any additional contact details other than those given in the 
PIS and out of hours testing is not required. Participants should be advised to follow 
standard care out of hours procedures e.g. by contacting 111/999 or attending an 
Emergency Department as appropriate. 

 

Medium – somewhat higher than that of standard medical care 
Examples of types of clinical trial 
 
Trials involving medicinal products licensed in any EU member state if: 
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• such products are used for a new indications (different patient population/disease 
group) or 

• substantial dosage modifications are made for the licensed indication or 

• if they are used in combinations for which interactions are suspected 
 
Trials involving medicinal products not licensed in any EU Member State if: 
 

• the active substance is part of a medicinal product licensed in the EU 
 
(A grading of Low risk may be justified if there is extensive clinical experience with the 
product and no reason to suspect a different safety profile in the trial population.) The 
approach will depend on the initial risk assessment (which should take into account 
any necessity for unblinding) agreed by the Sponsor. 
 

High – markedly higher than that of standard medical care 
Examples of types of clinical trial 

Trials involving a medicinal product not licensed in any EU member state. 

(A grading other than High risk may be justified if there is extensive class data or 
pre=clinical and clinical evidence) The contact details should be tested as follows: 

 

 At NNUH At other trial locations 

 
Nb normal working hours are assumed to be Monday-
Friday 0900-1700 hours 

Each out of hours phone number provided 
on the participant documents should be 
tested prior to recruitment of the first 
participant. 

- Test outside normal working hours, 
weekends, and/or bank holidays 

- Success = caller is able to contact either 
a member of the trial team or the on-call 
clinician who is able to locate details for 
the protocol, access participant records 
and provide medical advice or receive a 
call back within one hour 

- Unsuccessful = caller is unable to make 
any contact (i.e. no response or 
incorrect number/details); responder 
has no 
understanding/experience/access to 
records; call back exceeds one hour 

 
Any changes to the out of hours contact 
details during the trial must be updated 
in the records and be successfully tested 
prior to further recruitment.   

Record outcome using 
template at Appendix A.  
File in ISF, TMF, Sponsor 
file. 
 
If outcome = unsuccessful 
participants should not be 
recruited until successful 
test calls have been 
completed.  
 
 

Record outcome using 
template at Appendix A.  
File in ISF.  Provide 
confirmation to 
CI/designated individual for 
filing in the TMF. 
 
If outcome = unsuccessful 
participants should not be 
recruited until successful 
test calls have been 
completed.  
 

 
Where there is any differing view on categorisation this will be referred to the Medical Advisor for 
the Joint Research Governance Committee. 
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10. Procedures for Provision of Medical Cover where the Study Involves 
participants from outside NNUH 

 
It is the responsibility of the CI/PI to ensure that medical cover is provided to all 
participants in the study to ensure their safety and well-being.  
 
This should follow the procedures of any other NHS Trust from which the participant is 
recruited and should not be less than that offered to participants from NNUH. 
 
The same principle will apply for subjects who are not primarily under the care of a 
Hospital Trust (e.g., in the case of participants recruited from primary care). 
 
11. Providing Information to Participant’s General Practitioner  
 
It is recommended that the participant’s General Practitioner should be informed about the 
participant’s involvement in the study, where relevant to the general care of the 
participant/required by the Protocol.   
 
Where this is required the Participant Information Sheet and Consent Form should 
specifically request the participant’s consent for this to be done; see SOP 310 
Development of Participant Information Sheet and Informed Consent Form. 
 

12. Reporting  
 
The CI/PI shall ensure that all individual adverse events, serious adverse events, 
suspected unexpected serious adverse reactions and serious breaches are reported in an 
appropriate and timely manner to the relevant organisation. 
 
See the following SOPs:  
 
SOP 205 Adverse Events: Identifying, Recording and Reporting Adverse Events for 

CTIMPs sponsored by NNUH 
SOP 206 Adverse Events: Identifying, Recording and Reporting Adverse Events for 

non-CTIMP, non Device Healthcare Research Studies  
SOP 207  Adverse Events: Identifying, Recording and Reporting Adverse Events for 

device trials sponsored by NNUH 
SOP 210 Managing protocol and Regulatory Non - Compliance including Serious 

Breaches 
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13. References and Related Documents  
 

References   
ICH GCP E6 / SI 2004/1031 
 

SOP No.  SOP Title  

SOP 205 
Adverse Events: Identifying, Recording and Reporting Adverse Events for 
CTIMPs sponsored by the NNUH 

SOP 206 
Identifying, Recording and Reporting Adverse Events for non-CTIMP, non 
Device Healthcare Research Studies  

SOP 207 
Adverse Events: Identifying, Recording and Reporting Adverse Events for 
device trials sponsored by NNUH 

SOP 210 
Managing protocol and Regulatory Non-Compliance including Serious 
Breaches 

SOP 310 Development of Participant Information Sheet and Informed Consent Form 
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14. Approval 
 

Author James Kennedy 

Role  Interim Performance & Delivery Manager 

Approved & Authorised NNUH Julie Dawson 

Role  Research Services Manager 

Signature   

Date   

Approved & Authorised UEA  Sarah Ruthven 
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Signature   

Date   

 
 
15. Training Implication 
 
 

Training Implication Yes  

Actions required  • Additional training may be required 
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Appendix A - Template to document out of hours testing 
 

Note to File – Out of hours Test Call 
 

Trial title:  

IRAS:  

Trial 
location: 

 

PI name:  

PI phone:  

PI email:  

 

Date and time of call (must be between 17:00-

09:00 on weekdays, a weekend, or bank holiday) 
 

Did the contact number work? Yes / No       (circle) 

Did someone answer? Yes / No       (circle) 

Were you able to speak with any of the 
following?  (tick one) 

 Member of the trial team; or 
 On-call clinician able to locate the protocol 

Were they able to provide suitable 
advice on the trial? 

Yes / No       (circle) 

If a blinded trial, do they know the 
unblinding procedure? 

Yes / No       (circle) 

If you could not get through to an 
appropriate member of staff. Did they 
call you back within a reasonable 
amount of time? 

Yes, less than 1hour / No, more than 1 hour 
 

(circle) 

If the answer is “No” to any of the 
above, the test call is unsuccessful 

Test call successful?   Yes / No       (circle) 

If the answer is “No” to any of the 
above, the PI must be informed 

PI has been informed? Yes / NA      (circle) 

 
If the answer is “No” for any of the above questions, participants should not be recruited 
until a successful test call has been completed. Please repeat test at next available 
opportunity. 
 

Name:  

Role:  

Signature:  

Date:  

All test calls must be filed in the ISF (including all unsuccessful & successful test calls). 
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