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FOUR NATIONS MEETING 
MINUTES 

 
Minutes of the Four Nations Meeting, held on Tuesday 26th July 2016 from 

1.00pm – 4.00pm in HRA 1, Skipton House or via teleconference 
 

Present Initials 

 
Janice Bailie  Health and Social Care Research & Development  
Bill Davidson  Health Research Authority  (in part – item 4) 
Louise Dunstan  Research and Development Division 
Christine Holmes Department of Health 
Amanda Hunn  Health Research Authority  
Janet Messer  Health Research Authority  
Alex Newberry  Research and Development Division 
Joanne Rodger  Chief Scientist Office 
Stephen Tebbutt Health Research Authority  
Martyn Ward  Medicines and Healthcare products Regulatory Agency 
Gordon Watt  Chief Scientist Office 
Janet Wisely  Health Research Authority  
 

 
JB 
BD 
LD 
CH 
AH 
JM 
AN 
JR 
ST 

MW 
GW 
JW 

Observers 

 
Rae Granville  Health Research Authority  
Beth Hazel  Health Research Authority  

 

Item Item details Action 

1.  Apologies  

 

None to note 

 

 

2.  Minutes of the previous meeting 

The group agreed the minutes of the previous meeting were an accurate 

representation of the matters discussed with the following amendments: 

 

- Page 4, paragraph 5 - Schedule of events 

 UKECA was supportive of the principles of the schedule of events however 

 requested it not be evolved at this stage to add costs, noting Wales had its 

 own costings. 

 

 

3.  Matters arising 

 

Item 5 - SSI workshop progress & policy questions: 

 

- Requirement for contracts 

 The group noted the continuing theme of some sponsors in Wales putting 

 

 

http://www.hscni.net/
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 sites under pressure to accept the statement of activity as a contract. AN 

 agreed to flag any sponsors who may still be requiring this to the HRA.  

  

- Statement of activity question re modifying standard contract 

 The group discussed whether behaviours were inadvertently being 

 encouraged with changes to wording. AN advised a significant increase in 

 modification of contracts had been seen however some of this may relate 

 to the wider process. 

 

- NHS cost savings question 

 The group noted this was being led by NHS England / National Institute for 

 Health Research (NIHR) and would be of immediate use to NHS England. If 

 a cost saving statement is not agreed a further mechanism to capture 

 savings would be required. The group agreed the question was not 

 required in the longer term but would be necessary for the immediate 

 term. 

 

- Identification of Principal Investigator 

 The group agreed this should be considered at the workshop. At the end of 

 the workshop a set of proposals would be available allowing appropriate 

 consideration of the identification of the Principal Investigator. 

 

- Site type approach 

 The group agreed to defer discussions regarding this pending further 

 recommendations. 

 

Recharge figures for DAs for 2016/17 

The group noted meetings were being arranged between Debbie Corrigan and DAs 

to discuss the recharges for 2016/17. 

 

4.  UKECA Business  

 

UKREDG GAfREC revision requests 

BD presented a paper setting out the revisions to GAfREC requested by UKREDG 

and the proposed policy response to them. UKECA reviewed each 

recommendation in turn with its response as follows: 

 

1.3.1. Accepted 

Section 2. UKECA agreed greater clarity could be provided in this section with BD 

to draft.  

2.3.2 (a).  Accepted clarification required.  

2.3.2 (c). Order of wording to be reversed  

2.3.2 (d). Rejected. Other document requires clarifying not GAfREC 

2.3.2 (d). As above. 

2.3.3. Already covered in GAfREC. Management response required instead to 
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confirm scope.  

2.3.5 (a). GW to clarify with Alex Bailey. 

2.3.5 (h). Accepted 

2.3.7. Rejected. BD to confirm with Joan Kirkbride. 

2.3.13. Rejected. 

2.3.3 (c). Accepted.  

3.2.4 & 4.2.25. Accepted. 

3.2.11. Rejected. 

3.2.17. Rejected. 

3.2.17. Accepted – change of wording ‘explain’ to ‘reflect’. 

3.3.8. Noted with a paper on NREAP to be sent out of session. 

4.4.2. Accepted. 

4.2.7. & 4.2.8. Agreed to wait until change to Clinical Trial Regulations. 

4.2.10. Rejected. To be managed operationally. 

4.2.13. Rejected. 

4.2.14. Rejected. 

4.2.15. Rejected. 

4.2.23. Accepted. 

4.2.25. Rejected. 

4.2.26. Rejected. 

4.2.27. Rejected. 

4.3.6. Rejected. 

4.3.7. Rejected. 

4.3.7. Rejected.  

4.3.10. Accepted. 

5.4.1. Accepted. 

5.6.1. BD to clarify. 

5.4.2 (a). Rejected. 

 

BD advised the revisions to GAfREC would likely be ready this autumn. 

 

EU Clinical Trials Regulations  

 

- Reporting member state 

UKECA agreed for decisions on the reporting member state to remain with the 

MHRA. 

 

- Site suitability 

The group noted the meeting had not been held yet but would take place in the 

near future. 

 

- General Data protection regulation 

BD flagged discussions were taking place regarding consent for processing of data 

with our regulations covering the withdrawal of consent for future processing as 

opposed to retrospectively. 
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HRA / INVOLVE statement 

Wales, Northern Ireland and Scotland all agreed the statement could be widened 

and accepted on a UK wide basis. 

 

Policy for the development and management of policy and policy related materials 

for Health and Social Care Research 

AH presented a paper to formalise the way we develop and manage policy and 

policy related materials in a consistent manner and to ensure there is early 

engagement with the Four Nations to consider UK wide aspects of new policy or 

substantive changes to existing policy. UKECA approved the policy. 

 

DRAFT HRA Guidance on Seeking consent in a proportionate manner 

AH advised the policy provided guidance to both researchers and REC members on 

the issue of consent in low risk studies, in particular, pragmatic trials and postal 

surveys. AH advised a previous draft had been released for comment with public 

engagement work also undertaken.  

 

UKECA was supportive of the paper and noted wider sharing and a view on 

acceptability within each country would be required. UKECA agreed the title may 

be misinterpreted in that due attention to consent is not required. UKECA noted 

reference to GCP and postal questionnaires which may sit better in another 

guidance document and recommended they be extracted. AH agreed to revise the 

document and send to DA colleagues for wider sharing. 

 

E-submission requirements  

UKECA discussed the requirements of researchers in submitting a combined form 

and supporting documents for the necessary approvals. AN advised operational 

colleagues had flagged the timing of submission of supporting documents was the 

main issue rather than the completion of a combined form and questioned 

whether documents e.g. for R & D, could be submitted at a later date. 

 

JW questioned whether this added flexibility was required and whether behaviours 

could be changed instead to remove the time-lag, noting the high proportion of 

studies which had been approved months or sometimes years ago which were 

now seeking the addition of sites. UKECA agreed this data was a helpful tool to in 

understanding the need for the change. 

 

UKECA discussed whether the community had been adequately consulted with. JM 

clarified the HRA undertook consultation and also worked with funders to highlight 

the system not working efficiently and demonstrated the benefit of a different way 

of working. JM advised most of the funders have not seen this as an issue. JM 

advised the AMRC was supportive and there had been some minor practical 

concerns for smaller funders however the principle had been widely accepted. 
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MW added there will be a future requirement to change behaviours with the 

processes integrated under the Clinical Trial Regulations with a combined 

assessment. Therefore changing behaviours now will support this requirement. 

 

JW agreed to share the information and narrative to make the case to help DAs 

decide if any engagement is required or if this can be accepted without 

consultation.  

Action: JW to share number of pre-approval studies adding subsequent sites 

JR advised there may be some funders in Scotland who state that ethical approval 

is required before funding can be released which would need to be checked. 

 

- Single sites  and primary care Northern Ireland 

JB clarified GP surgeries were fully independent of the HSC and would be resistant 

of being put through a gateway. JB agreed clarification could be made to note 

these studies would not be included in this system.  

 

UKECA discussed the various options regarding how a portal could work and 

agreed technical conversations to consider each system were required. UKECA 

agreed an options appraisal looking at the cost and benefits of the various options 

would be helpful. UKECA noted there would be similar issues to consider for e-

submission of amendments.  

 

Four Nations Operational Leads Amendment working group paper 

UKECA noted the paper from the operational leads amendment group and agreed 

some of the recommendations would result in significant changes to current policy 

which in turn have their own implications. UKECA queried if there was anything 

which could be done in the meantime which would help clarify current process 

whilst a piece of work is undertaken to identify what else needs to be resolved.  

 

UKECA agreed a method of review similar to the GAfREC update should be 

undertaken with the relevant issues identified and consideration of what can be 

resolved immediately and which need to be considered at a later date. UKECA 

noted the E-submission timeline would likely be 6 months to implement therefore 

it would be beneficial to consider what would be possible to be done within that 

timeframe. 

 

UKECA noted the behavioural changes required regarding removing the 

submission of multiple amendments which require separate processing when one 

amendment would suffice. UKECA agreed the amendment group could look at any 

other additional behaviours which require changing.  

 

UKECA agreed as part of the consideration of amendment issues any IT 

considerations which may arise should also be captured. UKECA agreed a further 

meeting of the amendment group should be arranged and recommended a face to 

face workshop style approach. 

 

 

 

 

 

 

 

JW 
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5.  HRA approval update 

The group noted the latest update on performance of HRA Approval had been 

published on 19th July 2016 at 

http://www.hra.nhs.uk/documents/2016/07/update-performance-actions-july-

2016.pdf. 

 

 

 

 

6.  Collaboration & Development Update 

 

Collaboration & Development Forum DA attendance 

The group agreed for the attendance at the forum to be shared with all three 

countries to be invited to attend with DAs to agree attendance depending on 

availability. 

 

 

7.  Update from HRA 

 

Director of Finance 

JW advised the Director of Finance role had been re-advertised with interviews 

planned for September. Sylvia Hazard would fulfil the role of Interim Head of 

Finance with Debbie Corrigan to provide a professional oversight role for one day a 

week in the interim.  

 

 

 

 

 

 

8.  Update from Department of Health 

 

Secretary of State 

CH advised the Rt Hon Jeremy Hunt MP remains as the Secretary of State for 

Health. Nicola Blackwood MP had been appointed as Parliamentary Under 

Secretary of State at the Department of Health with George Freeman MP no longer 

the Parliamentary Under Secretary of State for Life Sciences at the Department for 

Business, Innovation and Skills and the Department of Health. 

 

DH 2020 

CH advised DH2020 was progressing with a new senior structure now announced. 

Further changes in personnel are expected as other parts of the structure are 

confirmed. 

 

Richard Carter retirement 

The group noted Richard Carter is due to retire in October 2016. 

 

 

9.  Update from Northern Ireland 

 

None to note. 

 

 

10.  Update from Scotland  

http://www.hra.nhs.uk/documents/2016/07/update-performance-actions-july-2016.pdf
http://www.hra.nhs.uk/documents/2016/07/update-performance-actions-july-2016.pdf
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Mike Stevens’ post 

The group noted the post had now been advertised with interviews scheduled. 

 

11.  Update from Wales 

 

Change in personnel 

LD advised she was leaving the R & D Division in two weeks. The group wished LD 

all the best for the future and thanked her for her support over the years. 

 

 

12.  UKREDG update 

 

The group noted the UKREDG action and information logs. 

 

 

 

13.  Out of session items 

 

The group noted the following out of session business had been conducted: 

 

- Agreement for HRA to submit a coordinated UK wide response for four 

documents developed in preparation for the implementation of the Clinical 

Trials Regulation (EU) No 536/2014: 

o GL1: "Ethical Considerations for Clinical Trials on Medicinal products 

conducted with Minors" 

o GL2: "Definition of Investigational Medicinal Products (IMPs) and use 

of Auxiliary Medicinal Products (AMPs)" 

o GL3: "Summary of Clinical Trial Results for Laypersons" 

o GL-4: "Risk proportionate approaches in clinical trials" 

 

- Agreement for HRA to submit a coordinated UK wide response to the 

‘World Medical Association’s Declaration on Ethical Considerations 

regarding Health Databases’ 

 

- Agreement for HRA to submit a coordinated UK wide response to the 

Innovative Medicines Initiative consultation Facilitating the translation of 

advanced therapies to patients in Europe 

 

 

14.  Any other business 

 

Master Indemnity Agreements (MIA) 

JM advised DH had never intended for MIA to cover research with DH guidance to 

be revised with this to be made clear. The group noted the English and Welsh lists 

work on the same basis and are linked whilst Scotland and Northern Ireland follow 

a separate process which requires checking with the central legal office. The group 

questioned whether an additional line could be added to the English and Welsh 

versions of the model agreement to resolve the issue. JM flagged Alastair 
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Nicholson was drafting wording which would be shared. 

Action: JM to share wording with DAs once finalised  

 

Model Non-Commercial Agreement 

JM advised one to two additional meetings were required to finalise this prior to 

sign off by UKECA. JM advised the document had been to DH lawyers with Alastair 

Nicholson to make relevant changes prior to sharing with DAs. The group agreed to 

aim to bring the agreement to the next Four Nations meeting in September. 

Action: ST to add to next meeting agenda 

 

Model Commercial Agreement 

JM advised this was being driven with the ABPI. The group agreed for a push to be 

made to confirm necessary changes now and confine other options to a later date. 

 

Phase 1 Advisory Group Chair 

The group noted Richard Tiner was due to step down as Chair of the Phase 1 

Advisory Group from tomorrow. JW advised the HRA had offered one of its Non-

Executive Directors to chair the group in the interim or more longer term with the 

group to confirm. JW advised Richard has been invited to the October HRA Board 

meeting. 

 

 

JM 

 

 

 

 

 

 

ST 

 

 

 

 

 

15.  Date of next meeting 

 

Tuesday 27th September 2016, 10am – 1pm 

 

The group agreed to move the meeting to Edinburgh to facilitate attendance as 

there were planned transport disruptions which may affect attendance in London. 

 

 

 


