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 Performance & Operating Operating Framework
2018-2019 Review of the Gastroenterology directorate application for Academic status
Please try to limit your response to a total of four pages (the page limit does not include appendices)
1. Executive Summary
The GI directorate is a nationally and internationally recognised premier unit. Our performance across the majority of metrics has been strong, particularly our total open portfolio studies, increased infrastructure and also the quality of our grant submissions. This can be evidenced through our substantial grants awarded by NIHR HTA (STH20162) and CCUK (STH20074) and the award by the Rare Disease Collaborative Network to make STH the lead centre for Refractory Coeliac Disease. This represents a significant success given the inherent complexities and competition in attaining these grants. The progress which the GI directorate has made following Academic Directorate status is continuous. The directorate has reinforced itself with research active consultants within both gastroenterology and hepatology which has seen an increase in research studies and a wider variation in Principle Investigators. Professor Sidhu and Professor Hopper have recently been awarded Professorships at the University of Sheffield; this represents a significant step forward and also means Sheffield holds the highest number of Gastro Professors in the UK. Professor Lobo utilised his ScHARR Clinical Research Academy award to successfully attain the aforementioned NIHR HTA award. All of this has been achieved in the absence of any PA support for research. The directorate has further strengthened its potential for research delivery through the commencement of several Clinical Research Fellow posts that will support the current portfolio and commercial studies whilst also instigating research projects of their own. This approach has also afforded the directorate to diversify their research focus; this is most notable with Hepatology and also dietetics within IBS. Overall the infrastructure in place has allowed for a dynamic variation in the research generated within the directorate. Through this development of infrastructure we have also opened a key theme within IBS research (Dr Imran Aziz). The Directorate receives ~£3-400K per annum from the additional clinical sessions undertaken by Clinical Fellows and the Clinical Lecturers that are paid for through research accounts of existing consultants. This is unique to the Trust and should be highlighted and reflected in the POF review. 
2. Commentary on your Directorate’s Performance against your 2018/2019 Targets (See Appendix 1 spreadsheet for your Directorate’s 2018-2019 POF table) 

We have achieved and significantly surpassed nearly all our POF annual objectives and continue to improve on previous years. The Directorate has gone from strength to strength in terms of increasing research active staff, increasing number of publications, the number of grants submitted, the number of portfolio studies and importantly the value of grants awarded. One metric we have fallen short on is the number of accruals attained this year. We feel this is a reflection of the lack of CRF support given compared to previous years. Specifically the research time offered to the directorate has significantly reduced while the number of studies we have open has increased. With a more robust infrastructure in place from this support service we feel we would have hit our target. We feel an area of strength this year is the income generated through research, which is at a strong level and has grown when compared to last year. We feel this is a reflection of the high performance of the directorate and its ability to show consistency from a fiscal perspective. A major success of the last year can be seen in the number of portfolio studies which we contribute to and also within the theme of Capsule Endoscopy where we have a potentially high recruiting study adopted to the portfolio (STH20311), we expect this to begin recruitment shortly. The directorate have made a concerted effort to grow its portfolio of research and also increase the number of portfolio studies which do not require support from the CRF, at present we have one open and two close to opening, all of which have the potential to recruit large numbers. We also wish to highlight the growth in number of PI’s over the 2018/19 period which we feel is a sign of commendable expansion.
3. Commentary on your Directorate’s Performance against your 2018/2019 Annual Plan (See Appendix 3 for your Directorate’s Annual Plan)

We feel our performance against our 2018/2019 annual plan has been robust and efficacious. Our aim to increase our number of portfolio and commercial studies has been successful which in turn has assisted us in our goal of increasing the number of PI’s who are research active. We have been successful in developing a diverse portfolio of research, ensuring we have an optimal blend of study complexities. We have successfully developed a system for building research time into PI’s job plans through utilizing existing finances; this approach has helped our directorate to also achieve our goal of increasing our success rate when hitting the 70 day target for FPFV. It is also noteworthy that our aim to increase our grant and commercial income has been hugely successful with a significant increase in this metric. We have also been significantly successful in developing grants for research; this can be evidenced through our attainment of grant funding for STH20162, STH20074 & STH20827 and also succeeded in utilising our commercial links to gain portfolio adoption for STH20311.
4. Please provide a commentary of your directorate’s research performance against your research income listed within Appendix
The directorate receives no direct income for research. The finance accrued and generated has come through the team performing exemplary work which has seen targets met and surpassed. The income generated through commercial and portfolio endeavours continues to increase each year. This in itself supports the assertion of growth and progress within the directorate. A specific aim within the directorate over 2018/2019 was to increase the income generated through grant and commercial research, as per Appendix 2 we can see we have significant increased our income when compared to the previous year. It is also noteworthy that our grant total alone has grown once more. We feel both these metrics are indicators of our increasing skill when delivering clinical research.
5. Are there any changes or addendums that you have made to your research strategy. What are your intentions on delivering on the new Trust Innovation Strategy?
There are no significant changes to our research strategy other than our planned continuation of innovation and our adherence to the Trust innovation strategy. As innovation lead for the directorate Professor Sanders will monitor and support this as the directorate strive to provide the best in healthcare and maximise the benefits from the use of technology. This will also be supported by the Directorate Coordinator who is supporting Innovation within CRIO at STH. The use of innovative technology is a cornerstone of the directorate (for example magnetically assisted capsule endoscopy) and we retain strong links and partnerships with commercial companies (Ankon, Takeda, IntroMedic) which support our continued advancement to ensure the best patient healthcare. We believe the effective maximisation of this will present optimal opportunities to pursue further innovation and provide a pathway for sustained growth within the directorate.
6. Do you have any other comments you would like to add to your 2018-2019 Review of your POF performance?
Professor Sanders Coeliac Theme and Research Lead
Professor Sanders has continued his excellent delivery of research through contributing to both portfolio studies and commercial studies. Further strides have been made through the award of STH as lead network within the rare diseases collaborative network for refractory coeliac disease. This has been supported by NHS England and Coeliac UK (National Charity for Coeliac Disease). An additional grant re-application to NIHR-HTA for the study “the effective detection of adult coeliac disease in endoscopy: a cost saving model” (STH19561) has recently been submitted. Success within this application would see Professor Sanders oversee a study with the potential to recruit 2500 at STH. We have also attained funding from Innovate UK to support an additional Coeliac disease study (STH20827)
Dr Imran Aziz – IBS Theme Lead

Within the last 12 months Dr Aziz has pioneered this important theme at STH following his appointment as a Consultant Gastroenterologist. Dr Aziz is successfully delivering the TRITON study (STH19222) which is NIHR EME funded. The theme is also expanding through the work of Dr Aziz and the Clinical Fellows who are studying the impact of dietary interventions in IBS. To date this is an under studied area both nationally and internationally, the efforts of the team to broaden this area represents significant steps forward. The theme is also in dialogue with commercial companies which could yield multiple commercial studies
Professor Lobo – IBD Theme Lead

The IBD theme can reflect on a successful year which has seen the team contribute to 9 portfolio studies with 3 further commercial studies in set-up, one of which Prof Lobo is the CI. Due to the reputation of the team and expertise within the department we are increasingly being asked to help develop and participate in key national portfolio studies and EU funded studies and also highly complex industry studies. This influx of trials is important for our position as a major IBD centre in the UK and for patients both current and potential. It ensures that they are involved in current research and the benefits of being treated in a research active hospital.  Increasingly patients are looking to be treated in such centres and it is likely that details of a centre’s participation in trials will be published – partly to allow patient access to such trials of new medications but also as a marker of the quality of a service.
Professor Mark McAlindon – Capsule Endoscopy Theme Lead

We have been conducting research into remote gastrointestinal (GI) imaging using small bowel capsule endoscopy for over 10 years, with clinical studies funded by commercial organisations. Our focus recently has been on the development of capsules to image the upper GI tract. Current studies include the use of a capsule with imaging devices at either end propelled around the stomach in ingested water using positional changes of the patient, a device which has been released to our unit (one of a handful of centres worldwide) by Medtronic for the purpose of feasibility studies. Further studies will address whether or not external control of capsule movement might enhance diagnostic capability or ease of use. Current endeavours into this field have seen our studies adopted to the NIHR Portfolio. Our strong links with commercial companies suggest further studies in design will also be adopted. We also have initiated an international clinical trial exploring whether bowel preparation (either as a single or divided dose) produces better cleansing and diagnostic yield than no preparation at all in small bowel capsule endoscopy.
Professor Dermot Gleeson – Hepatology Theme Lead

The Hepatology theme has recently been restructured following the appointment of several new Consultants. Each new Consultant has signed up to both portfolio studies and commercial studies as the theme begins to expand its research focus following the enhancement in infrastructure. The Hepatology theme has also secured a clinical research fellow who has developed a multicentre autoimmune hepatitis study which is under consideration for portfolio adoption following the successful attainment of grant funding. This represents a further opportunity to boost recruitment to NIHR Portfolio studies within the directorate.
7. Please justify here why your directorate should attain/retain Academic status?

As a directorate we feel there is a clear justification for the department to retain Academic Status based on the outstanding successes outlined above. This success is now evident across a range of sub-specialty areas and across grant income, publication record, award of higher degrees and participation in commercial and non-commercial portfolio studies.  We feel that the comments and rationale provided in this form support this application.  We are committed to embedding research into our clinical service and strengthen our infrastructure through our Clinical Research Fellows who are supporting key research in all areas of gastroenterology. We have engaged our clinical staff in our research endeavours over the past year; this can be evidenced by the incorporation of the IBD specialist nurses within certain Professor Lobo studies. The performance of the directorate has once more been strong with a notable increase in income generated, STH sponsored studies adopted to the NIHR Portfolio and increase in research active staff. The directorate has also enhanced its reputation through the successful attainment of two significant grant studies within IBD and also through the increase in commercial research. However, it is essential to develop and sustain an infrastructure to maintain this success – and retaining an Academic Directorate status is integral to this. Retaining this status will assist in supporting the grant studies which are due to open shortly and also will help grow our Hepatology theme and emerging IBS theme, both of which are becoming very research active. We feel this next step will further enhance our research infrastructure in a balanced and composed manner whilst also facilitating our ability to become even stronger as a research department.
Appendix 1- Directorate 2018-2019 POF table – Attached. Please update as described in the guidance.
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2018/19 Year 

to date

1

Number of research active staff 

1

22 15 19

15

19

15

27 20 36 30

2 Number of research publications 22 10 29

10

25

20

45 35 52 to date 40

3 Grant Activity Data

3.1.Number of grants submitted

6 4

5

4

7

4

7 5 3 2 1 6 5

3.2.Number of grants awarded

1 2

0

2

3

2

1 2 2 1 1 4 2

3.3.Total value of successful grant applications £22,300 £10,000

0

£10,000

£5,523,542

£20,000

£542,077

£50,000

£307,070 £0 £194,495 £501,565

£50,000

4 STH Research Income (Portfolio & non-Portfolio)

4.1.Grant and Commercial Income £8,669 N/A £78,178 N/A £62,459

N/A

£17,048

n/a £84,837 £84,837 n/a

4.2.Other Funding Sources Supporting Delivery £53,572 N/A £247,972 N/A £146,868

N/A

£113,273

n/a £68,715 £68,715 n/a

5 No. of Active Portfolio Studies 15 15 15

15

15

16

20 16 21 20 21 22 18

6 Patient Accruals to Portfolio Studies 293 100 484

100

603

300

237 200 36 34 28 98 200

7 70 day benchmark (%) 100.0% 80% 100%

80%

100%

80%

66.7% 80% 100% (1/1) 100% (1/1) 100% 85%

8 Recruitment to time and target (%) 0.0% 80% 25%

80%

50%

80%

0.0% 80% 0% (0/1) 0% (0/1) 0% 80%

9 Directorate specific KPIs (examples below)

9a

1

Number of Infrastructure staff 

3 3 3 3

3

4 4 4 4

9b

1 

Number of contribution staff

4 4 4 4

4

4 4 4 4

9c

STH clinical sessions funded by Gastroenterology 

Consultants Research

> £500,000

2016/17 

Year Final

Objective

2015/16 

Target

2016/2017 

Target

2015/16 

Year Final

2014/15 

Year FINAL

2019/2020 

Target

2017/18 Year 

Final

Gastroenterology Directorate

Please provide a commentary of your Patient and Public Benefits- 



The STH GI directorate is one of the premier UK GI units. The team have won 7 National clinical service awards and 4 research awards in the last decade. Patients are at the heart of the service and are regularly involved in 

the development of our services. Our research themes incorporate patient and public involvement through White Rose grants with the School of Health and Related Research (University of Sheffield). We have a patient 

meeting annually in March at the St Mary’s Church on a Saturday morning.

2018/19 Performance

2018/2019 

Target

4

4

36

2017/2018 

Target

52


Appendix 2 – Directorate 2018-2019 Financial Information up to Quarter 3 -  
Data supplied by finance, please contact your allocated Directorate Research Accountant if you have any queries regarding this information. 
	Grant  and Commercial Income Received to STH
	Other Funding Sources Supporting Delivery

	Grant Income
	Commercial Income 
	Other Research Income
	

Total
(Grant & Commercial)
	LCRN Infrastructure Support (A)
	Research Lead (D)
	CRF & CCTC LCRN Infrastructure Support (A)
	Experimental Medicine Support (A & D)
	LCRN Service Support (D)
	RCF (A & D)
	Total Other Funding
	Grand Total Funding

	£83,137
	£1,700
	£0
	£84,837
	£22,474
	£7,200
	£22,711
	£3,814
	£7,061
	£5,453
	£68,715
	£153,551


Appendix 3 - Directorate 2018-2019 Annual plan (current years)
	Objective
	Actions Required
	Resources required
	Evidence of success
	Lead & Completion date

	1. Increase the number of participants recruited to portfolio and commercial research studies
	Ensure portfolio and commercial studies are approved in a timely manner and are actively recruiting


	· Sufficient Research Nurse time

· Sufficient Research PA time

· Access to appropriate research facilities including maximising benefit of CRF involvement.
	Increase in recruitment to research compared to 2017/2018 

Recruitment to target – particularly in large studies with potential for large accrual. 
	All CIs and PIs 

Mar 2019

	2. Increase in number of consultants acting as PI’s on portfolio and commercial studies
	Ensure all research active consultants are named PI’s on studies
	• Sufficient Research PA time across the directorate

• Support and guidance from existing experienced PI’s
	Increase in portfolio studies compared to previous years

Increase in number of PIs on portfolio studies
	All consultants

March 2019

	3. Ensure safe and controlled participation in established studies and those in set up.
	Ensure all named PI’s are able to dedicate the appropriate time to complex studies 
	Adequate PI time 
	Recruitment to target
	Clinical Director 

March 2019

	4. Increase commercial income 
	Ensure PI’s are available and studies are aligned to their interests
	Adequate PI time
	Increase in PI’s

Increase in commercial studies

Increase in income
	All – March 2019

	5. Develop new research projects funded from peer reviewed grants
	Develop grant applications eg planned grant for trial to establish optimum design for IBD patient access and ROManTIC study comparing early surgery to medical treatment for Crohn’s disease).
	Research time 

Collaboration with SCHARR and external partners (eg BSG IBD standards group, research networks – regional and national))
	Securing high profile grants
	All March 2019


Appendix 4 - Directorate 2019-2020 Annual plan. Please provide a NEW annual plan for 2019-20 using the template provide below.
Over the next 12 months we will: line one is just an example and can be deleted
	Objective
	Actions Required
	Resources required
	Evidence of success
	Lead & Completion date

	1. Increase the number of participants recruited to portfolio and commercial research studies
	Ensure portfolio and commercial studies are approved in a timely manner and are actively recruiting


	· Sufficient Research Nurse time
· Sufficient support from CRF
· Sufficient Research PA time

· Access to appropriate research facilities
	Increase in recruitment to research compared to 2018/19  
	All CIs and PIs 

Mar 2020

	2. Continue to take advantage of commercial research opportunities in order to generate further research income. 
	Ensure commercial research opportunities and expressions of interest are seized upon by theme leads and sub-theme leads.
Ensure commercial studies are approved in a timely manner and a clear strategy is in place for recruitment and delivery.

Continue to enhance and maintain our links with commercial companies (Takeda, Ankon)
	· Sufficient Research Nurse time

· Sufficient Research PA time
· Access to appropriate research facilities
· Support from the Directorate to grow research

· Clinical Research Fellow support to deliver studies
	Increase in number of commercial studies.
Variety across themes delivering commercial research

Increase in commercial income

Increase in participants recruited to commercial research
	All PIs
Mar 2020

	3. Succeed in meeting NIHR Metrics for recruitment to time 
	All recruitment targets are set in the same challenging yet realistic manner.
All consultants are aware of recruiting studies and can assist in the identification of patients. Current practice is for this to be discussed in regular meetings with PI teams and through dissemination of communications via the Directorate Coordinator.
Our clinics are staffed by Research Nurses/Clinical Trials Assistants from the CRF. 
Maintain strong communication links with Clinical Services and Endoscopy team to ensure patients are identified for research before commencing standard of care treatment and routine investigations (colonoscopy)
Studies and targets are regularly reviewed in our R&T and also in our IBD Speciality meeting (where applicable)
	· Sufficient support from the CRF Research Nurse and Clinical Trials Assistant across RHH and NGH
· Sufficient PI time dedicated to research/PA Time

· Utilization  and optimisation of research sessions from all clinical fellows

· Continued Clinical Nurse Specialist support and continuation of clinical nurse specialist clinics

· Appropriate time for Directorate Coordinator
	All studies recruiting to time and target
Study targets met
	All CI’s and PIs
Mar 2020

	4. Further Portfolio Badged Endoscopy studies via continued commercial links with MACE providers
	Maintain commercial links with Ankon and IntroMedic
Continue to devise MACE based studies and approve in a timely manner
	· Sufficient research PA time
· Continuation of Clinical Fellow program


	Further studies funded by Ankon and IntroMedic
	Endoscopy PIs and Fellows
Mar 2020

	5. Ensure safe and controlled participation in established studies and those in set-up
	Ensure all named PI’s are able to dedicate the appropriate time to complex studies
	· Adequate PI team
	Recruitment to time and target

Compliance with approved protocols
	Clinical Director, Academic Lead and all PIs

Mar 2020

	6. Develop new research projects funded from peer reviewed grants
	Develop grant applications within all themes in the directorate
	· Appropriate research time to develop high quality grants
	The successful attainment of high profile grants
	All directorate

Mar 2020


Over the next 3 years we will:

Moving Forwards 2019-2022:

1. Current research and academic staffing: 1 Clinical Lecturer, 5 MD fellows, 1 Post CCT fellow, 1 International Fellow, 1 ACF & 1 BmedSci

2. Prof Sanders application to Sheffield Clinical Research Academy (SCHARR) was successful and since that time a further successful application by Prof Lobo. The subsequent aim of Prof Lobo’s application is to increase significant grant capture

3. Continue to collaborate with Professor Marios Hadjivassiliou in the BRC (current work centres around Professor Sanders and Professor Gleeson)
4. 4th Personal Chair has been awarded

5. HTA application ~400K – submissions are on-going with focus on coeliac patient group which is under represented within clinical research

6. Portfolio Badged Endoscopy study n=2000 completed. Develop a significant grant to gain portfolio adoption for an endoscopy study. This is key as in the UK there is a dearth of endoscopy research. 

7. Continued fellows from DSS research/agency funding providing Clinical Service and development of research projects

8. NIHR Professorship or Senior Fellow

9. Successful Creation and unification of both an Academic Directorate & University Department of Gastroenterology 

10. A continuing and consistent aim with the directorate relates to the on-going development of our infrastructure. The tactic employed whereby our senior investigators work closely with more junior investigators in order to develop their skills will continue. As such we will continue to encourage our junior investigators to act as sub-investigators and co-investigators on portfolio and commercial studies before taking over leadership as Principal Investigators.

11. Continue to succeed in meeting NIHR Metrics for recruitment to time and target and 70 day target. In order to achieve this we will need to ensure: 

1) All recruitment targets are set in the same challenging yet realistic manner.

2) All consultants are aware of recruiting studies and can assist in the identification of patients. Current practice is for this to be discussed in regular meetings with PI teams and through dissemination of communications via the Directorate Coordinator.

3) Our clinics are staffed by Research Nurses/Clinical Trials Assistants from the CRF. 

4) We maintain strong communication links with Clinical Services and Endoscopy team to ensure patients are identified for research before commencing standard of care treatment and routine investigations (colonoscopy)
5) Studies and targets are regularly reviewed in our R&T and also in our IBD Speciality meeting (where applicable)

12. Continue to take advantage of commercial research opportunities in order to generate further research income. This has been an on-going method adopted which has seen our researchers successfully deliver industry studies and use the income generated to further develop our infrastructure and capacity. Commercial research is integral to both our development and the treatment options we can provide our patients.
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