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Performance Operating Framework
2016-2017 Review of the Academic Directorate of Respiratory Medicine
1. Executive Summary
The Academic Directorate of Respiratory Medicine and our partners at University of Sheffield are one of the UK’s leading respiratory groupings, with internationally recognised imaging and some of the best basic science in the country. We have a flourishing programme of health services research linked to the Sheffield Adult Cystic Fibrosis Centre. We also host one of the best clinical Pulmonary Hypertension services in the world, which hosts a joint University/STH PhD Training Programme.  We are beginning to capitalise on our advantages to create a unique opportunity for excellent respiratory research. This year we have met or exceeded all but one of our POF metrics targets. This performance is influenced by the breadth of our research, with an increasing number of research active staff carrying out studies across a range of respiratory themes, and the strength in depth of our research theme leaders and clinical academics who by the end of this year will have participated in 40 Portfolio studies. Highlights include Dr Wildman’s NIHR programme grant research which is to be supported by an NHS England CQUIN (up to £8 million); the continued collaboration with the internationally-leading MR imaging group at the University of Sheffield; development of plans to create new clinical/research databases; and our work with the pulmonary hypertension UK patient association to promote patient and public involvement with research. Our work has been facilitated this year by employment of a full-time Directorate Research Coordinator.
2. Commentary on your Directorate’s Performance against your 2016/2017 Targets (See Appendix 1 for your Directorate’s 2016-2017 POF table) 
1. Research active staff: EXCEEDED. More staff became research active or were newly recognised as such. This includes addition of Alison Condliffe who became Professor of Respiratory Medicine at University of Sheffield, Dr Peter Hickey (Donald Heath Clinical Research Fellow), Dr Roger Thompson (JG Graves Research Fellow), and Dr Leon Lewis (Respiratory Consultant). As we aim to maintain this level of activity our 2017/18 target is higher (31) than last year (28).
2. Publications: EXCEEDED. We are on course to surpass the number of publications this year compared to last. We aim to maintain this rate and so our target for 2017/18 is higher (35) than last (30). Publication highlights this year include:
· Emergence and spread of a human-transmissible multidrug-resistant non-tuberculous mycobacterium (Bryant et al; Science 2016).
· Plasma metabolomics implicate modified transfer RNAs and altered bioenergetics in the outcome of pulmonary arterial hypertension (Rhodes et al; Circulation 2016).

· MicroRNA-140-5p and SMURF1 regulate pulmonary arterial hypertension (Rothman et al; Journal of Clinical Investigation 2016).

· ARDS neutrophils have a distinct phenotype and are resistant to phosphoinositide 3-kinase inhibition (Condliffe et al; American Journal of Respiratory and Critical Care Medicine 2016).
· Clinical spectrum and features of activated phosphoinositide 3-kinase δ syndrome: A large patient cohort study (Coulter et al; Journal of Allergy and Clinical Immunology 2016).

· Dynamic risk stratification of patient long-term outcome after pulmonary endarterectomy (Cannon et al; Circulation 2016).
3.1. Grants submitted: TARGET MET. We met our target of 6 submitted grants, including applications to NIHR and Wellcome Trust. Target will be exceeded if a proposed RFPB grant is submitted in Q4. In 2017/18 our Clinical Academics (Sabroe, Renshaw, Alison Condliffe) and UoS collaborators (Wild, Swift, Lawrie) will apply for scientific grants with clinical elements, whilst Consultants will apply to smaller schemes (e.g. Sheffield Hospitals Charity) to fund pilot work in preparation for larger grants. In an increasingly resource-limited time we have set a target to at least maintain our current levels of success.
3.2. Grants awarded: TARGET MET. Our target was 2 awards. Dr Wildman obtained 2 separate awards linked to the NIHR Programme Grant studies (see STH17198) to implement a 20 centre trial of the Cystic Fibrosis Health Hub intervention to promote medication adherence. Dr Andy Swift (Medical Physics Directorate) was awarded a Wellcome Career Development Fellowship to study MR imaging in respiratory patients and will result in collaborative studies between Respiratory and Medical Physics directorates. Our 2017/18 target is to maintain our success level, again reflecting an increasingly difficult funding landscape.
3.3. Value of successful grants: EXCEEDED. Dr Wildman received awards totalling £445,388. In 2017/18 we aim to win a NIHR RFPB award and other pump-priming grants (see metric 3.1), therefore we propose to keep this target at the same level.
5. Number of Portfolio studies: EXCEEDED. We exceeded our target of 30 Portfolio studies and are on course to end Q4 with over 40. We are mindful that several Portfolio studies will close in the next year but our new target (33) is an increase compared to last year (30).
6. Patient accruals to Portfolio studies: EXCEEDED. Although we achieved 392 recruits in 2015/16 we set a target of 150 this year because some high-recruiting observational studies were closing. We exceeded that and are on course for > 200 this year. In 2017/18 further observational studies are closing, but we will initiate several trials which will involve fewer patients, but greater complexity and funding per patient. Recognising this shift in profile our new target is 140. Recruitment will be higher if a new study (STH19387 CF Data Observatory funded by NHS England CQUIN) is Portfolio adopted – we await UKCRN decision.
7. 70 day benchmark: EXCEEDED. To date we have a 100% success rate thanks to the group effort of PIs, Clinical Research Facility and Directorate Research Executive to ensure research teams are prepared for study initiation and recruitment.
8. RTT: TARGET NOT MET. The rate of patient screening in our trials has increased but continues to be challenging due to the rarity of some diseases (e.g. idiopathic lung fibrosis, pulmonary hypertension) and the complexity and strict eligibility criteria of some trials. As a directorate we will continue to learn lessons from these trials to ensure we set achievable targets whilst continuing to give patients the opportunity of participating in trials. We continue to be an attractive partner for industry and are participating in or setting up trials sponsored by Novartis, Roche, GSK, AstraZeneca, Boehringer, and Actelion. We have made efforts to improve trial recruitment, e.g. in the Pulmonary Vascular Disease Unit a trials working group has led to additional patients recruited. Furthermore in December 2016 we recruited the 1st and 2nd UK patients in a trial sponsored by Boehringer (STH19516 Dr Bianchi). 
9. Directorate-specific KPIs: University of Sheffield grants (non-clinical research): We did not set a target for the number of non-clinical UoS grant awards. However, our clinical academic staff obtained grants with a combined total of over £3 million (detailed in Appendix 5).
Key Cross-directorate collaborations:
· Medical Physics / Academic Radiology: Several respiratory consultants collaborate in research with Prof Wild and Dr Swift who are internationally-recognised leaders in magnetic resonance lung imaging at the University’s Department of Academic Radiology. Respiratory Consultant Dr Bianchi is a co-investigator on a successful EU Innovative Medicines Initiative scheme to investigate MR imaging biomarkers in drug-induced interstitial lung disease – funding details are being finalised (STH19593). As well as the RHH MRI facility a new MR Scanner will open in 2017 at Northern General Hospital located between the Respiratory department and the Clinical Research Facility. This presents research opportunities in a range of respiratory themes including a potential NIHR RFPB application to investigate MR imaging in pulmonary embolism (Dr Hurdman). 
· The Respiratory Function Unit (RFU) staff have scientific skills and experience in delivering respiratory physiology services for patients, and help to deliver research studies with different directorates including neurosciences, cardiology, oncology and specialised medicine (See Objective 3 below). There is an opportunity to build on this resource, and an objective for next year is to develop research training and activity of RFU staff with a long term aim to be involved in research design and to generate research posters and grant applications. This is bolstered by our relationship with Laurie Smith, a UoS NIHR Doctoral Research Fellow and Respiratory Physiologist undertaking collaborative research with STH, the Sheffield Children’s Hospital, and the Department of Academic Radiology (STH19553)
· Cardiothoracic Directorate: The Respiratory Medicine Pulmonary Vascular Disease Unit collaborates with the Cardiothoracic Directorate (Dr Alex Rothman) on a trial of an experimental pulmonary artery denervation technique which uses ultrasound waves to deactivate nerves supplying pulmonary blood vessels. In 2016 the first UK patient received this treatment in the trial at STH (STH18905 TROPHY trial). Dr Athanasios Charalampopoulos is a Cardiologist based in the Respiratory Directorate who also will be the PI on a commercial trial in 2017/18.
· Combined Community and Acute Group: The Respiratory Directorate has worked with members of the CCAG including Specialist Respiratory Physiotherapists Matthew Cox and Cath O’Connor on previous studies, such as the NIHR HTA trial of pulmonary rehabilitation (STH18013). The CCAG launched a Respiratory Research Group in 2016, which will foster collaboration between Respiratory, Community Services, Therapy Services and Allied Health Professionals.
· The Lung Cancer Multi-Disciplinary Team help to deliver Portfolio studies where accrual is shared to benefit both the Respiratory and Oncology directorates, e.g. the CRUK Stratified Medicine Programme study (STH18260). Another Portfolio mesothelioma trial will begin in 2017 (STH19648 Dr Lewis).
· Prof Ian Sabroe currently collaborates with the Diabetes & Endocrinology Directorate on a joint research project investigating the effect of inflammatory pathways in hypoglycaemia (PI Dr Ahmed Iqbal, STH18300).
· Cardiorespiratory research is a key theme of the Sheffield Clinical Research Facility NIHR Experimental Medicine funding programme. The Respiratory Directorate works closely with CRF on the majority of our studies at the RHH and NGH sites.
3. Commentary on your Directorate’s Performance against your 2016/2017 Annual Plan (See Appendix 3 for Directorate Annual Plan)

Objective 1: Full-time Directorate Research Coordinator. Jim Lithgow began a full-time role with Respiratory Medicine in Feb 2016. The increase in support enabled improvements in study set-up and delivery, research database development, PPI activity and collaboration, evidenced by:
· Trial recruitment: Jim facilitates a working group of clinicians, management staff and CRF nurses in the Pulmonary Vascular Disease Unit (PVDU) to improve study recruitment which has resulted in additional patients recruited to PH trials. The screening rate has increased but difficult eligibility criteria and complexity of trials means that recruitment continues to be challenging.

· Informatics working group of consultants and CREST IT team facilitated by Jim to develop new clinical and research databases. Jim facilitated ethics renewal for the Directorate Research Database with Prof Fishwick. These new databases will be a foundation for development of research hypotheses, investigator-led research and improve our ability to identify research participants.

· Development of Pulmonary Hypertension research: Jim undertook renewal and redevelopment of the PVDU research database and ethics application. Jim helped to get approval for a study (STH18905) in collaboration with GSK to investigate predictors of PH diagnosis which involves £37,000 investment into the STH CREST team. A £1 Million NIHR EME application for a multi-centre trial led by Dr Robin Condliffe was unsuccessful although shortlisted to the final stage.
· PPI: A Sheffield patient research event (12th November 2016) organised by the national PH patient association included presentations by consultants, investigators and Jim Lithgow. With Jim’s help the PVDU have published a Patient Research Booklet which will be given to all PVDU patients to promote research participation (submitted with POF documents).
· Development of collaboration between Respiratory Directorate and POLARIS imaging group: Jim assisted Prof Wild and Dr Swift and their team at the Department of Academic Radiology with research governance for several projects which will develop clinical research applications of pulmonary MR imaging.
Without the full-time coordinator, fewer of these actions would have been achieved this year and at a slower rate. The directorate intends to continue to support the full-time role.
Objective 2: Employment of Clinical Trials Assistant. A Band 4 assistant was appointed in Feb 2016 with the primary aim of assisting the CRF research nursing team in Pulmonary Hypertension non-interventional Portfolio studies. The post enabled resolution of a back-log of data entry, however it was not as successful overall as hoped due to training issues (e.g. delays in the post-holder gaining the relevant competencies for consent and phlebotomy). The post was a fixed term 12 month contract and ends in Feb 2017.
Objective 3: Ensure robust plan to support Respiratory Physiology input into clinical research. The RFU has been responsive when called upon to provide research testing. From 1st April 2016 to the present, RFU supported 28 studies (including 12 Respiratory Directorate, 5 Specialised Cancer, 4 Cardiology, 3 Neurosciences, 2 Specialised Medicine, 1 Ophthalmology), 23 of which are still active.
Matt Austin is funded 50% (0.5 FTE) to work on a Portfolio study involving STH, University of Sheffield and funded by GSK: “Reproducibility of MRI in pulmonary arterial hypertension” (PI Dr Swift STH18285). Matt has been central to project coordination and has undertaken patient recruitment and lung function testing, resulting in 49 recruits to date. The 50% funding is scheduled to end in September 2017. From Jan 2017 to April 2019 the RFU will be funded with £12,278 from an MRC grant to support a study “Lung MRI with Fluorocarbon Tracer gases” (PI Dr Lawson, STH19050). 10 other RFU studies are in set-up, including 5 commercial clinical trials and 3 NIHR-funded studies.

The skills and experience of RFU staff, and their links to different STH directorates provide an opportunity to develop respiratory physiology research. An objective for 2017/18 is to develop research training and activity for RFU staff with a long term aim to be more involved in research design and to generate research ideas, posters and grant applications (see Appendix 4 objectives).
Objective 4: implement a database strategy for research. A working group of Respiratory staff and STH CREST team (Dr Steven Wood and Thomas Butterfield) has started to develop plans for new databases. Building on the knowledge of existing databases maintained by CREST (including the ARQ respiratory physiology database and the Pulmonary Hypertension Biobank database), we propose to develop bespoke electronic systems for collection and storage of clinical information, initially in key Respiratory specialties (interstitial lung disease, COPD, pulmonary embolism and asthma). To support the CREST team the Consultant body agreed to use Sheffield Charitable Trust funds for respiratory medicine. New databases will benefit the directorate by providing: i) better functionality and capability to use data for clinical purposes, ii) a platform for a new research database, and iii) export of data to national disease registries as part of NHS England-specified service criteria. Quarterly 2017 meetings will develop the proposals (see Appendix 4)
N.B. Our cross-directorate collaborations and their impact on delivery are described above on page 2.
4. Please provide a commentary of your directorate’s research performance against your research income listed within Appendix 2
We compared Appendix 2 with figures provided last year (income to end Q3). This year there has been a ~£42000 (6%) fall in income, the main reasons being a £25K drop in grant income, a £18K drop in commercial income, a drop in Charitable Trust research PA income (Wildman), offset by increased CRN support. In 2017/18 we are participating in more trials and combined with measures to improve recruitment we expect commercial income to improve. We aim to develop successful applications to increase grant income, a large proportion of which has in the last couple of years been boosted by Dr Wildman’s CF research. To improve performance in this area, the Directorate Research Executive has arranged meetings in 2017 with Service Manager, Clinical Director and Directorate Accountant to develop a clear understanding of research budget streams and account management.
5. Are there any changes you wish to make to your Research Strategy or Operational plan this year? No.
6.    Do you have any other comments you would like to add to your 2016-2017 Review of your POF performance? Respiratory Medicine is one of the busiest acute departments in STH and faces significant clinical pressures. There is a lack of dedicated research time in Consultant job plans. These issues are the main barriers to our clinical research. The measures proposed here will help the directorate to grow clinical research by making the best use of the available resources. In particular we see the development of databases as likely to be extremely helpful in improving research activity and performance. 
The Directorate is grateful for the support of the STH Research Finance team and R&D Department, particularly Dr Nana Theodorou, for their support with contracting and research governance.
7. Please justify here why your directorate should retain Academic status:
The Academic Directorate of Respiratory Medicine and our partners at University of Sheffield are one of the UK’s leading respiratory groupings, with internationally recognised imaging and some of the best basic science in the UK. We have a flourishing programme of health services research linked to the Sheffield Adult Cystic Fibrosis Centre. We also host one of the best clinical Pulmonary Hypertension services in the world, which hosts a joint University/STH PhD Training Programme, with the Donald Heath Institute for cardiopulmonary research scheduled to be officially launched in 2017. We are undertaking an increasing number of clinical trials sponsored by a range of industry companies as well as many other Portfolio studies.
We aim to increase research capacity and volume via several means such as i) application for research PAs through ScHARR Clinical Research Academy (Kiely); ii) Clinical Research Fellows undertaking new studies and publications (Drs Hickey, Thompson, Hoo); iii) via clinical staff becoming more research active (e.g. Consultants Dr Lewis, Dr Hurdman, Dr Palissery new studies and grant applications); iv) clinical database development will improve access to clinical data to develop new hypotheses and investigator-led research, and to identify participants; v) research training for Respiratory Physiology staff to increase research activity in the RFU; vi) through developing cross-directorate collaborations as described on pages 2-3 above. Academic status has enabled the directorate to justify employment of a full-time Directorate Research Coordinator who will facilitate growth in these areas as well as in Patient & Public Involvement.
To monitor NIHR targets, the Directorate Research Coordinator liaises with R&D and communicates with PIs, the CRF and research team members. Targets are analysed at regular Directorate Research Executive meetings (using a RAG-type scheme similar to that used by the CRF) and studies where improvement is needed are highlighted and communicated with research teams. We have implemented measures this year to try to increase our trials recruitment and we aspire to improve our attainment of NIHR targets.

Appendix 1- Directorate 2016-17 POF table – Attached in email 

Appendix 2 – Directorate 2016-2017 Financial Information up to Quarter 3
Data supplied by finance, please contact Julie.Patchett@sth.nhs.uk if you have any queries regarding this information. 

	Grant  and Commercial Income Received to STH
	Other Funding Sources Supporting Delivery
	Grand Total Income

	Grant Income
	Commercial Income 
	Other Research Income
	Total

(Grant & Comm)
	CRN Infrastructure Support (A)
	Academic/ Non-Academic Research Lead (D)
	CCTC CRN Infrastructure Support (A)
	CCTC NIHR Experimental Cancer Medicine (A)
	CRF NIHR Experimental Medicine Support

(A & D)
	CRF CRN Infrastructure Support (A)
	CRN Service Support (D)
	RCF

(A & D)
	Charitable Fund - Research PA Funding (D)
	Total Other Funding
	

	£472,782
	£34,736
	£0
	£507,518
	£54,275
	£7,200
	£0
	£0
	£73,902
	£34,163
	£19,257
	£6,818
	£0
	£195,614
	£703,132


Appendix 3 - Directorate 2016-2017 Annual plan
	Objective (Feb 2016- Jan 2017)
	Actions Required
	Resources required
	Evidence of success
	Lead and Completion date

	1. Directorate Research Coordinator (Jim Lithgow) supported to work 100% Full Time for 12 months with Respiratory Directorate from 1st Feb 2016.
	Increased support from Research Coordinator will enable these functions to develop:

· Development of successful studies from concept to implementation

· Development of new mechanisms to support recruitment of potential participants to research studies.

· Develop research Informatics workstream.

· Liaison between CRF, Imaging, Respiratory Physiology and Directorate staff to improve research delivery.


	Regular liaison with and input from Service Manager and Directorate Accountant.
Role would benefit from defined desk space in Brearley Outpatients Dept at NGH; and would benefit from purchase of laptop to support research coordination.

Access to patient information systems and databases.
	Improved research delivery across the directorate; one marker of success being patients specifically identified and recruited as a result of this role.
	Jim Lithgow, end of first year 31/01/2017

	2. Employment of Clinical Trials Assistant (Band 4) funded by Respiratory Directorate and managed by Clinical Research Facility to work on Respiratory Portfolio studies.
	Post to be managed by CRF.

Regular review of progress by Directorate Research Executive.


	12 months funding (c £15K) has been agreed by Respiratory Directorate with £10K contribution from University collaborator Dr Allan Lawrie.
	Increased recruitment to Pulmonary Vascular Portfolio studies Biobank, BRIDGE and UK Cohort.
	Will be reviewed by Directorate Research Exec at monthly meetings.

	3. Discussion with respiratory physiology service dept to ensure robust plan to support ongoing physiology input into clinical trials and clinical research.
	Development of plan with Respiratory Physiology Department Manager Cheryl Roberts, to ensure research funding for physiology is credited to the physiology dept and can fund relevant staff
	Protection of roles of identified individuals to work on research.

The Department faces staffing challenges to meet clinical testing obligations; however without protection of research roles, then respiratory and other research teams in the Trust may not be able to deliver studies that require respiratory function testing.
	Improved delivery of the respiratory and lung function testing support service.

Difficult to quantify e.g. amount of research income to the RFU depends mostly on the number of recruits which is mainly the responsibility of study teams and NOT the RFU.
	Ian Sabroe / Cheryl Roberts / Jim Lithgow

01/02/2017

	4. Develop a work stream to begin to implement a database strategy for research


	Jim Lithgow to lead on a team working with Trust teams (eg CREST) and established databases in order to create a respiratory database with links to ARQ and Trust data
	Jim Lithgow
	Development of a plan that can be implemented over 24 months to begin to establish reliable research databases
	Ian Sabroe / David Fishwick / Jim Lithgow 01/02/2017


Appendix 4 - Directorate 2017-2018 Annual plan
Over the next 12 months we will: 

	Objective
	Actions Required
	Resources required
	Evidence of success
	Lead & Completion date

	Increased number of grant applications and success rate as per POF target 3.1, 3.2 and 3.3
	Support Respiratory consultants with grant applications.

Explore opportunities for investigator-led pilot studies / pump-prime funding, towards future larger grants.
	Access to R&D, Research Finance and RDS support with assistance from Directorate Research Coordinator.
	Attainment of POF grant targets.
	Directorate, Q4 2017/18

	Develop Respiratory Function Unit research capacity and capability
	Training of respiratory physiology staff with assistance from Directorate Research Coordinator, regular RFU research meetings, training in GCP and Consent, poster preparation and possible grant writing courses. 
	Access to training courses, ensure staff have opportunity and time to undertake research development. 

Access the University of Sheffield “Think Ahead” researcher training programme where possible.
	At least 2 research posters for 2018 Association of Respiratory Technology & Physiology conference; RFU contribution to Directorate grant targets as above.
	Cheryl Roberts RFU Manager, Q4 2017/18

	Develop Respiratory Directorate Patient Involvement in research
	Explore PPI opportunities with Directorate clinicians.

Discuss PPI links to local Respiratory Patient groups such as “Breatheasy”, links to CCAG Respiratory Research Collaborative, and Primary Care (e.g. via Dr Caroline Mitchell at the Academic Unit of Primary Medical Centre, NGH).
Invite patients to become involved in directorate research programme through PPI activities.
	Access to STH/CRN PPI resources. Jim Lithgow has already initiated discussion with Dan Lawrence.
Proposal to invite respiratory patients to become members of STH Online PPI Panel (e.g. respiratory sub-group).

	Respiratory patients becoming new members of STH Online PPI Panel.
	Jim Lithgow, Q4 2017/18

	Develop Respiratory clinical and research databases
	Quarterly meetings arranged for 2017/18 with Consultants, RFU and STH CREST IT team.
	Access to CREST team.
Respiratory Consultants are signatories to a Sheffield Charitable Trust fund which can be used for research and development. Consultants agreed in principle to use some of these funds to support the CREST team.
	Creation of a “beta” version of new electronic database to be tested by respiratory staff.
	Working Group led by Ian Sabroe, Q4 2017/18


Appendix 5 - University of Sheffield non-clinical grants awarded to respiratory investigators
Ian Sabroe
· British Lung Foundation: Role of Pellino-1 in the maladaptive inflammatory responses to non-typeable H. influenzae infection. Oct 2016 to Sept 2017, Co-applicant (PI Dr Lynne Prince) (£24,430).

· Wellcome Trust 4N Clinical Studentships Consortium named project supervisor/collaborator.

· MRC SHIELD Consortium: (Universities of Sheffield, Edinburgh, Birmingham and Newcastle Led Partnership to Develop Host Defence Therapeutics). Optimising Innate Host Defence to Combat Antimicrobial Resistance. August 2016 – July 2021. Co-investigator. Details of award in negotiation.

Stephen Renshaw
· European Leukodystrophy Association fellowship (€204,320).

Alison Condliffe

· BLF Pump Priming Grant (Principal Applicant Nov 2016-2018). Impact of PI3Kδ and PI3Kγ inhibitors (£24,386).
· MRC Antimicrobial Resistance Scheme (Co-Applicant Feb 2017-2022) Optimising Innate Host Defence to Combat Antimicrobial Resistance (£2.8M).
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