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The NCRI Group Annual Reports 2019/2020 span the time period April 2019 – March 2020. 

The reports were submitted during a challenging time for all in the healthcare sector due to the 

COVID-19 pandemic. This has had an unprecedented impact on the activity of both the Research 

Group itself and wider research activities, ranging from the time available for research work 

versus clinical commitments to the funding of new trials and the recruitment of existing trials. 

Due to this the NCRI significantly extended the deadline for submission of annual reports and 

allowed the Groups to submit reduced reports, if time permitted, with the following sections at a 

minimum:  

 

• Achievements (section 1 of the report) 

• Funding Submissions over the last 12 months (section 5)  

• Priorities and Challenges (section 7)  

 

In addition to this, Consumer representatives of each Group were asked to only complete their 

sections if they feel able to. Most of our Consumers have submitted reports, however where 

reports have not been submitted this was due to extended periods of ill health, or additional 

work/home life constraints, as a result of COVID-19. 
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NCRI Gynaecological Group 

 Annual Report 2019-20 
 

 

1. Top 3 achievements in the reporting year 
 

Achievement 1 

As in 2019, the first achievement is the impact of our trials on the management of women with 

gynaecological cancers. In the past year, ICON8 has confirmed that three-weekly carboplatin 

and paclitaxel remains the standard of care in newly diagnosed ovarian cancer with no 

detriment to Quality of Life (QoL) compared to dose dense weekly regimes; VELIA 

demonstrated that veliparib significantly improves progression-free survival when added to 

carboplatin and paclitaxel chemotherapy and then as maintenance in newly diagnosed 

advanced high grade serous carcinoma; PARAGON has shown that aromatase inhibition in 

recurrent ER/PR positive endometrial cancer can produce meaningful clinical benefit and 

improvement in Quality of Life. Furthermore, the PARP inhibitors olaparib and niraparib 

previously evaluated in Group trials have now been accepted by NICE, transforming clinical 

trials data into routine practice. 

Achievement 2 

The second achievement remains the breadth of our portfolio. The Group continues to support 

a very wide range of clinical studies. In addition to trials of novel therapeutic agents in all three 

major gynaecological cancers (ovarian, endometrial, cervical), the Group has an expanding 

portfolio of studies in prevention/risk stratification (e.g. OBITEC, PROTECTOR, FORECEE), 

imaging (MROC) and early and rapid diagnosis (DETECT, CLOCS, ROCKeTS) as well as 

supportive care (ENDOMd). The Group also has a strong portfolio of translational research 

embedded into its major clinical studies (ICON8/8B, OCTOPUS, OCTOVA) as well as a national 

rare gynaecological cancer study (RaNGO). 

Achievement 3 

The third achievement is our international influence. The NCRI Gynaecological Cancer Group is 

a key member of both ENGOT (European Network of Gynaecological Oncology Trials Groups) 

and GCIG (Gynecologic Cancer InterGroup) and is leading major studies through both 

organisations – ICON8B, ICON9, ATHENA and ATARI in ovarian cancer and INTERLACE in cervix 

cancer, as well as participating in a large number of international trials in both ovarian cancer 

and endometrial cancer. Moreover, the Group will lead one of the arms of the international 

RAINBO study, the first to incorporate molecular stratification in newly-diagnosed endometrial 

cancer. 
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2. Structure of the Group 

 

Following the strategy review meeting of March 2018, the Gynaecological Group was reorganised 

to reflect the fact that clinical trials design and decision making is driven by the workstreams 

rather than by the wider Group. Although there are still three Workstreams (Ovarian, Endometrial 

and Cervix/Vulva) based upon primary disease site, the key changes have encouraged a 

devolved structure, whereby Group members are primarily affiliated with a workstream rather 

than the main group, with the creation of a smaller Executive Group to oversee the portfolio and 

wider strategic decisions. The Executive Group consists of the Chair, the Workstream chairs, a 

consumer member as well as the National Institute for Health Research (NIHR) Clinical Research 

Network (CRN) Research Delivery Manager. A new Group chair, Dr Shibani Nicum, was recently 

appointed who will take over the Group in May 2020. Rebecca Bowen, new ovarian Workstream 

chair, has recently been appointed. 

Three new trainee members, Dr Michael-John Devlin, Dr Jaya Nautiyal and Dr Vanitha Sivalingam, 

were appointed in late 2018 for a two-year term – they are affiliated with the ovarian, 

endometrial and cervix/vulva Workstreams respectively. As part of their training, they will each be 

appointed to the Trial Management Group of one of our portfolio trials and will be developing 

specific research proposals with their mentors. Overall, the Gynaecological Group remains an 

enthusiastic supporter of the trainee member programme. Dr Nautiyal resigned in January 2020 

after taking a job at a pharmaceutical company and the Group would like to consider replacing 

her. 

Finally, Dr Hilary Morrison joined the Executive Group as its consumer member and act as liaison 

with the NCRI Consumer Forum. The Group was particularly pleased to welcome Hilary and 

greatly values the contributions that she has already made to the Executive Group. 

 

3. Gynaecological Cancer Executive Group & Workstream strategies  

Gynaecological Cancer Executive Group 

 

Overall trials strategy 

 

The overall strategic goal of the Group remains to lead innovative clinical trials in all 

gynaecological cancers that allow widespread patient enrolment and involvement of 

investigators across the whole of the UK and that have potential to change clinical practice in 

the UK and worldwide. There are four named strategic trials targets: 

1. The Group should aim to have a first line trial in all three common gynaecological 

cancers – endometrium, ovary, cervix – and aim to have future trials in planning at 

time of opening of current trial  

2. To expand Group-led studies that address identification of high-risk patients prior to 

diagnosis of cancer and/or studies addressing prevention of gynaecological cancer  
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3. To develop a trial/protocol with the NCRI Primary Care Group to improve speed of 

diagnosis in ovarian cancer  

4. RECIST has multiple flaws as a reporting tool, particularly in ovarian cancer. Action to 

incorporate novel endpoints into future phase III trials, including novel imaging 

endpoints. 

 

Membership  

 

Three Workstreams based upon primary disease site (Ovarian, Endometrial and 

Cervical/Vulval) remain. Group members are primarily affiliated to a Workstream rather than 

the whole Group, with the creation of a smaller Executive Group to oversee the portfolio and 

wider strategic decisions.  

The Executive Group consists of the Chair, the three subgroup/workstream chairs and a 

consumer member, as well as the NIHR Research Delivery Manager (RDM). Historically, the 

Workstream chairs have come from the three clinical specialities, Medical Oncology for 

Ovarian; Clinical Oncology for Cervix/Vulval; Gynaecological Oncology (surgery) for Endometrial, 

and this remains the case in 2019, with Dr Nicum, Dr Hudson and Professor Emma Crosbie 

chairing the Ovarian, Cervical/Vulval and Endometrial Subgroups/Workstreams, respectively. 

However, given the large number of clinical trials of novel agents in endometrial cancer, this 

division may alter in future. Our new consumer member, Dr Hilary Morrison, is a retired 

General Practitioner, who thus brings a unique perspective to the Group.  

Dr Nicum will take over as Group Chair in May 2020 having been appointed to the Ovarian 

Workstream in 2019. Dr Hudson was appointed to the Cervical/Vulval Workstream in 2017 

and Professor Crosbie to the Endometrial Workstream post in 2018. A new Ovarian 

Workstream lead was appointed recently to replace Dr Nicum.  

As a result of the reorganisation of the Gynaecological Executive Group, a decision was made 

not to alter overall Group membership for 12 months to allow the changed structure time to 

embed itself. Workstreams have core members, who receive expenses for attending meetings, 

and advertisements will be placed later in 2020 to recruit new core members. However, the 

Gynaecological Group has always sought to be open to the whole UK Gynaecological Cancer 

community and so workstream meetings are all open for anyone to attend. 

Workstreams 

 

As detailed above, there are still three Workstreams based upon primary disease site (Ovarian, 

Endometrial and Cervical/Vulval) and these are the main engines of trial development and 

delivery. 

Subspecialty leads and regional recruitment 

 

The Strategy Day in 2018 highlighted that communication between the Group and 

Subspecialty Leads (SSLs) could be improved. A new procedure was developed whereby 

communication, about site selection in particular, will be channelled via the SSLs and the 

Workstream chairs. Obtaining up to date lists of SSLs has continued to prove challenging; 

however, there was good SSL attendance at the Group Trials meeting in November 2019. 

The Group continues to work hard to ensure even distribution of clinical trials around the 

country, including the devolved nations. This has been very effective for the large commercial 
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phase III trials in ovarian and endometrial cancer, ensuring that patients across the UK are 

given the opportunity to participate in these studies 

Consumers and charity partners 

 

The Group also has strong links with consumer groups, in particular the gynaecological cancer 

charities (Ovarian Cancer Action, Target Ovarian Cancer, Ovacome, Jo’s Trust, The Eve Appeal) 

all of whom participated in the 2018 strategy review and also send representatives to 

workstream meetings. These links are particularly important for early and rapid discussion of 

trial ideas. However, the Group has faced challenges with its own consumer members, one of 

whom sadly died of recurrent ovarian cancer in 2019 and one of whom resigned. In particular, 

consumer members have described not feeling fully integrated into the decision making of the 

Group and workstreams. The Group has made strenuous efforts to incorporate the consumer 

members, including the introduction of mentorship for new consumer members. The outgoing 

Chair sincerely hopes that the appointment of a consumer member into the Executive Group 

will improve matters. 

 

Cervix and Vulva Workstream (Chair, Dr Emma Hudson)  

 

Two very successful meetings of the Cervical/Vulval Workstream took place in 2018 in 

conjunction with the Endometrial Subgroup, in Manchester (June) and London (December). They 

were both well attended and multiple trial ideas in both cervical and vulval trials were presented, 

several of which were approved for further development.  

The international surgical SHAPE trial of simple vs radical hysterectomy completed global 

recruitment on the 4th December 2020. The UK was the 4th highest national recruiter with 102 

patients of the 700 from the UK. SHAPE demonstrated again that it is possible to recruit to 

surgical trials in gynaecological cancer in the UK   

As in many areas, recruitment to clinical trials is currently on hold due to COVID-19. The flagship 

trial INTERLACE has recruited 415 of the target of 500, which remains achievable. This trial has 

been a success of international collaboration opening in several other countries including India, 

Brazil and Mexico. 

The early phase CRAIN trial investigates ASTX660, a novel dual Inhibitor of Apoptosis Proteins 

cIAP1/XIAP, in combination with chemo radiotherapy in locally advanced cervical cancer. The 

preclinical data have been encouraging and it was submitted to CRUK in January. 

Open new trials in relapsed disease 

 

The Group developed trial COMICE investigating olaparib and cediranib in recurrent or 

metastatic cervical cancer is open in 19 sites in the UK and has recruited 25/108 patients. 

The TSC has recently received positive feedback from the DMC who are satisfied with the 

progress of the trial. 

Two other trials in relapsed cervical cancer have recently opened in the UK. Both are in second 

or further line cervical cancer and neither conflicts with COMICE. The first, ENGOT-cx-8, in 

collaboration with ENGOT, investigates tisotumab in combination with other agents in recurrent 
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or Stage IVB Cervical Cancer. To date, the UK has recruited 15 patients. Cemiplimab is a PD1 

inhibitor that is being compared to investigator’s choice chemotherapy in 2nd or further line 

cervical cancer.  

Develop a therapy trial in relapsed vulval cancer with associated tissue collection 

 

One key strategic goal for the Group remains a major study in vulval cancer; a protocol design 

was developed in which an immune checkpoint inhibitor was added to first line therapy, and 

efforts to enthuse pharmaceutical companies in this disease are on-going. 

Prevention 

 

The NOVEL trial falls mainly into the risk/prevention category and studies the effect of 

nonavalent HPV vaccination following conservative management of CIN-2/3. This has opened 

in the UK and Sweden and has recruited 35 patients.  

 

Endometrial Workstream (Chair, Professor Emma Crosbie)  

 

The endometrial cancer portfolio has trials covering prevention and early detection, first line 

treatment, survivorship and management of recurrent and metastatic disease.  

FORECEE has completed recruitment and analysis is underway to identify genomic, metabolomic 

and microbiome biomarkers that predict breast, ovarian, endometrial and cervical cancer risk. 

The suite of pilot trials from Manchester looking at weight loss, metformin and the Mirena coil for 

endometrial cancer prevention has completed; these will inform a large prevention trial. A 

diagnostic test accuracy study of a novel endometrial cancer detection tool is underway in 

Manchester and the role of circulating ctDNA in monitoring treatment and recurrent disease is in 

planning. The recently completed PETALS study, the first UK prospective study looking at the 

Proportion of Endometrial Tumours Associated with Lynch Syndrome, informed the decision by 

National Institute for Health and Care Excellence (NICE) to commission a Diagnostic Assessment 

Group to assess the universal screening of endometrial cancer for Lynch syndrome, where 

currently no guidance exists. The results of this assessment are awaited. The 100k genomes 

project sequenced nearly 1000 endometrial tumours and these data are currently being 

analysed for a genomic landscape of endometrial cancer paper. 

STATEC, an international surgical endometrial trial developed in the UK, unfortunately closed due 

to poor recruitment. It was an important trial that aimed to provide answers related to the role 

of lymphadenectomy and adjuvant therapy in endometrial cancer, as well as to allow the 

development of sentinel node techniques. Factors that contributed to its failure include the 

ambitious recruitment target of 2000 women and a change in chief investigator. Recruitment 

may have been challenging because of the slow opening of recruitment sites in the UK and 

internationally, as well as the lack of surgeon and patient equipoise regarding the role of 

lymphadenectomy in the management of endometrial cancer.  

The RAINBO trial - Refining Adjuvant treatment IN endometrial cancer Based On molecular 

features, led by Professor Carien Creutzberg and TransPORTEC group – is in development to 

tailor adjuvant treatment in endometrial cancer based on molecular features. Four trials based 
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on four molecular subgroups - p53 mutant, MMR deficient, no specific molecular profile, POLE 

mutant will be incorporated. The Group will lead on the NSMP (no specific molecular profile) trial 

(PIs Dr Melanie Powell and Prof Emma Crosbie) that will recruit stage 3, ER/PR+ endometrial 

cancer of all histologies that lack key molecular features (TP53 mutation, defective MMR, POLE 

mutation) and will randomise patients to adjuvant CTRT or adjuvant EBRT plus hormone 

treatment, with a target number 698. The Group will also participate in the three other trials 

within RAINBO, but these will be led from Netherlands, Canada and France. 

COPELIA is an academic trial developed through the workstream that investigates cediranib and 

olaparib in relapsed and metastatic endometrial cancer. Commercial trials AtTEND, LEAP and 

RUBY are investigating immune checkpoint inhibitors via ENGOT collaboration in relapsed and 

metastatic endometrial cancer, and are either open and recruiting or in set up. 

There were two endometrial subgroup meetings in June and November 2019 held in conjunction 

with the Cervix/Vulva Subgroup.  

It is pleasing to note that Professor Crosbie and her team won the NCRI CREST (Cancer Research 

Excellent in Surgical Trials) award in 2019 in recognition of their recruitment to endometrial 

cancer trials: https://research.cmft.nhs.uk/news-events/saint-marys-hospital-surgical-team-wins-

national-award-for-cancer-research 

Launch a new study of primary prevention of endometrial cancer in high risk women 

 

A prevention trial concept was discussed at the Endometrial Subgroup Meeting in December 

2018 and was received well. There is a willingness to support such a trial but there are many 

challenges to address, specifically identifying ‘high risk’ (obese postmenopausal women vs 

women with Lynch syndrome), which intervention to test (Mirena, weight loss, metformin), 

placebo or control intervention, primary endpoint, duration of follow up, whether or not to take 

biopsies at the start/end of the trial. 

Test a new endometrial cancer detection tool in symptomatic women 

 

In Manchester, a diagnostic test accuracy study of a new endometrial cancer detection tool is 

underway. The recruitment target is 2,000 women with postmenopausal bleeding and three-

quarters have been recruited so far. 

Tailor adjuvant treatment to molecular subgroup of endometrial cancer  

 

The RAINBO trial is in set up internationally, with UK PIs Dr Melanie Powell and Professor 

Crosbie poised to lead the Orange trial of ER/PR+ endometrial cancer of all histologies that 

lack key molecular features (TP53 mutation, defective MMR, POLE mutation) to receive 

adjuvant CTRT or adjuvant EBRT plus hormone treatment. The NCRI group must now obtain 

funding to lead this important sub-trial. 

 

Ovarian Workstream (Chair, Dr Shibani Nicum)  

 

The key strategic aims of the group have been summarised in section 3. The ovarian subgroup 

has a diverse portfolio of studies encompassing: disease prevention and early detection 

https://research.cmft.nhs.uk/news-events/saint-marys-hospital-surgical-team-wins-national-award-for-cancer-research
https://research.cmft.nhs.uk/news-events/saint-marys-hospital-surgical-team-wins-national-award-for-cancer-research


 

    

8 

 

FORECEE (use of aberrant methylation to detect early ovarian and endometrial cancer in women 

at high risk to due to inherited BRCA1/2 mutations or Lynch syndrome – target 6000), and 

PROTECTOR (Quality of life in women with germline BRCA1/2 mutations choosing a two-stage 

risk reduction strategy of early salpingectomy with delayed BSO - target 1000); treatment of front 

line (ICON8B, Athena) and relapsed disease (ICON9, Centurion, OCTOPUS); treatment of rare 

subtypes e.g RANGO; low grade disease and clear cell cancer (Peacocc). In particular, over the 

past year there has been a focus on the development of trials in frail and elderly patients and 

also biomarker stratification trials as detailed below. We have continued to play an important 

active international role with our collaborative groups across the world. 

 

Trials in the frail/elderly 

 

FAIR-O study (Dr Susana Banerjee): 

The Group have developed the FAIR-O trial (Feasibility of frailty assessment and 

implementation of protocol-led geriatric interventions in women over the age of 70 with 

epithelial ovarian cancer in the oncology clinic), funded by Wellbeing of Women to assess the 

whether the implementation of a geriatric assessment and protocol-led geriatric interventions 

where indicated is feasible within the routine outpatient oncology clinic for patients over the 

age of 70 with epithelial ovarian cancer being considered for systemic treatment (first line and 

first relapse). A number of elements such as whether sarcopenia and reduced muscle 

attenuation at baseline predicts for reduced tolerance to chemotherapy, functional decline and 

poorer survival outcomes. This trial will run nationally in the UK. 

Electronic Frailty Index (eFI) (Dr Aggie Michael): 

The Group have also played a key role in the deleopment of “The role of Electronic Frailty Index 

in improving outcomes for newly diagnosed cancer patients undergoing systemic 

chemotherapy treatment” that has been funded by NIHR RfPB, and will assess ovarian 

patients in the second phase of the study. 

Biomarker stratification trials 

 

BriTROC: 

The BriTROC trials, purely translational studies, funded by Ovarian Cancer Action, have been 

led by the Group. BriTROC-1, which ran from 2013-2016, demonstrated clearly the safety 

feasibility of collecting research biopsies from women with relapsed ovarian cancer using 

image-guided biopsies. The associated laboratory science programme, co-lead by Dr James 

Brenton and the Chair, has identified Copy Number signatures in the genome that reflect the 

underlying mutational processes that drive HGSC. BriTROC-2, which will run from 2020 – 

2023, will seek to validate these signatures in a prospective cohort as well as establish a bank 

of at least 150 primary HGSC organoids for future discovery and validation research. 

Tie 2 as a vascular response biomarker VEGFi:  

Gordon Jayson led the translational studies from ICON7 that identified plasma Ang1 and Tie2 

as potential response biomarkers for bevacizumab treatment in ovarian cancer, which will be 

prospectively evaluated in the recently-funded VALTIVE-1 study.  

ARIEL 2: 

The Group also co-lead (with the GOG) ARIEL2, which was the first study to evaluate genomic 

biomarkers (specifically genome-wide SNP LOH) of defective homologous recombination in 

order to identify BRCA1/2 wild-type tumours that would respond to PARP inhibition. Although 
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such HRD assays were largely effective as predictive biomarkers for PARP inhibitor treatment, 

their utility for maintenance therapy following response to platinum chemotherapy in the 

relapsed setting was less impressive.  

European Collaborative- Development of HRD Assay: 

Following the publication of the PRIMA and PAOLA-1 studies, there is renewed incentive for 

viable, academic assays of defective HR that can identify a group of patients beyond those 

who have a BRCA mutation that will respond to PARP inhibitors or combination therapies. The 

NCRI Ovarian Group is participating in a European consortium, led by the GINECO group in 

France, to identify such an assay. 

ATARI: 

The group has been instrumental in the development of biomarker driver treatment studies. 

The ATARI trial is an international trial developed and run by the NCRI and is a Phase II Proof of 

Concept Study to assess the Activity of an Ataxia Telangiectasia and Rad3-related (ATR) 

inhibitor (AZD6738) as a Single Agent and in Combination with Olaparib in ARID1A Stratified 

Gynaecological Cancers. This study now opened to recruitment. 

 

 

Task groups/Working parties 

 

The Gynaecological Cancer Group had no task groups or working parties during the reporting 

year.  



 

    

10 

 

4. Funding applications in last year 

Table 2 Funding submissions in the reporting year 

 

Study  Committee & 

application type 

CI Outcome Level of Group input Funding amount 

Cancer Research UK 

November 2019 

VALTIVE1: Validation of Tie2 as the first 

tumour vascular response biomarker 

for VEGF inhibitors: Optimising the 

design of a subsequent randomised 

discontinuation trial 

Clinical Trial Award Professor Gordon 

Jayson 

Supported Developed by the 

Group 

TBC 

HPV screening policy: colposcopy 

triage, accessing non-attenders and 

test sensitivity 

Project Award  Professor Julian 

Peto 

Not Supported   

Other committees   

Study  Committee & 

application type 

CI Outcome Level of Group input Funding amount 

BriTROC-2 - Identifying active 

mutational processes in ovarian high 

grade serous carcinoma 

Ovarian Cancer Action 

– translational trial 

grant 

Professor Iain 

McNeish 

Supported Developed by the 

Group 

£295,000 

Urine HPV testing for cervical 

screening: is it effective and can it 

improve uptake? 

NIHR Advanced 

Fellowship 

Professor 

Emma Crosbie 

Supported Supported by the 

Group 

 

£1.2M (TBC) 

PRECISION-Predicting Risk of 

Endometrial Cancer In aSymptomatIc 

wOmeN 

Wellbeing of Women 

Postdoctoral 

Research Fellowship 

Dr Sarah Kitson 

(Former trainee 

member) 

Supported Supported by the 

Group 

£29,500 
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Personalised Risk Prediction of Vulval 

Cancer in Lichen Sclerosus 

CRUK International 

Alliance for Cancer 

Early Detection 

(ACED) 

Dr Vanitha 

Sivalingam 

(Current trainee 

member) 

Supported Supported by the 

Group 

£36,450 

 



 

    

12 

 

5. Consumer involvement 

 

Dr Hilary Morrison  

Dr Morrison was appointed as Consumer Member of the new NCRI Gynaecological Executive 

Group in March 2019. As an ovarian cancer patient, she has personal experience of diagnosis 

and treatment of ovarian cancer and since diagnosis has volunteered as an advocate for women 

with ovarian and other gynaecological cancers. 

Professionally, as a retired inner city GP she has had many years of experience in the challenges 

of diagnosing and managing patients with gynaecological cancers in primary care. She has 

experience of the difficulties for some patients accessing care from disadvantaged 

socioeconomic and ethnic backgrounds and a working knowledge of the structure and issues 

within the NHS and the ever-changing interface between primary and secondary care. 

The first meeting of the new executive committee was held in Manchester in June 2019 chaired 

by Professor Iain McNeish where plans for the future of the group were discussed along with 

current work streams. The members of the executive committee have been approachable and 

supportive. 

One issue raised was that there are currently no consumer members in post for the three 

Gynaecological Cancer Workstreams but hopefully this will be rectified in the coming year. Dr 

Morrison has attended one of each of the subgroup meetings to learn more about their current 

work and to try to offer a consumers perspective to discussions about on-going and proposed 

trials. 

All the researchers and oncologists attending the executive and subgroup meeting show great 

commitment and enthusiasm for their work. Dr Morrison has been made to feel most welcome at 

these fast-paced and interesting meetings and feels her contributions to the discussions have 

been listened to and generated discussion. 

Apart from the Gynaecological Group and Workstream meetings, this past year Dr Morrison has 

attended: 

- the NCRI consumer forums meetings including taken part in the “Dragons Den” sessions for 

each forum meeting. 

- the NCRI two-day residential consumer induction course in London in September.  

- the 2019 NCRI Cancer Conference in October in Glasgow. 

- the NCRI Gynaecological Oncology Group 2019 Trials Meeting held in London in November. Dr 

Morrison was invited to give a talk on why it is important to involve patients in all aspects of 

trial design and recruitment. The talk was well received and generated some useful 

discussion. 

Outside her role as NCRI Consumer Member for the Gynaecological executive group, Dr Morrison 

has continued with her work as an ‘expert patient’/ovarian cancer advocate in many areas to try 

to help improve support and outcomes for women with ovarian cancer. Since March she has also 

- taken part in quarterly meetings as the patient representative for Target Ovarian Cancer’s GP 

Advisory Committee for Ovarian Cancer at the RCGP. 

- Given a patient experience talk for Target Ovarian Cancer to help raise awareness and 

encourage ovarian cancer research funding. 
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- Helped as one of a team of lay research advocates for Target Ovarian Cancer, reviewing and 

scoring (from a patient perspective) research grant submissions made to the charity as part of 

the wider selection process. 

- Taken part in a Strategy Planning Day as an expert patient for Ovarian Cancer Action’s Survival 

Work Shop in London. 

- Being a PPI in the 3 monthly TMG meetings for the CEBOC trial. 

- Supported the funding bid for the VALTIVE 1 and 2 trial by helping compile the patient 

information sheet for VALTIVE 2 and writing a letter of patient support for VALTIVE 1 funding to 

Cancer Research UK. The VALTIVE1 funding bid was successful and Hilary is now a PPI for the 

TMG. 

- Networking and supporting other women with ovarian cancer and BRCA mutations through the 

relevant charities support groups and running an informal support and friendship group for 

local women affected by ovarian cancer in her home town Stoke on Trent. 

- Taking part in a telephone interview for a Research Roundtable for the All Party Parliamentary 

Group for Ovarian Cancer. 

2019 has been a busy but very rewarding and intellectually stimulating first year in this new role 

and Dr Morrison hopes to further develop her role in 2020 and work with the new NCRI 

gynaecological Workstream consumer members when appointed to fill the current vacancies. 
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6. Priorities and challenges for the forthcoming year 

 

Priority 1 

 

Once again, the first priority is to maintain recruitment to time and target in all our trials. This is 

particularly important for the flagship studies. One of our trials, STATEC, closed prematurely 

due to poor recruitment, which was deeply disappointing. Our strategy for maintaining 

recruitment includes ensuring that trials are available in as many centres as possible, regular 

meetings with investigators to identify barriers to recruitment and encouraging Chief 

Investigators to interact with recruiting sites. It is pleasing to see that there has been a further 

increase in the percentage of women with gynaecological cancers entering interventional trials. 

Priority 2 

 

The development of new trials in novel areas, including therapeutic trials in vulval and vaginal 

cancers, remains a priority. Vulval and vaginal cancers remain areas of unmet need and it will 

be important to work internationally if we are to obtain sufficient numbers of either cancer 

type. In addition, working with other Groups for cross-tumour type studies will be important – 

this is particularly true of vulval cancer, where some biological features are shared with anal 

cancer. 

Priority 3 

 

A medium-term strategy will be to integrate the wealth and depth of translational and imaging 

science in gynaecological cancer, much of it led by UK investigators, prospectively into our 

trials. Most of our translational science is either run retrospectively on samples collected 

during the study, or as separate translational science studies. The Group has run few 

genuinely experimental medicine studies where therapy and translational science are 

completely interlinked. The first tumour type where this may possible is endometrial, where 

RAINBO, a international molecularly-stratified trial in newly diagnosed disease, is under 

development, with the Group leading one arm. 

Challenge 1 

 

Recruitment remains our key challenge as well as our top priority. In many trials, we are 

recruiting to time and target, but this requires intensive efforts from the Chief Investigator and 

Trials Unit, as well as the Group. Of our large trials, ICON9 is recruiting well, INTERLACE has 

picked up significantly following international expansion and a significant no-cost extension, 

but STATEC had to close due to slow reruitment. 

Challenge 2 

 

The Group’s international focus is both a blessing and a challenge. Gynaecological cancers 

require international co-operation due to their relative individual rarity, and both GCIG and 

ENGOT facilitate such co-operation. In particular, ENGOT has been extremely successful in 

establishing itself as the sine qua non for both commercially-sponsored trials across Europe. 
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The Group’s challenge is to maintain influence and leadership within ENGOT and GCIG to 

ensure that the UK is a leader rather than merely a participant in phase III trials. The 

appointment of Drs Susana Banerjee and Marcia Hall as specific GCIG and ENGOT 

representatives will facilitate this. 

Challenge 3 

 

There are significant external factors affecting our ability to run clinical trials. The largest and 

most obvious at present is the COVID-19 pandemic, which necessitated the temporary 

suspension of recruitment to nearly all clinical trials in nearly all hospitals in the UK and 

internationally. This will mean that all trials lag behind their recruitment curves. In addition, the 

ability to undertake clinical trials-related activity (including patient assessements, blood tests, 

physical examination and imaging) has also been severely curtailed, with potential impact 

upon data quality and integrity. 

In addition, a no-deal Brexit will pose significant challenges – this measure was a potential 

threat in the 2019 report. Although COVID-19 has overtaken Brexit as the main external 

challenge, the UK is due to leave the UK at the end of December 2020. The Gynaecological 

Cancer Group is inherently international, with close co-operation with ENGOT network in 

Europe. European co-operation for academically-led trials will be challenging if there is a no-

deal Brexit, especially in the area of data sharing and willingness of pharmaceutical companies 

to make definite plans for inclusion of UK in future trial plans. 

 

7. Collaborative partnership studies with industry 

 

The Gynaecological Group has good partnership with industry, particularly in ovarian cancer. The 

key exemplar is ATHENA – this is an international phase III study of maintenance PARP inhibition 

(rucaparib), immune checkpoint inhibition (nivolumab) alone or together following completion of 

first line surgery and chemotherapy in women with advanced ovarian cancer and is funded by 

Clovis Oncology. The NCRI Gynaecological Group is the lead group in Europe (the NRG group 

leads in the US), with Dr Rebecca Kristeleit as co-Chief Investigator. Other ovarian cancer studies 

with industry funding and/or collaboration include PEACOCC (Merck), OCTOPUS, OCTOVA, ATARI, 

ICON9 (all AstraZeneca), CENTURION (Clovis Oncology) and NiCCC (Boehringer Ingelheim), the 

latter being the first randomised trial in relapsed ovarian clear cell carcinoma. 

In non-ovarian cancers, the relationships are less well developed but increasing steadily. 

However, industry is taking an increasing interest in endometrial and cervix cancers – COMICE 

and COPELIA are in set up (AstraZeneca), and there are several industry-led studies running 

through the ENGOT network that will be open in the UK, including KEYNOTE-775, ATtEND, LEAP 

and RUBY. Interesting the pharmaceutical industry in vulval and vaginal cancer is challenging and 

will necessitate broader umbrella-type studies. 
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8. Appendices  

Appendix 1 – Gynaecological Cancer Executive Group and Workstream strategies 

 A – Gynaecological Cancer Executive Group Strategy 

 B – Cervix and Vulva Workstream Strategy 

  C – Endometrial Workstream Strategy 

  D – Ovarian Workstream Strategy 

  

Appendix 2 – Top 5 publications in reporting year & Group involvement with NICE appraisals  

 

Appendix 3 – QQR feedback 

 

Professor Iain McNeish and Dr Shibani Nicum (Gynaecological Cancer Group Chair) 
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Appendix 2 

 

Top 5 publications in the reporting year 

Trial name & publication reference Impact of the trial Group involvement in the trial 

1. ICON8 

Clamp AR, James EC, McNeish IA, Dean A, Kim J-W, 

O'Donnell DM, Hook J, Coyle C, Blagden S, Brenton JD, 

Naik R, Perren T, Sundar S, Cook AD, Gopalakrishnan 

GS, Gabra H, Lord R, Dark G, Earl HM, Hall M, 

Banerjee S, Glasspool RM, Jones R, Williams S, Swart 

AM, Stenning S, Parmar M, Kaplan R, Ledermann JA. 

Weekly dose-dense chemotherapy in first-line 

epithelial ovarian, fallopian tube, or primary 

peritoneal carcinoma treatment (ICON8): primary 

progression free survival analysis results from a GCIG 

phase 3 randomised controlled trial. Lancet 

2019;394:2084-95.  

 

 

ICON8 was an important practice-confirming trial and 

showed the three-weekly carboplatin and paclitaxel 

remains the standard of care for newly-diagnosed ovarian 

cancer in European populations. The data contrast with 

the result of the Japanese JGOG3016 trial, which 

indicated that three-weekly carboplatin with weekly dose 

dense paclitaxel was superior in Japanese patients. 

 

Entirely developed and led by 

the Group 

2. ICON8 

Blagden SP, Cook AD, Poole C, Howells L, McNeish IA, 

Dean A, Kim J-W, O'Donnell DM, Hook J, James EC, 

White IR, Perren T, Lord R, Dark G, Earl HM, Hall M, 

Kaplan R, Ledermann JA, Clamp AR. Quality of Life with 

weekly platinum-based chemotherapy in newly 

diagnosed Ovarian Cancer: the ICON8 phase III 

 

ICON8 was an important practice-confirming trial and 

showed the three-weekly carboplatin and paclitaxel 

remains the standard of care for newly-diagnosed ovarian 

cancer in European populations. The QoL sub-study 

showed no difference in global QoL at 9 months between 

standard three-weekly treatment and the two dose-dense 

 

Entirely developed and led by 

the Group 
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randomised controlled clinical trial. Lancet Oncol 

2020;in press 31/3/2020 

weekly arms. Moreover, neuropathy persisted longer in 

both weekly arms, re-enforcing the message that weekly 

paclitaxel-containing regimes should not be routinely used. 

3. 6MP/MTX 

Roberts C, Strauss VY, Kopijasz S, Gourley C, Hall M, 

Montes A, Abraham J, Clamp A, Kennedy R, Banerjee 

S, Folkes LK, Stratford M, Nicum S. Results of a phase 

II clinical trial of 6-mercaptopurine (6MP) and 

methotrexate in patients with BRCA-defective tumours. 

Br J Cancer 2020;122:483-90.  

 

This trial was developed by the group, based upon pre-

clinical data from the UK suggesting that ovarian tumours 

with mutations in BRCA1/2 were sensitive to 6-

thioguanine (6TG), of which 6MP is the prodrug. 

Methotrexate promotes the conversion of 6MP into 6TG. 

This phase II, unfortunately, did not show a clinically 

meaningful response rate to the combination in relapsed 

breast and ovarian cancer associated with germline 

mutations in BRCA1/2. However, there were a subset of 

ovarian cancer patients (5/57) with sustained stable 

disease, despite having had a mean of 5 prior lines of 

therapy. This study was one of the first specifically to 

recruit patients with germline mutations in BRCA1/2 into a 

non-PARP inhibitor study. 

 

Entirely developed and led by 

the Group 

4. VELIA 

Coleman RL, Fleming GF, Brady MF, Swisher EM, 

Steffensen KD, Friedlander M, Okamoto A, Moore KN, 

Efrat Ben-Baruch N, Werner TL, Cloven NG, Oaknin A, 

DiSilvestro PA, Morgan MA, Nam J-H, Leath CA, Nicum 

S, Hagemann AR, Littell RD, Cella D, Baron-Hay S, 

Garcia-Donas J, Mizuno M, Bell-McGuinn K, Sullivan 

DM, Bach BA, Bhattacharya S, Ratajczak CK, Ansell PJ, 

Dinh MH, Aghajanian C, Bookman MA. Veliparib with 

 

VELIA was a study in women with newly-diagnosed ovarian 

cancer and was the first to include a combination of PARP 

inhibition with platinum-based chemotherapy followed by 

PARP inhibitor maintenance. The experimental arm 

(carboplatin, paclitaxel, and veliparib induction therapy 

followed by veliparib maintenance) led to significantly 

longer progression-free survival than carboplatin plus 

paclitaxel induction therapy alone. This study is likely to 

 

The Group participated in this 

international, commercial 

study. 
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First-Line Chemotherapy and as Maintenance Therapy 

in Ovarian Cancer. N Engl J Med 2019;381:2403-15. 

lead to international licencing of veliparib in newly-

diagnosed advanced high grade serous carcinoma 

regardless of germline/somatic BRCA1/2 mutation status. 

5. PORTEC-3 

de Boer SM, Powell ME, Mileshkin L, Katsaros D, 

Bessette P, Haie-Meder C, Ottevanger PB, Ledermann 

JA, Khaw P, D'Amico R, Fyles A, Baron MH, 

Jurgenliemk-Schulz IM, Kitchener HC, Nijman HW, 

Wilson G, Brooks S, Gribaudo S, Provencher D, Hanzen 

C, Kruitwagen RF, Smit V, Singh N, Do V, Lissoni A, 

Nout RA, Feeney A, Verhoeven-Adema KW, Putter H, 

Creutzberg CL. Adjuvant chemoradiotherapy versus 

radiotherapy alone in women with high-risk 

endometrial cancer (PORTEC-3): patterns of 

recurrence and post-hoc survival analysis of a 

randomised phase 3 trial. Lancet Oncol 

2019;20(9):1273-85. 

 

PORTEC-3 was an international phase 3 trial investigating 

the addition of chemotherapy to adjuvant radiotherapy in 

high-risk endometrial cancer. The primary analysis showed 

no overall improvement in 5-year overall but a significant 

improvement in failure-free; however, this important 

updated analysis did show an improvement in both overall 

survival and failure-free survival; these advantages 

appeared to be limited to women with stage III disease 

and serous histology. As a result, chemoradiotherapy is 

now standard of care for these patients. 

 

Jointly developed by the 

Group with the Dutch GOG 

The Group also jointly leads 

TransPORTEC. 

 

Group involvement with NICE appraisals  

 

NICE appraisal  Appraisal outcome Group involvement with NICE appraisal 

Olaparib for maintenance treatment of BRCA 

mutation-positive advanced ovarian, fallopian 

tube or peritoneal cancer after response to 

first-line platinum-based chemotherapy 

(TA598) 

Olaparib is now recommended for use within 

the Cancer Drugs Fund as an option for the 

maintenance treatment of BRCA 

mutation-positive, advanced (FIGO stages 3 

and 4), high-grade epithelial ovarian, fallopian 

Provided comments on the scope of the 

guidance; provided clinical experts for the 

Technology appraisal 

https://www.nice.org.uk/guidance/ta598
https://www.nice.org.uk/guidance/ta598
https://www.nice.org.uk/guidance/ta598
https://www.nice.org.uk/guidance/ta598
https://www.nice.org.uk/guidance/ta598
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 tube or primary peritoneal cancer that has 

responded to first-line platinum-based 

chemotherapy in adults. It is recommended 

only if the conditions in the managed access 

agreement for olaparib are followed. 

 

Rucaparib for maintenance treatment of 

relapsed platinum-sensitive ovarian, fallopian 

tube or peritoneal cancer [TA611] 

Rucaparib is recommended for use within the 

Cancer Drugs Fund as an option for 

maintenance treatment of relapsed platinum-

sensitive high-grade epithelial ovarian, fallopian 

tube or primary peritoneal cancer that has 

responded to platinum-based chemotherapy in 

adults, only if the conditions in the managed 

access agreement for rucaparib are followed. 

Provided comments on the scope of the 

guidance; provided clinical experts for the 

Technology appraisal 

https://www.nice.org.uk/guidance/ta598/resources
https://www.nice.org.uk/guidance/ta598/resources
https://www.nice.org.uk/guidance/ta611/resources
https://www.nice.org.uk/guidance/ta611/resources
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Appendix 3 

 

Gynaecological QQR Feedback 2020 

 

Comments and recommendations 

The panel concluded the discussion and thanked the group for their efforts in presenting and 

creating the report. They then provided a summary of feedback for the group to take forward. 

Areas of strengths; 

 

• The panel felt overall, the group was very effective. The QQR report and discussions with the 

panel highlighted the impact of the Group in the form of high impact publications and 

examples of practice changing trials.  

• The new structure appeared to be working very well and the leadership across the executive 

and workstreams was commended as having enabled the Gynaecological Research Group 

and wider community to be highly active and effective. Plans for another strategy meeting in 

2021 will hopefully reinforce this activity.  

• The trainee involvement is working well and there seems to be high levels of engagement 

across the Workstreams and a supportive environment created by the Chairs. 

• A wide trials portfolio, particularly in ovarian has highlighted the importance of the 

international contributions and the increased links with radiology, pathology and scientists.  

• The group demonstrates an open and inclusive processes, with wide geographical 

engagement and training involvement. It was positive to see attempts in other disease 

areas, including rare diseases. The improvement in translational work is significant 

compared to 5 years prior.  

 

Areas for the group to consider; 

• The panel felt the engagement across the country and recruitment was a challenge, 

including variable engagement with NIHR Sub-Specialty Leads (SSLs). It was suggested 

that the Group make contact with the NIHR CRN: Cancer coordinating centre to help 

address this. 

• Radiotherapy is a weak link despite best efforts. The panel recommended development 

of a strong link with CTRad, in the hope of some improvement here. The RadNet centres 

are being encouraged to collaborate further. The group should feedback to NIHR if trials 

are not supported where lack of resource and funding is cited as the reason.  

• The balance of academic and non academic studies needs to be considered as well as 

the development of further surgical studies. 

• In setting up prospective registries, it is important for all centres to engage e.g. CTU input, 

QOL researches etc. rather than relying on retrospective work. Some of this may come 

from interaction from other NCRI Groups. The Group and Workstreams may benefit from 

a additional statistician involvement since the retirement of Mr Jim Paul when it comes to 

input on novel trials designs.  
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• The Group are asked to further pursue studies for vulval cancer, although the panel 

acknowledged that the group are already trying hard in this difficult area.  

Issues for the NCRI to consider; 

 

• With regard the consumer input, this will be further discussed within the NCRI, as the 

Group feel they have struggled in this area due to issues outside of their control. 

• The links with clinical oncologists are not particularly strong, which may be aided by 

CTRad. NCRI can help facilitate these links, if required. 

 

Concluding the Review, Professor Wadsley thanked the Panel and Group members for their 

participation. The business of the meeting took four hours.  

The Group will be reviewed in five years’ time. 

 

 

 


