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Aims of the meeting; 
 

1. To bring the global team together and launch The Network 
2. To discuss potential ideas for how the unique PRECISE data, biorepository and network will 

contribute to the future research plans for members of the network, and further the field 
of global maternal and child health research, building research capacity and excellence as 
we go. 

3. To plan how short and medium-term needs for funding to take PRECISE forward (e.g. cohort 
follow up funding) can be pursued, as well as discussing the potential for longer term future 
research plans e.g. intervention trials based on results of PRECISE data analyses 

4. To ensure we have, as a Network, agreed an approach to data collection, bio banking and 
ethics, that will enable and not be a barrier to, potential future studies of interest to the 
PRECISE Co-Investigators 
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MONDAY 29th JANUARY 2018 

 
 

Item Speaker/Lead 

Session Chair; Marleen Temmerman 
 

09:00-09:10 Welcome and round of introductions 
 

Marleen Temmerman  

09:10-09:30 PRECISE Vision and objectives  
 

Peter von Dadelszen 

09:30-10:50 
(20mins each) 

Introductions to; 
- PRECISE Kenya  
- PRECISE Gambia  
- PRECISE Mozambique 
- Bio banking overview 

  

 
Angela Koech 
Umberto D’Alessandro 
Esperanca Sevene 
Donna Russell 

10:50-11:15 Group discussion 
 

 

11:15-11:30 COFFEE 
 

 

11:30-12:30 BREAK OUT; Thematic working group* 
discussions of research opportunities 

- Discovery science  
- Epidemiology 
- Innovation 
- Qualitative work & Advocacy 
- Health Geography 

 
Project management/finance group 
discussion 

 

 
 
Lucilla Poston  
Laura Magee 
Andy Shennan 
Marleen Temmerman 
Tatenda Makanga 
 
Meriel Flint-O’Kane 
 
*see attached list of groups 

12:30-13:30 LUNCH 
 

 

Session Chair; Joy Lawn 
 

13:30-15:30 
 

Report back and discussion  
- Discovery science  
- Epidemiology 
- Innovation 
- Qualitative work & Advocacy 
- Health Geography 

 

 
Each group to share key discussion 
outcomes and actions; 25mins each for 
c.10min report and c.15min discussion 

15:30-16:00 COFFEE 
 

 

16:00-17:30 Approach to research strategy  
 

Discussion 

18:30 Meet in lobby for dinner 
 

All 
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TUESDAY 30th JANUARY 2018 

 
 

Item Speaker 

07:00 – 08:00 Pre- meeting – Qualitative work and Advocacy  

08:00 – 09:00 Pre- meeting 
- Contracts discussion for African site leads 

and finance staff 
 

 

Session Chair; Lucilla Poston 
 

09:00-10:45 
 

PRECISE Sample collection protocol 
- Sample collection 
- Sample storage 
- Consent 

 
-  

Donna Russell &  
Ozren Polasek 

10:45-11:00 COFFEE 
 

 

11:00-12:30 COLLECT 
- Database function 
- Data collection fields 
- Data collection SOP’s 
- Data governance and security 

 

Laura Magee 

12:30-13:30 LUNCH 
 

 

Session Chair; Peter von Dadelszen 
 

13:30-14:00 
 

Field staff training; planning  
 

Marianne Sangster and Meriel 
Flint-O’Kane 

14:00 – 14:45 Monitoring and evaluation; 
- Introduction to Research Fish 

 

Gavin Reddick 

14:45-15:00 COFFEE 
 

 

15:00-16:15 Panel Reflections on PRECISE; where are you now, 
where you will be n 1 year, 5 years? Whose voice is 
missing? 
 
Group Discussion 
 

Nick Kaussebaum, William 
Stones, Lucilla Poston, Marleen 
Temmerman 
 
All 

16:15-16:30 Wrap up and thanks 
 

Peter von Dadelszen 

18:30 Meet in lobby for dinner 
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PRECISE Vision and Objectives 
 
Professor von Dadelszen welcomed PRECISE Network members to the meeting and outlined the vision 
and objectives that PRECISE has been funded by the Global Challenges Research Fund (GCFR) to 
investigate. PRECISE is aligned with Sustainable Development Goal 3 (SDG3) which aims to reduce the 
global maternal mortality rate to less than 70 per 100,000 by the year 2030, and reduce the infant 
mortality rate to at least as low as 12 per 1000 live births.  
 
The aims of PRECISE Network are to: 

• Develop a unique cohort of pregnancies affected by placental disease in urban and rural 
communities. 

• Develop a cohort of women with normal pregnancies (which doesn’t currently exist) to act as 
control. 

• Develop a cohort of non-pregnant women of reproductive age (WRA) to examine the seasonal 
influences on infectious disease. 

• To submit future grant applications to investigate potential intervention methods and to train 
the next generation of African researchers and clinicians. 

• To investigate the potential for the introduction of novel methods. 

• To train African researchers to build capacity within Africa through our network of global 
researchers. 
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The PRECISE network will engage with a broad range of researchers to ensure an interdisciplinary 
approach and the following Thematic Working Groups have been established to do this: 

• Environment – covering health geography, sanitation, water, access to health care etc. 

• Biology – examining biomarkers and placental biology  

• Epidemiology and Co-Exposures – nutrition, interaction of infectious diseases and 
pregnancy complications, impact of mental health, impact of pre-existing conditions – 
heart disease etc. 

• Clinical innovation - Placental disorders, dating pregnancies differing prematurity from 
Small for Gestational Age (SGA), CRADLE to measure blood pressure, measuring disease 
severity with PIERS and applying the Maternal Morbidity Working Group (MMWG) tool to 
learn more about women and their experience of pregnancy. 

• Advocacy – Engaging with local, national and international decision makers and policy 
actors to enable us to implement measures and accelerate the time gap between results 
and implementation  

 
PRECISE set-up work plan 
 
The first year of PRECISE focuses on international team set-up, as well as detailed planning and 
procurement for data and sample collection that will begin on 1st October 2019. The timeline of 
activities for Year 1 was agreed with Co-Investigators and site teams as shown below; 
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Introductions to the PRECISE data collection sites 
 
Site leads from The Gambia, Kenya and Mozambique introduced the local contexts and health facilities 
in which PRECISE data and sample collection will be taking place. ANNEX 1 shows the information 
shared by sites, to provide an overview of the following; 

 

• Demographic info from existing surveillance that is useful for PRECISE team to understand 
e.g. socio-economic status of study population, prevalent religion etc 

• Reproductive health stats for the study sites including – prevalence of FGM and pre-existing 
conditions chronic and non-chronic, number of births at home/facility, number of maternal 
and fetal adverse events; maternal mortality, FSB, MSB, infant mortality, pre-eclampsia, PPH 
etc Any info on mental health of mothers very useful too. 

• Health systems info for the sites e.g. av date of booking, no of antenatal visits, No of staff at 
site; Dr’s, Obstetricians, nurses, midwives. Cost of treatment if applicable.  

• Pics of sites and facilities to give a clear image of where data/sample collection will be done 

• Logistics info on how sites will get samples to centre for processing and storing and thoughts 
on what is needed to bring remote collection sites up to standard for doing the 
collections/processing of samples  

  

 
 

 
 

Top left; Professor Esperanca Sevene, CISM, 
Mozambique. 

Top right; Professor Umberto D’Alessandro, 
LSHTM Unit, The Gambia 
 
Left; Dr Angela Koech, Aga Khan University, 
Kenya 
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Thematic Working Group Discussions 
Biology 
 
Lucilla Poston, Ozren Polašek, Guy Whitley, Guillermina Girardi, Joy Lawn, Rachel Tribe, Donna Russell, 
Patricia Okiro, Geoffrey Omuse 

• Hypothesis 
1) Establish clinical usefulness of known biomarkers in placental disease. 
2) Better define placental disease in sub-Saharan Africa – same or different to HIC? 
3) New insight into placental disease – new technology, potentially reverse translate 

to HIC 
4) Investigate other outcomes such as pre-term birth 

 

• Critically dependent on accurate phenotyping: 
1) Accurate GA with TraCer 
2) Hypertensive disease in pregnancy 
3) Severe FGR? 
4) Premature birth <34 weeks 
5) Maternal and fetal/infant infection – which infections? 
6) Cause of maternal death 
7) Cause of neonatal death 

Essential biomarkers are needed for project itself – whole blood count is preferable as can test for 
infectious diseases  

• Stored samples – 2 approaches for biomarkers were discussed; 
1) Candidate biomarker approach - nutrition, renal disease etc.  However, it’s 

expensive and might not provide any answers 
2) Unsupervised discovery approach (preferred) using Proteome (developed by 

SomaLogic) 

Discussion and next steps; 

• Challenges around the movement of samples outside of study countries were highlighted and 
it was agreed that Materials Transfer Agreements would be required for ethics approvals. 

• Participants discussed whether it would be more beneficial to the project to have 1500 time 
of disease (ToD) woman rather than 1800 if recruiting fewer women would mean that full 
biological samples can be collected. Participants favoured having fewer women with full 
biological samples but agreed that a formal decision needs to be made on the number of 
women from whom biological samples will be collected. 

• The ethical challenges of testing for diseases/conditions that sites can’t treat for were raised. 
Consent forms must detail all the intended uses for the samples collected. Evidence on disease 
prevalence within the study populations would support the case for changing clinical care 
pathways and introducing vaccines etc at individual clinics and at a national level. 
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Epidemiology and Co-Exposures  
 
Laura Magee, Umberto D’Alessandro, Rose Maina, Esperanca Sevene, Lucy Chappell, Sanjeev Krishna, 
Sophie Moore  
 
The group’s discussion focused on the confounders; Infectious disease and environmental factors. 
When thinking about the research questions across these areas the groups discussed the  
need to define the phenotype of the main exposures and outcomes related to: 

• Hypertension 

• Fetal growth restriction/ SGA at birth 

• Preterm birth (consider ascertainment of gestational age for preterm and post-term birth) 

• Stillbirth (need to discuss how to ascertain cause of death – e.g. photographs, verbal autopsy) 

Risk factors: 

• Nutrition and micronutrients (e.g. as relates to stillbirths) including e.g. B12, thiamine levels 
and seasonal availability of foodstuffs 

• Exposure to herbal medication (related to haemorrhagic intrapartum stillbirth) 

• Infectious disease  
o Malaria – including molecular markers of drug resistance 
o HIV 
o STDs (improving point-of-care diagnosis to refine treatment algorithm) 
o Bacterial carriage  
o Others e.g. measles, Zika, dengue, parvovirus, other TORCH viruses 

• Microbiome 

• Pregnant women's workload  

• FGM 

• Haemoglobinopathy (genotype) and interactions with infections (esp. as relates to stillbirths) 

• Anaemia  

• Clinical history e.g. interpregnancy interval 

Environmental (some can also be done through modelling)  

• Tobacco smoking 

• Cooking  

• Rural vs. urban for different types of particle exposure/ air quality  

Additional questions? 

• What is the care pathways/ attendance at ANC?  

• What is the influence of polygamy e.g. in the Gambia? 

• What is the impact of cash incentives on facility delivery? 

• Consider methodological approaches e.g. using qualitative interview methodology for 
assessing causes of stillbirth rather than blanket question within quantitative database  
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Participants discussed the need to ensure that the information collected is sufficient to maximise the 
potential uses of the samples collected and how to collect cause of death data in situations where 
babies are delivered at home and never visit the hospital. It was noted that this needs to be considered 
further as information on neonatal deaths needs to be captured. 
 
The next steps are: 
 

• All members to consider what factors/variables they would like to put forward for inclusion 
in the database 

• Need to develop a clear plan on how to collect cause of death information in neonatal deaths, 
is it possible to take photographs, or do a verbal autopsy?  

• Consider what the burden of work is e.g. for interviewing a woman at enrolment, time-of-
disease, sample collection, outcome evaluation to help inform amount of information to be 
collected 

• Consider opportunities for nested case-control studies within the cohort 
 
 

 

Above; Professor Laura 

Magee leads discussion of 

potential for future 

epidemiological work and 

questions relating to co-

exposures e.g. infectious 

disease, pre-existing 

NCD’s and nutritional 

status of mothers 

Left; Professor Lucilla 

Poston leads discussion of 

opportunities for 

discovery science  
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Clinical 
 
Andrew Shennan, Aris Papageorghiou, Alison Noble, Paulo Chin, Angela Koech, Rachel Craik, Hannah 
Blencowe, Sikolia Wanyonyi. 
 
The clinical group looked at 

1) How can innovative products help PRECISE? 
2) How can we innovate new products? 
3) How can we capacity build and increase leadership expertise? 

 
1) Recruiting women in 2 ways – unselected pregnant women and time of disease (ToD) women 

• CRADLE is low-cost blood pressure device with a traffic light indicator system which 
would ensure accurate blood pressure measurements at time of recruitment of 
unselected women; could also be used to identify ToD women 

• Potential to add “I am eligible for research” light or indicator to aid recruitment 

• Capacity to transmit readings directly into database without need for human data 
entry 

2) Further device development 

• SpO₂ measurement 

• Shock measurement – what happens to these women?  What is the reason for their 
high pulse? – we could then refer them for anaemia testing, ECG etc.  Would 
determine if it’s a useful screening device 

• If determined SpO₂ is useful measurement, CRADLE tool could be adapted 
3) Capacity building – defining prevalence of disease studies 

 
PlGF – Developing bedside tests 

• Abnormal PlGF could help define unselected women for ToD 

• Device is currently large and can only be located in a lab; however, a smaller device is in 
development 

• Future aim is to develop bedside testing capability 

• Capacity building 
 
TraCer -Accurate GA Calculation 

• Assess GA for unselected women at time of recruitment 

• Previous or new GA calculation for ToD cohort 

• Further development: 
1) Side-by-side testing with Ultrasound  
2) Capturing videos for quality control and further development 
3) Usability testing 
4) What can the scan tell us about outcomes? 
5) New markers for late GA assessment, if baby’s head is low 
6) Capacity building – PhD student 

It is important to note that TraCer is a not an ultrasound tool, it is a gestational age (GA) calculator 
and is not operator dependent, but quality control is still necessary.  
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Qualitative Work & Advocacy 
 
Marleen Temmerman, Helena Boene, Jane Sandall, Lale Say, Marianne Vidler, William Stones, 
Veronique Filippi, Amber Strang. 
 
The qualitative themes highlighted were: 

• Context and background – women ‘s social characteristics that could influence maternal 
health outcomes. 

• Experiences – community engagement; community responses to study; acceptability of 
innovative devices (TraCer etc); women’s experience of morbidity and still birth; and 
understanding of ‘placental disorders’. 

• Quality of care –care assessments depend on women’s awareness of what should be 
available; barriers to early prenatal attendance (reluctance to go early, women sent away), 
knowledge of danger signs; introduction of increased contact visits from 4 to 8, with blood 
pressure measurement. 

• Study implementation– facilities to be equipped with adequate equipment and staff to know 
what to do when patients present with symptoms; should there be an incentive payment, 
and would this motivate women to participate? 

The areas for engagement discussed were: 

• Drop the jargon and refer to hypertension or blood pressure and still birth, not placental 
disorders as these are not easy to understand. 

• Government and authorities – important to build long lasting relationships and to have a face-
to-face meeting to ensure government ownership. 

• Community – using best practice available in countries such as community health committees 
(Kenya) and community advisory boards, use community champions to engage with the 
community (maternal health champions). 

• Facilities – upgrading of the facilities we are working to facilitate engagement. 

• Providers – be prepared for questions that they will ask: what does it bring me? Will quality 
of care improve? Will it bring money? Will it create more work? Will it improve capacity? 

In group discussion a point was raised about the age of women being recruited, as if eligibility for 
recruitment is ‘women of reproductive age’ this is 12 years of age in Mozambique and would therefore 
require someone to consent on their behalf which will make the ethics more complex. This will need 
more consideration. 
 
Next steps are to: 
 

• Amend the wording on consent information and use local community health champions to 
increase knowledge of the project and it’s aims. 

• Understand the acceptability of innovative devices in different community   

• Need to define the lowest age threshold for women of reproductive that will be recruited. 

• Determine local understanding of aspects of the project e.g. amount of blood collected. 

• Discuss communication at international level 

• Review timings of data collection 

• Prioritisation if no extra funds are available  
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Environment  

Tatenda Makanga, Liberty Makacha, Peter von Dadelszen, Benjamin Barratt, Larry Li, Sean Beevers, 
Ibrahima Sy, Susannah Woodd 
 
Health Geography can be broken down into 2 components: 

1) Mediator (access, culture) 
2) Organizing principle (spatial epi) 

 
Discussion happened around the different elements of the environmental research and how the data 
will be collected in the different study sites. 
 

• Environment exposure and pollution – link to outcomes at individual level, where some 
participants will be followed-up with sensors installed near their homes. 

• Population level exposures – satellite data over large areas 

• Water sanitation and hygiene – water infrastructure etc 

The group discussed the need to define the criteria of how the cohort of women will be sampled, as if 
we want community information, this will need to be defined. Participants discussed the accessibility 
of demographic surveillance surveys (DSS) data in The Gambia and Mozambique and were informed 
that this can be accessed in both countries, but in Mozambique there will need to be a specific 
agreement in place and a representative from the DSS will need to be involved in PRECISE.  
 
The next steps are to: 
 

• Immediate priority -define questions we want to ask – can we use some existing data from 
DSS?  Need to conduct review of what is already known concerning environmental 
exposures and MNCH outcomes to define clearer research questions; Need to define 
criteria for how we’ll collect samples from cohort. 

• Data collection instruments – individual data (surveys compiled before start).  Two 
approaches to data collection – may have some info in existing datasets (DSS) but what new 
data do we need to collect? 

• Parallel data capture strategies – determine important questions based on what is already 
known; Develop focus through literature review, qualitative work; Capture data 
retrospectively. 

• Capacity building – need to decide of it will be through either a full time PhD student or 2 ½ 
time students 

• Get agreement with DSS in Mozambique and engage the with a representative to come on 
board with the PRECISE Network 
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Project Management and Finance  
 
Meriel Flint-O’Kane, Yolisa Dube, Marianne Sangster, Joyce Iwe, Grace Wairimu, Amie Ceesay, Mavis 
Foster Nyarko, Simon Wanyoike, Corssino Tchavana, Amyn Lakhani, Ciru Kamanda,  
 
The project management and finance group discussed the following points: 

• Governance –  strategic oversight of PRECISE will be provided by an independent Technical 
Advisory Group (TAG) that will meet quarterly and include funder representation. The PRECISE 
Executive Group (PEG) will be accountable to the TAG and include a lead from each site and 
each Thematic Working Group (TWG) Both PEG and TWG meetings will be quarterly. More 
detailed operational issues relating to project progress, financial monitoring and general risk 
assessment, will be discussed at monthly site operational meetings (SOM’s) 

• Risk management – SWOT analyses, the planning tool to evaluate strengths, weaknesses, 
opportunities and threats to a project was discussed, as well as the roles site teams will play 
in developing the risk register in partnership with the PRECISE project management team. Site 
teams are asked to complete their SWOT by the 28th February. 

Ethics process 

• In the Gambia the ethics process takes approximately a month with the process starting with 
submission to the Gambia scientific committee who look in to the science of the project, this 
then moves on to the ethics committee which is comprised of government personnel, 
scientists and lay people. This process should start at the beginning of March to give sufficient 
time for approval. 

• In Mozambique the process should take one month but have been advised to plan around the 
process taking up to 2 months. Helena Boene sits on the ethics committee and should be able 
to advise us further on the process. 

• In Kenya the committee meets on the second Monday of every month, and if everything is 
deemed OK in the meeting, the letter should go out within one working day. To start the 
process the proposal should be submitted 14-21 days before the meeting date. It was advised 
that a site-specific protocol will be necessary as well as the global protocol.  

Next steps: 
 

• Book in monthly site operational meetings.  

• To secure the ethics there needs to be a clear hypothesis for research once sample and data 
collection is completed. 

• Develop the PRECISE protocol, data collection forms, consent forms and materials transfer 
agreement to submit with ethics application in April. 

• Site project teams to complete and send back SWOT analyses by the 28th February. 
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Approach to Research Strategy  
 
Following the broad range of topics discussed in the Thematic Working Groups, the last session of Day 
1 was designed to agree a framework of the research priorities that PRECISE data will be used to 
address going forwards. It was agreed that the following outcomes will be the focus of future work 
and the data collection will be designed to ensure questions relating to these outcomes can be 
addressed; 
 

• Suspected HDP 

• Suspected SGA 

• Pre-term birth 

• Stillbirth 

• Neonatal death 

• Maternal death 
 

Data on the following co-exposures and 
confounders will also be collected to 
inform future research; 
 
Co-exposures; 

- Nutritional status of mothers 
- Infectious diseases  
- Non-communicable diseases 
 

Confounders; 
- Socio-economic status  
- Geographical indicators 
- Water and Sanitation 
- Air quality 
- Health service provision 
- Genetics 

 
Following agreement of the above approach there was significant discussion around the practicalities 
of data collection including engaging with the facilities and health workers, identifying appropriate 
incentives for women, sensitivities around sample collection and ensuring appropriate ethical 
consideration of all these issues has been incorporated into the plans and protocol. The PRECISE 
project team will work closely with the site teams, and Executive Group to ensure these issues have 
been explored and an appropriate way forward agreed. 
 
Next steps:  
 
Ethics submission is planned for early April; a centrally compiled ethics application from KCL will be 
shared with sites to take forward in-country ethics submissions, with the aim of receiving all UK and 
overseas approvals by the end of June. Sites will then have 3 months to secure any further government 
and site permissions required for data collection to start on 1st October 2018. 
 
 
 
 

Above; Professor Peter von Dadelszen introduces the 

proposed ‘PRECISE research paradigm’ for discussion 

with Co-Investigators in The Network. 
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Biorepository and Sample Collection Protocol 
 
Blood Collection 
 
Routine blood collection that happens at the different sites was discussed. In Mozambique there is 
systematic malaria testing in pregnant women but only in Manhica, a skin-prick is done for rapid 
diagnostics and syphilis is routinely tested haemoglobin but not full blood count, HIV is routine; Kenya 
routinely does the haemoglobin test, but not full blood count, they also have urine analysis and stool 
for parasites; Gambia does not routinely test for malaria. 
 
The cost of full blood count was discussed as this will be problematic at £7000 and there could be a 
conflict with existing healthcare systems.  
 
It was noted after the discussion on routine blood sampling that the list of desired samples is getting 
longer and will need more funding to complete. There needs to be consideration into the impact this 
will have on data collection as the project may only be able to guarantee one year of data collection, 
not two if samples are added that are over the normal health care provided. 
 
Discussion on HbA1c and that point of care test could be a good option, but they might be costly. 
There is some preference in storing blood and not providing the result in real-time as the difference 
in real-time vs storage would be a minimal. The suggestion was made that re-identification and re-
approach after detection of pathological results should be available, allowing intervention. Kenyan 
ethics said that he is not certain how to respond and that re-identification is a bit of a problem. There 
is a preference to avoid point of care HbA1C. We would have to contact the woman and ask for 
permission to maintain contact, as this would be converted into a cohort. Therefore, the contact 
connection should be retained, as the cohort-design might require a five-year follow-up. Samples will 
not be anonymous, but only delinked. The identities will always be re-traceable.  
 
Placenta processing 
 
The staff that would perform the placenta processing and bloods were discussed and it was confirmed 
that the blood draw can be performed by a trained phlebotomist and for the placenta processing, 
obstetric technicians with a high school education can be trained and it does not need to be someone 
specially trained. The training in September will be sufficient to train staff in the process. The training 
will train ‘trainers’ who can then train staff in their study sites, with site visits from Donna and Ozren 
for quality control. 
 
Cultural challenges around placenta sampling were discussed as some communities take home the 
placenta to be buried near their home. Donna Russell has experience of this in Tanzania and proposed 
the same method is used, the placenta will be given back after sampling for families to take home as 
this was accepted in the past.  
 
Gestational Age 
 
The topic of gestational age (GA) at the time of entry was discussed as it may be a limiting factor if 
women present late in pregnancy. It was noted that restrictions at the beginning might reduce the 
sample size. It was confirmed that the first visit can be performed at any time, regardless of gestational 
age and that the time frame for sampling shouldn’t be limited. The second visit must be between 28 
weeks and delivery if it is four weeks after the first visit. It was suggested that there could be two ‘bins’ 



 

17 | P a g e  
 
 

where some women receive the full sampling set and others get ½ the set. This would create two 
groups, a full set and a sub set. 
 
Vaginal Swabs 
 
Vaginal swabs were a topic that invited a lot of discussion over the meeting. Questions were asked 
about when the swabs would be taken, all at once, on all visits? This poses a challenge due to 
acceptability in the study sites, especially in rural areas where previous studies have had problems. It 
was noted that most women would be reluctant and may not consent to anything as they will see it 
as a risk to their baby. It was suggested that the second visit could be a good option if swabs at every 
visit are not likely to be accepted as this is part of the maternal morbidity working group tool. Site 
leads said that ideally it would be best to only swab once and the hypothesis states that nearer to the 
end of pregnancy might be more interesting.  
 
Site-specific limitations need to be considered in the collection of vaginal swabs prior to labour and a 
pilot qualitative study to investigate acceptability was a possible solution. This would gather site-
specific information and identify where there may be bottle-necks in data collection. As there is 
experience within the group it was decided that a pilot study would not be needed and that a survey 
should be avoided. It was suggested that a cross-comparative analysis would be a good way of 
determining the feasibility.  
 
Consent 
 
The topic of consent was discussed in relation to the biorepository, and the languages that would be 
needed in the different sites for ethics. In Mozambique this will be in Portuguese and Shangana and 
the ethics will need to be in Portuguese. In Kenya the proposal should be submitted in English and the 
questionnaire will need to be in Kiswahili. In the Gambia, ethics in English is fine, but the participants 
will require translation for those that are illiterate and for these women they will need to have their 
consent signed by an independent witness to confirm they have understood. 
 
Members discussed the use of videos to explain the study mechanics to participants, and this would 
also support the ethics. In Gambia this has been used before and has been well received. It is a short 
video animation that can be easily dubbed in local languages and is not cost-demanding. 
 
Ethical Considerations 
 
Are we allowed to screen for something that is difficult to treat in LMICs, but elsewhere it is a standard 
and treatable? Suggestion was made that GBS would be obligated for medical action, the problem is 
relationship of colonization vs. baby risk. Antibiotic injections might help, meaning that we should not 
drop it all. PvD suggested that the study design is limiting, and that this is an observational study. The 
ethics representative stated that we need to focus on good research. Any deviation from this requires 
a strong justification. Ethics committee will rarely say do not do something but requires explanation 
why do something in a specific way.  
 
It was noted that the information from the study would be used as advocacy tools, the study will 
provide information on how important various problems are in specific settings and the country 
specific results will be relevant in advocating for clinical care pathways. 
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It was decided that a cost neutral way forward might be to examine the clinical pathways across the 
three sites and strengthen and harmonize them. This would be an intervention that would not affect 
the resources of the observational study to a great degree. 
 
 The next steps are to: 

• Finalise the standard operating procedures against site specific needs. 

• Finalise the ethics proposal and have clear justification for the activities of the project 

• Decide on the blood tests that will be taken above what is provided by health systems 

• Decide if the sample collection will limit collection to 1 year, or if 2 years is still possible. 

• Invite two people (IT and biobanking person) from each study site to Cape Town for the 
Baobab training in April or May. 

Above; Donna Russell shares plans for sample collection and welcomes discussion of site specific needs 

Below; Professor Marleen Temmerman shares experiences on ethics applications for biobank work  



 

19 | P a g e  
 
 

The COLLECT Database  

Introduction 

• It is vital the information to be collected is determined to make the biobank useful. 

• How will the database be used? 

• Which staff are required for data and sample collection? 

• The flow of patients through the clinics will help determine the order in which data and 
samples are collected. 

• The aim is to have a pilot database ready by June 2018 to trial and then provide training in 
July and August 2018. 

Sample Collection 
 
The group discussed sample collection for COLLECT and it was suggested that one clinical worker and 
one non-clinical staff member could do this. It was noted that the person who will be collecting the 
samples needs to be determined in each site as there are differences in roles and responsibilities. With 
only lab technicians or doctors collecting blood in Kenya, the Gambia would prefer to get the research 
staff to do the sample collection as this will ensure accuracy, and in Mozambique it was noted that 
they have a similar approach to Kenya, though nurses can collect samples it will be the lab technicians 
that will process the samples before transport to the biorepository. All the routine sampling is done 
in one room, the additional sampling for PRECISE would be done in a separate room, but the blood 
samples can happen at the same time as routine bloods are taken in Mozambique. 
 
Flow of Women  
 
The flow of women through clinical settings was discussed and it was noted that in Gambia health 
workers have specified days of the week when they provide ANC. Discussion on the possibility of 
running a presentation to all women attending the clinic and that if they want to take part they could 
be consented at this point. The possibility of running a parallel clinic for PRECISE was also discussed, 
as this may make the best use of patient and staff time. In Kenya, there are information sessions run 
by nurses in the morning when women attend the clinic and nurses then undertake clinical 
examinations, it would be possible for nurses to input data to ensure accuracy, but sample collection 
will need to be done by a clinical worker. In Mozambique mothers are also given group presentations 
about maternal health when they attend ANC clinics. 
 
Physical examinations  
 
The group discussed genital exams and vaginal swabs. It was suggested that the vaginal and FGM 
elements of the MMWG could be done at the beginning of the patient’s appointment, but site teams 
were concerned about this as genital exams and vaginal swabs are not routinely done at any point in 
the patients care 
 
Patient Records 
 
The participants discussed patient notes, records and the ability of patients to be able to provide 
accurate medical information. It was noted that patients are given a patient record card or booklet at 
each study site which stays with them for their pregnancy which will provide information on each 
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individual patient. It was agreed that the proposed strategy for data and sample collection was 
appropriate. 
 
Postpartum Checks 
 
The participants discussed postpartum checks and in the Gambia, if women don’t attend their 
postpartum appointment a field worker will visit them in their home. In Kenya women rarely come 
back for their postpartum appointment- they tend to come along to the baby clinics for 
immunisations. Women who have suffered a still birth or neonatal deaths rarely come back for follow-
up, but field workers can visit them at home for follow-up. In Mozambique there is a good return rate 
for postpartum visits with many women attending at least one, but this is not necessarily 6 weeks 
postpartum. 
 
It was decided that postpartum samples will be collected at any time possible not necessarily at 6 
weeks postpartum; essential biological samples will be collected before patients go home to allow for 
biomarker identification; and to maximise recruitment of pre-term labour it was suggested that 
patients could give verbal consent in early labour and written consent later which the patient can 
retract if she has changed her mind. 
 
Care Pathways  
 
Participants discussed the care pathways in the different settings as it is expected that 15% of the 
cohort will develop one of the conditions being researched and the need to determine the clinical 
capacity to deal with identified problems such as tachycardia or recreational drug use is of importance. 
 
Sexual Activity 
 
Participants discussed the need to consider how to approach questions around sexual activity, 
satisfaction and domestic abuse as these subjects are sensitive and patients may not provide any 
information, or it will be inaccurate. Sexual satisfaction and domestic abuse questions may also mean 
it is difficult to get ethical approval. The Gambia raised concerns about alcohol and drug use as this is 
an extremely sensitive question and could affect recruitment at the site. 
It was decided that the questions around sexual satisfaction could be dropped. 
 
Participation 
 
Participants discussed ways of encouraging participation and it was suggested that women could be 
offered a vital registration document for their babies, but it was noted that this could be problematic 
as at the time of delivery, fathers are often not present at the birth and mothers must wait for them 
to come to the clinic to name the child. For this reason, it was decided that this needed more thought. 
 
Ethnicity 
 
The group discussed the issue of the ethnicity fields as ‘Black African’ is too broad and everyone 
recruited to the project will fall into this category. It was decided that this needs to be broken down 
into different ethnic sub groups.  
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Environmental  
 
Occupation was discussed as this information needs to be collected for the environmental data 
collection, but what these fields will be needs to be finalised.  
Discussion around health geography noted the need to collect place-specific variables and 
administrative levels (county, district etc) to be able to pinpoint the villages/ settlements that patients 
come from. 
 
Viability  
 
Viability was discussed as this varies between study countries, with viability in Mozambique being 28 
weeks at the central hospital and later in other sites. In Kenya viability is 28 weeks at the sites we will 
be working in. More consideration is needed on what viability will mean in the PRECISE. 
 
Nutrition 
 
The discussion around nutritional data being collected noted that the proposed dataset indicates 
nutrition insecurity but little else, and that if sites are willing and able to collect more information that 
would provide better data relating to nutritional biomarkers. 
 
It was decided that: 

• The clinical data to be collected will include: 
o Antenatal care 
o Intrapartum Variables 
o Maternal pre-discharge care 
o New-born pre-discharge care and morbidity 
o NB.  If there is a high proportion of home births, it will be necessary to go out into 

community to collect this information. 

• Health Systems: 
o Will be mixed methods but mainly qualitative. 

• The pilot database will be ready for trial by the 30th June 

The next steps are: 

• To determine who will do sample collection in each site 

• Amber Strang to contact sites to obtain scans of patient record cards/booklets 

• Amber Strang to contact sites to determine the acceptability of these questions and who will 
be asking them 

• Decide if vital registration documents will be a part of the PRECISE package and how this would 
work in practice 

• Amber Strang to contact each site to ascertain the feasibility of expanding the different 
sections 

• Amber Strang to contact sites about the units used in measurements 

• Need to include place-specific variables for the health geography components 
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Capacity building 
 
PRECISE is being set up to ensure that opportunities to build research capabilities and excellence are 
maximised for both institutions and individuals, through this shared research platform. Opportunities 
to support career development for both research staff and research management staff will be 
identified across the teams and feed into the Research Capacity Building workstream.  
 
Individual career development 
 

The plan for supporting career development for PRECISE collaborators across career stages includes 

formal scientific training (as described in Table 1) and ‘soft skills’ development. We plan to partner 

with the Africa Research Excellence Fund (AREF) to deliver a soft skills training cohort. The cohort 

will maximise partnership working and sustainability by joining rising star researchers from the 

PRECISE and Crick Africa Network (CAN) cohorts.  

 
Institutional capacity building 
 
In addition to site ownership of the respective samples and data of the PRECISE biobank, 

institutional capacity will also be built through strengthening working relationships, international 

research networks and opportunities for cross-institution knowledge exchange and shared learning.  

Additional, specific opportunities will be identified as appropriate to meet the needs of partners. For 

example, future collaboration with the Good Financial Grants Practice programme could be an 

excellent opportunity for long term assurance of internationally recognised best financial practice, 

and building institutional knowledge of Research Fish as a tool for recording and demonstrating 

research output will be useful for ongoing research impact assessment. 

Field Staff Training 

In order to promote standardization of PRECISE sample and data collection across the field sites, 
training of staff will be provided. A ‘train the trainer’ approach was proposed, with lead field staff 
attending a joint training session in The Gambia in September 2018, shortly before data collection 
begins.  

Key components of the training will include, adherence to protocols for background and clinical data 
collection (including CRADLE and TraCer device training) and adherence to protocols for biological 
sample collection, tracking and storage. 

Next steps: 

• Input from relevant network members will be sought to inform development of operating 
protocols. 

• Site teams to identify appropriate team members to attend the central training and lead on 
training for colleagues in their sites. 

• Development of training materials as e-learning modules to be taken forward by the KCL 
PRECISE programme management team. 

 

http://aesa.ac.ke/programmes/gfgp/
https://www.researchfish.net/
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Research Fish  
 
Research Fish is the monitoring and evaluation platform used by the funders of PRECISE, Research 
Councils UK (RCUK) and many other funders around the world. Gavin Reddick (Chief Analyst at 
Research Fish) joined the Launch Meeting to describe how this platform can support the PRECISE Team 
of Co-Investigators to demonstrate their contributions and outputs from engaging in the network. 
 
PRECISE has been set up as a ‘Centre’ on Research Fish which enables all Co-Investigators to link their 
Research Fish accounts to PRECISE and provide relevant updates about their achievements. It will be 
the responsibility of all Co-Investigators to share the relevant research outputs to the ‘PRECISE 
Centre’, to demonstrate the impact of this network. Outputs can include, meeting attendance, training 
opportunities, publications, collaborations built, funding leveraged etc. 
 
Next steps  

• PRECISE Team will work with Research Fish to ensure that all Co-Investigators have their log 
in information for Research Fish and are listed in the PRECISE Centre 

• Research Fish user guidance will be shared with all Co-Investigators. Please note, Co-
investigators are encouraged to seek further guidance on YouTube where you will find short 
video’s explaining how to use the platform. 

• In October 2018 there is a stage-gate review of PRECISE and all RCUK, GCRF GROW awards. 
Co-Investigators are asked to submit an update at this time, guidance will follow. 

 

 

Left; Marianne Sangster opens discussion of field 

staff training for PRECISE to ensure 

standardization of data and sample collection 

Above; Gavin Reddick introduces the ‘centres 

function’ in Research Fish as a shared tool for 

capturing outputs and impacts of PRECISE 
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Panel Discussion; Where is PRECISE now, where will we be in 1 year, 5 years? Whose voices 
are missing? 
 
Lucilla Poston, Marleen Temmerman, Nicholas Kassebaum and William Stones. 
 
The Panel reflected on the range of discussion and perspectives that had been shared over the course 
of the meeting, noting the importance of bringing together ‘unlike minds’ to maximise the potential 
for PRECISE to deliver strong, interdisciplinary research. As work progresses it will be essential that 
the voices and perspectives of the women in communities where we are working are central to the 
continued development and implementation of this programme. 
 
The opportunities to advance biomarker guided care using the samples and data from PRECISE was 
noted, as was the potential for reverse innovation to UK and other developed health system settings. 
There is great potential to seek further funding for the questions raised across the different research 
foci of PRECISE and securing leveraged funds will be a key marker of success. 
 
It was noted that this pregnancy cohort is a vital new paradigm and will show how important it is to 
follow women from pre-pregnancy in adolescence, through to pregnancy, child-birth and into future 
pregnancies to understand the life-course implications of prevention, diagnosis, management and 
treatment of diseases in pregnancy. The fact that this is an observational study will offer the 
opportunity to work out what is needed before investing in the introduction of interventions. 
 
The Panel agreed that the data collected through PRECISE has huge potential to be used as an 
advocacy tool and evidence base to inform decision making and policy setting in the study countries. 
It is essential to ensure continued engagement of local, national and international decision makers in 
the ‘PRECISE journey’ to secure buy-in and end user input as the programme evolves. 
 
Building a strong, global network of institutions with expertise in global women and children’s health 
provides a fantastic opportunity for knowledge sharing and capacity strengthening through 
institutional collaboration. Aligning/partnering with existing collaborative networks where 
appropriate will enhance and sustain the impact of the PRECISE contribution to individual and 
institutional capacity strengthening in Africa. Examples include CARTA, AREF, THRIVE and H3 Africa. 

From left; Professor Will Stones, Dr Nick Kaussebaum, Professor Marleen Temmerman and 

Professor Lucilla Poston discuss the future opportunities for The PRECSE Network. 

http://cartafrica.org/
https://www.africaresearchexcellencefund.org.uk/
http://thrive.or.ug/
https://www.h3africa.org/
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ANNEX 1 – Site Demographic Information 

The Gambia 
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Kenya 
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Mozambique 
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