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STUDY SUMMARY 

 

 

Study Title Identifying health literacy interventions that reduce the use of primary care and 
emergency services for minor problems: a systematic review. 
 

Internal ref. no. (or 
short title) 

NIHR131238 

 An important complementary approach to current national initiatives to manage 
demand for primary and emergency services is intervention further back in the 
pathway of help-seeking behaviour. That is, it may be possible to reduce 
population need to seek advice from primary and emergency services for minor 
health problems (preventing ‘entry access’), and thereby reducing demand for 
these pressurised services. Health literacy may reduce the perceived need for 
contacting a health service, the perceived urgency of the problem, or improve 
ability to identify and choose from the range of available services. Interventions to 
improve health literacy exist, with variable findings about effectiveness at reducing 
use of primary and emergency services. We want to undertake a systematic review 
of this evidence to identify the effectiveness, cost-effectiveness and safety of 
interventions; understand the mechanisms of action of effective interventions and 
the contexts in which they work; and describe in detail successful and cost-
effective interventions relevant to the UK context. We will hold two Stakeholder 
Events, the first one to inform the review, and the second to identify how best to 
implement cost-effective interventions using the FAME framework of feasibility, 
appropriateness, meaningfulness and effectiveness. 
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STUDY PROTOCOL 
 
Identifying health literacy interventions that reduce the use of primary care and emergency services 
for minor problems: a systematic review 

 

 
 

1 BACKGROUND 

Pressure on primary and emergency care in the UK 
 

There is considerable pressure on general practices, emergency departments and emergency 
ambulances in the UK. In 2019 the Royal College of General Practitioners highlighted ‘intense 
resource and workforce pressure' on GP out-of-hours services (www.rcgp.org.uk (a)) and 
expressed concerns about decreases in the numbers of GPs per head of population despite 
rising demand for general practice (www.rcgp.org.uk (b)). On the NHS England website, policy 
makers estimate that there are 110 million urgent patient contacts in England each year, with 
around 85 million being same-day GP appointments, and the rest attendances at emergency 
departments and minor injury units (www.england.nhs.uk (a)). They estimate that between 1.5 
and 3 million attendances at emergency departments could be addressed in other parts of the 
urgent care system.  

Policy makers and service providers attempt to manage increasing demand by introducing 
new initiatives. They tend to focus largely on service and workforce reconfiguration that offer 
alternatives to the three pressurised services, or on interventions to manage minor problems 
efficiently within each of these three services. Examples of these initiatives include walk-in 
centres, GPs working in emergency departments, and paramedics working in general 
practices. Initiatives also include interventions aimed at changing population behaviour so that 
people self-care when appropriate and attend the right service for their need. These initiatives 
include encouraging patients to use online diagnostic tools such as NHS Online or the 
national telephone helpline NHS 111 for urgent care. An important complementary approach 
to these initiatives is intervention further back in the pathway of help-seeking behaviour. That 
is, it may be possible to reduce population need to seek advice from primary and emergency 
services for minor problems, (preventing clinically unnecessary ‘entry access’), and thereby 
reducing demand for pressurised services. Health literacy may reduce the perceived need for 
contacting a health service, the perceived urgency of the problem, or improve ability to identify 
and choose from the range of available services.  

 

 

 

 

 

 

 

 

http://www.rcgp.org.uk/
http://www.rcgp.org.uk/
http://www.england.nhs.uk/
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2 RATIONALE 

 
What is health literacy? 
The World Health Organisation (WHO) defines health literacy as: “….the personal 
characteristics and social resources needed for individuals and communities to access, 
understand, appraise and use information and services to make decisions about health” 
(www.england.nhs.uk (b)).  
 
There are different types of health literacy: functional or basic health literacy (reading and 
writing skills), communicative health literacy (cognitive and social skills to extract information 
and apply it), and critical health literacy which requires more advanced cognitive and social  
skills to analyse information (Nutbeam 2009).  
 
 
People with limited health literacy struggle with a number of issues including  

• finding information,  

• reading and understanding information,  

• knowing how to act on information,  

• knowing how to communicate with health professionals,  

• and knowing which services to use and when (Osbourne et al 2013).  

Health literacy has been viewed as an individual skill but increasingly the relevance of an 
individual’s social support system (e.g. partner, family, community) and context (e.g. the 
healthcare system available) is viewed as important (Heijmans et al 2015). 
 
How is heath literacy measured? 
There are a number of validated measures of health literacy that either test health literacy 
(objective measures) or measure people’s perceptions of their health literacy (subjective 
measures). Examples include the objective measure Newest Vital Sign used in a study of 
health literacy in parents attending a paediatric emergency department for non-urgent 
problems (Morrison et al 2014) and the subjective measure Health Literacy Questionnaire that 
measures multiple domains of health literacy (Osbourne et al 2015).  
 
Different ways of thinking about health literacy (different paradigms) 
Researchers often consider health literacy within what we term a ‘public health/health 
inequalities’ paradigm. Here, poor health literacy prevents care-seeking when needed, and 
stops people making healthy lifestyle choices, both of which can lead to poor health outcomes. 
The emphasis of interventions is on empowerment and increasing use of preventative health 
services. Interventions may also focus on self-management of chronic diseases that might 
lead to reductions in use of health care.  
 
In this proposal we view health literacy in a different way. We consider health literacy within 
what we term a ‘clinical risk’ paradigm currently adopted by researchers in emergency care in 
the United States of America (USA). We are interested in the effect of health literacy on 
decisions to use primary and emergency services. That is, people with low health literacy have 
difficulty understanding clinical risk and therefore use primary and emergency services for 
minor health problems. In the ‘clinical risk’ paradigm the emphasis of interventions is on 
information, education and support to improve health literacy so people can make decisions 
about when and where to seek health care. The aim is to reduce use of health services for 
minor problems. 
 
 
 

http://www.england.nhs.uk/
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For clarification, when we use the term ‘public health paradigm’ does not mean ‘public health 
literacy’ where people make decisions that will benefit the wider community rather than the 
individual. We acknowledge that part of the ‘clinical risk paradigm’ might include educating 
people about the benefits to the population of keeping emergency services for emergencies 
which means forgoing what might be the most convenient option for an individual. In our 
‘clinical risk paradigm’ we are not only interested in improving information and systems in NHS 
emergency services. Interventions can be delivered in a range of settings that build patient 
and public capacities to make informed decisions in relation to their primary and emergency 
care.  

 
 

3 THEORETICAL FRAMEWORK 
 
Evidence base on relationship between health literacy and use of primary and 
emergency services 
There is evidence that lower health literacy is related to higher use of primary care including 
contacting a GP (van der Heide et al 2015), frequency of doctor visits (Berens et al 2018), and 
use of out of hours primary care services (Jansen et al 2018).  
 
There is evidence that lower health literacy is associated with higher use of emergency 
services (Berkman et al 2011 (systematic review)) including higher unnecessary use of the 
ambulance service in Japan (Ueki et al 2019), emergency department use for minor or non-
urgent problems in the USA (Schumacher et al 2013, Morrison et al 2014), and emergency 
department return rates (Griffey et al 2015). This relationship is not fully explained by 
educational status. Although health literacy is associated with educational attainment, 29% of 
people attending emergency departments for non-urgent issues were found to have a college 
education and low health literacy (Morrison et al 2014). Higher use of emergency services for 
minor problems by people with lower health literacy may be due to overestimating the severity 
of illness and seeking care sooner (May et al 2018).  
 
A recent British population survey of demand for same day general practice, emergency 
ambulances, and emergency departments for minor health problems identified that people with 
lower health literacy had a higher tendency for contacting general practice and emergency 
ambulances in a multivariable analysis testing a wide range of 50 variables (O’Cathain et al, 
2020).We believe that the relationship between health literacy and demand for emergency and 
primary care is clear and that a systematic review to establish this relationship is not 
necessary.  
 
Evidence base for interventions to reduce use of primary and emergency care for minor 
problems 
Below we describe the evidence base, which consists of no systematic reviews within the 
clinical risk paradigm, but a range of health literacy interventions that merit further review. 
Reviewing this literature is the focus of our study. 
 
Existing reviews 
There are numerous systematic reviews of health literacy interventions (e.g. Berkman et al 
2011, Sheridan et al 2011, Visscher et al 2018) including for enhancing online health literacy 
(Car et al 2011, Jacobs et al 2016). These reviews tend to focus on interventions in the ‘public 
health paradigm’ of health literacy rather than the ‘clinical risk paradigm’ of interest in this 
project, although they sometimes include self-management interventions for chronic conditions 
that reduce emergency department visits (Sheridan et al 2011). A search of PROSPERO 
using the MESH term ‘health literacy’ revealed 92 reviews focused on the prevalence of limited 
health literacy, measurement of health literacy, association of health literacy with specific 
lifestyle behaviours or disease, effectiveness of interventions for self-management of specific 
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chronic conditions, and interventions to improve medication adherence. There was only one 
review that might include interventions to reduce use of primary or emergency care: a review 
of health literacy interventions in low-middle income countries where the effect on emergency 
department visits was included in the list of outcomes. A Cochrane Library title-abstract search 
for ‘health literacy’ identified 12 reviews but only one was relevant; this concluded that there 
were not enough studies to identify effective interventions for enhancing online health literacy 
(Car et al 2011). A search of reviews in Google Scholar identified one relevant review of 
parental health literacy and paediatric emergency department use, where 7/8 studies showed 
that interventions reduced emergency department use (Morrison et al 2013). This review 
considered one specific patient group only.  
 
There is an overlap between health literacy interventions and health information interventions. 
When looking for reviews we also used the term ‘health information’ (MESH term ‘consumer 
health information’) in PROSPERO and Cochrane and identified largely the same set of 
reviews.  
 
Individual studies 
Our simple searches of PROSPERO, and the Cochrane Library for individual studies of health 
literacy interventions to reduce primary and emergency care use identified a range of relevant 
studies. These included  

• RCTs of leaflets to reduce GP attendance for minor ailments, either by the GP handing the 

leaflets out (Sustersic et al 2012) or by posting the leaflets to a general practice population 

(Little et al 2001), 

• the use of educational text messaging to reduce emergency department use amongst 

parents (Ladley et al 2018),  

• a paediatric emergency department-delivered information sheet and teaching session to 

reduce non-urgent help-seeking (Fieldston et al 2013),  

• a community-delivered upper respiratory infection-related educational intervention on 

emergency department visits,  

• mass media interventions on health care utilisation (Grilli et al 2002),  

• a coaching intervention for people with limited health literacy to increase patient activation 

and thereby improve efficient use of emergency departments (Schumacher et al 2017).  

 
Types of health literacy interventions 
Health literacy interventions might include written information, educational workshops, health 
coaching, or digital interventions. Interventions might be delivered in different settings 
including within health services such as emergency or primary care, or outside health services 
in the community, schools or workplaces. They might be delivered at a patient, member of the 
public, patient group (e.g. parent of young children, asthma, carer), community or population 
level (in mass media campaigns). Patient Information Leaflets might focus on navigating the 
health care system or on managing illness (Protheroe et al 2015).   
 
Interventions might be developed in different ways. For example, ‘Ophelia’ is an approach that 
develops health literacy interventions tailored to a specific community (Batterham et al 2014); it 
takes a systematic approach to identifying health literacy strengths and limitations of a 
community, co-creation of health literacy interventions, and implementation and evaluation of 
interventions using quality improvement cycles. The rationale is that this approach is more 
likely to develop effective interventions.   
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Policy initiatives on health literacy in the UK 
National policy in England currently focuses on the ‘public health’ paradigm of improving 
health literacy. NHS England has set up a national collaborative consisting of three partners: 
Health Education England, NHS England and Public Health England. They have set up a 
demonstration health literacy site in the East Midlands to deliver ‘Skilled for Health’ which is a 
national evidence-based health literacy resource. The focus is on management of chronic 
conditions and health improvement, and on improving health literacy awareness amongst 
health practitioners, voluntary sector, and social services. Our proposal complements this 
national initiative. We will work with the NHS England Head of Health Literacy Jonathan Berry 
to ensure our work links with this national initiative (see later).  
 
Focus of the review 
It is important to consider  

• how interventions were developed - health literacy experts believe that interventions may 

fare better if they are tailored to the needs of specific populations by getting the target 

population involved in development (Heijmans et al 2015).  

• the range of types of interventions 

• the content of interventions - some patient information leaflets may not promote health 

literacy because they are aimed at higher skilled patients (Protheroe et al 2015). 

• the effectiveness and cost-effectiveness of any interventions -whether they reduce use of 

primary or emergency services and do so without being too expensive. 

• safety – our PPI group expressed concerns about health literacy interventions potentially 

stopping people attending services with more serious problems. 

• context - effectiveness may depend on the population sub-group being targeted (e.g. people 

with a chronic condition, elderly people, people with learning disabilities, parents of young 

children), the levels of health literacy within different countries, and the availability of 

contextual facilitators for delivery of interventions (e.g. national provision of community 

support).  

• mechanisms of action - interventions may not work as planned. For example, one UK-based 

study to improve health literacy in the community through use of promoting self-care skills in 

the work place and toddler groups resulted in increases in hospital admissions and GP out of 

hours contacts but no change in emergency department use or overall health care use (cited 

in Heijmans et al 2015).  

• Patient/carer and staff views on the feasibility, acceptability, appropriateness and 

meaningfulness of interventions  

 
The review will also need to consider the relevance of the evidence base to the UK.  
Recommendations from the findings of the review can be reported according to the Joanna 
Briggs Institute FAME framework (Jordan et al 2019). This proposes consideration of the 
feasibility (e.g. is there sufficient levels of competency available), appropriateness (e.g. is it 
culturally acceptable) meaningfulness (e.g. is it not associated with negative experiences) and 
effectiveness and cost-effectiveness (e.g. is there a beneficial effect) of evidence to inform 
decision-making.  
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3a. Why this research is needed now 
Demand is increasing at the same time as primary and emergency care face workforce 
challenges. Interventions that can safely prevent contact with GPs, ambulances and 
emergency departments for minor problems could help to take the pressure off these key 
services. We have found no relevant published, ongoing or registered systematic reviews but 
have found a number of relevant studies of health literacy interventions to reduce primary and 
emergency care use that could be synthesised in a systematic review. If we can find a set of 
interventions that have been shown to be effective or cost-effective and safe, and are relevant 
to the UK context, then we can work with national and local policy makers and services 
providers to identify localities willing to implement this evidence and evaluate its impact on 
service use in the real world.  

 

 
4 RESEARCH QUESTION/AIM(S) 

1. To identify the effectiveness, cost-effectiveness and safety of health literacy interventions 
that aim to reduce primary care or emergency services utilisation.  

2. To construct a typology of health literacy interventions relevant to service use reduction that 
will include the range and content of interventions. 

3. To identity the contexts in which different types of interventions are effective. 

4. To identify mechanisms of action of effective interventions. 

5. To describe effective and cost-effective interventions, including how they are developed, 
and literacy levels of information-based interventions. 

6. To identify patient/carer and staff views on the feasibility, acceptability, appropriateness and 
meaningfulness of interventions. 

7. To consider how our UK stakeholders could operationalise the evidence in terms of 
identifying a set of interventions they would find Feasible, Appropriate, Meaningful and 
Effective within their localities.  

 

 

4.1 Objectives 
 

1. To identify the effectiveness, cost-effectiveness and safety of health literacy interventions 
that aim to reduce primary care or emergency services utilisation.  
2. To construct a typology of health literacy interventions relevant to service use reduction that 
will include the range and content of interventions. 
3. To identity the contexts in which different types of interventions are effective. 
4. To identify mechanisms of action of effective interventions. 
5. To describe effective and cost-effective interventions, including how they are developed, 
and literacy levels of information-based interventions. 
6. To identify patient/carer and staff views on the feasibility, acceptability, appropriateness and 
meaningfulness of interventions. 
7. To consider how our UK stakeholders could operationalise the evidence in terms of 
identifying a set of interventions they would find Feasible, Appropriate, Meaningful and 
Effective within their localities.  
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4.2 Outcome 
 
Changes in use of GP, GP Out of hours, ambulance, emergency departments, paediatric 
emergency departments (using a range of international terms for these services) overall or for 
minor health problems. Rate of adverse events, that is, missed serious health problems for 
which people would have otherwise sought care. Patient acceptability and health care 
feasibility and acceptability. 

 
 

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS 
 
A sequential study will be undertaken consisting of a Stakeholder Event to inform the 
systematic review, a Systematic Review to identify the evidence, and a Stakeholder Event to 
consider how to implement the evidence.  
 
Stakeholder Event 1 
At the start of the study we will hold a virtual Stakeholder Event involving patients and public, 
Clinical Commissioning Groups (CCGs), NHS England Emergency and Urgent Care 
representatives, the NHS England Health Literacy lead Jonathan Berry, and representatives of 
general practice, emergency departments and ambulance services. The intention will be to 
elicit stakeholders’ perceptions of key issues that might further shape the review e.g. they may 
offer guidance on key types of interventions to include. The event will be undertaken in Month 
1. We will hold a virtual event because of Covid-19. We will seek to ensure that PPI colleagues 
are fully included in this virtual event.    
 
Systematic Review 
This review will be a multi-component review (Gough et al 2012) of quantitative and qualitative 
research. We will undertake systematic, transparent and reproducible literature searches and 
use standard approaches to screening, data extraction and quality assessment of the included 
evidence. We have registered the review on PROSPERO CRD42020214206. 
 
Searches 
Database literature searches will be undertaken in the following: Ovid MEDLINE, the 
Cochrane Library (via Wiley Interscience), EMBASE (via OVID), CINAHL via EBSCO, 
PsycINFO (via OVID), Web of Science, Sociological Abstracts. We will also search for 
evidence in other sources including Google and web based review databases, such as 
Epistemonikos, PROSPERO and the Joanna Briggs Institute database. We will undertake a 
structured grey literature search which will be reported alongside our standard database 
searches. As this review is a multi-component review, searching will be iterative – following 
our initial searches, there will be supplementary searches to ensure we meet the aims and 
objectives of the review.  
 
Search terms  
The search will be developed by a professional, experienced Information Specialist within the 
Information Resources team in ScHARR. The search will be focused on the intervention 
elements of the standard PICO search approach.  
 
Inclusion criteria: English language, 1990-2020, experimental, quasi-experimental, and non-
experimental designs. 
Population: All.  
Intervention: Interventions with the primary purpose of reducing primary and emergency 
service use for minor health problems by improving health literacy. ‘Minor health problems’ will 
not be used to limit the initial search because researchers may not use this term (or similar 
terms), and may not articulate explicitly a focus on minor health problems. Instead we will 



HEALTH LITERACY INTERVENTIONS/HLI 

16 

Final Version 1.0 October 2020 

 

 

search widely and then screen for interventions to reduce help seeking for minor problems. 
Interventions are likely to focus on trying to reduce use of general practice for problems that 
could be dealt with at a pharmacy or through self-care, ambulance services for ambulatory 
conditions, and emergency departments for non-urgent conditions. There is an overlap 
between a ‘public health’ focus on health literacy and our ‘clinical risk’ focus; interventions to 
improve health literacy for those with chronic conditions will often have outcomes to reduce 
use of emergency care, including hospitalisation. These interventions tend to focus on self-
management to prevent serious exacerbations, hence the interest in hospitalisation. We will 
not include these interventions in our review but accept that our broader search may identify 
this evidence.   
Comparator: We intend to include a range of study designs, not only RCTs. The comparator 
will be usual care when we include RCTs. 
Outcomes: Changes in use of GP, GP Out of hours, ambulance, emergency departments, 
paediatric emergency departments (using a range of international terms for these services) 
overall or for minor health problems. Rate of adverse events, that is, missed serious health 
problems for which people would have otherwise sought care. Patient acceptability and health 
care feasibility and acceptability.  

 
Setting/context: We are interested in interventions that might work in the UK context. We will 
search for evidence without limiting the country/setting, then in the screening process will tag 
included references according to their geographical setting and within the review, then pay 
attention to transferability of evidence to the UK context. We will include interventions that 
operate in a range of settings including within health services, within the community, and at a 
national level.  
 
Screening 
First, two reviewers (LP and the Reviewer) will independently screen all the titles and abstracts 
(where available) retrieved from the searches to determine whether a study meets the pre-
defined inclusion criteria. Each article will be tagged as ‘include,’ ‘exclude’ or ‘unclear’. The full 
texts of all articles classified as ‘include’ or ‘unclear’ will then be retrieved for full review by the 
research team. An audit trail of the search and screening process will be kept and included in 
the final report.  
 
Constructing a typology/taxonomy 
There will be different approaches to/models of improving health literacy. There is no existing 
framework of models that we know about, so prior to data extraction we will read a selection of 
papers and inductively construct a framework for use during data extraction. This may be 
based on mechanisms of action, or the settings in which the intervention is used, or both. This 
framework will evolve during data extraction as we understand more about the range of 
interventions tested. We have used this approach successfully in other reviews (O’Cathain et 
al 2013, O’Cathain et al 2019).  
 
Data extraction  
Two reviewers (LP and the Reviewer) will independently extract each included study using a 
standard form (tested by the research team) that outlines the predetermined items for 
extraction. The data to be extracted will include: country of primary author; country where the 
research was conducted; category within framework; study design; service; context; target 
group; delivery setting; intervention type; basic outcome data; and headline message.  
In addition, for the individual components of this multi-component review, bespoke data will be 
collected: 

• Effectiveness, cost-effectiveness component: Data on the outcomes, costs, and safety of 

interventions. We will document whether general practice focused interventions have also 

measured any effect on emergency departments, to ensure we consider displacement of 

service contacts to higher acuity services.  
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• Contexts component: Although this review is not a realist review, we are interested in 

characteristics of context that contribute to reduction in use of primary and emergency 

services so our extraction form will also include data on this. Contexts will include country, 

health care system, and specific population sub-groups e.g. people who do not have 

English as their first language, people with learning difficulties, people from some ethnic 

groups, people who are unable to read, homeless people.  

• Mechanisms component: We will identify mechanisms of interventions. For example, three 

potential mechanisms are 1. Informing people about services available at a suitable reading 

age, thus improving ability to identify and choose from the range of available services i.e. 

navigating the health care system. Leaflets and websites would address this mechanism. 2. 

Educating people about how to manage a health problem so they can undertake self-care, 

or how to navigate the health care system. This may include the use of leaflets, texts, and 

websites to help people to understand what actions to take to self-care, or reduce anxiety 

levels which in turn reduce the perceived need for contacting a health service or the 

perceived urgency of the problem. would address this mechanism. 3. Empowering people to 

communicate with health professionals or have confidence in their decision-making abilities 

by increasing patient activation, resulting in reduced anxiety etc. Educational workshops or 

health coaching would address this mechanism. 

• Description and development of intervention component: Descriptions of interventions will 

be mapped against the TIDieR framework (Hoffman et al 2014) to articulate intervention 

components. Approaches to development of the intervention will be described. 

• Qualitative component: Patient/carer and staff views on the feasibility, acceptability, 

appropriateness and meaningfulness of interventions. 

 
Risk of bias (quality) assessment 
Given the wide variety of study types that potentially will be included in this review, we will use 
a hybrid approach to risk of bias assessments. For RCTs we will use the Cochrane Risk of 
Bias tool. For non-randomised studies we will use the Newcastle Ottawa tool (case control and 
cohort studies). For any other experimental and non-experimental study designs we will use 
the relevant CASP checklist. Our assessment of risk of bias will not be used to exclude 
evidence from the review, but to assess the overall evidence base and the confidence with 
which we can use the evidence.  
 
Strategy for data synthesis 

• Systematic review of effectiveness and quantitative results on acceptability– data will be 

synthesised narratively and where possible meta analysed. For studies where interventions 

and outcomes are reported in terms of quantitative outcome measures, we will report these 

narratively, including effect sizes. Where the evidence permits, and there is sufficient 

homogeneity between the interventions and outcomes, we will perform a summative 

assessment of the evidence using meta analytic methods (Petticrew et al 2013). We will 

follow methods detailed in the Cochrane Handbook.  

• Cost-effectiveness- It is unlikely that there will be many economic evaluations for synthesis. 

We will follow the ‘brief economic commentary’ rather than the ‘integrated full systematic 

review of economic evidence’ as set out in the Cochrane Handbook. This does not require 

health economic expertise. If it is possible, we will follow methods used by Angus et al 2014 

where we will summarise any directly reported costs associated with interventions as reported 

in the literature and convert them to UK currency for a specific year. Where possible we will 

aggregate this data across intervention types in order to report costs for comparison. We will 

also, where the data permits, narratively synthesise cost-effectiveness and report the 

relationship between cost-effectiveness and context.  



HEALTH LITERACY INTERVENTIONS/HLI 

18 

Final Version 1.0 October 2020 

 

 

• Contexts and mechanisms component – we will identify context characteristics and 

mechanisms separately, and also consider their relationship by identifying context-

mechanism-outcome chains associated with understanding messy complex interventions 

(Shaw et al 2018).   

• Analysis of intervention content – an analysis of the components of interventions will be 

undertaken. We will describe interventions using the TIDieR framework. We will construct a 

typology/taxonomy of interventions as described earlier. We will assess information 

components of interventions using resources such as the NHS digital service manual for 

writing good information. https://beta.nhs.uk/service-manual/content/health-literacy and the 

Health Education England toolkit that aims to help people access, understand, appraise, and 

use information in order to understand the reading age and accessibility of these 

components.  

• Qualitative component – the views of those who the intervention is targeted at, and those who 

deliver interventions, will be analysed using qualitative synthesis methods. These data will be 

extracted into evidence tables. We will analyse these using qualitative thematic analysis and 

synthesis methods (Harden and Thomas, 2008). We will consider the usefulness of 

integrating this qualitative evidence with the findings relating to effectiveness, cost-

effectiveness and intervention content (Noyes et al 2019).  

 
Stakeholder Event 2 
Towards the end of the review we will hold a Stakeholder Event involving patients and public, 
Clinical Commissioning Groups (CCGs), NHS England Emergency and Urgent Care 
representatives, the NHS England Health Literacy lead Jonathan Berry, and representatives of 
general practice, emergency departments and ambulance services. Researchers and PPI 
representatives will co-present the evidence and work with the stakeholders to identify a set of 
interventions they would find Feasible, Appropriate, Meaningful and Effective within their 
localities. The event will be undertaken towards the end of the project (Month 10). It will not be 
held right at the end because stakeholders may identify issues for clarification, and we may 
need to return to our review to address questions arising about the evidence base. 
We will start the event by describing the typology/taxonomy of different types of interventions 
identified in the review, promoting discussion on the feasibility, acceptability and 
meaningfulness of different types of interventions. Then we will present the review findings on 
the interventions with high quality evidence of effectiveness and cost-effectiveness, asking the 
attendees to discuss in detail how feasible the interventions might be for delivery within their 
locality and how acceptable they might be to people with low health literacy in their locality. We 
would hope to identify interventions that could be implemented within England, and identify 
uncertainties that might need to be addressed prior to implementation.  Then we will move on 
to discuss interventions with a poorer evidence base which were identified as attractive from 
the typology discussions earlier in the day, discussing how best to generate future evidence.  

 
 

6 STUDY SETTING 

We are interested in interventions that might work in the UK context. We will search for 
evidence without limiting the country/setting, then in the screening process will tag included 
references according to their geographical setting and within the review, then pay attention to 
transferability of evidence to the UK context. We will include interventions that operate in a 
range of settings including within health services, within the community, and at a national 
level. 

 

 

https://beta.nhs.uk/service-manual/content/health-literacy
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7 SAMPLE AND RECRUITMENT 

7.1 Eligibility Criteria 

 
First, two reviewers (LP and the Reviewer) will independently screen all the titles and abstracts 
(where available) retrieved from the searches to determine whether a study meets the pre-
defined inclusion criteria. Each article will be tagged as ‘include,’ ‘exclude’ or ‘unclear’. The full 
texts of all articles classified as ‘include’ or ‘unclear’ will then be retrieved for full review by the 
research team. An audit trail of the search and screening process will be kept and included in 
the final report.  

 
 

7.1.1 Inclusion criteria 

English language, 1990-2020, experimental, quasi-experimental, and non-experimental designs. 

7.1.2 Exclusion criteria NA 

7.2 Sampling NA 
 

7.2.1 Size of sample NA 
 

7.2.2 Sampling technique NA 
 

7.3 Recruitment NA 
 

7.3.1 Sample identification NA 
7.3.2 Consent NA 

 

8 ETHICAL AND REGULATORY CONSIDERATIONS 

Ethics approval is not required because it is a systematic review. The Stakeholder Events are not 
research; data will not be gathered.   

 
 

8.1 Assessment and management of risk 
None. It is a systematic review. 

 
 

8.2 Research Ethics Committee (REC) and other Regulatory review & reports 
NA 

 

 
8.3 Peer review 

 
               The NIHR HS&DR panel and reviewers independently reviewed the project. 
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8.4 Patient & Public Involvement 
 
Margaret Ogden (a member of the Sheffield Evidence Synthesis Centre PPI group – currently 
under restructure) is a co-applicant and will be part of the project management team, which 
will meet every two months, inputting into ongoing decision-making throughout the study.  
The Evidence Synthesis Centre PPI group in ScHARR is under restructure. We will use 
records of previous participants and our contacts to put together a project specific group with 
diverse members. We will work with the PPI group on the following occasions:  
 

• In the early Stakeholder Event 

• Near the beginning of the project when we are finalising the protocol for the review. The PPI 

group will help with ensuring our Plain English definition of health literacy is appropriate for 

all our needs, focusing the review after an initial search strategy has been applied, and 

prioritising the types of interventions to include (if necessary).  

• When we have preliminary findings, so they can help to guide any further searching or 

synthesis. 

• At the Stakeholder Event at month 10 to consider with other stakeholders how best to 

implement the evidence we have identified. We would support one of the PPI members to 

give a presentation at the Stakeholder Event so that a public/patient perspective is heard.   

• At the end of the study to devise a dissemination strategy, including a Plain English 

summary that explains the findings of the review. They will help to identify the best way of 

communicating findings with diverse groups within the population, including those without 

computers. For example we have links with a number of local community workers and may 

want to disseminate findings through their local and national networks to reach a range of 

audiences. 

• In between meetings. We will keep them up to date with progress on the project in between 

meetings. 

After all meetings we will offer the PPI group feedback about how their contributions were 
acted on.  
 
We will also take our early findings to the Yorkshire and Humber Deep End Public and Patient 
Involvement Panel. This is a panel of 10-15 people living in the most socio-economically 
deprived areas in Sheffield, established by a local GP. This will help us to think about aspects 
of the review specifically relevant to socio-economically deprived communities. We will also 
invite them to the later Stakeholder Event and expect a maximum of five to attend. 
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8.5 Protocol compliance 
 
If we make any significant changes to the protocol we will seek permission from NIHR, who are 
funding the project. 

 
 

8.6 Data protection and patient confidentiality 
 
NA 

8.7 Indemnity 
 
NA 

 
 

8.8 Access to the final study dataset 

 
The included papers will be referenced and summarised in the final report and papers. 

 
 

9 DISSEMINIATION POLICY 

9.1 Dissemination policy 

 

We will publish an NIHR HS&DR report and an open access peer-reviewed journal article so 
others can use this work. 

 

We will present the review at one national conference (Health Services Research UK in July 
2022)  

 

PPI will consider how best to inform the general population about the findings of the review. 
We have asked for funding to help PPI members to do this. 

 

We will ask our stakeholders at our Stakeholder Event how best to inform different parts of the 
NHS. Primary care leads and urgent care leads in CCGs will be important stakeholders for 
dissemination. We will keep the NHS England Health Literacy Lead Jonathan Berry up to date 
with our emerging findings, invite him to our Stakeholder Event, discuss dissemination 
strategies with him to reach key NHS agencies, and see how we can link with current national 
health literacy initiatives. Jonathan Berry has agreed to work with us in this way.  

 
 

9.2 Authorship eligibility guidelines and any intended use of professional writers 
 
All co-applicants will be authors of the final report and any papers. 
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