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ABSTRACT  

Better health intelligence is needed for the common musculoskeletal conditions that cause the 

greatest amount of disability in the United Kingdom (UK). Primary care has a critical role in 

responding to this challenge and electronic health records (EHR) from this setting are increasingly 

recognised as an important driver for public health policy, clinical practice, and research. However 

there is a need to move beyond recorded processes of care to incorporate information on patient 

health-states, experiences and outcomes like the impact on work, function and quality of life.  

We propose to conduct a cross-sectional survey of key patient-reported outcomes and ‘psychosocial 

vital signs’ at baseline of adults aged 35 years and over registered with up to 11 general practices. 

Our focus will be on the most common, disabling musculoskeletal disorders: osteoarthritis, low back 

pain, neck pain, and other regional musculoskeletal pains (shoulder, knee, hip, hand/wrist, 

widespread pain). An internal pilot phase will pilot the survey methods in one-two additional general 

practices. The main survey will then use an adapted “case-cohort” sampling procedure to survey 

9000 patients with a recent general practice consultation for a musculoskeletal condition of interest 

(“musculoskeletal consultation cohorts”), plus a random sample of 9000 adults in the registered 

practice population. Participants will be given the option of completing the survey by pen-and-paper 

or online. 

Cross-sectional analyses will estimate the occurrence, impact, and healthcare outcomes of adults 

with musculoskeletal conditions with particular focus on disability, work participation, and quality of 

life. We will examine the extent of health inequalities in these and in the key social and behavioural 

risk factors that are believed to determine them. 

The findings of this study will be used to inform plans for a national system of musculoskeletal health 

intelligence that is capable of providing timely, sustainable, relevant key data on musculoskeletal 

health, disease, risk, and outcomes for the public, healthcare professionals, and policymakers.  
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BACKGROUND & RATIONALE 

Improvements in managing disabling disorders are failing to keep pace with increases in life 

expectancy leading to an increase in the number of years lived with disability [1]. Musculoskeletal 

conditions are a major contributor to this trend in population health [2,3]. Globally low back pain is 

the leading cause of disability [2] and in the United Kingdom (UK) accounts for substantial health 

care costs [4]. Osteoarthritis is the most common joint condition in adults and the magnitude of the 

effect on years lived with disability in the population has increased as the population age distribution 

and the prevalence of obesity have risen [5,6]. The rate of hip and knee replacement operations has 

also increased markedly in the UK and worldwide and 95% of these are done for osteoarthritis [7,8]. 

The Global Burden of Disease highlighted other musculoskeletal disorders - these include shoulder 

disorders and chronic widespread pain [9] - that also have a substantial impact on the amount of 

people’s lives that are spent in persistent pain, unable to do the things they want to do, and generally 

blighting quality of life. These common musculoskeletal conditions have proven over decades to be 

stubbornly resistant to treatment and represent one of the greatest challenges to population health 

and to healthcare services in the 21st century.  

Despite such overwhelming evidence of the significance of musculoskeletal disorders to 

population health, there is a general lack of systematic, ongoing capture of data – particularly with 

regard to their impact on patients and outcomes of care - to inform public health policy and health 

service development. Maybe due to the lack of resulting hard outcomes such as death or acute life-

threatening events (e.g. acute myocardial infarction or stroke), musculoskeletal health intelligence 

has lagged behind cancer, cardiovascular, child and maternal health, end of life, and mental health; 

all of which have established national health intelligence networks co-ordinated by Public Health 

England. The need for better data on common disabling conditions like back pain and osteoarthritis 

is recognised by the Chief Medical Officer, Public Health England, and Arthritis Research UK [10-

12]. Within the NHS in particular there is a need for this information to evaluate the ‘real world’, 

inequitable provision and outcomes of care, and to identify missed opportunities for improved 

prevention and management. However, existing health indicator frameworks in the UK provide very 

limited detail on musculoskeletal health and outcomes. Public Health England’s Outcome Indicator 

Framework, for example, contains only hip fracture rates as a musculoskeletal-specific indicator [13]. 

The long list of indicators covered in NHS Outcomes relies mostly on Hospital Episode Statistics (in-

patient admissions) and national government-sponsored surveys (e.g. Labour Force Survey, Health 

Survey for England, Annual Population Survey) and fail to cover the vast majority of common 

musculoskeletal disorders. The national GP Patient Survey (GPPS) defines health states by the 

generic EQ-5D and has only crude classification of musculoskeletal disorders (e.g. ‘arthritis or long-

term joint problem’) [14]. The challenge is how to obtain better information from other existing 

sustainable sources of information on musculoskeletal health and outcomes. A compelling case can 

be made for the use of primary care electronic health record (EHR) data, and its linkage to 

patient-reported musculoskeletal-specific health states and outcomes to address these 

information gaps. 

Primary care is where 90% of all NHS contacts take place and where people with common 

musculoskeletal disorders will typically present their problem, receive ongoing management, and 

gain access to specialist care [15]. Gathering musculoskeletal health intelligence in primary care 

offers the genuine prospect of highlighting opportunities for more effective prevention and 

management earlier in the course of these long-term disorders. Examination of such intelligence 

between populations and over time can highlight inequalities and changing behaviours and practices 

that can lead to action. General practice registers also provide a comprehensive sampling framework 
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covering 98% of the population [16], thereby giving the potential to assess musculoskeletal health, 

risk, and disease in those not accessing healthcare. Mass adoption of electronic health records in 

primary care presents a unique and still largely under-utilised source of data for health intelligence, 

documenting patients’ journeys through the health care system. It is logical to explore what this 

ongoing source of data could contribute to sustainable musculoskeletal health intelligence at local, 

regional, and national level. These data, however, are collected primarily for clinical purposes. The 

re-use of such data for health intelligence and research presents key challenges and their 

interrogation and analysis often requires complex methodology [17].  

An important limitation in almost all electronic health record information is lack of critical 

patient-reported information: specifically patient-reported health states (e.g. disability, work loss), 

phenotypic characteristics (e.g. severely disabling pain), and information on social and behavioural 

risk factors (e.g. individual socioeconomic status; health literacy) [18,19]. Disability and quality of life 

are key measures of musculoskeletal health; disability can be prevented and quality of life maintained 

despite the presence of musculoskeletal conditions [20]. Disability-free life expectancy is a 

population health indicator that examines whether gains in life expectancy are years of healthy or 

unhealthy life and is increasingly recognised as a measure of musculoskeletal health [5]. Work is a 

key outcome for working-age adults and although primary care data is improving via recording of fit-

notes, self-reported information on work loss is required to estimate its extent and evaluate the 

capacity for extensions to working life. Patient report can also describe the quality of musculoskeletal 

care in the absence of adequate record-based indicators [21-23]. Surveying primary care consulters 

and the registered practice population and linking these patient-reported data to the electronic health 

record is a previously under explored and efficient and powerful approach to creating richer 

information for the monitoring of musculoskeletal health and care. Establishing this approach would 

move information provision beyond simple diagnostic labels and processes of care to directly 

assessing the impact of musculoskeletal conditions, patient-centred outcomes of healthcare, and the 

multiple determinants of these.  

Future sustainable collection of patient-reported information must look to online survey 

methods as a more efficient mode of data collection than conventional pen-and-paper [24]. Rapidly 

increasing access to Web (86% of UK adults [25]; including 50% of adults aged 55-64 years with 

smartphones [26]) means that internet coverage is becoming less of a concern. However, the 

representativeness of (often low) online survey response and the adaptation of questionnaires for 

mobile phone/tablet completion are still major challenges. Given uncertainty in these areas, an expert 

review from the National Centre for Research Methods currently recommends retaining a mixed-

mode approach in which those unable or unwilling to complete online surveys are offered 

conventional pen-and-paper self-complete alternatives [24]. This mixed-mode approach affords both 

the reassurance of conventional methods but also the opportunity to critically evaluate patterns of 

uptake of the online survey option and the data quality arising from such an approach. Conducting 

such surveys within the registered practice population offers the added, unique advantage of having 

available anonymised primary care electronic health record data on the whole population (including 

non-respondents) enabling a powerful means of evaluating and correcting for response bias. We feel 

that the application and robust evaluation of this approach provides the most appropriate means of 

informing the future transition to a fully online system of obtaining timely, valid patient-reported 

measures from representative samples of patients for musculoskeletal health intelligence. 

  Better health intelligence is needed for the common musculoskeletal conditions that cause 

the greatest amount of disability in the United Kingdom. The use of electronic health record data has 

been described as the ‘next frontier’ in chronic disease surveillance [27]. Primary care electronic 
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health records, with linked patient survey data, provide a powerful, sustainable, but still challenging 

source of information. This proposal from a collaborative research team of experienced researchers, 

drawn from across Arthritis Research UK’s Centres of Excellence and with expertise in the relevant 

areas, builds on a number of the charity’s initiatives and investments: (1) the Musculoskeletal Health 

Questionnaire (MSK-HQ) [28] whose development has been supported by Arthritis Research UK 

and is now being promoted by NHS England as its standard patient-reported outcome measure - we 

will include this as a core measure in our linked patients survey and (2) Arthritis Research UK 

Indicators Advisory Group.  

 

 

AIMS AND PURPOSE  

The aim of this study is to provide a detailed description of musculoskeletal health (including MSK-

HQ scores, healthy work life expectancy, disability), key comorbidity (e.g. cardiovascular risk and 

mental health)  and care among consulters and the general population within one geographical area 

by linking a musculoskeletal-focused patient survey to local, high-quality, primary care EHR data 

using robust epidemiological approaches 

The purpose is to contribute to a system of musculoskeletal health intelligence in the UK population 

that provides useful, timely, sustainable, trustworthy evidence for policymakers, practitioners, and 

the public    

 

 

PLAN OF INVESTIGATION 

 

Overview 

We propose to conduct a cross-sectional survey of key patient-reported outcomes and ‘psychosocial 

vital signs’ at baseline of adults aged 35 years and over registered with up to 11 practices belonging 

to North Staffordshire CCG and Stoke-on-Trent CCG and who have contributed to the Consultations 

in Primary Care Archive (CiPCA) since 2000. Our focus will be on the most common, disabling 

musculoskeletal disorders: osteoarthritis, low back pain, neck pain, and other regional 

musculoskeletal pains (shoulder, knee, hip, hand/wrist, widespread pain). The survey will use an 

adapted “case-cohort” sampling procedure to survey patients with a recent general practice 

consultation for a musculoskeletal condition of interest (“musculoskeletal consultation cohorts”), plus 

a random sample of the registered practice population. 

The Consultations in Primary Care Archive (CiPCA) is an electronic health record database 

containing anonymised routinely recorded, regularly audited, high-quality information including 

reasons or consultation prescriptions, sickness certification, referrals, investigations and 

neighbourhood deprivation from 12 general practices in Staffordshire Moorlands, Stoke-on-Trent, 

and Newcastle-under-Lyme dating back to the year 2000, with an annual registered population of 

over 100,000. Existing ethical approval allows us to download the anonymised medical record 

information from these general practices for research use. 30 peer-reviewed publications have used 

the CiPCA database. 
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Project timeline 

0-5 months (Jan-May 2017): Appoint members to Project Steering Committee; PPIE to finalise 

study survey and documentation; Development and testing of Web-based survey platform; Design 

and test mailing and data entry databases; HRA approvals; Internal pilot   

6-12 months (Jun-Dec 2017): HRA approvals (main survey – if applicable); Main survey; Data entry, 

cleaning, linkage to medical records and previous survey results 

13-36 months (Jan 2018-Dec 2019): Data Analysis and dissemination   

 

1.1. Materials and methods 

The project proposal involves a cross-sectional survey with linkage (with patient consent) to the high-

quality primary care electronic health records from practices that contribute to CiPCA. 

Design:  

Cross-sectional survey (pen-and-paper and online data collection) with responses linked (with 

consent) to primary care EHR.  

Participants: 

The survey will use an adapted “case-cohort” sampling procedure to survey patients with a recent 

general practice consultation for a musculoskeletal condition of interest (“musculoskeletal 

consultation cohorts”), plus a random sample of the registered practice population. 

Musculoskeletal consultation cohorts: We will invite to participate all adults on the sampling frame 

with a recorded consultation in the previous twelve months in their primary care records for 

osteoarthritis (OA) or a musculoskeletal problem in one of the following body regions: low back, neck, 

shoulder, knee, hip, hand / wrist. Definitions derived through consensus in previous studies at Keele 

will be used to identify adults consulting for these musculoskeletal conditions. The definitions are 

based on Read codes which are used to record morbidity within the CiPCA practices. Adults can be 

eligible for more than one musculoskeletal cohort. Although not specifically sampled, we will also, 

for analysis, identify within these musculoskeletal cohorts those who fulfil the definition of 

consultation-based chronic widespread pain, developed and tested within the Keele Primary Care 

Centre, which is based on regular consultation for musculoskeletal conditions in different body 

regions over a 5 year period.  

Random sample of registered population: Common musculoskeletal disorders are not like cancer or 

acute myocardial infarction in that a substantial number of people suffer without accessing formal 

healthcare services and the performance of primary healthcare services should be evaluated in 

terms of its provision to the population as a whole. This includes, for example, issues of poor access 

and disillusionment with care from those non-consulters with severe musculoskeletal problems which 

we have previously documented.  An efficient approach to sampling such individuals and also 

obtaining a fair comparison for understanding the health of musculoskeletal consulters relative to the 

population is to randomly sample one sub-cohort from the entire sampling frame. This sub-cohort 

will, therefore, be representative of all adults fulfilling the age and registration criteria at the practices 

and will include members of the musculoskeletal cohorts defined above. This sub-cohort will act as 

the comparison group for all of the musculoskeletal cohorts. The sub-cohort sample will be of equal 

size to the total number in the seven musculoskeletal cohorts.  
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Eligibility criteria: 

Inclusion criteria:  

● Adults aged 35 years and over  

● Recorded general practice consultation for osteoarthritis or regional musculoskeletal pain 

complaint (low back pain, neck pain, shoulder, knee, hip, hand / wrist) in the previous twelve 

months OR currently registered with the practice  

● Continuously registered at the practice for a minimum of 10 years prior to survey  

Exclusion criteria: 

● Known inflammatory disease, spondyloarthropathy, crystal arthropathy (musculoskeletal 

consultation cohorts only) 

● Judged on GP screen to be unsuitable for survey due to severe illness, severe learning 

difficulties, recent diagnosis of terminal illness, major psychological disorder 

● Previously stated they do not wish their medical record data to be used for research 

● Unable to read/understand English 

 

Notification of general practices:  

Each of the general practices will be invited to participate in writing, via email and/or practice visits. 

Each participating practice will be sent a letter summarising the project together with a practice pack 

containing a copy of the study protocol, letters of approval, and study documentation. GP practice 

consent to participate will be formalised through HRA standard agreements. 

 

Survey design and administration:  

We will adopt a number of strategies in the design stage suggested to help minimise the threats to 

validity of the general national trend in declining response rates and selective nonresponse: (i) 

involve patients and members of the public from our Research Users Group (RUG) in finalising the 

survey and study documentation; (ii) undertake pre- and pilot testing; (iii) offer the option of both 

paper and web-based survey completion; (iv) offer a telephone number for questions about the 

survey. 

 

Pre-testing and piloting:  

We will pre-test the survey, study documentation, and online platform with members of our Research 

Users Group.  

To ensure that the procedures for the survey operate as planned we will conduct a full internal pilot 

(i.e. following all study procedures and we will expect to incorporate the data from respondents with 

those obtained from the main survey) in 1-2 practices (full details below). Any necessary 

amendments prior to the main study will be made and the Research Ethics Committee and HRA will 

be notified.    
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Data collection: 

The survey will be completed using pen-and-paper, with the option of completing the survey online 

at the second stage, hosted on a dedicated website on Keele University’s secure server and 

accessed by participants using a unique login and password provided in the invitation letter.  

For the survey, we will use a three-stage mailing procedure: 

- Stage 1: Patients will be sent a Study Pack including a Survey and Participant Information Sheet 

together with an Invitation Letter from their General Practice inviting them to take part in the study 

and a prepaid envelope to return the survey.   All patients will be given the contact telephone 

number of a researcher working on the project who will give any other information about the 

project if needed. Potential participants will be identified by a Read code search of the GP clinical 

system which will be performed in the GP Practice(s) by members of the GP practice(s) or 

members of the research team (NIHR CRN West Midlands staff) who hold NHS England 

honorary research contracts. The mailout for this survey will be performed by Docmail. Data from 

the clinical system search will be emailed from the GP Practice to Docmail via NHS.net to 

NHS.net mail to facilitate this mailout.  Docmail is a standards-compliant hybrid mail service, 

providing document management and ISO 27001 secure mailings.  

 

- Stage 2: Non-responders at 2 weeks will be sent a repeat study pack, as in stage 1. In addition 

participants will be given the option of completing their survey either using pen and paper or 

online. The Invitation Letter will include information on how to complete the Survey online (i.e. 

the website address and a unique login ID and password).  

 

- Stage 3: Non-responders at 4 weeks will be sent a Study Pack as in stage 1 which will include a 

Minimum Data Collection survey in place of the full survey. Participants will be asked to complete 

the survey using pen and paper and return in the prepaid envelope. 

Non responders after 6 weeks will be assumed to have declined participation and will not be 

contacted again. Patients who indicate they do not wish to take part in the study in the initial 

recruitment stage will have this recorded in the database and will not receive any follow-up mailings. 

Return of completed surveys will be taken as implicit consent for the use of the survey data they 

provide. In addition, participants who complete the survey will be asked to provide informed consent 

for (i) linkage of their responses to their medical record; (ii) linkage of their responses to responses 

they provided in previous surveys (see “Linkage to prior survey responses” below). Those who 

complete the survey using the paper survey can provide written consent (i.e. by signing and entering 

their name and address on a detachable consent form on the final page of survey). Those who 

complete the survey online can provide consent by indicating their willingness by ticking a “yes” box 

for each request. Each participant’s unique login ID and password will be randomly generated and 

will include upper and lower case letters and numbers to prevent unauthorised consent. If a 

participant attempts to log in 10 times without success, they will be locked out to prevent 

unauthorised access. The participant will then be asked to complete the survey on paper.  

 

Survey content: 

The content of the survey will include measures and items that have previously undergone extensive 

testing, validation, and application and, where possible, offer opportunities for internal or external 

comparison (e.g. with data from NHS Health Checks, NICE QOF indicators, GP Patient Survey, 

Health Survey for England). The content of the survey will contain validated measures:  
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 15-item Arthritis Research UK MSK-HQ [28]  

 General health status (EQ-5D) [29], and subjective health states - pain frequency and intensity 

[30], sleep quality [31], physical function/limitation [32], anxiety and depression [33], social 

participation [34] 

 Work loss, productivity and satisfaction [35]  

   Core demographic, psychosocial and behavioural factors: age, gender, employment status, 

marital status, educational attainment, occupational class, perceived adequacy of income, area-

level deprivation score from postcode [36], tobacco and alcohol use, physical activity, height and 

weight, caregiving duties, resilience [37]   

 Brief measure of health literacy [38]; items required for calculating cardiovascular risk scores 

[39, 40], and to identify use of over the counter medication and health care for pain  

 

The Minimum Data Collection survey will include; 

 15-item Arthritis Research UK MSK-HQ [28], EQ-5D [29], 2 items on pain intensity [30] and 3 

demographic items (age, gender and employment status). 

 

 

1.2. Data entry, cleaning, storage 

Data entry. Each participant will have a unique study ID. The paper version of the survey will be 

designed in TeleForm which will allow data to be scanned into a database specifically designed for 

this study. Prior to data entry, this database will be tested using a set of dummy data. Logging of 

response and consent in the study database will be performed by the Study Administrator. Data from 

participants completing their survey online will be entered directly into the database by the 

participant. Personal data received on the consent form will be held separately from the data entry 

databases. The data is to be housed with the Keele Clinical Trials Unit (CTU) secure virtual network, 

which requires two factor authentication in order to access it.  The network also holds a level 1 in the 

government backed scheme, Cyber Essentials. Roles and permissions within the database prevent 

unauthorised user access. Prior to data cleaning, the TeleForm data will be held on a Keele 

University server with controlled access. All databases will conform to current data protection laws.  

Data cleaning. All scanned data, from the paper version of the survey, is machine read within the 

TeleForm software and any anomalies detected by the software require real-time manual verification. 

Following this first stage of data cleaning, data from the paper and online surveys will be 

amalgamated. All verified data is then cleaned, under the supervision of the study statistician. 

Data storage. Surveys completed by pen-and-paper will be pseudonymously stored by the Research 

Institute for Primary Care and Health Sciences for a minimum of 5 years in line with Keele CTU 

standard operating procedures. Data from surveys completed online will to be housed with the Keele 

Clinical Trials Unit (CTU) secure virtual network. Completed consent forms will be securely stored 

separate to research data. 

 

Linkages to primary care EHR and prior survey responses: 

For respondents consenting to linkage, we will link survey information to their primary care medical 

records within a standalone study database, using a unique study ID as the identifier. Records will 
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initially be collated from date of first registration or year 2000 (whichever is earliest) to one year after 

survey response. Full general practice medical records of consenting participants will be accessed 

and securely downloaded to obtain information on consultations, prescriptions and associated 

aspects in the medical record, for the duration of the study requirements. CiPCA will remain a 

separate, anonymised medical record only database for the entire practice populations and will not 

contain study ID, self-reported information or any indicator of response to survey. In this way we can 

compare responders to the survey to the total practice populations to assess generalisability without 

concern of identifying non-responders or non-consenters in CiPCA. We will adapt other publicly 

accessible code lists or use similar GP consensus approaches to identifying morbidities from the 

medical records for which we do not have code lists. Similar approaches will be used to identify other 

information from the records (e.g. prescriptions and sickness certification). 

In 2001-2003, CiPCA practices participated in two surveys of their registered adult population aged 

≥50 years containing key measures shared with the current survey. Respondents to the current 

survey will be asked for their consent to link their responses to earlier surveys, enabling potential for 

evaluation of long-term changes in health and its relationship to care received during this time.  

If a participant withdraws consent for linkage, then no further information will be gathered. However, 
data gathered up to the point of withdrawal will be included in the study analyses, unless the 
participant explicitly states that they do not wish this to happen.  
  
Patient and Public Involvement and Engagement (PPIE): 

PPIE occurs in this application at all levels, from design (Research Users Group), through to delivery 

and dissemination, helping to ensure the relevance of the study to patients, researchers, health 

service planners and practitioners. Our experienced primary care Research Users Group (RUG), 

formed in 2006, has 75 RUG members in over 67 projects in all stages of research and covering a 

wide range of musculoskeletal conditions. Our Arthritis Research UK Primary Care Centre-of-

Excellence grants provide funding to underpin infrastructure costs of our PPIE activity in research. 

RUG members are supported by a PPI Coordinator and Support Worker.  

Our RUG has had a significant effect on increasing the impact of our research output in a way that 

supports rapid translation and implementation. The Research Institute is committed to involving 

patients and the public in its research, using the INVOLVE framework as the starting point for how 

we structure and implement PPIE. For this proposed body of research we have actively listened to 

users’ experiences of primary health care for musculoskeletal problems through qualitative 

interviews in previous studies and RUG meetings. We have convened two dedicated workshops with 

RUG members - including patients with osteoarthritis and spinal pain - to identify their perspectives 

on the use of linked anonymised data for this research. The participants felt use of health care data 

without explicit consent was justified conditional on adequate anonymisation, confidentiality and data 

security procedures being in place. They also strongly felt that publishing accurate information on 

trends and variation in musculoskeletal disorders, their management and outcome would have 

tangible patient benefit. Use of this information would be maximised by engaging those who could 

act on the information. These comments and suggestions have fed directly into the proposed project. 

Dr Steven Blackburn, research associate and operational manager of patient and public involvement 

and engagement in Keele CTU, and Stephen Dent, a RUG member who has ankylosing spondylitis 

and osteoarthritis, are co-investigators and have been instrumental in developing this project. We 

will organise regular workshops with our RUG, facilitated by co-applicants Blackburn and Dent, to 

discuss study objectives, recruitment and data collection procedures, and ask for active involvement 

in the design of study materials (e.g. surveys, letters to participants, consent forms). Additional RUG 
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members will also be involved in the management of the research (through membership of the 

Steering Group) to ensure that the priorities for patients are addressed. 

 

Planned recruitment rate and sample size calculation (based on up to 11 practices): 

Our sample size estimates are based on analysis of our CiPCA database and our previous estimates 

of consultation prevalence for musculoskeletal conditions. Analysis of CiPCA suggests that 73% of 

adults aged 35 and over will have complete registration for 10 years and that 24% of people in the 

musculoskeletal cohorts will be in more than one of these cohorts. The estimated number to be 

surveyed is 14,600. This will encompass 8,200 people in one or more of the musculoskeletal cohorts 

and 8,200 people in the randomly selected sub-cohort (of which 1,800 will also be in a 

musculoskeletal cohort). Assuming 40% response and consent to record review, 3,300 people in 

total from the musculoskeletal cohorts will respond, as will 3,300 in the sub-cohort. With respect to 

each of the musculoskeletal cohorts, and based on a 40% response rate for each, the anticipated 

numbers of respondents are: OA (n=560), low back pain/disorders (n=1100), neck pain/disorders 

(n=440), shoulder pain/disorders (n=530), knee pain/disorders (n=820), hip pain/disorders (n=310), 

hand/wrist pain/disorders (n=480). Based on previous estimates we anticipate around 640 people 

fulfilling our definition of consultation-based chronic widespread pain will be included in the 

responders.  

 

The sample size is based on the total eligible population within the practices. However, as a guide, 

based on an estimated prevalence of a health indicator such as poor sleep quality of 50%, the size 

of the smallest responder group (hip pain, n=310) will give a margin of error of 6% in the observed 

prevalence (this level of error will be smaller for a higher or lower prevalence), or detect an odds ratio 

of 1.4 (significance level 5%, power 80%) in comparison to the larger random sub-cohort. 

 

Analysis: 

Analyses of the self-reported patient measures linked to health care data will use the standalone 

study database. Robust variance estimators or generalised linear mixed models will be used in all 

multivariable analyses to account for clustering of patients within practices. 

Response rates and sample disposition will be reported in accordance with recommended standards. 

Selective non-response (based on age, gender and deprivation score) will be evaluated and adjusted 

for using established approaches and techniques applied in our previous studies. 

We will determine population profiles of pain intensity, disability (extent of limitation and disability 

free life expectancy), anxiety, depression, sleep quality and work participation among respondents 

within each musculoskeletal cohort (including those fulfilling the chronic widespread pain definition), 

and the random subcohort, using summary measures (for example, percentage, mean (SD)). 

Weighting will be used to take into account any selective non-response by age, gender, and practice. 

Multiple imputation will be used if there is missing data in respondents on the health profile indicators. 

We will compare the health profiles between the different musculoskeletal cohorts, and to the random 

subcohort, using logistic, linear, or negative binomial regression models as appropriate, adjusting for 

age and gender.   

Healthy Work Life Expectancy (HWLE) is a population health indicator that indicates the average 

number of years that people within a particular sample can remain healthy and in work. HWLE will 

be calculated by combining data on health and employment status to provide an estimate of the 
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number of years, between the ages of 40 to 70 years, that an individual can be working and healthy. 

Regression modelling will be used to identify the association between decreasing years in health 

and work and socio-demographic, workplace, health and healthcare factors. 

Within the musculoskeletal cohorts, we will determine inequalities in these health profiles by levels 

of health literacy, individual and neighbourhood measures of deprivation and occupational class, 

adjusting for age, gender, and recorded health care use and management (time since last 

consultation, time since first recorded diagnosis, frequency of musculoskeletal consultation and 

recorded pharmacological and non-pharmacological management in the last 12 months), again using 

appropriate regression models.  As our musculoskeletal cohorts will all have consulted within the 

preceding 12 months (plus time to response), we will use the same models to derive an estimate of 

the impact of primary care consultation by comparing levels of symptom severity and disability by 

time since last consultation in the musculoskeletal cohorts.  

We will assess differences between responders who used the online survey to those who used pen 

and paper on socio-demographic characteristics, pain intensity and disability, and health care use. 

We will also compare prevalence of health care use and management of respondents, stratified by 

mode of response, to patients fulfilling the same inclusion and exclusion criteria within the 

anonymised CiPCA database in order to assess generalisability of our respondents, given that the 

CiPCA registered population represents the whole population from which the respondents are drawn. 

 

Pilot study 

The pilot study will be conducted to assess the potential response rate and to test the practical 

aspects of administering the survey, such as the availability and organisation of resources, sample 

preparation (acquisition of sample names), mailing preparation (Docmail), logging of returned 

surveys and data processing.  

The practical administration of the survey will follow that described in section 1.1.  

Sample: The survey will be sent to all registered adults aged 25 years and over, drawn from the age-

sex register of two general practices. Once the sample is drawn, GPs from the practice will screen 

mailing lists for patients who meet exclusion criteria (i.e. an inability to complete the survey due to 

an inability to read/ understand English, have learning difficulties or psychological disorders, severe 

or terminal illness or have previously expressed a wish not to participate in any research projects 

involving their general practice). 

Analysis: Overall response rate and completion rates for individual instruments and items will be 

calculated as proportions (%) and using American Association of Public Opinion Research standard 

definitions [41]. 

 

ETHICAL CONSIDERATIONS 

The survey questions do not cover sensitive topics and we do not anticipate any distress arising from 

completion of the survey.  

Participants' personal data will only be accessible by authorised members of the research team 

during data collection phase of the trial. Personal data will only be received by the research team 

following consent by the study participant and will be held separately to research data. All trial 

databases and participant information are housed in the CTU Secure Network, which is a secure 

virtual network requiring Two Factor Authentication in order to access the data stored within there. 
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Roles and permissions are applied to users within the network as well as within an application to 

restrict what data a user can access and operations they can perform. The CTU Secure Network 

has been independently audited and achieved level one of the Government backed Cyber 

Essentials Scheme. Once data collection has been completed, all data will be maintained in such a 

form that they cannot be linked with identifiable participants and will be anonymised in the reports 

and for archival deposit.  

  

There are secure physical storage arrangements for the hard copy at the Keele CTU within 

lockable filing cabinets. Completed consent forms will be securely stored separate to research 

data. In addition any hard copy research data that has been printed for checking will be destroyed 

by shredding. Surveys completed by pen-and-paper will be stored without names and addresses 

for at least 5 years in accordance with Keele CTU standard operating procedures. 

 

Response rates to population surveys have been declining over time. We have included several 

evidence-based strategies to improve response rates to postal and electronic surveys [42]: keeping 

the questionnaire as brief as possible (and adding a much-shortened version for Minimum Data 

Collection); highlighting University involvement; personalising cover letters; using posters in the 

practice to pre-notify the registered population of the imminent mailout; providing an update on 

response through study website; removing the word ‘survey’ from the title; posting results from the 

survey as soon as these are available. In addition we have included a conditional non-monetary 

incentive indicating that we will donate £200 to a local charity (Alice Charity: registered charity no. 

1148385) for every 1000 surveys returned. 

 

PROJECT OVERSIGHT  

We will convene a Project Steering Committee and invite lay representation and senior 

representatives of relevant stakeholders. 

 

DISSEMINATION AND IMPACT 

Our success in disseminating research findings and achieving impact is underpinned by a systematic 

approach to developing research that can make a real difference to patients, healthcare providers 

and policy makers, coupled with a strategic approach to securing collaborations and partnerships 

which can support rapid roll-out and translation of the research findings. Dissemination is supported 

by the Primary Care Consortium Board where outputs of high quality research are disseminated to 

key stakeholders. The applicants, with PPIE involvement, will produce short reports on progress for 

Midlands Medicine.  At a local level, we will produce regular updates via Clinical Commissioning 

Groups’ (CCGs) newsletters, and through update meetings with R&D leads to influence local quality 

improvement and provide support for identifying outputs most relevant to the health needs of the 

local community. Educational slide sets will be prepared and be available for the Royal Colleges, 

professional bodies and medical charities. Additional knowledge mobilisation activities will be 

undertaken within the Research Institute's Impact Strategy in order to facilitate uptake by local 

services. We will seek advice from our PPIE groups to inform the dissemination plan to the public. 

In addition to posters reporting summary findings in participating practices we will host annual public 

dissemination events at Keele. Findings will be periodically posted on our study website and through 

social media using our established organisational Twitter account and blog. 



16 
PRELIM Study Protocol v4.1 28Nov2017 

 

 

REFERENCES  
 
1. Global Burden of Disease Study 2013 Collaborators. Global, regional, and national incidence, prevalence, 
and years lived with disability for 301 acute and chronic diseases and injuries in 188 countries, 1990-2013: a 
systematic analysis for the Global Burden of Disease Study 2013. Lancet 2015;386(9995):743-800.  
 
2. Vos T, Flaxman AD, Naghavi M, Lozano R, Michaud C, Ezzati M, Shibuya K, Salomon JA, Abdalla S, Aboyans 
V, Abraham J, Ackerman I, Aggarwal R, Ahn SY, Ali MK, Alvarado M, Anderson HR, Anderson LM, Andrews KG, 
Atkinson C, Baddour LM, Bahalim AN, Barker-Collo S, Barrero LH, Bartels DH, Basáñez MG, Baxter A, Bell ML, 
Benjamin EJ, Bennett D, Bernabé E, Bhalla K, Bhandari B, Bikbov B, Bin Abdulhak A, Birbeck G, Black JA, 
Blencowe H, Blore JD, Blyth F, Bolliger I, Bonaventure A, Boufous S, Bourne R, Boussinesq M, Braithwaite T, 
Brayne C, Bridgett L, Brooker S, Brooks P, Brugha TS, Bryan-Hancock C, Bucello C, Buchbinder R, Buckle G, 
Budke CM, Burch M, Burney P, Burstein R, Calabria B, Campbell B, Canter CE, Carabin H, Carapetis J, Carmona 
L, Cella C, Charlson F, Chen H, Cheng AT, Chou D, Chugh SS, Coffeng LE, Colan SD, Colquhoun S, Colson KE, 
Condon J, Connor MD, Cooper LT, Corriere M, Cortinovis M, de Vaccaro KC, Couser W, Cowie BC, Criqui MH, 
Cross M, Dabhadkar KC, Dahiya M, Dahodwala N, Damsere-Derry J, Danaei G, Davis A, De Leo D, Degenhardt 
L, Dellavalle R, Delossantos A, Denenberg J, Derrett S, Des Jarlais DC, Dharmaratne SD, Dherani M, Diaz-Torne 
C, Dolk H, Dorsey ER, Driscoll T, Duber H, Ebel B, Edmond K, Elbaz A, Ali SE, Erskine H, Erwin PJ, Espindola P, 
Ewoigbokhan SE, Farzadfar F, Feigin V, Felson DT, Ferrari A, Ferri CP, Fèvre EM, Finucane MM, Flaxman S, 
Flood L, Foreman K, Forouzanfar MH, Fowkes FG, Franklin R, Fransen M, Freeman MK, Gabbe BJ, Gabriel SE, 
Gakidou E, Ganatra HA, Garcia B, Gaspari F, Gillum RF, Gmel G, Gosselin R, Grainger R, Groeger J, Guillemin 
F, Gunnell D, Gupta R, Haagsma J, Hagan H, Halasa YA, Hall W, Haring D, Haro JM, Harrison JE, Havmoeller R, 
Hay RJ, Higashi H, Hill C, Hoen B, Hoffman H, Hotez PJ, Hoy D, Huang JJ, Ibeanusi SE, Jacobsen KH, James SL, 
Jarvis D, Jasrasaria R, Jayaraman S, Johns N, Jonas JB, Karthikeyan G, Kassebaum N, Kawakami N, Keren A, 
Khoo JP, King CH, Knowlton LM, Kobusingye O, Koranteng A, Krishnamurthi R, Lalloo R, Laslett LL, Lathlean T, 
Leasher JL, Lee YY, Leigh J, Lim SS, Limb E, Lin JK, Lipnick M, Lipshultz SE, Liu W, Loane M, Ohno SL, Lyons R, 
Ma J, Mabweijano J, MacIntyre MF, Malekzadeh R, Mallinger L, Manivannan S, Marcenes W, March L, 
Margolis DJ, Marks GB, Marks R, Matsumori A, Matzopoulos R, Mayosi BM, McAnulty JH, McDermott MM, 
McGill N, McGrath J, Medina-Mora ME, Meltzer M, Mensah GA, Merriman TR, Meyer AC, Miglioli V, Miller 
M, Miller TR, Mitchell PB, Mocumbi AO, Moffitt TE, Mokdad AA, Monasta L, Montico M, Moradi-Lakeh M, 
Moran A, Morawska L, Mori R, Murdoch ME, Mwaniki MK, Naidoo K, Nair MN, Naldi L, Narayan KM, Nelson 
PK, Nelson RG, Nevitt MC, Newton CR, Nolte S, Norman P, Norman R, O'Donnell M, O'Hanlon S, Olives C, 
Omer SB, Ortblad K, Osborne R, Ozgediz D, Page A, Pahari B, Pandian JD, Rivero AP, Patten SB, Pearce N, 
Padilla RP, Perez-Ruiz F, Perico N, Pesudovs K, Phillips D, Phillips MR, Pierce K, Pion S, Polanczyk GV, Polinder 
S, Pope CA 3rd, Popova S, Porrini E, Pourmalek F, Prince M, Pullan RL, Ramaiah KD, Ranganathan D, Razavi H, 
Regan M, Rehm JT, Rein DB, Remuzzi G, Richardson K, Rivara FP, Roberts T, Robinson C, De Leòn FR, Ronfani 
L, Room R, Rosenfeld LC, Rushton L, Sacco RL, Saha S, Sampson U, Sanchez-Riera L, Sanman E, Schwebel DC, 
Scott JG, Segui-Gomez M, Shahraz S, Shepard DS, Shin H, Shivakoti R, Singh D, Singh GM, Singh JA, Singleton 
J, Sleet DA, Sliwa K, Smith E, Smith JL, Stapelberg NJ, Steer A, Steiner T, Stolk WA, Stovner LJ, Sudfeld C, Syed 
S, Tamburlini G, Tavakkoli M, Taylor HR, Taylor JA, Taylor WJ, Thomas B, Thomson WM, Thurston GD, Tleyjeh 
IM, Tonelli M, Towbin JA, Truelsen T, Tsilimbaris MK, Ubeda C, Undurraga EA, van der Werf MJ, van Os J, 
Vavilala MS, Venketasubramanian N, Wang M, Wang W, Watt K, Weatherall DJ, Weinstock MA, Weintraub R, 
Weisskopf MG, Weissman MM, White RA, Whiteford H, Wiersma ST, Wilkinson JD, Williams HC, Williams SR, 
Witt E, Wolfe F, Woolf AD, Wulf S, Yeh PH, Zaidi AK, Zheng ZJ, Zonies D, Lopez AD, Murray CJ, AlMazroa MA, 
Memish ZA. Years lived with disability (YLDs) for 1160 sequelae of 289 diseases and injuries 1990-2010: a 
systematic analysis for the Global Burden of Disease Study 2010. Lancet 2012;380(9859):2163-96.  
  
3. Murray CJ, Richards MA, Newton JN, Fenton KA, Anderson HR, Atkinson C, Bennett D, Bernabé E, Blencowe 
H, Bourne R, Braithwaite T, Brayne C, Bruce NG, Brugha TS, Burney P, Dherani M, Dolk H, Edmond K, Ezzati 
M, Flaxman AD, Fleming TD, reedman G, Gunnell D, Hay RJ, Hutchings SJ, Ohno SL, Lozano R, Lyons RA, 



17 
PRELIM Study Protocol v4.1 28Nov2017 

 

Marcenes W, Naghavi M, Newton CR, Pearce N, Pope D, Rushton L, Salomon JA, Shibuya K, Vos T, Wang H, 
Williams HC, Woolf AD, Lopez AD, Davis A. UK health performance: findings of the Global Burden of Disease 
Study 2010. Lancet 2013;381(9871):997-1020. 
 
4. Maniadakis N, Gray A. The economic burden of back pain in the UK. Pain 2000;84(1):95-103. 
 
5. Murray CJ, Vos T, Lozano R, Naghavi M, Flaxman AD, Michaud C. Disability-adjusted life years (DALYs) for 
291 diseases and injuries in 21 regions, 1990-2010: a systematic analysis for the Global Burden of Disease 
Study 2010. Lancet 2012;380(9859):2197-223.  
 
6. Mody GM, Brooks PM. Improving musculoskeletal health: global issues. Best Practice and Research: Clinical 
Rheumatology 2012;26(2):237-49. 
 
7. Culliford D, Maskell J, Judge A, Cooper C, Prieto-Alhambra D, Arden NK; COASt Study Group. Future 
projections of total hip and knee arthroplasty in the UK: results from the UK Clinical Practice Research 
Datalink. Osteoarthritis and Cartilage 2015;23(4):594-600. 
 
8. Pabinger C, Geissler A. Utilization rates of hip arthroplasty in OECD countries. Osteoarthritis and Cartilage 
2014;22(6):734-41. 
 
9. Smith E, Hoy DG, Cross M, Vos T, Naghavi M, Buchbinder R, Woolf AD, March L. The global burden of other 
musculoskeletal disorders: estimates from the Global Burden of Disease 2010 study. Annals of the Rheumatic 
Diseases 2014;73(8):1462-9. 
 
10. Davies SC. Annual report of the Chief Medical Officer, Volume One, 2011, On the state of Public health. 
Department of Health: London 2012. 
 
11. Public Health England 2013. Knowledge Strategy: Harnessing the power of information to improve the 
public’s health. 
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/248820/PHE_Knowledge
_strategy_October_2013.pdf (Accessed 16th January 2016).   
 
12. Arthritis Research UK 2014.  http://www.arthritisresearchuk.org/policy-and-public-affairs/public-
health.aspx (Accessed 16th January 2016).  
 
13. Public Health England  2016 
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/496417/Table_of_PHOF_
updates_February_2016.pdf  (Accessed 15th February 2016). 
 
14. Ipsos Mori Social Research Institute. General Practice Patient Survey. https://gp-
patient.co.uk/how_to/survey-info (Accessed 16th January 2016). 
 
15. Health and social care information centre. http://www.hscic.gov.uk/primary-care. (Accessed 18th 
January 2016). 
 
16. Lis Y, Mann RD. The VAMP Research multi-purpose database in the UK. Journal of Clinical Epidemiology 
1995;48(3):431-43. 
 
17. Gavrielov-Yusim N, Friger M. Use of administrative medical databases in population-based research. 
Journal of Epidemiology and Community Health 2014;68(3):283-7. 
 



18 
PRELIM Study Protocol v4.1 28Nov2017 

 

18. Institute of Medicine. Capturing Social and Behavioral Domains and Measures in Electronic Health 
Records: Phase 2. Washington, DC: The National Academies Press, 2014. 
 
19. Jensen RE, Rothrock NE, DeWitt EM, Spiegel B, Tucker CA, Crane HM, Forrest CB, Patrick DL, Fredericksen 
R, Shulman LM, Cella D, Crane PK. Jensen et al.  The role of technical advances in the adoption and integration 
of patient-reported outcomes in clinical care. Medical Care 2015;53:153-9. 
 
20. Wilkie R, Peat G, Thomas E, Croft PR. Factors associated with restricted mobility outside the home in 
community-dwelling adults aged 50 years and over with knee pain – an example of use of the International 
Classification of Functioning to investigate participation restriction. Arthritis and Rheumatism 
2007;57(8):1381-9. 
 
21. Stoffer MA, Smolen JS, Woolf A, Ambrozic A, Berghea F, Boonen A;  eumusc.net WP 5 Expert Panel. 
Development of patient-centred standards of care for osteoarthritis in Europe: the eumusc.net-project. 
Annals of the Rheumatic Diseases 2015;74(6):1145-9. 
 
22. Edwards JJ, Khanna M, Jordan KP, Jordan JL, Bedson J, Dziedzic KS. Quality indicators for the primary care 
of osteoarthritis: a systematic review. Annals of the Rheumatic Diseases 2015;74(3):490-8. 
 
23. Edwards JJ, Jordan KP, Peat G, Bedson J, Croft PR, Hay EM, Dziedzic KS. Quality of care for OA: the effect 
of a point-of-care consultation recording template. Rheumatology 2015;54(5):844-53. 
 
24. Nicolaas, G, Calderwood L, Lynn P, Roberts C. Web surveys for the general population: How, why, and 
when? London: National Centre for Research Methods Report, 2014. 
 
25. Office of National Statistics. Statistical Bulletin (2015). 
http://www.ons.gov.uk/businessindustryandtrade/itandinternetindustry/bulletins/internetusers/2015 
(Accessed 16th January 2016). 
 
26. Ofcom. Internet Citizens 2015. http://stakeholders.ofcom.org.uk/binaries/research/telecoms-
research/internet_citizens_report_2015.pdf (Accessed 16th January 2016). 
 
27. Maylahn C, Fleming D, Birkhead G. Health departments in a brave New World. Preventing Chronic Disease 
2013;10:E41. 
 
28. Hill JC, Kang S, Benedetto E, Myers H, Blackburn S, Smith S, Dunn KM, Hay E, Rees J, Beard D, Glyn-Jones 
S, Barker K, Ellis B, Fitzpatrick R, Price A. Development and initial cohort validation of the Arthritis Research 
UK Musculoskeletal Health Questionnaire (MSK-HQ) for use across musculoskeletal care pathways. BMJ Open 
2016;6(8):e012331. 
 
29. The EuroQoL Group. EuroQoL-a new facility for the measurement of health-related quality of 
life. Health Policy 1990;16:199-208. 
 
30. Von Korff M, Ormel J, Keefe FJ, Dworkin SF. Grading the severity of chronic pain. Pain 1992;50:133–49. 
 
31. Jenkins CD, Stanton BA, Niemcryk SJ, Rose RM. (1988). A scale for the estimation of sleep problems in 
clinical research. J Clin Epidemiol;41(4):313-21. 
 
32. Fries JF, Cella D, Rose M, Krishnan E, Bruce B. Progress in assessing 
physical function in arthritis: PROMIS short forms and computerized adaptive testing. J Rheumatol. 2009 
Sep;36(9):2061-6. 



19 
PRELIM Study Protocol v4.1 28Nov2017 

 

 
33. Zigmond AS, Snaith RP. The hospital anxiety and depression scale. Acta Psychiatr Scand 1983;67:361-70. 
 

34. Hahn EA, Devellis RF, Bode RK, Garcia SF, Castel LD, Eisen SV, Bosworth HB, Heinemann AW, Rothrock N, 
Cella D; PROMIS Cooperative Group. Measuring social health in the patient-reported outcomes 
measurement information system (PROMIS): item bank development and testing. Qual Life Res 
2010;19(7):1035-44. 

 
35. Reilly MC, Zbrozek AS, Dukes EM. The validity and reproducibility of a work productivity and activity 
impairment instrument. PharmacoEconomics 1993; 4(5):353-65. 
 
36. Jordan KP, Hayward R, Roberts E, Edwards JJ, Kadam UT. The relationship of individual and 

neighbourhood-level deprivation with morbidity in older adults: an observational study, European Journal 

of Public Health 2014;24:3:396-398.  

 

37. Smith BW, Dalen J, Wiggins K, Tooley E, Christopher P, Bernard J. The brief resilience scale: assessing the 
ability to bounce back. Int J Behav Med. 2008;15(3):194-200.  

 
38. Wångdahl J, Lytsy P, Mårtensson L, Westerling R. Health literacy among refugees in Sweden - a cross-
sectional study. BMC Public Health 2014;14:1030.  
 
39. Yusuf S, Rangarajan S, Teo K et al. Cardiovascular risk and events in 17 low-, middle-, and high-income 
countries N Engl J Med 2014;371(9):818-27. 
 
40. JBS3 Board. Joint British Societies' consensus recommendations for the prevention of cardiovascular 

disease (JBS3). Heart. 2014 Apr;100 Suppl 2:ii1-ii67 Dunn KM, et al. Patterns of consent in epidemiologic 

research: evidence from over 25,000 responders. American Journal of Epidemiology, 2004;159:11:1087-

1094. 

41. The American Association for Public Opinion Research. 2016. Standard Definitions: Final Dispositions of 

Case Codes and Outcome Rates for Surveys. 9th edition. AAPOR. 

42. Edwards PJ, Roberts I, Clarke MJ, Diguiseppi C, Wentz R, Kwan I, Cooper R, Felix LM, Pratap S. Methods 

to increase response to postal and electronic questionnaires. Cochrane Database Syst Rev. 2009 Jul 

8;(3):MR000008. 
  

https://www.ncbi.nlm.nih.gov/pubmed/?term=Edwards%20PJ%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Roberts%20I%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Clarke%20MJ%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Diguiseppi%20C%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Wentz%20R%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Kwan%20I%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Cooper%20R%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Felix%20LM%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=Pratap%20S%5BAuthor%5D&cauthor=true&cauthor_uid=19588449
https://www.ncbi.nlm.nih.gov/pubmed/?term=edwards+p+and+roberts+i+and+2009+and+systematic


20 
PRELIM Study Protocol v4.1 28Nov2017 

 

Appendix 1: Study flowchart 

 
 

Cross-sectional survey (N=14,600) of adults aged ≥ 35 years  

with linked medical record review and data modelling 
 

Identification of Patients  

 A READ code search will be undertaken by NIHR CRN WM on behalf of the GP practice for consultations in the 

previous twelve months (N=8,200) for:- 

- osteoarthritis (OA)  

- or a musculoskeletal problem in one of the following body regions:- 

 low back; neck; shoulder; knee; hip; hand/wrist  

sub-cohort (8,200 of which 1,800 will also be in the MSK cohort) to act as the comparison group for all of the MSK 

cohorts (equal size to the total number in the 7 MSK cohorts) 

All patients must have been registered in one of the up to 11 participating General Practice for at least 10 years 

 

Patient list screened for exclusions by GP to exclude:- 

- those unable to complete surveys due to severe or terminal illness 

- have severe learning difficulties or psychological disorder 

- unable to read/understand English 

- previously stated they do not wish their medical record data to be used for research 

Approximately 14,600 patients mailed a study pack, via Docmail, including a:- 

- Letter of invitation (on GP letter headed paper)  

- Participant Information Sheet 

- Survey (for self-completion) including a Consent Form (seeking consent for Medical Record Review; Linkage 

to previous survey data (if applicable)) 

- Pre-paid addressed envelope 

 

Pilot study of adults aged ≥ 25 years registered with one-two general practices  
(testing administrative process of cross sectional survey) 

Non-responders will receive a reminder study pack as above after two weeks with option of pen and paper or online 

(electronic) completion 

Two weeks after the reminder pack, non-responders will be sent a repeat study pack as above but containing a minimum 

data collection survey in place of the full survey 

 

 

Non-responders after six weeks will not be 

contacted again 

Writing & Dissemination 
 

Data Analysis & modelling (cross-sectional and longitudinal analysis) 

Medical Record Review  

in patients who provided  

Informed Consent for this review 

Data Entry 
(estimated 5,840 completed surveys from consented 

participants will be entered onto a secure database 

either by scanning of survey or online data entry by 

participant) 


