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ABSTRACT
Introduction Patients and carers should be active 
partners in patient safety with healthcare professionals 
and be empowered to use personalised approaches to 
identify safety concerns and work together to prevent 
them. This protocol paper details a study to examine the 
feasibility of a multicomponent intervention to involve 
patients and/or carers in patient safety in primary care in 
the UK.
Methods and analysis This is a two- phase, non- 
randomised feasibility mixed methods pragmatic study of 
a patient safety guide for primary care (PSG- PC). 8 general 
practices will recruit 120 patient and/or carer participants. 
All patient and/or carer participants will receive the PSG- 
PC. It will examine the feasibility and acceptability of the 
PSG- PC in primary care settings in patients aged 18 years 
or older who attend appointments at general practice with 
health professionals four or more times per year as either 
patients or carers. It will identify secondary outcomes 
for improving patient safety, health status and patient 
empowerment, and reducing health service utilisation over 
6 months between baseline and 6- month follow- ups. The 
findings will inform whether a main effectiveness trial is 
feasible and, if so, how it should be designed, and how 
many patients and practices will be needed. The study 
will be undertaken between January 2020 and September 
2021.
Ethics and dissemination Ethical approval was obtained 
from the National Health Service London- West London 
and Gene Therapy Advisory Committee Research Ethics 
Committee (reference: 19/LO/1289). Research findings 
will be disseminated with participating general practices 
and shared in a range of different ways to engage 
different audiences, including presenting at international 
and national conferences, publishing in open- access, 
peer- reviewed journals and facilitating dissemination 
workshops within local communities with patients, carers 
and healthcare professionals.
Trial registration number ISRCTN90222092.

INTRODUCTION
Patient safety is a global priority and it 
requires commitment and action at all levels 
of the health and social care system from 
governments down to individual patients and 
healthcare professionals.1 2 There has been a 
move from a medicolegal, culpability- focused 

approach towards a recognition of the need 
to understand and learn from incidents to 
avoid them from happening again.3 4 While 
much of the research focus for patient safety 
has been on secondary care, the volume of 
patient contact with primary care makes 
understanding implementation of patient 
safety initiatives in this setting a priority.5 6 In 
the UK, the National Patient Safety Strategy 
stressed the role of government, organisations 
like National Health Service (NHS) England 
and by the ‘untapped potential’ of involving 
patients and carers in patient safety.2 7 8 The 
aim is to enhance safety beyond the preven-
tion of serious incidents by preventing harm 
before it occurs and see risks and make them 
safe.2

The role of patients and carers in safety can 
be seen within three main areas9:
1. Patients monitoring the progress and ef-

fects of their treatment.
2. Patients informing clinicians about how to 

modify their personal care plans.
3. Patients informing services about how to 

improve clinical practices.6

Strengths and limitations of this study

 ► First study evaluating the patient safety guide for 
primary care delivered via a paper and mobile app 
in primary care.

 ► This study will examine the role of involving patients 
actively in patient safety which has remained under-
explored in primary care.

 ► Qualitative and quantitative approaches will be used 
to comprehensively assess study outcomes to in-
form a main trial and whether it would be feasible.

 ► A potential limitation of this study is a lack of rando-
misation of the sample, rather it will assess descrip-
tively whether it has any impact by comparing data 
before and after receiving the guide.

 ► The outcomes to be assessed by this study are rele-
vant to patients, carers, primary care clinicians and 
policymakers.
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Involving different stakeholders in patient safety has to 
recognise that perceptions of safety and harm may differ 
with patients placing a greater emphasis on the wider 
psychosocial components of care and not just serious 
incidents.3 10–12 One approach to incorporate patients’ 
views about patient safety is to build trust, clarify expec-
tations and ensure understanding.12 13 The focus of the 
majority of research on patient safety in primary care has 
been descriptive, with few studies focusing on interven-
tions that will improve it or the role of patients within 
this.14 15 Potential patient safety issues may be identified 
along patient pathways from access, to diagnosis, to treat-
ment and self- management with primary care managing 
repeated uncertainties along episodes of care.3 16–19

An individual patient or carer’s understanding of both 
patient safety and the healthcare system is interdepen-
dent. This is shaped by previous experiences with health-
care services and has implications for clinical interactions 
shaping an individual’s capacity or willingness to raise 
safety concerns especially where previous experiences 
have left patients feeling vulnerable and powerless.7 20–23 
For example, increasingly research suggests that patients 
living with multimorbidity or more complex care needs 
have many difficulties coping with daily activities and 
poorer quality of life, and experience duplication and 
fragmentation of care.24–26 As such, involving patients in 
patient safety requires a collaborative approach to address 
potential barriers as well as to recognise that there may be 
multiple interacting influences affecting safety issues or 
solutions to address them.27 However, this is a shift expec-
tation of the role of patients in patient safety needs to 
be evaluated in order to investigate unintended conse-
quences that could compound patient safety risks.28

The patient safety guide for primary care (PSG- PC) 
supports patients and carers to address key patient safety 
questions and identify key points where they can make 
their care safer and answer key patient safety questions. 
It has been developed using extensive codesign in part-
nership with patients, carers, members of the public, and 
healthcare professionals including general practitioners 
(GPs) and pharmacists, and has been reported in detail 
elsewhere.29 30 The PSG- PC was codeveloped to support 
effective communication between patients and clinicians, 
which was considered a key component of involving 
patients and carers in patient safety.10

In accordance with the Medical Research Council 
framework for the design and evaluation of complex inter-
ventions, this study is the next stage in the programme of 
work.31 The aim of this study is to test the PSG- PC (which 
is available on paper, a web- based platform and as an app) 
with patients, carers and healthcare professionals within 
primary care. A quantitative and qualitative feasibility 
evaluation will be undertaken to gain an in- depth under-
standing of a multifactorial intervention.32

The primary objectives of the feasibility study are:
1. To determine the feasibility and acceptability of the 

PSG- PC in primary care settings in patients aged 18 
years or older who attend appointments at general 

practice with health professionals four or more times 
per year as either patients or carers.

2. To determine how many people accept the invitation 
to participate in the study.

3. To estimate recruitment and refusal rates and 6- month 
attrition rates.

4. To investigate which formats of the PSG- PC (app, pa-
per or website) are acceptable (if any), to whom (pa-
tients, subgroups of patients, carers, health profession-
als (subgroups)) and in what circumstances.

5. To examine the factors which influence the use of 
the PSG- PC for patients and carers within primary 
care.

The secondary objectives are:
1. To descriptively investigate whether the PSG- PC im-

proves patient safety, health status and patient empow-
erment, and reduces health service utilisation over 6 
months.

2. To investigate whether the PSG- PC influences patients 
and carers’ views of patient safety and patient empow-
erment.

3. To assess study outcomes to inform a main trial and 
whether it would be feasible.

METHODS AND ANALYSIS
Study design
This feasibility study is a non- randomised study and all 
participants will receive the intervention. An explana-
tory sequential mixed methods approach will be used to 
assess feasibility.33 The feasibility study will be in line with 
the guidance proposed by Eldridge et al34 and reported 
using the Standard Protocol Items: Recommendations 
for Interventional Trials reporting template (see online 
supplemental files 1–3).35

Intervention
The study will comprise two phases. Phase 1 will include 
two initial ‘pilot’ general practices to initially pilot the 
PSG- PC and identify initial acceptability and inform 
feasibility questions for phase 2 (such as the number of 
patients needed to be contacted to reach the required 
participant numbers in phase 2).

There are two key components of the intervention:
A. Healthcare professional and practice staff introductory work-

shop: An introductory workshop, facilitated by the re-
search team and members of the study public involve-
ment group, will be held with general practice staff 
where the purpose of the PSG- PC will be outlined. The 
workshop, lasting approximately 1 hour, will be held 
in each general practice in both phase 1 and phase 2 
with clinical (GP, practice nurse) and non- clinical staff 
(practice manager and receptionist).

B. The PSG- PC includes: (1) the PSG- PC including the 
short paper version, (2) a website ( www. patientsafe-
tyguide. org), and (3) a digital app (developed to work 
on both iOS and Android platforms).

 on A
pril 20, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2020-039752 on 20 January 2021. D

ow
nloaded from

 

https://dx.doi.org/10.1136/bmjopen-2020-039752
https://dx.doi.org/10.1136/bmjopen-2020-039752
www.patientsafetyguide.org
www.patientsafetyguide.org
http://bmjopen.bmj.com/


3Morris RL, et al. BMJ Open 2021;11:e039752. doi:10.1136/bmjopen-2020-039752

Open access

Participants
The study will be conducted in two phases (see figure 1). 
As the components of the intervention are novel, we 
proposed a two- phase internal approach to ensure: (A) 
that there are no serious adverse events as a result of 
using the PSG- PC; (B) feasibility of recruiting practices 
to the study; and (C) feasibility of recruiting patients. The 
aim of a two- phase approach is to do an initial proof of 
concept and to stop the study from progressing to phase 
2 if it does not meet those criteria.36

As this is a feasibility study, a formal sample size calcula-
tion is not required.37 We will aim to recruit 120 patients 
across both phases (to complete questionnaires and 
30 patients sampled within this for interviews). Sixteen 
healthcare professionals across phase 1 and phase 2 will 
be recruited for interviews. In phase 1, two general prac-
tices will be recruited to initially pilot the intervention, 
baseline, postal questionnaire and 6- month follow- up 
data collection (the outcomes measured by the ques-
tionnaires are detailed in the section Outcomes to be 
Measured at Baseline and 6- month Follow- up). In phase 
2, six general practices will be recruited. We will aim to 
recruit 15 patients at each practice to address feasibility 
issues (recruitment, retention, attrition, and so on), esti-
mate parameters needed to conduct a power calculation 
for a full trial and to be able to explore the performance 
of the outcome measures. Quantitative methods will focus 
on the completion rates of validated self- report question-
naires (at baseline and 6- month follow- up questionnaires) 
to look at acceptability of questionnaires to inform the 
choice of outcome measures in a larger randomised 
controlled trial as well as how often, and in what ways, 
participants report using the PSG- PC. Participants will 

be given a unique identification number and data will 
be treated with confidentiality and stored securely at the 
Centre for Primary Care and Health Services Research, 
the University of Manchester.

Eligibility criteria
Participants are eligible for this study (patients and/or 
carers and health professionals) if they are aged 18 or 
over, must attend appointments with health professionals 
four or more times per year and be able to read and 
converse in English. Additionally, patient participants will 
be sampled with a variety and number of long- term condi-
tions (including diabetes).

Patients who are currently residing in hospital or in 
nursing homes will be excluded since this is not the focus 
of this study. Patients who are unable to read or write 
English will be unable to use the PSG- PC (in its current 
format). Patients on an end- of- life care pathway will also 
be ineligible to minimise additional burden on them. 
Screening for eligibility will take place by GPs and appro-
priate practice staff.

Recruitment and data collection
Phase 1
General practice sites
Practices will be recruited by the research team through 
invitation letters to research active practices. Two initial 
‘pilot’ general practices will be recruited for phase 1. An 
initial letter of invitation outlining the study will be sent 
to research active practices within Greater Manchester. 
The study researcher will follow- up interest from prac-
tices to facilitate engagement and further understanding 
of the study. Practices will be reimbursed for £500 to cover 
clinician and administration time for participating in this 
study and for identifying potential patient participants. 
To be included in the study, practices must be based in 
Greater Manchester.

Patient and/or carer participants
Fifteen patients and/or carers per practice will be 
recruited by staff based on the practice and invited 
by letter to take part in the research study. In order to 
ensure patients and/or carers are included who are regu-
larly visiting their GP practice, staff will select patients 
and/or carers who have seen healthcare professionals 
at the practice at least four times over the past year for 
a range of types and numbers of long- term conditions 
(such as diabetes, chronic obstructive pulmonary disease 
or multiple sclerosis). Practice staff will identify suitable 
patients and/or carers from their computerised practice 
lists who meet the inclusion criteria.

Patients will be invited to participate by the baseline 
questionnaire with a brief patient information sheet 
included along with the consent to contact form (the 
outcomes measured by the questionnaires are detailed 
in the section Outcomes to be Measured at Baseline 
and 6- month Follow- up). The questionnaires include 
questions on patient safety, patient empowerment and 

Figure 1 Process flow of study design and intervention. GP, 
general practitioner.
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health service utilisation. Completion and returning 
the questionnaire will be classed as implied consent to 
test the PSG- PC intervention. Phase 1 will inform the 
approximate number of patients who are contacted by 
the practice to generate 15 consented participants. Once 
the completed baseline questionnaire and consent to 
contact form has been received, the participant will be 
sent a paper copy of the PSG- PC and information about 
how to download digital versions of the PSG- PC as well as 
their £5 gift voucher for completing the questionnaire. 
Six months later, a follow- up questionnaire will be sent 
to participants with an optional reminder to be sent 2 
weeks later if the questionnaire has not been returned. 
Included in the final questionnaire will be an opt- in form 
for participants to volunteer to be interviewed. After the 
final questionnaire has been completed and returned, 
a letter of thanks and a £5 voucher will be sent to each 
participant. As participation in the research is voluntary, 
participants can withdraw consent at any time without 
giving any reason without their care or legal rights being 
affected. If a participant who has given informed consent 
loses capacity to consent during the study, the partici-
pant would be withdrawn from the study. However, data 
already collected with consent would be retained and 
used in the study.

Qualitative patient participant interviews
After 6 months, a sample of approximately 10 patients 
and/or their carers from phase 1 will be invited to take 
part in interviews about using the guide. Participants will 
express their interest to participate by completing the 
expression of interest form at the end of the 6- month 
questionnaire. Participants will be purposively sampled to 
take part in interviews based on the demographics (eg, 
age, gender and ethnicity) and a variety of number and 
types of long- term conditions.38 Interviews will explore 
how the PSG- PC has been used, by whom and which 
versions have been employed and will gather any other 
feedback useful for future roll- out. Participants will have 
been given the information sheet at least 24 hours before 
the interviews and will provide written consent to take 
part before the interview begins. Any questions about 
participation will be answered by the research team. 
Interviews will last approximately 40 min and will take 
place at a time and location that is convenient for the 
participant. Patient and/or carer participants will receive 
a £20 shopping voucher for participating in the interview. 
Verbatim transcripts of the audio- recorded interviews will 
be analysed over the course of data collection.

Healthcare professional and practice staff level
Practice staff will be invited to attend introductory work-
shops and representatives from all staff groups (clinical 
including GPs and nurse, and non- clinical including 
receptionists and practice managers) and a purposive 
sample invited to take part in qualitative interviews about 
the patient safety guide. After the initial introductory 
workshop, practice staff will be asked to complete a brief 

evaluation of the workshop. At the end of the phase 1 
6- month period, practice staff (including healthcare 
professionals) at participating practices will be asked to 
express interest in taking part in an interview and will be 
given the healthcare professional and practice staff infor-
mation sheet before agreeing to take part in an interview. 
A purposeful sample of around six practice staff covering 
different staff groups will be interviewed to seek feedback 
about the workshop and the acceptability of the patient 
safety guide, its functionality, format and design, as well 
as to understand the facilitators and barriers to using 
the PSG- PC in everyday practice.37 Participants will be 
given the information sheet at least 24 hours before the 
interviews and will provide written consent to take part 
before the interview begins. Any questions about partici-
pation will be answered by the research team at any time. 
Participants will be reimbursed with vouchers for partic-
ipating in the interviews. Participants will be reimbursed 
according to staff type: a GP will receive £100, a nurse 
£50, a pharmacist £50 and other general practice staff 
£30. Interviews will take place at a time that is convenient 
for the participant.

Phase 2
A further six general practices will be recruited in the 
same way. The introductory workshops will be amended 
following phase 1 feedback. All other work will continue 
in the same way as in phase 1.

At the end of phase 2, similarly around 10 practice staff 
and 20 patients and/or carers will be interviewed with the 
same approach adopted in phase 1 for recruitment and 
data collection.

Outcomes to be measured at baseline and 6-month follow-up
The aim of the evaluation will be to determine the feasi-
bility and acceptability of the PSG- PC used by patients, 
in what ways and to identify if there are any changes in 
relation to key outcomes (see figure 2). As this is a non- 
randomised feasibility study it will not be able to measure 
effectiveness but rather will look at whether the PSG- PC is 
acceptable and, if so, for whom.

The quantitative outcomes will be measured using two 
paper postal surveys: one at baseline and a second at 
6- month follow- up. The primary measure that will be used 
to examine patient- reported experience of patient safety 
will be the shortened version of the Primary Care Patient 
Measure of Safety.39 It is a 25- item measure developed for 
patients to provide feedback about factors contributing to 
potential safety incidents.39 It was developed as a way for 
primary care organisations to use feedback from patients 
to learn about the contributory factors to patient safety 
and make service improvements. Patient empowerment 
will be measured at baseline and 6- month follow- up 
using the 47- item measure developed and preliminarily 
validated to measure patient empowerment in predom-
inately older patients with multiple long- term health 
conditions in primary care.24 Data on service use and 
health status will be collected at baseline and follow- up 
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using the Client Service Receipt Inventory and 5- Level 
version of EuroQol-5 Dimension (EQ- 5D- 5L), respec-
tively.40 41 This will be used at baseline and follow- up at 
6- month time point with the same patients. Demographic 
data (collected at baseline) and primary and secondary 
measures (collected at baseline and 6- month follow- up) 
will be collected via a postal survey. The follow- up ques-
tionnaire will also include questions evaluating partici-
pants’ use of the guide, which formats they used and a 
free text box for feedback. The outcomes to be measured 
were identified with the public involvement group and 
GP and pharmacy involvement contributors.

Analysis will use descriptive statistics to examine if 
people have used the PSG- PC and in what ways by exam-
ining changes in responses between baseline and follow- up 
as well as completion rates of individual questions. At 
follow- up, feedback will also be asked from participants 
about what they thought of the guide, whether they used 
it, what formats and any changes they would suggest to 
inform the development of the guide.

Healthcare professional and practice staff introductory workshop 
evaluation
Feedback will be collected after the workshops and used 
to inform phase 2 workshops with the introductory work-
shop evaluation form.

In-depth qualitative evaluation
A qualitative process evaluation will be conducted using 
semistructured interviews in order to provide under-
standing of study delivery and scale- up of the intervention 
roll- out. A purposeful sample from within the partic-
ipants of patients and/or carers (n=30) and practice 
staff (n=16) will be interviewed at 6 months to examine 
the usability, acceptability and practicality of using the 
PSG- PC by patients and healthcare professionals over 
time.38 Sampling for participants will be informed by the 

quantitative data to sample participants based on a range 
of characteristics including age, gender, ethnicity, long- 
term conditions (for patients) and/or professional roles 
(for healthcare professionals) and use of the PSG- PC. 
The interviews with all stakeholders will be used to inform 
the refinement of the PSG- PC and workshop.

Data analysis plan
Statistical analysis
We will report, with 95% CIs where appropriate, recruit-
ment rates, attrition rates and questionnaire completion 
rates, along with any observed floor and ceiling effects. 
Descriptive statistics (eg, as appropriate, mean/median; 
SD/IQR; frequency, proportion and 95% CI; range) 
will be used to explore the quantitative data (baseline, 
follow- up and changes from baseline) as this is a feasibility 
study and so not powered for inferential tests of signifi-
cance. If possible, we will also estimate the intrapractice 
correlation coefficient for potential primary outcome 
measures, as this will be required in a future power calcu-
lation. Health economic costs will be estimated as quantity 
of service used multiplied by the unit cost of that service, 
for each item of the service used (in this case primary 
care only). The total cost per patient will be estimated. 
The health status data from the EQ- 5D- 5L will be used to 
estimate the utility index score using published tariffs for 
the EQ- 5D. The service use, cost and utility data will be 
analysed descriptively to estimate the mean, SD and 95% 
CI. The feasibility of the study will also be assessed if it 
has been able to recruit within an appropriate amount of 
time (15 patients per practice in 2 months).

Qualitative analysis
Verbatim anonymised transcripts of the audio- recorded 
interviews will be analysed over the course of data collec-
tion. Analysis will be thematic and relevant categories 
and concepts will be identified.42 43  Atlas. ti will be used to 

Figure 2 Logic model for study and intervention. CSRI, Client Service Receipt Inventory; HCP, healthcare professional; 
PCPMOS, Primary Care Patient Measure of Safety.
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aid data organisation and analysis. This approach will be 
theoretically informed by normalisation process theory to 
understand how information and resources are shared, 
innovation is shared and the work of implementation.44 45

Integration of quantitative and qualitative data
The quantitative and qualitative results will be connected; 
we will consider the quantitative and qualitative analyses 
separately and how they converge or differ in their find-
ings when presenting the overall conclusion.46 The quali-
tative data collected across the two phases will be used to 
help explain or elaborate on the quantitative data.46 This 
will occur at the end of phase 1 and phase 2 and then will 
be combined at the end of the study to explain the overall 
findings.47

Patient and public involvement
Patient and public involvement has occurred throughout 
the project building on the approach adopted for the 
initial PSG- PC development.29 30 There is a core patient 
and public contributor group with six members and a 
patient and public involvement lead (KG). The involve-
ment group worked closely with RLM to develop the mate-
rials and will continue to do so throughout the project 
to support recruitment, data collection, analysis, inter-
pretation and dissemination. Two members of the public 
contributor group will also be involved in the introduc-
tory workshop at general practices and explaining why 
they feel the PSG- PC is important for patients and carers 
and helping to identify solutions to any implementation 
issues. Contributors will be reimbursed in line with the 
NIHR Greater Manchester Patient Safety Translational 
Research Centre and NIHR INVOLVE (a national advi-
sory group supporting active patient and public invov-
lement in NHS, public health and social care research) 
guidelines.48 Any training or support needs identified will 
be provided.

Ethics
Ethical approval was obtained from the NHS London- 
West London and Gene Therapy Advisory Committee 
Research Ethics Committee (reference: 19/LO/1289). 
Patient participants will provide implied consent by 
returning the baseline questionnaire and contact details 
to the study team. For the qualitative interviews, partic-
ipants will be asked if they would like to take part and 
provided the relevant participant information sheet at 
least 24 hours before an interview. Written consent will be 
given before an interview.

RESULTS
The study began in January 2020 and is expected to end 
in June 2021. Due to the onset of the global pandemic of 
COVID-19 since the start of recruitment for this study, all 
NHS research recruitment activity has stopped, research 
will continue in line with government, local and funder 
guidance.49

Dissemination
The results will be shared with participating general prac-
tices and shared with a range of different ways to engage 
different audiences including presentations at inter-
national and national conferences, and publishing in 
open- access, peer- reviewed journals. It will be presented 
at workshops for patients, healthcare professionals and 
within local communities.

DISCUSSION
This study will improve understanding of how to involve 
patients and/or carers in patient safety in primary care. 
Extensive stakeholder involvement with patients, carers, 
GPs, pharmacists and national patient safety organisations 
has informed the intervention and study codesign. The 
intervention in this study compromises an introductory 
workshop to general practice staff and the PSG- PC (both 
in paper and digital formats). This study is a pragmatic 
approach to evaluate the PSG- PC in practice. Currently, 
there is no patient safety tool designed for patients and 
carers in primary care and as such findings from this 
study will add value to the evidence base about how to 
acceptably involve patients and/or carers in patient safety 
in primary care.14 15 20 Given the COVID-19 pandemic, 
the evaluation will look at the use of the PSG- PC in the 
context of increased remote consultations.

The findings will need to be evaluated and interpreted 
considering the following limitations of the study design. 
The study uses a non- randomised design because of 
funding limitations and as such the potential influence of 
general practice settings cannot be controlled for through 
randomisation. Another limitation is that the PSG- PC has 
only been developed in English and future work will need 
to explore how to culturally adapt it. The study will recruit 
more frequent attenders of general practice; this strategy 
was chosen pragmatically, however their experiences may 
be different from less frequent attenders.

Enhancing patient safety in primary care may be 
supported by involving patients and carers in patient safety 
for immediate, serious incident prevention to longer 
term contributions to patient safety include enhancing 
patient–professional communication to build trust and 
clarify expectations.7 50 This study will determine the 
feasibility and acceptability of a multicomponent inter-
vention to involve patients and/or carers in patient safety 
in primary care. This will provide evidence for the accept-
ability of the PSG- PC to inform future improvements to 
scale and implement the PSG- PC in primary care.

Correction notice This article has been corrected since it first published. The 
provenance and peer review statement has been included.
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SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents* 

Section/item Item 
No 

Description Addressed on 
page number 

Administrative information 
 

Title 1 Descriptive title identifying the study design, population, interventions, and, if applicable, trial acronym ______1______ 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of intended registry ______2_______ 

2b All items from the World Health Organization Trial Registration Data Set _______n/a_____ 

Protocol version 3 Date and version identifier ______2, 

supplementary 

files 2 and 3 

Funding 4 Sources and types of financial, material, and other support ______1______ 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors _____1, 17___ 

5b Name and contact information for the trial sponsor ______n/a_____ 

 5c Role of study sponsor and funders, if any, in study design; collection, management, analysis, and 

interpretation of data; writing of the report; and the decision to submit the report for publication, including 

whether they will have ultimate authority over any of these activities 

 

_____17________ 
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 5d Composition, roles, and responsibilities of the coordinating centre, steering committee, endpoint 

adjudication committee, data management team, and other individuals or groups overseeing the trial, if 

applicable (see Item 21a for data monitoring committee) 

 

 

 

______17_______ 

Introduction 
   

Background and 

rationale 

6a Description of research question and justification for undertaking the trial, including summary of relevant 

studies (published and unpublished) examining benefits and harms for each intervention 

_____3-6______ 

 6b Explanation for choice of comparators _____n/a______ 

Objectives 7 Specific objectives or hypotheses ______5-6_____ 

Trial design 8 Description of trial design including type of trial (eg, parallel group, crossover, factorial, single group), 

allocation ratio, and framework (eg, superiority, equivalence, noninferiority, exploratory) 

 

_____6______ 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (eg, community clinic, academic hospital) and list of countries where data will 

be collected. Reference to where list of study sites can be obtained 

____8-9, 11____ 

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility criteria for study centres and 

individuals who will perform the interventions (eg, surgeons, psychotherapists) 

_______8_____ 

Interventions 11a Interventions for each group with sufficient detail to allow replication, including how and when they will be 

administered 

_______6-7___ 

11b Criteria for discontinuing or modifying allocated interventions for a given trial participant (eg, drug dose 

change in response to harms, participant request, or improving/worsening disease) 

_______7-11__ 

11c Strategies to improve adherence to intervention protocols, and any procedures for monitoring adherence 

(eg, drug tablet return, laboratory tests) 

_______7-11____ 
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 3 

11d Relevant concomitant care and interventions that are permitted or prohibited during the trial ____n/a________

_ 

Outcomes 12 Primary, secondary, and other outcomes, including the specific measurement variable (eg, systolic blood 

pressure), analysis metric (eg, change from baseline, final value, time to event), method of aggregation (eg, 

median, proportion), and time point for each outcome. Explanation of the clinical relevance of chosen 

efficacy and harm outcomes is strongly recommended 

 

11-13, Figure 2 

____ 

Participant timeline 13 Time schedule of enrolment, interventions (including any run-ins and washouts), assessments, and visits for 

participants. A schematic diagram is highly recommended (see Figure) 

8-13, 15_figure 1 

_____ 

Sample size 14 Estimated number of participants needed to achieve study objectives and how it was determined, including 

clinical and statistical assumptions supporting any sample size calculations 

_7-8______ 

Recruitment 15 Strategies for achieving adequate participant enrolment to reach target sample size _8-11______ 

Methods: Assignment of interventions (for controlled trials) 
 

Allocation:    

Sequence 

generation 

16a Method of generating the allocation sequence (eg, computer-generated random numbers), and list of any 

factors for stratification. To reduce predictability of a random sequence, details of any planned restriction 

(eg, blocking) should be provided in a separate document that is unavailable to those who enrol participants 

or assign interventions 

___n/a_______ 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (eg, central telephone; sequentially numbered, 

opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned 

___n/a_____ 

Implementation 16c Who will generate the allocation sequence, who will enrol participants, and who will assign participants to 

interventions 

_____8______ 

Blinding (masking) 17a Who will be blinded after assignment to interventions (eg, trial participants, care providers, outcome 

assessors, data analysts), and how 

____n/a_______ 

 17b If blinded, circumstances under which unblinding is permissible, and procedure for revealing a participant’s 
allocated intervention during the trial 

_____n/a_____ 
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Methods: Data collection, management, and analysis 
 

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other trial data, including any related 

processes to promote data quality (eg, duplicate measurements, training of assessors) and a description of 

study instruments (eg, questionnaires, laboratory tests) along with their reliability and validity, if known. 

Reference to where data collection forms can be found, if not in the protocol 

__8-14_______ 

 18b Plans to promote participant retention and complete follow-up, including list of any outcome data to be 

collected for participants who discontinue or deviate from intervention protocols 

____n/a_____ 

Data management 19 Plans for data entry, coding, security, and storage, including any related processes to promote data quality 

(eg, double data entry; range checks for data values). Reference to where details of data management 

procedures can be found, if not in the protocol 

______11-14__ 

Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. Reference to where other details of the 

statistical analysis plan can be found, if not in the protocol 

____13-14____ 

 20b Methods for any additional analyses (eg, subgroup and adjusted analyses) _____n/a_____ 

 20c Definition of analysis population relating to protocol non-adherence (eg, as randomised analysis), and any 

statistical methods to handle missing data (eg, multiple imputation) 

 

__n/a________ 

Methods: Monitoring 
 

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its role and reporting structure; statement of 

whether it is independent from the sponsor and competing interests; and reference to where further details 

about its charter can be found, if not in the protocol. Alternatively, an explanation of why a DMC is not 

needed 

______n/a____ 

 21b Description of any interim analyses and stopping guidelines, including who will have access to these interim 

results and make the final decision to terminate the trial 

_____13______ 

Harms 22 Plans for collecting, assessing, reporting, and managing solicited and spontaneously reported adverse 

events and other unintended effects of trial interventions or trial conduct 

_____15____ 

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and whether the process will be independent 

from investigators and the sponsor 

______n/a______

_ 
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Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review board (REC/IRB) approval _______14-15_ 

Protocol 

amendments 

25 Plans for communicating important protocol modifications (eg, changes to eligibility criteria, outcomes, 

analyses) to relevant parties (eg, investigators, REC/IRBs, trial participants, trial registries, journals, 

regulators) 

_______n/a___ 

Consent or assent 26a Who will obtain informed consent or assent from potential trial participants or authorised surrogates, and 

how (see Item 32) 

_____9-11____ 

 26b Additional consent provisions for collection and use of participant data and biological specimens in ancillary 

studies, if applicable 

___n/a_______ 

Confidentiality 27 How personal information about potential and enrolled participants will be collected, shared, and maintained 

in order to protect confidentiality before, during, and after the trial 

_____7-8______ 

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for the overall trial and each study site _____17________ 

Access to data 29 Statement of who will have access to the final trial dataset, and disclosure of contractual agreements that 

limit such access for investigators 

______8, 15_____ 

Ancillary and post-

trial care 

30 Provisions, if any, for ancillary and post-trial care, and for compensation to those who suffer harm from trial 

participation 

______n/a______

_ 

Dissemination policy 31a Plans for investigators and sponsor to communicate trial results to participants, healthcare professionals, 

the public, and other relevant groups (eg, via publication, reporting in results databases, or other data 

sharing arrangements), including any publication restrictions 

_____15______ 

 31b Authorship eligibility guidelines and any intended use of professional writers _____n/a_______

_ 

 31c Plans, if any, for granting public access to the full protocol, participant-level dataset, and statistical code _____n/a_______

_ 
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Appendices 
   

Informed consent 

materials 

32 Model consent form and other related documentation given to participants and authorised surrogates ___Supplementary 

files 2 and 3____ 

Biological 

specimens 

33 Plans for collection, laboratory evaluation, and storage of biological specimens for genetic or molecular 

analysis in the current trial and for future use in ancillary studies, if applicable 

______n/a____ 

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & Elaboration for important clarification on the items. 

Amendments to the protocol should be tracked and dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons 

“Attribution-NonCommercial-NoDerivs 3.0 Unported” license. 
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The Patient Safety Guide Pilot – V2.0 16/08/2019  IRAS ID: 261685 

Page number 1 

 

Study Title: Developing and testing a co-designed patient safety guide: pilot study 

Patient participant consent form 

Name of principal researcher: Dr Rebecca Morris 

If you are happy to participate please complete and sign the consent form below 

 

  Activities Initials 

1 

I confirm that I have read the attached information sheet (Version 2, Date 

16/08/2019) for the above study and have had the opportunity to consider the 

information and ask questions and had these answered satisfactorily. 
  

2 

I understand that my participation in the study is voluntary and that I am free to 

withdraw at any time without giving a reason and without detriment to myself.  I 

understand that it will not be possible to remove my data from the project once it 

has been anonymised and forms part of the data set.   

 

I agree to take part on this basis.   

3 I agree to the interviews being audio recorded. 

 

4 
I agree that any data collected may be published in anonymous form in academic 

books, reports or journals. 
 

5 

I understand that data collected during the study may be looked at by individuals 

from The University of Manchester or regulatory authorities, where it is relevant to 

my taking part in this research. I give permission for these individuals to have access 

to my data.  

6 

I understand that there may be instances where during the course of the interview 

information is revealed which means that the researchers will be obliged to break 

confidentiality and this has been explained in more detail in the information sheet.   

7 I agree to take part in this study. 

 

 

Data Protection 
 

The personal information we collect and use to conduct this research will be processed in 

accordance with data protection law as explained in the Participant Information Sheet and the 

Privacy Notice for Research Participants.  

 

________________________            ________________________           

Name of Participant Signature  Date 

 

________________________            ________________________           

Name of the person taking consent Signature  Date 

[1 copy for the participant, 1 copy for the research team (original), 1 copy for the medical notes] 
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The Patient Safety Guide Pilot – V2.0 16/08/2019  IRAS ID: 261685 

Page number 1. 

 

Study Title: Developing and testing a co-designed patient safety guide: pilot study 

GP staff participant consent form 

Name of principal researcher: Dr Rebecca Morris 

If you are happy to participate please complete and sign the consent form below 

  Activities Initials 

1 

I confirm that I have read the attached information sheet (Version 2, Date 

16/08/2019) for the above study and have had the opportunity to consider the 

information and ask questions and had these answered satisfactorily. 
  

2 

I understand that my participation in the study is voluntary and that I am free to 

withdraw at any time without giving a reason and without detriment to myself.  I 

understand that it will not be possible to remove my data from the project once it 

has been anonymised and forms part of the data set.   

 

I agree to take part on this basis.   

3 I agree to the interviews being audio recorded. 

 

4 
I agree that any data collected may be published in anonymous form in academic 

books, reports or journals. 
 

5 

I understand that data collected during the study may be looked at by individuals 

from The University of Manchester or regulatory authorities, where it is relevant to 

my taking part in this research. I give permission for these individuals to have access 

to my data.  

6 

I understand that there may be instances where during the course of the interview 

information is revealed which means that the researchers will be obliged to break 

confidentiality and this has been explained in more detail in the information sheet.   

7 I agree to take part in this study. 

 

 

Data Protection 
 

The personal information we collect and use to conduct this research will be processed in 

accordance with data protection law as explained in the Participant Information Sheet and the 

Privacy Notice for Research Participants.  

 

 

________________________            ________________________           

Name of Participant Signature  Date 

 

________________________            ________________________           

Name of the person taking consent Signature  Date 

[1 copy for the participant, 1 copy for the research team (original), 1 copy for the medical notes] 
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