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Abstract

Objectives: To design and pilot a survey to be used at the population level to estimate the frequency
of patient-perceived potentially-harmful preventable-problems occurring in UK primary care. To
explore the nature of the problems, patient-suggested strategies for prevention and opinions of
clinicians and the public regarding the potential for harm

Design: a survey was co-designed by three members of the public and one researcher and piloted
through public and patient involvement and engagement networks

Setting: self-selected sample of the UK population

Participants: 977 members of the public accessed the online survey during October and November
2015

Primary outcome measures: respondent feedback about the ease of completion of the survey,
quality of responses in terms of review by clinicians and members of the public, preliminary
estimates of the frequency and nature of patient-perceived potentially-harmful problems occurring
in the last 12 months

Results: 638 members of the public completed the survey (65% response rate) and few respondents
reported any difficulty in understanding or completing the survey. 132 (21%) respondents reported
experiencing a potentially-harmful preventable-problem during the past 12 months and 108 (82%) of
these provided adequate information for at least one clinician to estimate the likelihood the
respondent described a potentially-harmful problem. Respondents were older than the UK
generally, more likely to work or volunteer in the healthcare sector and tended to use primary care
more frequently but their trust and confidence in their GP was similar to that of the UK population

as measured by the annual population level GP patient survey.

Conclusions: the survey was acceptable to patients and mostly provided data of sufficient quality for
review by clinicians and members of the public. It is now ready to use at a population level to
estimate the frequency and nature of potentially-harmful preventable-problems in primary care
from a patient's perspective.

Strengths and limitations of this study

e We have designed and tested a survey to measure the frequency and nature of potentially-
harmful preventable-problems in primary care from the patient's perspective

e The survey was co-designed by three members of the public and piloted through extensive
public and patient involvement

e The patient-described scenarios were reviewed by primary care clinicians

e The study respondents were self-selected through public and patient involvement and
engagement groups

e The survey is ready to be administered to a representative sample of the general population
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Background

Patients are thought to take a different view of patient safety to healthcare professionals. (1) They
tend to view safety in terms of the overall balance of benefit and harm over time whereas
healthcare professionals often see high quality healthcare occasionally punctuated by safety
incidents and adverse events.(2) Furthermore patients may different opinions about how to improve
patient safety.(3, 4) or different priorities to clinicians, for example identifying psychological and
emotional harm rather than technical errors.(5) Involving patients in identifying errors and reducing
harm occurs in secondary care (6) but patient reported outcomes can show poor concordance
between patients and clinicians, for example, in reporting adverse symptom events in the context of
drug safety.(7) Nonetheless patients are thought to be capable of reporting medical errors
accurately. (6, 8) Involving patients is advocated as a way to improve safety (9) and this approach
would be facilitated through patients and professionals understanding each other’s expectations
and priorities.

Studies that quantify patient safety problems in primary care are uncommon and incidence
estimates range from less than 1 to 24 per 100 consultations or record review.(10-12) The National
Reporting and Learning System (NRLS) in England and Wales records just 1% of reports as originating
in primary care (13) that likely reflects under-reporting.(14, 15) Still fewer studies have quantified
patient safety problems in primary care from the patient’s perspective. (16) A 2013 European survey
reported that 43% of UK respondents felt that it was “likely” that patients could be harmed by non-
hospital healthcare, an increase from 37% in 2009.(17) In Norway the patient-reported lifetime
probability of ever experiencing an adverse event was 10%, of which around two thirds of
respondents attributed the cause of their event as their general practitioner (GP).(4) In Spain it was
estimated that around 7% of patients experienced an adverse event during a 1 year period. (18) A
USA practice-based website observed an incidence rate of safety events of 1.4% over 2 years.(19)
Data from the UK is sparse; this may be partly due to the lack of a valid and reliable instrument to
make a comprehensive measurement of safety in primary care.(20) The PREOS-PC should help to
address this knowledge gap.(21, 22)

We aimed to design and pilot a survey to be used at the population level to estimate the frequency
of patient-perceived potentially-harmful preventable-problems occurring in UK primary care. We
relied on public and patient involvement (PPI) from the outset in order to ensure that our survey was
easily understood by the public. We also aimed to explore the nature of the problems, patient-
suggested strategies for prevention and differences in opinion between primary care clinicians and
the public regarding the potential for harm in the patient-described scenarios. The study was
conceived, designed and implemented by a team of three members of the public and one
researcher. Primary care professionals provided their opinions after collection of the data. The
specific aims of the study were to:

1. co-design and pilot a survey asking about problems occurring in primary care that caused, or had
the potential to cause, preventable harm as perceived by patients using PPI.

2. describe the type of patient-perceived problems reported, describe the demographics of the
patients reporting a problem, the primary care service involved, with whom in the primary care

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



©CoO~NOUTA,WNPE

O 00 N OO Ul b WN R

A DD P DWW WWWWWWWWNDNNDNNDNDNNDNNDNDNNNDNRRRRRRRPRRPR
AP W NEFPLP O OOWONOO UL, WNREPOOOONOD UL WNEROUOOWONOUDMDMWNEDO

45

BMJ Open Page 4 of 41

service the problem was discussed (if it was) and patient suggestions as to how it might have been
prevented.

3. compare the opinions of the reporting patient, members of the public and clinicians as to the
likelihood the scenario described was a potentially-harmful preventable-problem.

Methods

Designing and piloting of the survey

Our aim was to design a survey asking about problems occurring in primary care that caused, or had
the potential to cause, preventable harm as perceived by patients that was easily understood and
free from jargon. Currently there is no well-established terminology for asking such a question.(8)
The process began with a discussion between three members of the public (AD, JB, CG) who were
members of the public and patient involvement (PPI) group of the Greater Manchester Primary Care
Patient Safety Translational Research Centre Research User Group (23)(GMPSTRC RUG, see Appendix
1 for more details) and one academic researcher (SJS). Questions used in previous surveys
addressing a similar question (4, 17-19) were shared among the project team and used to generate
several candidate questions. These questions were then discussed privately among the project
team’s friends and family and within the project team (SJS, AD, JB, CG). The discussion was
facilitated by making the candidate questions available online. After two iterations of this process
the survey (online Appendix 1, Box 1) was piloted online through newsletters or group mailings of
several PPl and public engagement networks during November and December 2015. These networks
were the associate GMPSTRC RUG, the Public Programmes team at Central Manchester Foundation
Trust, the Citizen Scientist project, the Primary Care Research in Manchester Engagement Resource,
North West People in Research Forum and HelpBeatDiabetes volunteers. (Details of these groups
and networks is in online Appendix 1.)

The first question (Q1 Box 1) was taken from the English GP patient survey in order to compare the
overall level of confidence and trust in their GP among the survey respondents with that across
England.(24) The second question (Q2 Box 1) is the main screening question, those responding
negatively to Q2 (i.e. not experienced a preventable-problem) were directed to a more specific
question with a list of commonly understood patient safety events (online Appendix 1). If this
prompted recognition of experiencing a potentially-harmful preventable-problem they were
returned to Q4 (Box1). The rationale behind this approach was that the screening question (Q2 Box
1) should be non-leading and encourage the respondents to describe their preventable-problems
through the subsequent questions without the suggestion that inevitably occurs following a list of
possible potentially-harmful preventable-problems. However if the respondent did not believe that
they had experienced a potentially-harmful preventable-problem then the prompt question (Q10,
Box 1) would ensure that this was the case and also test the sensitivity of Q2 (Box 1). The option to
answer on behalf of a friend or relative was offered to those who had not a personal experience to
report. This was to ensure sufficient responses to adequately test the questionnaire but also to
discourage respondents from answering with another person’s experience as their own.
Respondents were also asked whether they worked or volunteered in the healthcare profession and
to comment on the ease of completion of the questionnaire.

Coding of reported events

4
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Type of problem
The nature of the problem in each described scenario was coded at face value, i.e. as the patient

described without further interpretation, by one author (SJS) and checked by a second author (JA for
dental scenarios, PB for all other scenarios). A bottom-up (inductive) approach was used to identify
similar topics which were coded then cross-matched to an existing taxonomy for errors in general
practice (25, 26) (Table A, online Appendix 2). All the new codes matched the existing taxonomy
within the higher two levels and the medication-related scenarios were coded to a finer level (Table
B, online Appendix 2).

Likelihood the scenario described a potentially-harmful preventable-problem

Five GPs, one dentist and seven members of the public estimated the likelihood that, in their
opinion, each patient-described scenario was a potentially-harmful preventable-problem. Brief
biographies of the coders are provided in online Appendix 1. Some examples of the information
provided to the coders are shown in online Appendix 2 and consisted of the responses to Q5 to Q9
(Box 1). They were not given any demographic information or the patient’s estimate of the impact
on their health (Q4, Box 1). Coders were asked to score each scenario from very likely (5) to
definitely not (1) in response to the question “How likely is it that the patient was correct in thinking
that their health might be worsened, or actually was made worse, because of the preventable
problem described below?” Coders could also respond “insufficient information”, “Don’t know” and
give free text feedback (Table C, Appendix 2). The clinician scores were used to categorise the
scenarios in to groups with higher or lower estimated likelihoods that they were a potentially-
harmful preventable-problem as below.
e Higher threshold - Median score of 5 (“very likely or certain”) or 4 (“probably”) or at least
one score of 5 (“very likely or certain”)
e Lower threshold - Median score of 3 (“possibly”) or at least one score of 4 (“probably” or
higher)
e All other scenarios — Median score below 3 (“possibly”) and zero scores above 3 (“possibly”)

Statistical analysis
Simple cross tabulations were used to describe the data and a binary logistic regression model was

used to explore whether particular types of patient were more likely to perceive a potentially-
harmful preventable-problems e.g. by demographics or their opinions. Comparisons between
demographics and outcomes for the respondents and the UK (or England) population were made
using a x° test. All analyses were done using Stata 14.

Public and Patient Involvement (PPI)

PPl was central to this co-design study and was provided through the GMPSTRC RUG (23) and other
PPl networks (online Appendix 1). The study was conceived, designed, implemented and analysed by
a team of three members of the public (AD, CG, JB) and one researcher (SJS). At the outset the
researcher presented the existing literature on this topic to the PPl members of the research team
who then co-designed the first draft of the survey which was tested through the PPI members’
personal contacts. The piloting of the survey was through existing PPI networks as listed in online
Appendix 1. The scoring of the questions as to the likelihood they described a potentially-harmful
preventable-problem was undertaken by 7 members of the public, 2 of whom had no previous
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experience in PPI (as well as 5 GPs and 1 dentist as described in online Appendix 1). These findings
will be disseminated to all the PPl groups that contributed to the pilot study and the authors will
forward these results to their personal contacts who contributed to the questionnaire design.

Ethical approval was granted by the University of Manchester Ethics Committee 2 (Approval 15372).
Results

In total 977 members of the public accessed the online pilot survey and 638 (65%) completed the
survey during October and November 2015. Flow charts of the participants through the survey are
shown in Figures A&B, online Appendix 1. In total 223/638 (35%) of respondents reported ever
experiencing a potentially-harmful preventable-problem in primary care of which 132 occurred
within the past 12 months (21%, Fig A, online Appendix 1) and 62 (10%) of these came required
prompting through question 10 (Box 1 and Fig A, online Appendix 1). A further 18 potentially-
harmful preventable-problems involving friends or relatives where the respondent was present and
occurred in the last 12 months were reported 13/418 (3%, Fig B, online Appendix 1). The majority of
respondents (592, 93%) had confidence and trust in the GP seen at their last appointment similar to
the 2016 England proportion of 92% (Q1, Box1 &Table 1). Demographic information was not
provided by 83 (13%) respondents, possibly due to lack of clarity about the end of the survey since
they completed all other questions. Respondents were older than the UK generally, more likely to
work or volunteer in the healthcare sector and tended to use primary care more frequently (Table
1).

The majority of respondents were recruited through the HelpBeatDiabetes group (533, 84%, online
Appendix 1). Over 250 respondents provided free text feedback on the survey, 200 comments
reported that the questionnaire was easy to complete and understand and just one comment
described the survey as complex. Most of the remaining comments expressed the desire to be able
to provide more information, e.g. more than one event or report for a relative or as a carer
(reporting on behalf of another person was excluded for events occurring more than 12 months ago)
and 13 comments actually provided this unrequested information. A few respondents found it
difficult to find a suitable option to describe their pattern of use of primary care or their role as a
worker or volunteer in healthcare.

The high completion rate and positive free text feedback suggested that respondents found the
guestionnaire easy to complete. Furthermore nobody used the “Do not understand the question”
option as their response to Q2 Box1. There was a high response from healthcare professionals or
volunteers (30% of respondents compared to approximately 3% of the UK adult population, Table 1)
but they were no more likely to report a preventable problem than non-healthcare
workers/volunteers (35%, Px’=0.28). However the scenarios described by healthcare professionals or
volunteers were significantly more likely to be categorised as a potentially-harmful preventable-
problem following to clinician review using both the higher (9% vs 16%, Px*=0.01) and lower
threshold (2% vs 6%, Px*=0.004).

Likelihood the scenario described a potentially-harmful preventable-problem

Generally the members of the public assigned a higher probability to the likelihood that the patient-
described scenario was a potentially-harmful preventable-problem compared with GPs (Fig 1, Table
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2).1n 89/108 (82%) scenarios the median score for the PPl researchers was higher than for the
clinicians and for 38 (35%) scenarios the PPl median score was 2 or more points higherin a 5 point
scale. Following clinician review 3% of the patient-reported scenarios occurring in the last 12 months
were categorised as “probably” a potentially-unsafe preventable-problem and 11% as “possibly”
(Table 2). Examples of the patient-reported scenarios with higher clinician rankings and those with
greatest disagreement between members of the public and clinicians are shown in online Appendix
2.

The nature of the potentially-harmful preventable-problems

The types of patient-reported scenarios and their categorisation following clinician review are shown
in Figure 2. Medication-related problems were most frequently reported type of problem and also
were ranked as more likely to be a potentially-harmful problem by clinicians. Information about the
patient’s response to the potentially-harmful preventable-problem and the primary care service
involved is provided in Table 4. The majority of potentially-harmful preventable-problems in the past
12 months occurred in general practice (73%, Table 4) and pharmacy (5%, Table 4). Around half the
respondents had not discussed their problem with anybody working in primary care (51%, Table 4).
The most common reasons for not discussing the problem were being unable to find a primary care
professional with whom to discuss the problem (31%, Table 4) or they did not feel comfortable with
discussing their concerns (24%, Table 4) The patient suggestions for ways to prevent the problem
from happening are summarised in Table 5. The most frequently occurring suggestions were that
clinicians should involve the patient more fully in the healthcare process (i.e. listen to the patient
and trust their judgement more) and be up to date with, and apply, the most recent information
about the patient’s condition (i.e. take in to account all of the patient’s information - their medical
history and results and letters).

Discussion

We have designed and tested a survey to measure the frequency of occurrence of potentially-
harmful preventable-problems in primary care and found it to be well understood by patients. The
survey is acceptable to patients based on the high completion rate and positive feedback.
Furthermore none of the respondents indicated that they did not understand the screening question
(Q2, Box1). The open-ended questions (Q6 to Q9, Box 1) led to patient-described scenarios that
mapped well to an existing taxonomy designed and used by clinicians and researchers.(25, 26) This
implies agreement between clinicians, researchers and patients in identifying the characteristics of a
potentially-harmful problem. Furthermore, using a non-leading screening question (Q2, Box 1) to
ensure that any problems unique to the patient perspective were identified did not find additional
types of problem. Members of the public, however, ranked the scenarios as being more likely to
describe a potentially-harmful preventable-problem compared with clinicians (Fig 1).

Strengths and weaknesses of the study
We believe that our survey captures the true patient perspective due to the involvement of
members of the public as research partners through data acquisition to analysis and reporting in a

co-designed study. By the use of a simple non-leading screening question we encouraged
respondents to express their own perspective on what constituted a potentially-harmful
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preventable-problem rather than directing them towards existing definitions. To ensure that we did
not miss any problems we followed up with a prompt that encouraged respondents to think in terms
of the traditional view of patient safety problems. Furthermore our survey goes further than
describing and counting the frequency of occurrence of potentially-harmful preventable-problems
and provides information about how patients dealt with the problem and how it could have been
prevented that offers insight in to ways to reduce the frequency of their occurrence. The absence of
a link between practices and the patients allows for responses that might not occur if this survey
were administered through the individual’s practice. The main weakness of the study is the self-
selection of the respondents who were older and tended to use primary care more frequently. More
frequent users of primary care were more likely to report a problem but age was not associated with
the likelihood of reporting a problem. Our bench marking question (Q1, Box1) showed that the
respondents were similar to the English GP patient survey(24) in terms of their level of trust and
confidence in their GP and not a group with a more negative attitude towards primary care as might
have happened given the nature of the survey.

Strengths and weaknesses in relation to other studies

Our finding that 35% of respondents perceived that they had experienced a potentially-harmful
problem in in their lifetime is consistent with a European survey (43% of UK respondents felt that it
was “likely” that patients could be harmed by non-hospital healthcare).(17) This study offers some
insight in to the type of concerns that might underlie this apparent lack of confidence in primary
care. A face to face interview in family practice waiting rooms in the USA reported that 16% of
respondents believed a physician had made a mistake in their care.(27) The types of problem and
patient responses to the problem are similar to those that have been described qualitatively (1, 22)
but we have taken this a step further by quantifying the frequency of occurrence and other
descriptors of the problem from the patient’s perspective. In this small study we did not find that
patients were particularly likely to attribute blame to individual members of staff as has been
observed previously (3, 4), perhaps partly due to the high proportion of respondents working or
volunteering in healthcare.

Unanswered questions and future research

Our finding that 21% of respondents perceived that they had experienced a potentially-harmful
problem in the last 12 months, and the corresponding proportion following clinician review of 3%
(higher threshold) to 11% (lower threshold) may well reflect the self-selected nature of the study
population and needs to be validated in a large population level survey. We anticipate that a
population level survey would be fruitful since this approach yielded a number of patient-described
scenarios that were amenable to further analysis including coding by clinicians. The high response to
this pilot survey by healthcare professionals coupled with the likelihood that they provided better
information, given the higher ranking given by clinicians to scenarios originating from healthcare
professionals, points towards an opportunity. Healthcare professionals are an educated and
accessible group who could provide a valuable resource for learning about preventable-problems in
primary care. This survey could be used to ask NHS staff anonymously about their personal
experiences, as a patient, of potentially-harmful preventable-problems in primary care. Of course
complete anonymity for responders would need to be guaranteed and any identifying aspects in
their reported scenarios would have to be removed. It would be very different to whistle-blowing,
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respondents would feed back on the care they received personally rather make observations on
their own colleagues practice. The aim would be to anonymously describe and monitor problems
over time through individuals with the expectations of a patient who also had an understanding of
the healthcare system.
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Figure legends

Figure 1. Median estimates as to the likelihood that the patient describes a potentially-harmful
preventable-problem occurring in the last 12 months by six clinicians and seven members of the
public

Footnote to Figure 2: See Appendix 2 for details of coding; A coded to 2 levels, B coded to 1 level, C
medication problems coded to 3 levels

Fig 2. Numbers of patient-perceived problems occurring in the last 12 months categorised according
to the patient’s description with clinician ranking as to the likelihood it is a potentially-harmful
preventable problem (Table 2).
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Box 1. Brief summary of questionnaire — see online appendix 1 for full version of survey.

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?
(benchmarking question)

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

If yes to Q2
Q3. How long ago did the mistake or preventable problem happen?
Q4. How did this affect your health?

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Q6. Briefly describe the mistake or problem and how it happened
Q7. Could the mistake or problem have been avoided? If so how?

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service? If not —why not?

Q9. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Q10. In the list below are some examples of preventable problems' that might happen when using
primary care. Has anything similar happened to you in the last 12 months? If yes go to Q4

!See online appendix 1 for list of preventable problems

10
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1
2
3 1  Table 1. Characteristics of survey respondents
4
5
6 All Ever had !—Iad problem .

. inlast 12 UK population
7 Variable respondents | problem

months comparator
8 n=638 n=223 2132
9
10 -
11 GP satisfaction missing=0 missing=0 | missing=0 GP patient
12 survey(24)
13 Yes definitely 384 (60%) 81 (36%) 55 (42%) 64%
14 Yes, to some extent 208 (33%) 110 (49%) 52 (39%) 28%
15 No, not at all 39 (6%) 27 (12%) 21 (16%) 4%
16 Don't know / can't say 7 (1%) 5 (2%) 4 (3%) 3%
17
18 Worked or volunteered in 1
19 missing=92 missing=40 | missing=19 NHS workforce
20 healthcare
21 Yes 166 (30%) 64 (35%) 41 (36%) 3%
22 :
23 Gender missing=87 missing=38 | missing=16 ON.S m|d-§015
24 estimates
25 Female 268 (49%) 106 (57%) | 63 (54%) 51%
26
27 o . - ONS mid-2015
gg Age missing=85 missing=37 | missing=15 estimates?
20 16 to 34 years 42 (8%) 22 (12%) 11 (9%) 31%
31 35 to 54 years 143 (26%) 54 (29%) 34 (29%) 34%
32 55 to 64 years 162 (29%) 59 (32%) 31 (27%) 14%
33 65 to 74 years 170 (31%) 44 (24%) 32 (27%) 12%
34 Over 75 years 36 (7%) 7 (4%) 9 (8%) 9%
35
36 . - . V. GP patient
g; Last primary care contact missing=88 missing=39 | missing=14 survey(24)
Within last week 169 (31%) 65 (35%) 48 (41%) .

ig Within last month 248 (45%) | 79 (43%) | 47 (40%) i’g f; ";’:tm: last
a Within last 12 months 121 (22%) 34 (18%) 20 (17%)
42 Over 12 months ago 12 (2%) 6 (3%) 3 (3%) 15%
43
44 Usual primary care usage missing=88 missing=40 | missing=17
45 At least once a month 181 (33%) 73 (40%) 52 (45%) -
46 At least once per 6 months 285 (52%) 79 (43%) 45 (39%) -
j; Once per 12 months or less | 84 (15%) 31(17%) | 18 (16%) -
49 2
50 "http://content.digital.nhs.uk/searchcatalogue?productid=24139&topics=1%2fWorkforce%2fSt
51 3 aff+numbers&sort=Relevance&size=108&page=1#top
gg *https://www.ons.gov.uk/peoplepopulationandcommunity/populationandmigration/populatio
54 nestimates/bulletins/annualmidyearpopulationestimates/latest
55
56
57
58
59
60 11
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Table 2. Categorisation of patient-perceived potentially-harmful preventable problems occurring in

the last 12 months following review by clinicians and members of the public

Group label Threshold criteria GP scores PPl scores
n=132 n=132

1. Higher Median score of “very likely or certain” or

threshold “probably” or at least one score of “very likely or 18 (14%) 87 (66%)
certain”

2. Lower Median score of “possibly” or at least one score of

threshold “probably” or highper ! 71 (54%) 104(79%)

3. Any possibility | At least one score of “unlikely” or higher 106 (80%) 109 (83%)

4. No problem All scores “definitely not” or not-coded 1(1%) 0

5. Not-coded Insufficient information for coding by all coders 25 (19%) 23 (17%)

12
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Table 3. Prevalence of respondents reporting a potentially-harmful preventable problem within the
last 12 months and unadjusted and adjusted odds ratios estimated by logistic regression

Respondent characteristics

Frequency — all

Unadjusted

Adjusted’ OR-

Adjusted’ OR -

n=638 reported n=132 | OR-all reports all reports after GP review
(lower threshold,
Table 2)

Gender (87 missing)

male 53/283 (19%) 1 (ref) 1 (ref) 1 (ref)

female 63/268 (24%) | 1.3(0.9t02.0) |1.4(0.9t02.2) | 1.3(0.7t02.3)

Age (85 missing)

16 to 34 years 11/42 (26%) 1 (ref) 1 (ref) 1 (ref)

35 to 54 years 34/143 (24%) | 0.9(0.4t01.9) | 0.8(0.3t01.8) | 0.8(0.3t02.1)

55 to 64 years 31/162 (19%) | 0.7(0.3to1.5) |0.7(0.3t01.5) | 0.6(0.2to1.7)

65 to 74 years 32/170(19%) | 0.7(0.3to1.4) | 0.6(0.3to1.4) | 0.4(0.2t01.2)

Over 75 years 9/36 (25%) 0.9 (0.3to0 2.6) 1.1(0.4t03.2) | 0.9(0.2t03.2)

Last primary care contact (88 missing)

Within last week

48/169 (28%)

1 (ref)

1 (ref)

1 (ref)

Within last month

47/248 (19%)

0.6 (0.4 t0 0.9)

0.7 (0.4t0 1.1)

0.6 (0.3 t0 1.0)

Within last 12 months 20/121(17%) | 0.5(0.3t00.9) | 0.6(0.3t01.2) | 0.5(0.2t01.3)
Over 12 months ago 3/12 (25%) 0.8(0.2t04.0) | 0.9(0.2t04.2) | 0.4(0.0t03.9)
Usual primary care usage (88 missing)

At least once a month 52/181 (29%) 1 (ref) 1 (ref) 1 (ref)

At least once per 6 months 45/285 (16%) 0.5(0.3t00.7) |0.6(0.3tc0.9) | 0.5(0.3t00.9)
Once per 12 months or less 18/84 (21%) 0.7(0.4t01.2) |0.8(04tol6) |0.7(0.3t01.8)

Works or volunteers in healthcare (92 missing)

No

72/380 (19%)

1 (ref)

1 (ref)

1 (ref)

Yes

41/166 (25%)

1.4(0.9t02.2)

1.3(0.8t02.1)

1.5(0.9t0 2.7)

'adjusted for gender, age, last primary care contact, usual primary care usage, works or volunteers in

healthcare

13
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Table 4. The patient’s response to their perceived potentially-harmful preventable-problem and the

primary care service involved for problems occurring in the last 12 months

Clinician ranked

Primary care service A!rfkf)lz:;id “possibly or higher”
(Lower threshold)
All services 132 71
GP surgery 97 (73%) 61 (86%)
Out of hours care/A&E/ambulance 4 (3%) 1(1%)
Walk in clinic 2 (2%) 0
Dental surgery 4 (3%) 1(1%)
Pharmacy 7 (5%) 6 (8%)
Community or district nursing 4 (3%) 0
Opticians 2 (2%) 1(1%)
Mental health services 1(1%) 0
missing 11 (8%) 1(1%)
Did you discuss the problem with primary care staff?
All respondents 132 71
Yes — discussed with primary care staff 56 (42%) 42 (59%)
No — did not discuss with primary care staff 67 (51%) 29 (41%)
missing 9 (7%) 0
Reason not discussed with primary care staff
All not discussing problem 67 29
Did not feel comfortable to discuss the problem 16 (24%) 8 (28%)
Could not find anybody with whom to discuss the problem | 21 (31%) 10 (34%)
Unconcerned about the problem 7 (10%) 5(17%)
Did not notice the problem at the time (or tooiill) 11 (16%) 4 (14%)
Other 5(7%) 2 (7%)
missing 7 (10%) 0
Profession of discussant
All discussing problem 56 42
GP 28 (50%) 19 (45%)
Practice manager 5 (9%) 5(21%)
Receptionist 2 (4%) 1(2%)
Practice nurse 6 (11%) 5(12%)
Pharmacist or dispenser 7 (13%) 7 (17%)
Dentist 2 (4%) 1(2%)
Dietician 1(2%) 1(2%)
Missing 5 (9%) 3 (7%)
Role of discussant in patient’s care
Member of staff directly involved 23 (41%) 16 (38%)
Another member of staff at same institution 25 (45%) 20 (48%)
Above unclear 8 (14%) 6 (14%)

14
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1

2

3 Table 5. Patient suggestions as to how the potentially-harmful preventable problem might have

4 been prevented

5

? All reported Clilfﬂciar.\ ranked
8 How could it be prevented? problems . posilbly or
9 n=132 higher” (Lower
10 threshold) n=71
1 1. More resources - all 14 (11%) 3 (4%)
12 1.1 Quicker access to primary care 7 (5%) 2 (3%)
13 1.2 More thorough and quicker investigations 2 (2%) 1(1%)
14 1.3 Fewer demands on primary care — more staff or fewer patients 1 (1%) 0

15 1.4 More time with clinicians for treatment and diagnosis 2 (2%) 0

16 1.9 Provision of resources to manage long term conditions 1(1%) 0

ig 1.10 Provision of patient travel service for routine appointments 1(1%) 0

19 2. Improved communication and involvement of patients 26 (20%) 18 (25%)
20 1.1 Listen to the patient and trust their judgement more 21 (16%) 15 (21%)
21 1.2 Tell patients about their diagnosis, test results, changes in medication 3(2%) 1(1%)
22 or loss of results

23 1.3 Improve communication between staff (within or outside primary 2 (2%) 0

24 care) 2 (3%)
25 3. Better organisation and administration 17 (13%) 10 (14%)
26 3.1 Follow up referrals and appointments to ensure they happen, be 10 (8%) 3 (4%)
gg consistent in sending routine reminders 0

59 3.2 Log in or process results as soon as received to avoid loss 1(1%) 1(1%)
30 3.3 Keep the notes up to date, well-organised, safe and ensure 5 (4%) 5 (7%)
31 information is transcribed accurately

32 3.4 Keep a record of the location of equipment 1(1%) 1(1%)
33 4. Improved prescribing systems 18 (14%) 17 (24%)
34 4.1 More when checks on prescribing and dispensing 8 (6%) 8 (11%)
35 4.2 Check repeat prescriptions carefully, especially for transcribing errors 8 (6%) 7 (10%)
36 4.3 Use medication reviews and IT clinical decision support systems 2 (2%) 2 (3%)
gg 5. Better clinical practice 19 (14%) 10 (14%)
39 5.1 Take in to account all the patient’s information - their medical history 13 (10%) 7 (10%)
40 and results and letters

a1 5.2 Address the patient’s problem in some way — patients can feel their 5 (4%) 2 (3%)
42 problem is being ignored

43 5.3 Act on advice from other clinicians and test results 1(1%) 1(1%)
44 6. Staff training 11 (8%) 7 (10%)
45 6.1 More informed and better trained staff 11 (8%) 7 (10%)
46 Other responses 27 (20%) 6 (8%)
j; eDon’t know/missing 21 (16%) 3 (4%)
49 eProblem was due to an individual member of staff 2 (2%) 1(1%)
50 ePrescribe right, better, different, more, less medicine 1(1%) 0

51 eBetter organisation 1(1%) 0

52 elLaboratory procedures were the problem 2 (2%) 2 (3%)
53 3

54

55

56

57

58

59

60 15
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Figure 1. Median estimates as to the likelihood that the patient describes a potentially-harmful preventable-
problem occurring in the last 12 months by six clinicians and seven members of the public
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Appendix 1. Details of public and clinician contributors and surveys

Table A. Demographics of clinicians and members of the public reviewing the patient-reported
problems and estimating the likelihood the scenarios describes a potentially-harmful preventable-
problem occurring in primary care

Demographics of GP and dentist coders frequency n=6
Gender

Female 3
Male 3
Years working as a GP or dentist

Less than 15 years 1
15 to 25 years 2
Over 25 years 3
Current position

Partner 4
Retired within last 12 months 2

Demographics of the members of the public ‘ frequency n=7

Gender

Female

=[O

Male

Age

30 to 39 years

40 to 49 years

50 to 59 years

NIN[F[N

60 to 69 years

Ethnicity

White British

N |

British Indian

Years of PPl experience

None

Less than 1 year

1to Syears

NINIF[N

Over 5 years

Further background information

PPI reviewer 1. Currently working freelance on education and PPI projects; previously worked in
a pastoral role at a college; a lay representative for courses training healthcare scientists.

PPl reviewer 2. Retired primary school teacher with several long term health conditions; single
parent; was a young carer for a parent with a long term condition.

PPI reviewer 3. Former higher education administrator; current university tutor; patient partner
on varied research projects; carer for family members aged 0-100 with physical and/or mental
health long term conditions.

Pl reviewer 4. Currently working as a civil servant and has several long term health conditions.

PPI reviewer 5. Full-time parent of school age children; previously ten years working in a medical
school in an administrative role and 5 years working in the drug and alcohol sector

PPl reviewer 6. Lay representative for several healthcare-related professional bodies and
involved in health research at several universities; family-carer for over 35 years; has had over 6
years of involvement with a mental and community health as a carer

PPl reviewer 7. Retired university administrator; a parent and carer for elderly parents.
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1
2
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Box A. List of public and patient involvement groups used to distribute the pilot survey

Associate Research User Group of the Greater Manchester Primary Care Patient Safety Translational
Research Centre http://research.bmh.manchester.ac.uk/primary-care-patient-safety/Getlnvolved/

The Primary Care Research in Manchester Engagement Resource
http://research.bmh.manchester.ac.uk/PRIMER/about/

HelpBeatDiabetes https://www.researchforthefuture.org/diabetes/

The Nowgen Centre https://research.cmft.nhs.uk/getting-involved/involvement

The Citizen Scientist project http://www.citizenscientist.org.uk/

North West People in Research Forum https://www.northwestpeopleinresearchforum.org/

Box B. Pilot survey administered online November and December 2015

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?

Response options: Yes, definitely, Yes, to some extent, No, not at all, Don't know / can't say

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

Response options: Yes, No- go to Q10, Do not understand the question- go to Q10, Don't know /
can't remember- go to Q10

Q3. How long ago did the mistake or preventable problem happen?

Response options: Within the last 12 months, More than 12 months ago- go to Q10, Can't
remember- go to Q10

Q4. In your opinion did this experience

Response options: Make your health worse, Not certain but it might have made your health worse,
Could have made your health worse if you had not noticed the problem, Delayed your treatment
but had no effect on your health, Not affect you, or your health, Other, please explain

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Response options: GP surgery, Out of hours care, Walk in clinic, Dental, Pharmacy, Community or
district nursing, Ambulance, Opticians, Other- please specify

Q6. Briefly describe the mistake or problem and how it happened

Response options: free text

Q7. Could the mistake or problem have been avoided? If so how?

Response options: free text

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service?

Response options: Yes, Yes had the opportunity but did not feel comfortable to discuss the mistake
or problem, No | could not find anybody with whom | could discuss the mistake or problem, No |
was not concerned about the problem, No | did not notice the mistake or problem at the time, | was
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too distressed to discuss the mistake or problem, Other or don't know - please describe

Q0. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Response options: free text

Q10. In the list below are some examples of preventable problems that might happen when using
primary care. Has anything similar happened to you in the last 12 months? Please check as many as
applicable or "NONE OF BELOW"

NONE OF BELOW

Wrong or late diagnosis

Not referred for further investigation when needed

Test results being lost or mixed up

Receiving the wrong medicine or wrong dose

Should not be prescribed the medicine because of another health problem

Should not be prescribed the medicine because of another medication already taking

Poor communication leading to misunderstanding of diagnosis or treatment

Not referred to a specialist when needed

Unclear instructions about treatment

Not offering of prevention or screening programmes eg CVD/stroke prevention clinics

Failure to recognise or act on vulnerable people’s needs eg child abuse, suicide risk or mental health
problems

Mistake with a procedure eg dental treatment, injection, ear syringing, physiotherapy

Failure to notify about recommended vaccinations eg flu, HPV

Poor hygiene

Unsafe building or premises

Any other preventable problem in the last 12 months (in your opinion)

Other, please explain below

Q11. Are you male or female? Response options: Male, Female, prefer not to say

Q12. How old are you?

Response options: under 16, 16 to 24, 25 to 34, 45 to 54, 55 to 64, 65 to 74, 75 to 84, 85 or older
Q13. When was your last contact with primary care?

Response options: Last week, Last month, Last 12 months, Over 12 months ago

Q14. What best describes your usual pattern of use of primary care? Response options: Once per
week, Once per 2 weeks, Once per month, Once per 6 months, Once per 12 months or less often
Q15. Are you registered with a GP practice?

Response options: Yes, No, | only use walk in centres, Don’t know

Q16. Do you work or volunteer in healthcare or healthcare research as a professional, patient, carer
or member of the public? (if you are retired answer for your occupation before retirement)
Response options: Yes, No

Q17. We are still trying to improve this questionnaire so would be grateful for any feedback about
how easy you found the questionnaire to complete? How can it be improved?

Response options: free text
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Appendix 2.

Table A. Coding of patient-reported potentially-unsafe scenarios in primary care

1. Errors in the process of the healthcare delivery system

Makeham 2002, Dovey 2002

Common threads reported in this study

1.1. Errors in the process of conducting an
administrative task

Al. Administrative problem not otherwise
specified

1.1.1. Information filed in wrong place or wrong time

1.1.2. Unavailability of information that should have
been in patients charts
1.1.2.1. Entire chart or part of chart could not be
accessed when needed
1.1.2.2. Care provided was not documented
1.1.2.3. Item(s) of information missing from chart

A2. Incorrect notes/inadequate
notes/notes not kept up to date

1.1.3. Errors in patient’s movement through the
healthcare delivery system

A3. Intended referral was not sent or
delayed

A4. Patient not reminded, informed or
assisted to attend regular check-ups or
other necessary routine treatments

1.1.4. Errors in the taking and distributing of messages

1.1.5. Errors in managing appointments for healthcare

A5. Unable to get an appointment/other
problems with making appointment
A6. Ambulance delayed or did not arrive

1.2. Errors in the process of investigating a patient’s condition

1.2.1. Laboratory errors
1.2.1.1. Wrong test ordered or test not ordered
when appropriate
1.2.1.2. Errors in the process of obtaining or
processing a laboratory specimen
1.2.1.3. Error in the process of physician receiving
accurate laboratory results in a timely fashion
1.2.1.4. Inappropriate response to an abnormal
laboratory result

1.2.3. Errors in the processes of other investigations
1.2.3.1. Wrong test ordered or test not ordered
when appropriate
1.2.3.2. Errors in the process of obtaining or
processing of other diagnostic investigation
1.2.3.3. Error in the process of physician receiving
accurate test results of other investigation in a timely
fashion
1.2.3.4. Inappropriate response to an abnormal
result of other investigation

B1. Test results lost or other problem with
investigation paperwork

B2. Incorrect interpretation of tests or
other investigation results

B3. Clinician did not consider patient
history sufficiently/did not use patient’s
notes adequately

B4. Investigation not thorough enough
B5. Not referred when patient felt was
needed

1.3. Errors in the process of treating a patient’s condition

1.3.1. Errors in the process of treating with medications
1.3.1.1. Wrong medication or wrong dose of
medication ordered or medication not ordered by
physician when appropriate
1.3.1.2. Error in the process of delivering a
medication order or inappropriate medication order
by a provider working under physician supervision
1.3.1.3. Error in the process of dispensing medication
as ordered

C1. Medication problem

C2. Not provided with medical devices
needed to manage long term conditions

1.3.2. Errors in other treatments

C3. Problem with dental treatment or
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diagnosis

1.4. Errors in the process of communication

©CoO~NOUTA,WNPE

1.4.1. Errors in communication between primary
healthcare provider and patients

D1. Clinician seemed to lack interest in the
patient’s health problem or did not listen
carefully enough

D2. Information about the patient’s health
had not been passed on to the patient
who felt it should have been

D3. Communication problem between
patient and primary care staff

1.4.2. Errors in communication between healthcare
providers

D4. Problem with communication
between primary care and other types of
care including secondary care

D5. Disagreement between 2 clinicians

2. Errors arising from lack of clinical knowledge or skills

2.1. Errors in the execution of a clinical task
2.1.1. Non-clinical staff made the wrong clinical
decision
2.1.2. Failed to follow standard practice
2.1.3. Lacked needed experience or expertise in a
clinical task

E1l. Administrative staff seemed to make
clinical decisions

E2. Procedure was not carried out
correctly

E3. Incorrect advice/no advice given by
clinician

2.2. Errors in diagnosis
2.2.1. Wrong or delayed diagnosis

F1. Wrong/late/missed/delayed diagnosis

2.3. Wrong treatment decision

G1. Wrong treatment decision

H. Other

X. Not a problem/ insufficient
information/refused/don’t know

Table B. Level 4 coding of patient-reported potentially-unsafe medication scenarios

Common threads reported in this study grouped as described by Makeham 2002, Dovey 2002

C1 Medication error not otherwise specified /other problem

e 1.3.1.1. Ordering medications (prescribing)

C1.1.1 Prescribed wrong or inappropriate drug

C1.1.2 Started new prescription or changed prescription without sufficient discussion, follow up or

checks

C1.1.3 Long term or continued prescribing without review or consideration of long term or side effects

C1.1.4 Prescribed drug when should have known contra-indicated e.g. patient had informed clinician of

allergy, adverse reaction or it was in the records

C1.1.5 Repeat prescription unintentionally changed

C1.1.6 Out of date repeat prescription mistakenly re-issued

e 1.3.1.2./1.3.1.3. Implementing or receiving medications (dispensing or issuing)

C1.2.1 Medication not dispensed or administered as intended or prescribed

e 1.3.1.1/1.3.1.2./1.3.1.3. Ordering, implementing or receiving medications

C1.3.1 Wrong dose or drug or delivery method

C1.3.2 Being given another patient’s drugs or prescription

C1.3.3 Wrong or inadequate advice about drug effects or how to use

C1.3.4 Delay or failure in prescription processing
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Table C. Scoring for likelihood that the patient-reported scenario is potentially-unsafe

Page 26 of 41

Score

How likely do you think it is the patient was correct in thinking that their health might be
worsened, or actually was made worse, because of a mistake or a problem in primary care
that could have been prevented? Choose from the options below.

Very likely or certain (75-100% confident is a potentially unsafe scenario)

Probably (50-74% confident is a potentially unsafe scenario)

Possibly (25-49% confident is a potentially unsafe scenario)

Unlikely (bottom 25% confident is a potentially unsafe scenario)

RIN(fW|RU

Definitely not a potentially unsafe event (0% chance is a potentially unsafe scenario)

Insufficient information

Don’t know

Other - add text at end of row
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Patient reported scenarios occurring during the past 12 months that GPs scored as higher likelihood
to be a potentially-unsafe preventable-problem in primary care (median score is higher than
“possibly” and at least 2 GPs gave a score or one GP scored “very likely or certain”) originating from
the pilot survey

»

w
I

N
I

unsafe preventable-problem

GP estimates of likelihood is a potentially-
(=Y

Scenario4. GP surgery Sioan o o - =
Briefly describe the mistake or problem and '
how it happened. “Prescription drug, anti-
inflammatory for arthritis, caused acute stomach
pains & violent vomiting. Repeat prescription for ) m N . - i
twelve years without any discussion.” .
Could the mistake or problem have been : - - - - - .
avoided? If so how? “Possible discussion about
dangers of continuous taking of prescription _
drugs, which in the event were stopped after the
incident.”
0 . . - . . . . . . . . .

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

problem with anybody working in the primary care S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
service? “No | did not notice the mistake or problem  1-gefinitely not, 0 = insufficient information or don’t know
at the time”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review
or consideration of long term or side effects

Scenario236. GP surgery 5

0 I|| |

Briefly describe the mistake or problem and how
it happened. “Insulin type was changed by
specialist but previous insulin prescribed by GP as
notes had not been updated”

w

Could the mistake or problem have been
avoided? If so how? “Yes GP notes should have
been updated with new medication”

N

unsafe preventable-problem

[N

Estimates of likelihood is a potentially-

Were you able to talk about the mistake or

problem with anybody working in the primary GP1 GP2 GP3 GP4 GPS > LPILEPI2 PPI3 PPI4. PPIS PPIG PPI7
care service? “Practice manager resolved the Coder =GP or
problem and apologised” S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

. ) 1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: prompted via

Q10 (Box 1 main paper)

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to
date; C1.1.6 Out of date repeat prescription mistakenly re-issued
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Scenario229. GP surgery

Briefly describe the mistake or problem and how it happened. “Two out of three Doctors not

listening to what | was asking; April | had two

big bleeds from my Penis, Doctor 1 did a test . . Il B
and gave antibiotics. Went to 2nd Doctor for :
Diabetic check and told him of problem -
nothing except another test come back in ten
days. Went to the third doctor who said the 2 4
test didn't show anything but when | _
mentioned my feelings about a problem, he :
look and said yes you do have a problem. In 2
weeks | was in having tests and 3 operations 1
for cancer.” k
0: 4 .

Could the mistake or problem have been
. wr B GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
avoided? If so how? “Listen to me Coder - GP or PPI

w £

unsafe preventable-problem
N

Estimates of likelihood is a potentially

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or e ) e ]
1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care
service? “No, | could not find anybody with whom I could discuss the mistake or problem (The third
doctor was amazing with me. He said to keep in touch and if | had any problems to ring him and he
still wants me to ring him after my three operations.)”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

Scenariol13. GP surgery

Briefly describe the mistake or problem and 5

how it happened. “Changed diabetes | | | | |

medication to an alternative which my notes
from 1980's should show | respond badly to”

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
problem with anybody working in the primary

care service? “Yes, my own GP who had returned
from holiday”

H

w

Could the mistake or problem have been
avoided? If so how? “Read the notes on every
medication change but unfortunately that is
unrealistic under the time restrictions on GP's.
Put early notes on-line and flag medication
allergies/problems.”

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records
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Scenario297. GP surgery .
Briefly describe the mistake or problem and =
how it happened. “Told the GP the medication % E 4
was making my hair fall out & he kept me on it g%
for another 3 months. | had to see another GPto | 2 § 3
get him to change my medication. In the é ‘g
meantime | have lost 3/4 of my hair. Not sure if it % E; 2
will ever grow back.” g “é

835 1
Could the mistake or problem have been %
avoided? If so how? “yes, by the GP listening to 0

GP1 GP2 GP3 GP4 GPSOdF;?ngF;erP PPI3 PPI4 PPIS PPI6 PPI7

what | was saying.” S=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or 1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care service? “Yes, GP”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; C1.1.3 Long term or continued prescribing without
review or consideration of long term or side effects

Scenariol77. GP surgery

5
Briefly describe the mistake or problem and
how it happened. “Successfully treated for . 4
prostate cancer 2006 but suffered some loss of 3
sexual performance; Viagra recommended BUT | . _i'
| take isosorbide nitrate for a following heart I
attack; the two are contradictory and could
produce further heart problems. A routine ¥
diabetes check-up at which the sexual problem
was discussed saw an automatic prescribing of |
Viagra,; obviously without reference to my 0

w

N

pr

[N

Estimates of likelihood is a potentially-

i ” GP1 GP2 GP3 GP4 GPS PPIL PPI2_ PPI3 PPI4 PPIS PPIG PPI7
medical records. PR AR G
Could the mistake or problem have been 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
avoided? If so how? “Read the medical notes.” 1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No; | felt | was going to cause trouble”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.1.1 Prescribed wrong or inappropriate drug
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Scenario404. GP surgery

5
Briefly describe the mistake or problem and :
how it happened. “/ was given steroids for a i
chest infection but not alerted to the fact
they make your sugars go massively high! 2 g
Within a few hours | was high and not able to
bring them down, fearing a DKA | headed for
the hospital to correct a very easily avoidable
issue. | also attended my GP 6 years ago to be
given strong antacids for pain in my stomach i
that was actually a DKA | was admitted to o ‘

hospital a few hours later! The GP never even GP1 GP2 GP3 GP4 GPS PPI1_PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

N w S

unsafe preventable-problem

Estimates of likelihood is a potentially
[=Y

suggested it could be linked to my diabetes and as 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
it was my first DKA | had no idea that's how they 1=definitely not, 0 = insufficient information or don’t know
can feel”

Could the mistake or problem have been avoided? If so how? “Both could have been avoided The
steroids - if the prescribing nurse had considered my diabetes I'd have been given proper advice as to
how to deal with them as a diabetic or given different meds. The DKA simple questions or
explanation as to how DKAs can present would have made me family and the doctor realise | was in
trouble.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ wrote a letter to the surgery concerning the steroids anonymously to alert them of my
concern and the DKA. | was too poorly to even consider seeking correction or explanation”

Patient-reported prospect of harm: health was actually made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records;

Scenario29. GP surgery

Briefly describe the mistake or problem and
how it happened. “reception staff making
clinical decisions which were at odds with what
had been discussed with my GP”

H

w

Could the mistake or problem have been
avoided? If so how? “Yes, reception staff
shouldn't be making clinical decisions”

unsafe preventable-problem
N

[y

Were you able to talk about the mistake or
problem with anybody working in the primary

Estimates of likelihood is a potentially-

E3. Incorrect advice/no advice given by clinician
0 lrl | | | L

care service? “No, had the opportunity but did GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
. . Coder - GP or P

not feel comfortable to discuss the mistake or

problem” S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: suspected

your health has been made worse by a problem or error that could have been prevented

Patient-perspective problem-type code: E1. Administrative staff seemed to make clinical decisions
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Scenario621. Pharmacist

Briefly describe the mistake or problem and
how it happened. “/ was given a medicine
belonging to somebody else as part of my
monthly repeat prescription”

Could the mistake or problem have been
avoided? If so how? “More care and
attention when checking”

unsafe preventable-problem

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “Yes, pharmacist”

Estimates of likelihood is a potentially-

N

4 -
3

1 | I :I:
O T

GP1 GP2 GP3 GP4 GP5 PPI1 _PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Patient-reported prospect of harm: prompted via
Q10 (Box 1 main paper)

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: C1.3.3 Wrong or inadequate advice about drug effects or

how to use

Scenario296. GP surgery

Briefly describe the mistake or problem
and how it happened. “Poor diabetic
annual review, foot check not correctly done
just tested my foot pulses and nothing else”

Could the mistake or problem have been
avoided? If so how? “Better training of

staff”

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No, had the
opportunity but did not feel comfortable to
discuss the mistake or problem”

Estimates of likelihood is a potentially-
unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPl4 PPIS PPI6 PPI7
Coder - GP or P

Patient-reported prospect of harm: suspected
your health has been made worse by a problem
or error that could have been prevented

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: E2. Procedure was not carried out correctly
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Scenario239. GP surgery

Briefly describe the mistake or problem
and how it happened. “Prior to a pain
killing injection into my knee, | asked the GP
who suggested the injection AND the GP
who carried out the injection whether, as
someone living with Type 1 diabetes, it
would have any effect on my blood glucose
levels. On both occasions, | was given an
unequivocal No . In the event, within a few
hours of the injection, my blood glucose
rose significantly and remained high for

Estimates of likelihood is a potentially-

unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PP|3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

several days. | felt unable to eat anything for 24
hours while | took on more and more insulin in

order to bring my glucose levels down - | did
not want to go to sleep that night simply because of the massive amount of insulin in my system.”

Could the mistake or problem have been avoided? If so how? “Yes. | feel that both GPs should have
a knowledge about the side effects of drugs they prescribe, administer and recommend.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No I could not find anybody with whom | could discuss the mistake or problem”

Patient-reported prospect of harm: your health has been made worse by a problem or error that

could have been prevented

Patient-perspective problem-type code: E3. Incorrect advice/no advice given by clinician

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Scenario87. GP surgery

Briefly describe the mistake or problem
and how it happened. “GP completely
overlooked symptoms and prescribed
antibiotic after antibiotic without
investigation or referral”

Could the mistake or problem have been
avoided? If so how? “Yes by listening to
history of complaints, carrying out
appropriate tests instead of just giving
antibiotics”

Were you able to talk about the mistake
or problem with anybody working in the

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

[N

0

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP|

primary care service? “No | did not notice the

mistake or problem at the time”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know
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Scenario294. GP surgery

5
Briefly describe the mistake or problem and how
it happened. “Several times prescriptions have :
been incorrectly issued due to similar names for
drugs or the same name with different strengths” | 2 4
10 Could the mistake or problem have been :
11 avoided? If so how? “Yes, by more accurate or ;
ig double data entry. Now solved by self-request
14 using web systems.” 3
15 ; 0

Were you able to talk about the mistake or

©CoO~NOUTA,WNPE
w IS

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

R .. . GPL GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPIG PPI7
i? problem with anybody working in the primary Coder - GP or PPI
18 care service? “Yes, they did not want to know or 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
19 seem to care unless a formal complaint was made” 1=definitely not, 0 = insufficient information or don’t know
20

Patient-reported prospect of harm: your health has been made worse by a problem or error that
2 could have been prevented

23 Patient-perspective problem-type code: C1.1.5 Repeat prescription unintentionally changed

28 Scenario327. GP surgery

30 Briefly describe the mistake or problem and
31 how it happened. “A simple error occurred
32 with an incorrect prescription. When | tried to
bring this to the attention of the receptionist

34 she treated me with disdain and in a ’

36 challenging manner. She then proceeded to :

37 start to read my notes aloud in the public .

38 reception area. | felt that this was

39 unacceptable behaviour. When | tried to tackle | : I
40 the receptionist about her behaviour | felt as if | 0

was under threat. It caused me to feel very GP1 GP2 GP3 GPA GPS PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7

i,

N

£

w
ol
Estimates of likelihood is a potentially-
-

Coder - GP or PPI
stressed, frustrated and ill tempered.” ) ) ) .
43 S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

44 Could the mistake or problem have been 1=definitely not, 0 = insufficient information or don’t know

jg avoided? If so how? “If the receptionist had been

47 willing to listen to what | was saying.”

48 Were you able to talk about the mistake or problem with anybody working in the primary care
gg service? “/ did speak to a lady who said she was the practice manager but | felt that they were not
51 interested in resolving the problem”

52 Patient-reported prospect of harm: suspected your health has been made worse by a problem or
gi error that could have been prevented

55 Patient-perspective problem-type code: D3. Communication problem between patient and primary
56 care staff; C1 Medication error not otherwise specified /other problem

57

58

59

60
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Scenario330. GP Surgery

~N w &

Estimates of likelihood is a potentially-
unsafe preventable-problem

Briefly describe the mistake or problem >
and how it happened. “Went to see GP

because | feared the pain in one of my legs

may have been Peripheral Artery Disease -
hardening of the arteries, having had a i
(non-blood) relative who suffered from this

and subsequently died - of a heart attack. :

Oh yes, said the GP, well, you will have it -
won't you? Why? | asked expecting her to

say eg because you are a smoker, or i
maybe my age (65) or something else | I
wasn't aware of. But what she actually 0

tOId me was ’Because you areadiabeticl’ GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7

Coder - GP or PPI
Whaaat? | exclaimed - you mean ALL
diabetics will inevitably get this, and there's
no way to prevent it? Yes she said and
shrugged. | said 'Thanks for nothing then' and left. Instead | left, came home and went straight on-
line to make an appointment with someone more sensible, which I did and after taking my leg/ankle
pulses and BPs etc - he chatted to me and said he would refer me for a cardiology consultation at the
hospital. This IS what | expected in the first place and now it IS being taken care of.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Could the mistake or problem have been avoided? If so how? “By training the GP properly in the
first place”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “? “l explained to GP 2 But | don't know what if anything was done about it, or how I could
find that out.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough
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Scenario3/179. GP Surgery

Briefly describe the mistake or problem and how it
happened. “/ had a severe reaction to Atorvastatin
after a dose increase so much so that | was almost
immobile and took 4 months to recover”

Could the mistake or problem have been avoided? If
so how? “According to guidelines | should have been
on the increased dose - it took a long time to convince
the GP that | needed blood tests to find out why |
couldn't walk. My GP was very hesitant to admit that
I did have a reaction to statins.”

Were you able to talk about the mistake or problem
with anybody working in the primary care service?
“No | could not find anybody with whom | could
discuss the mistake or problem. It was not really the
GPs fault per se, just took a lot of convincing that
there was a problem”

N w »

unsafe preventable-problem

Estimates of likelihood is a potentially-
=

LI

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: health could have been made worse had someone not noticed a

problem or error

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review

or consideration of long term or side effects
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Scenario3/285. GP Surgery

Briefly describe the mistake or problem and how it
happened. “Doctor kept saying | had vitamin
deficiency B1, it turned out | had peripheral
neuropathy which is very painful”

Could the mistake or problem have been avoided?
If so how? “/ just needed the proper medication to
help”

Were you able to talk about the mistake or
problem with anybody working in the primary care
service? “Just saw another Doctor and she knew
straight away what the problem was - she was
experienced with Diabetic problems. Yes had the
opportunity but did not feel comfortable to discuss
the mistake or problem”

N} w IS

unsafe preventable-problem

Estimates of likelihood is a potentially-
—

fll

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: F1. Wrong/late/missed/delayed diagnosis

Scenario3/347. GP Surgery

Briefly describe the mistake or problem and
how it happened. “Incapable diabetic doctor
trying to take blood out the back of my hand
haphazardly, not listening and resulting in me
fitting and the student watching having to get
help.”

Could the mistake or problem have been
avoided? If so how? “Yes. By listening to me”

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with
whom | could discuss the mistake or problem”

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

=

0 - T T .I.

GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPl

Patient-reported prospect of harm: prompted
via Q10 (Box 1 main paper)

Patient-perspective problem-type code: E2.

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Procedure was not carried out correctly; D1. Clinician seemed to lack interest in the patient’s health

problem or did not listen carefully enough
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Scenario3/384. Dental Surgery

Briefly describe the mistake or problem and 2

how it happened. “/ had an infection under my
wisdom tooth. They agreed that the only way to
solve the problem was to take the tooth out.
They gave me an appointment to do this in 6
weeks. | am a type 1 diabetic and the infection
was affecting my blood sugars and | was
concerned that | would have to go to A&E if my
blood sugars continued to rise due to the
infection. It would have affected my health if |
had not paid to go to a private dentist.”

N w »

unsafe preventable-problem

Estimates of likelihood is a potentially-
(=Y

(I

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

Could the mistake or problem have been avoided? If
so how? “They could have taken out the tooth
straight away. | was happy to wait at the emergency
dentist for them to do this.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ explained but they said | would have to wait. They also asked if | needed a sugary drink
when | said that my sugars were high so | was too scared to eat and had not eaten in 12hrs. It was
clear they didn't understand diabetes.”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a
problem or error

Patient-perspective problem-type code: A5. Unable to get an appointment/other problems with

Scenario3/366. Dental Surgery :

Briefly describe the mistake or problem and
how it happened. “Caries, cavities and problem
with crown not diagnosed or treated”

IS

w

Could the mistake or problem have been
avoided? If so how? “Better dentist & not
working to tight time-scale imposed by company
owning dental surgery”

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
-

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with

making appointment

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

whom | could discuss the mistake or problem”
S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
Patient-reported prospect of harm: prompted via

Q10 (Box 1 main paper)

1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: C3. Problem with dental treatment or diagnosis
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Scenario3/458. GP Surgery

Briefly describe the mistake or problem and
how it happened. “Using the summary on
discharge from hospital, one GP transcribed
incorrectly on to my electronic notes ie size of
ovarian cyst was 7.5cms and he put 7.5 mms.
Another GP requested diagnostic bone density
scan but either forgot or did not record it and
she ended up questioning why | had it and who
requested it. She also referred me for an
orthopedic consultation then said | was not
funded for the steroid injection put into my
swollen elbows.”

Estimates of likelihood is a potentially-

unsafe preventable-problem

w

N

Ll

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Could the mistake or problem have been avoided?

If so how? “Yes”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ was too scared to discuss my concerns for fear of being labelled a trouble maker”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a

problem or error

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to

date

Scenario3/484. GP Surgery

Briefly describe the mistake or problem and
how it happened. “GP prescribed pills, but
then got phone call saying not to take them”

Could the mistake or problem have been
avoided? If so how? “Not sure”

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No | was not concerned
about the problem”

Patient-reported prospect of harm: prompted
via Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.
Medication problem

Estimates of likelihood is a potentially-

unsafe preventable-problem

»

w

N

[y

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know
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Scenario3/555. GP Surgery

Briefly describe the mistake or problem
and how it happened. “/ had a burst
appendix and peritonitis, something that
even a scan couldn't detect adequately. My
first visit to GP was when | said | think |
have appendicitis, no other symptoms only
the pain. It was ten days before seeing a
consultant, a further 10 days to have a
scan, then 2 weeks to be told that | had a
lump on my colon which is what my GP had
said 5 weeks previously. It was a further 2 o |

weeks before | had surgery.” GP1 GP2 GP3 GP4 GP5 PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

N

w

N

unsafe preventable-problem

Estimates of likelihood is a potentially-
[y

Could the mistake or problem have been
avoided? If so how? “If my GP had referred me
for a scan immediately it would have saved 3
weeks out of the seven. It was two weeks from scan to results and | hear that is usual, but they're not
looking at them for 2 weeks”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “Had the outcome been different my widow might have pursued the matter further. The
system is at fault rather than any individual.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: B5. Not referred when patient felt was needed
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STROBE Statement—Checklist of items that should be included in reports of cross-sectional studies

Item
No Recommendation

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
Yes pl
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found yes p2

Introduction

Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Yes p3

Objectives 3 State specific objectives, including any prespecified hypotheses yes p3-4

Methods

Study design 4 Present key elements of study design early in the paper yes p4

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection yes p4

Participants 6 (a) Give the eligibility criteria, and the sources and methods of selection of
participants yes p4

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect
modifiers. Give diagnostic criteria, if applicable yes box1, online appendix 1

Data sources/ 8* For each variable of interest, give sources of data and details of methods of

measurement assessment (measurement). Describe comparability of assessment methods if there is
more than one group yes p5, online appendix 1

Bias 9 Describe any efforts to address potential sources of bias yes p4

Study size 10 Explain how the study size was arrived at n/a as is a pilot study.

Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable,
describe which groupings were chosen and why yes p35, table2

Statistical methods 12 (a) Describe all statistical methods, including those used to control for confounding
yes p5
(b) Describe any methods used to examine subgroups and interactions, yes just chi2
tests p5
(c) Explain how missing data were addressed all missing data is listed in the tables
so it is completely transparent how this was dealt with, there were few missing data
(d) If applicable, describe analytical methods taking account of sampling n/a
(e) Describe any sensitivity analyses n/a

Results

Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially
eligible, examined for eligibility, confirmed eligible, included in the study,
completing follow-up, and analysed yes online appendix 1
(b) Give reasons for non-participation at each stage yes online appendix 1
(c) Consider use of a flow diagram yes online appendix 1

Descriptive data 14*  (a) Give characteristics of study participants (eg demographic, clinical, social) and
information on exposures and potential confounders yes table 1
(b) Indicate number of participants with missing data for each variable of interest yes
all tables

Outcome data 15*  Report numbers of outcome events or summary measures yes all tables

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and

their precision (eg, 95% confidence interval). Make clear which confounders were
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adjusted for and why they were included yes table 3

(b) Report category boundaries when continuous variables were categorized yes all
tables

(c) If relevant, consider translating estimates of relative risk into absolute risk for a

meaningful time period not appropriate as pilot study with self-selected sample

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and
sensitivity analyses table 6 considers demographics for problems more likely to be a
potentially harmful.

Discussion

Key results 18 Summarise key results with reference to study objectives yes p7

Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or
imprecision. Discuss both direction and magnitude of any potential bias yes p8

Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations,
multiplicity of analyses, results from similar studies, and other relevant evidence
yes p7-8

Generalisability 21 Discuss the generalisability (external validity) of the study results yes p8, not

generalisable

Other information

Funding

22

Give the source of funding and the role of the funders for the present study and, if
applicable, for the original study on which the present article is based yes p9

*Give information separately for exposed and unexposed groups.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely

available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at

http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is

available at www.strobe-statement.org.
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Abstract

Objectives: To design and pilot a survey to be used at the population level to estimate the frequency
of patient-perceived potentially-harmful preventable-problems occurring in UK primary care. To
explore the nature of the problems, patient-suggested strategies for prevention and opinions of
clinicians and the public regarding the potential for harm

Design: a survey was co-designed by three members of the public and one researcher and piloted
through public and patient involvement and engagement networks

Setting: self-selected sample of the UK population

Participants: 977 members of the public accessed the online survey during October and November
2015

Primary outcome measures: respondent feedback about the ease of completion of the survey,
quality of responses in terms of review by clinicians and members of the public, preliminary
estimates of the frequency and nature of patient-perceived potentially-harmful problems occurring
in the last 12 months

Results: 638 (65%) members of the public completed the survey and few respondents reported any
difficulty in understanding or completing the survey. 132 (21%) respondents reported experiencing a
potentially-harmful preventable-problem during the past 12 months and 108 (82%) of these
respondents provided a description that was adequate for at least one clinician to form an opinion
about the potentially-harmful problem. Respondents were older than the UK generally, more likely
to work or volunteer in the healthcare sector and tended to use primary care more frequently but
their confidence and trust in their own GP was similar to that of the UK population as measured by
the annual English GP patient survey.

Conclusions: the survey was acceptable to patients and mostly provided data of sufficient quality for
review by clinicians and members of the public. It is now ready to use at a population level to
estimate the frequency and nature of potentially-harmful preventable-problems in primary care
from a patient's perspective.

Strengths and limitations of this study

e We have designed and tested a survey to measure the frequency and nature of potentially-
harmful preventable-problems in primary care from the patient's perspective

e The survey was co-designed by three members of the public and piloted through extensive
public and patient involvement

e The patient-described scenarios were reviewed by primary care clinicians

e The study respondents were self-selected through public and patient involvement and
engagement groups

e The survey is ready to be administered to a representative sample of the general population
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Background

Patients are thought to take a different view of patient safety to healthcare professionals. (1) They
tend to view safety in terms of the overall balance of benefit and harm over time whereas
healthcare professionals often see high quality healthcare occasionally punctuated by safety
incidents and adverse events.(2) Furthermore patients hold may different opinions about how to
improve patient safety (3, 4) or different priorities to clinicians, for example identifying psychological
and emotional harm rather than technical errors.(5) Involving patients in identifying errors and
reducing harm occurs in secondary care (6) but patient reported outcomes can show poor
concordance between patients and clinicians, for example, in reporting adverse symptom events in
the context of drug safety.(7) Nonetheless patients are thought to be capable of reporting medical
errors accurately. (6, 8) Involving patients is advocated as a way to improve safety (9) and this
approach would be facilitated through patients and professionals having an understanding each
other’s expectations and priorities.

Studies that quantify patient safety problems in primary care are uncommon and incidence
estimates from record review or incident reporting by clinicians range from less than 1 to 24 per 100
consultations or record review.(10-12) The National Reporting and Learning System (NRLS) in
England and Wales records patient safety incidents reported by healthcare professionals; only 1% of
these reports originate from primary care (13) which likely reflects under-reporting.(14, 15) Still
fewer studies have quantified patient safety problems in primary care from the patient’s
perspective. (16) A 2013 European survey of the UK public reported that 43% of respondents felt
that it was “likely” that patients could be harmed by non-hospital healthcare, an increase from 37%
in 2009.(17) In Norway a population-level survey found that the patient-reported lifetime probability
of ever experiencing an adverse event was 10%, of which around two thirds of respondents
attributed the cause of their event as their general practitioner (GP).(4) In Spain a telephone survey
of patients estimated that around 7% of patients experienced a self-reported adverse event during a
1 year period. (18) A USA practice-based website observed an incidence rate of patient-reported
adverse events of 1.4% over 2 years.(19) Data from the UK is sparse; this may be partly due to the
lack of a valid and reliable instrument to make a comprehensive measurement of safety in primary
care.(20) The PREOS-PC should help to address this knowledge gap.(21, 22)

We aimed to design and pilot a survey to be used at the population level to estimate the frequency
of patient-perceived potentially-harmful preventable-problems occurring in UK primary care. We
relied on public and patient involvement (PPI) provided by the Greater Manchester Primary Care
Patient Safety Translational Research Centre Research User Group (GMPSTRC RUG, 23) from the
outset in order to ensure that our survey was easily understood by the public. We also aimed to
explore the nature of the problems, patient-suggested strategies for prevention and differences in
opinion between primary care clinicians and the public regarding the potential for harm in the
patient-described scenarios. The study was conceived, designed and implemented by a team of
three members of the public and one researcher. Primary care professionals provided their opinions
after collection of the data. The specific aims of the study were to:

1. co-design with PPI partners and pilot a survey asking about problems occurring in primary care
that caused, or had the potential to cause, preventable harm as perceived by patients
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2. examine the potential of the survey to describe the type of patient-perceived problems reported,
describe the demographics of the patients reporting a problem, the primary care service involved,
with whom in the primary care service the problem was discussed (if it was) and patient suggestions
as to how it might have been prevented.

3. examine the potential of the survey to compare the opinions of the reporting patient, members of
the public and clinicians as to the likelihood the scenario describes a potentially-harmful
preventable-problem.

Methods

Designing and piloting of the survey
Our aim was to design a survey asking about problems occurring in primary care that caused, or had

the potential to cause, preventable harm as perceived by patients that was easily understood and
free from jargon. Currently there is no well-established terminology for asking such a question.(8)
The process began with a discussion between three members of the GMPSTRC RUG (AD, JB, CG) and
one academic researcher (SJS). Questions used in previous surveys addressing a similar question (4,
17-19) were shared among the project team and used to generate several candidate questions.
These questions were then discussed privately among the project team’s friends and family and
within the project team (SJS, AD, JB, CG). The discussion was facilitated by making the candidate
guestions available online. After two iterations of this process the survey (Box 1 & Box A online
Appendix 1) was piloted online through newsletters or group mailings of several PPl and public
engagement networks during November and December 2015. These networks were the associate
GMPSTRC RUG, the Public Programmes team at Central Manchester Foundation Trust, the Citizen
Scientist project, the Primary Care Research in Manchester Engagement Resource, North West
People in Research Forum and HelpBeatDiabetes volunteers (Details of these groups and networks
are provided in Box B, online Appendix 1).

The first question (Q1 Box 1) was taken from the English GP patient survey in order to compare the
overall level of confidence and trust in their GP among the survey respondents with that across
England.(24) The second question (Q2 Box 1) is the main screening question, those responding
negatively to Q2 (i.e. not experienced a preventable-problem) were directed to a more specific
question with a list of commonly understood patient safety events (Q10 Box A, online Appendix 1). If
this prompted recognition of experiencing a potentially-harmful preventable-problem they were
returned to Q4 (Box1). The rationale behind this approach was that the screening question (Q2 Box
1) should be non-leading and encourage the respondents to describe their preventable-problems
through the subsequent questions without the suggestion that inevitably occurs following a list of
possible potentially-harmful preventable-problems. However if the respondent did not believe that
they had experienced a potentially-harmful preventable-problem then the prompt question (Q10,
Box 1) would ensure that this was the case and also test the sensitivity of Q2 (Box 1). The option to
answer on behalf of a friend or relative was offered to those who had not a personal experience to
report. This was to ensure sufficient responses to adequately test the questionnaire but also to
discourage respondents from answering with another person’s experience as their own.
Respondents were also asked whether they worked or volunteered in the healthcare profession and
to comment on the ease of completion of the questionnaire.
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Coding of reported events

Type of problem
The nature of the problem in each described scenario was coded at face value, i.e. as the patient

described without further interpretation, by one author (SJS) and checked by a second author (JA for
dental scenarios, PB for all other scenarios). A bottom-up (inductive) approach was used to identify
similar topics which were coded then cross-matched to an existing taxonomy for errors in general
practice (25, 26) (Table A, online Appendix 1). All the new codes matched the existing taxonomy
within the higher two levels and the medication-related scenarios were coded to a finer level (Table
B, online Appendix 1).

Likelihood the scenario described a potentially-harmful preventable-problem
Five GPs, one dentist and seven members of the public estimated the likelihood that, in their

opinion, each patient-described scenario was a potentially-harmful preventable-problem. Brief
biographies of the coders are provided in Table C, online Appendix 1. Some examples of the
information provided to the coders are shown in boxes 1-23 in online Appendix 2 and consisted of
the responses to Q5 to Q9 (Box 1). They were not given any demographic information or the
patient’s estimate of the impact on their health (Q4, Box 1). Coders were asked to score each
scenario from very likely (5) to definitely not (1) in response to the question “How likely do you think
it is the patient was correct in thinking that their health might be worsened, or actually was made
worse, because of a mistake or a problem in primary care that could have been prevented?” Coders
could also respond “insufficient information”, “Don’t know” and give free text feedback (Table D,
Appendix 1). The clinician scores were used to categorise the scenarios in to groups with higher or
lower estimated likelihoods that they were a potentially-harmful preventable-problem as below.
e Higher threshold - Median score of 5 (“very likely or certain”) or 4 (“probably”) or at least
one score of 5 (“very likely or certain”)
e Lower threshold - Median score of 3 (“possibly”) or at least one score of 4 (“probably” or
higher)
e All other scenarios — Median score below 3 (“possibly”) and zero scores above 3 (“possibly”)

Statistical analysis
Simple cross tabulations were used to describe the data and a binary logistic regression model was

used to explore whether particular types of patient were more likely to perceive a potentially-
harmful preventable-problems e.g. by demographics or their opinions. Comparisons between
demographics and outcomes for the respondents and the UK (or England) population were made
using a X’ test. All analyses were done using Stata 14.

Public and Patient Involvement (PPI)

PPl was central to this co-design study and was provided through the GMPSTRC RUG (23) and other
PPl networks (Box C, online Appendix 1). The study was conceived, designed, implemented and
analysed by a team of three members of the public (AD, CG, JB) and one researcher (SJS). At the
outset the researcher presented the existing literature on this topic to the PPl members of the
research team who then co-designed the first draft of the survey which was tested through the PPI
members’ personal contacts. The piloting of the survey was through existing PPl networks as listed in
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Box B, online Appendix 1. The scoring of the questions as to the likelihood they described a
potentially-harmful preventable-problem was undertaken by 7 members of the public, 2 of whom
had no previous experience in PPl (as well as 5 GPs and 1 dentist as described in Table C, online
Appendix 1). These findings will be disseminated to all the PPl groups that contributed to the pilot
study and the authors will forward these results to their personal contacts who contributed to the
guestionnaire design.

Ethical approval was granted by the University of Manchester Ethics Committee 2 (Approval 15372).
Results

In total 977 members of the public accessed the online pilot survey and 638 (65%) completed the
survey during October and November 2015. Flow charts of the participants through the survey are
shown in Figures A&B, online Appendix 1. In total 223/638 (35%) of respondents reported ever
experiencing a potentially-harmful preventable-problem in primary care of which 132 occurred
within the past 12 months (21%, Fig A, online Appendix 1) and 62 (10%) of these problems were not
identified through the initial screening question (Q2) but required prompting through Q10 (Box 1),
see Fig A, online Appendix 1. A further 18 potentially-harmful preventable-problems involving
friends or relatives where the respondent was present and occurred in the last 12 months were
reported 13/418 (3%, Fig B, online Appendix 1). The majority of respondents (592, 93%) had
confidence and trust in the GP seen at their last appointment similar to the 2016 England proportion
of 92% (Q1, Box1 &Table 1). Demographic information was not provided by 83 (13%) respondents,
possibly due to lack of clarity about the end of the survey since they completed all other questions.
Respondents were older than the UK generally, more likely to work or volunteer in the healthcare
sector and tended to use primary care more frequently (Table 1). Older respondents and those
working or volunteering in the healthcare sector were no more likely to report a potentially-harmful
preventable-problem occurring within the last 12 months but those using primary care more
frequently were more likely to report a problem (Table 2).

The majority of respondents were recruited through the HelpBeatDiabetes group (533, 84%, Box B in
online Appendix 1). Over 250 respondents provided free text feedback on the survey, 200 comments
reported that the questionnaire was easy to complete and understand and just one comment
described the survey as complex. Most of the remaining comments expressed the desire to be able
to provide more information, e.g. more than one event or report for a relative or as a carer
(reporting on behalf of another person was excluded for events occurring more than 12 months ago)
and 13 comments actually provided this unrequested information. A few respondents found it
difficult to find a suitable option to describe their pattern of use of primary care or their role as a
worker or volunteer in healthcare.

The high completion rate and positive free text feedback suggested that respondents found the
guestionnaire easy to complete. Furthermore nobody used the “Do not understand the question”
option as their response to Q2 Box1. There was a high response from healthcare professionals or
volunteers (30% of respondents compared to approximately 3% of the UK adult population, Table 1)
but they were no more likely to report a preventable problem than non-healthcare
workers/volunteers (35%, Px’=0.28). However the scenarios described by healthcare professionals or
volunteers were significantly more likely to be categorised as a potentially-harmful preventable-
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problem following to clinician review using both the lower (9% vs 16%, Px*=0.01) and higher
threshold (2% vs 6%, Px*=0.004).

Likelihood the scenario described a potentially-harmful preventable-problem

Generally the members of the public assigned a higher probability to the likelihood that the patient-
described scenario was a potentially-harmful preventable-problem compared with GPs (Fig 1, Table
3).In 89/108 (82%) scenarios the median score for the PPl researchers was higher than for the
clinicians and for 38 (35%) scenarios the PPl median score was 2 or more points higherin a 5 point
scale. Following clinician review 3% of the patient-reported scenarios occurring in the last 12 months
were categorised as “probably” a potentially-unsafe preventable-problem and 11% as “possibly”
(Table 3). Examples of the patient-reported scenarios with higher clinician rankings are shown in
boxes 1-15, online Appendix 2 and those with greatest disagreement between members of the
public and clinicians in boxes 16 to 23, online Appendix 2.

The nature of the potentially-harmful preventable-problems

The types of patient-reported scenarios and their categorisation following clinician review are shown
in Figure 2. Medication-related problems were most frequently reported type of problem and also
were ranked as more likely to be a potentially-harmful problem by clinicians. The type of scenario
categorised according to whether it arose from the open-ended screening question (Q2) or
prompted through the list of potential problems (Q10) is shown in Figures C&D, online Appendix 1.
Information about the patient’s response to the potentially-harmful preventable-problem and the
primary care service involved is provided in Table 4. The majority of potentially-harmful preventable-
problems in the past 12 months occurred in general practice (73%, Table 4) and pharmacy (5%, Table
4). Around half the respondents had not discussed their problem with anybody working in primary
care (51%, Table 4). The most common reasons for not discussing the problem were being unable to
find a primary care professional with whom to discuss the problem (31%, Table 4) or they did not
feel comfortable with discussing their concerns (24%, Table 4) The patient suggestions for ways to
prevent the problem from happening are summarised in Table 5. The most frequently occurring
suggestions were that clinicians should involve the patient more fully in the healthcare process (i.e.
listen to the patient and trust their judgement more) and be up to date with, and apply, the most
recent information about the patient’s condition (i.e. take in to account all of the patient’s
information - their medical history and results and letters).

Discussion

We have designed and tested a survey to measure the frequency of occurrence of potentially-
harmful preventable-problems in primary care and found it to be well understood by patients. The
survey is acceptable to patients based on the high completion rate and positive feedback.
Furthermore none of the respondents indicated that they did not understand the screening question
(Q2, Box1). The open-ended questions (Q6 to Q9, Box 1) led to patient-described scenarios that
mapped well to an existing taxonomy designed and used by clinicians and researchers (Tables A&B,
online Appendix 1, 25, 26). This implies agreement between clinicians, researchers and patients in
identifying the characteristics of a potentially-harmful problem. Furthermore, the use of an open-
ended screening question (Q2, Box 1) to ensure that any problems unique to the patient perspective
were identified did not find additional new types of problem. The open-ended question elicited
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more problems related to communication and medication suggesting that the public are more likely
to view these as safety problems than problems related to appointments and referrals or
investigations (Fig C&D online Appendix 1). We also observed that members of the public were more
likely to rank the scenarios as a potentially-harmful preventable-problem than clinicians (Fig 1).

Strengths and weaknesses of the study

We believe that our survey captures the true patient perspective due to the involvement of
members of the public as research partners through data acquisition to analysis and reporting in a
co-designed study. By the use of a simple non-leading screening question we encouraged
respondents to express their own perspective on what constituted a potentially-harmful
preventable-problem rather than directing them towards existing definitions. To ensure that we did
not miss any problems we followed up with a prompt that encouraged respondents to think in terms
of the traditional view of patient safety problems. Furthermore our survey goes further than
describing and counting the frequency of occurrence of potentially-harmful preventable-problems
and provides information about how patients dealt with the problem and how it could have been
prevented that offers insight in to ways to reduce the frequency of their occurrence. The absence of
a link between practices and the patients allows for responses that might not occur if this survey
were administered through the individual’s practice. The main weakness of the study is the self-
selection of the respondents who were older and tended to use primary care more frequently. More
frequent users of primary care were more likely to report a problem but age was not associated with
the likelihood of reporting a problem. Our bench marking question (Q1, Box1) showed that the
respondents were similar to the English GP patient survey (24) in terms of their level of confidence
and trust in their GP and not a group with a more negative attitude towards primary care as might
have happened given the nature of the survey.

Strengths and weaknesses in relation to other studies

Our finding that 35% of respondents perceived that they had experienced a potentially-harmful
problem in in their lifetime is consistent with a European survey (43% of UK respondents felt that it
was “likely” that patients could be harmed by non-hospital healthcare).(17) This study offers some
insight in to the type of concerns that might underlie this apparent lack of confidence in primary
care. A face to face interview in family practice waiting rooms in the USA reported that 16% of
respondents believed a physician had made a mistake in their care.(27) The types of problem and
patient responses to the problem are similar to those that have been described qualitatively (1, 22)
but we have taken this a step further by quantifying their frequency of occurrence and other
descriptors of the problem from the patient’s perspective. In this small study we did not find that
patients were particularly likely to attribute blame to individual members of staff as has been
observed previously (3, 4), perhaps partly due to the high proportion of respondents working or
volunteering in healthcare.

Unanswered questions and future research
Our finding that 21% of respondents perceived that they had experienced a potentially-harmful

problem in the last 12 months, and the corresponding proportion following clinician review of 3%
(higher threshold) to 11% (lower threshold) may well reflect the self-selected nature of the study
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population and needs to be validated in a large population level survey. We anticipate that a
population level survey would be fruitful since this approach yielded a number of patient-described
scenarios that were amenable to further analysis including coding by clinicians. The high response to
this pilot survey by healthcare professionals coupled with the likelihood that they provided better
information, given the higher ranking given by clinicians to scenarios originating from healthcare
professionals, points towards an opportunity. Healthcare professionals are an educated and
accessible group who could provide a valuable resource for learning about preventable-problems in
primary care. This survey could be used to ask NHS staff anonymously about their personal
experiences, as a patient, of potentially-harmful preventable-problems in primary care. Of course
complete anonymity for responders would need to be guaranteed and any identifying aspects in
their reported scenarios would have to be removed. It would be very different to whistle-blowing,
respondents would feed back on the care they received personally rather make observations on
their own colleagues practice. The aim would be to anonymously describe and monitor problems
over time through individuals with the expectations of a patient who also had an understanding of
the healthcare system.
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Figure legends

Figure 1. Median estimates as to the likelihood that the patient describes a potentially-harmful
preventable-problem occurring in the last 12 months by six clinicians and seven members of the
public

Footnote to Figure 2: See Tables A&B, online Appendix 1 for details of coding; A coded to 2 levels, B
medication problems coded to 3 levels, C coded to 1 level

Fig 2. Numbers of patient-perceived problems occurring in the last 12 months categorised according
to the patient’s description with clinician ranking as to the likelihood it is a potentially-harmful
preventable problem (Table 3).
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Box 1. Brief summary of questionnaire — see Box A, online Appendix 1 for full version of survey.

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?
(benchmarking question)

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

If yes to Q2
Q3. How long ago did the mistake or preventable problem happen?
Q4. How did this affect your health?

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Q6. Briefly describe the mistake or problem and how it happened
Q7. Could the mistake or problem have been avoided? If so how?

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service? If not —why not?

Q9. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Q10. In the list below are some examples of preventable problems' that might happen when using
primary care. Has anything similar happened to you in the last 12 months? If yes go to Q4

'See Q10 Box A, online Appendix 1 for list of preventable problems

11
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Table 1. Characteristics of survey respondents

All Ever had !—Iad problem .
. inlast 12 UK population
Variable respondents | problem
months comparator
n=638 n=223
n=132
. . o S T English GP patient
GP satisfaction missing=0 missing=0 missing=0 survey(24)
Yes definitely 384 (60%) 81 (36%) 55 (42%) 64%
Yes, to some extent 208 (33%) 110 (49%) 52 (39%) 28%
No, not at all 39 (6%) 27 (12%) 21 (16%) 4%
Don't know / can't say 7 (1%) 5(2%) 4 (3%) 3%
Worked or volunteered iy missing=92 missing=40 | missing=19 NHS workforce®
healthcare
Yes 166 (30%) 64 (35%) 41 (36%) 3%
Gender missing=87 missing=38 | missing=16 ON.S m|d-§015
estimates
Female 268 (49%) 106 (57%) 63 (54%) 51%
Lo s s ONS mid-2015
Age missing=85 missing=37 | missing=15 estimates?
16 to 34 years 42 (8%) 22 (12%) 11 (9%) 31%
35 to 54 years 143 (26%) 54 (29%) 34 (29%) 34%
55 to 64 years 162 (29%) 59 (32%) 31 (27%) 14%
65 to 74 years 170 (31%) 44 (24%) 32 (27%) 12%
Over 75 years 36 (7%) 7 (4%) 9 (8%) 9%
. o s o English GP patient
Last primary care contact missing=88 missing=39 | missing=14 survey(24)
Within last week 169 (31%) 65 (35%) 48 (41%) o it
Within last month 248 (45%) | 79 (43%) | 47 (40%) i’g f; ";’:tm: last
Within last 12 months 121 (22%) 34 (18%) 20 (17%)
Over 12 months ago 12 (2%) 6 (3%) 3 (3%) 15%
Usual primary care usage missing=88 missing=40 | missing=17
At least once a month 181 (33%) 73 (40%) 52 (45%) -
At least once per 6 months 285 (52%) 79 (43%) 45 (39%) -
Once per 12 months or less | 84 (15%) 31 (17%) 18 (16%) -

"http://content.digital.nhs.uk/searchcatalogue?productid=24139&topics=1%2fWorkforce%2fSt
aff+numbers&sort=Relevance&size=108&page=1#top

*https://www.ons.gov.uk/peoplepopulationandcommunity/populationandmigration/populatio
nestimates/bulletins/annualmidyearpopulationestimates/latest
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Table 2. Prevalence of respondents reporting a potentially-harmful preventable problem within the
last 12 months and unadjusted and adjusted odds ratios estimated by logistic regression

Respondent characteristics Frequency —all | Unadjusted Adjusted" OR- | Adjusted" OR -

n=638 reported n=132 | odds ratio (OR) | all reports after GP review
—all reports (lower threshold,

Table 3)

Gender (87 missing)

male 53/283 (19%) 1 (ref) 1 (ref) 1 (ref)

female 63/268 (24%) 1.3(0.9t02.0) | 1.4(0.9t02.2) | 1.3(0.7t02.3)

Age (85 missing)

16 to 34 years 11/42 (26%) 1 (ref) 1 (ref) 1 (ref)

35 to 54 years 34/143 (24%) |0.9(0.4t01.9) |0.8(0.3t01.8) |0.8(0.3t02.1)

55 to 64 years 31/162 (19%) | 0.7(0.3to1.5) | 0.7(0.3to1.5) | 0.6(0.2to01.7)

65 to 74 years 32/170(19%) |0.7(03to1.4) |0.6(0.3to1.4) |0.4(0.2t01.2)

Over 75 years 9/36 (25%) 0.9 (0.3to0 2.6) 1.1(0.4t03.2) | 0.9(0.2t03.2)

Last primary care contact (88 missing)

Within last week

48/169 (28%)

1 (ref)

1 (ref)

1 (ref)

Within last month

47/248 (19%)

0.6 (0.4 t0 0.9)

0.7 (0.4t0 1.1)

0.6 (0.3 t0 1.0)

Within last 12 months 20/121(17%) | 0.5(0.3t00.9) | 0.6(0.3t01.2) | 0.5(0.2t01.3)
Over 12 months ago 3/12 (25%) 0.8(0.2t04.0) | 0.9(0.2t04.2) | 0.4(0.0t03.9)
Usual primary care usage (88 missing)

At least once a month 52/181 (29%) 1 (ref) 1 (ref) 1 (ref)

At least once per 6 months 45/285 (16%) 0.5(0.3t00.7) |0.6(0.3tc0.9) | 0.5(0.3t00.9)
Once per 12 months or less 18/84 (21%) 0.7(0.4t01.2) |0.8(04tol6) |0.7(0.3t01.8)

Works or volunteers in healthcare (92 missing)

No

72/380 (19%)

1 (ref)

1 (ref)

1 (ref)

Yes

41/166 (25%)

1.4(0.9t02.2)

1.3(0.8t02.1)

1.5(0.9t0 2.7)

'adjusted for gender, age, last primary care contact, usual primary care usage, works or volunteers in

healthcare
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Table 3. Categorisation of patient-perceived potentially-harmful preventable problems occurring in

the last 12 months following review by clinicians and members of the public

Group label Threshold criteria - Members of

Clinician .
the public

scores scores
n=132 n=132

1. Higher Median score of “very likely or certain” or

threshold “probably” or at least one score of “very likely or 18 (14%) 87 (66%)

certain”

2. Lower Median score of “possibly” or at least one score of 0 0

threshold “probably” or higher 71 (54%) 104(79%)

3. Any possibility | At least one score of “unlikely” or higher 106 (80%) 109 (83%)

4. No problem All scores “definitely not” or not-coded 1(1%) 0

5. Not-coded Insufficient information for coding by all coders 25 (19%) 23 (17%)
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Table 4. The patient’s response to their perceived potentially-harmful preventable-problem and the

primary care service involved for problems occurring in the last 12 months

Clinician ranked

Primary care service A!rfkf)lz:;id “possibly or higher”
(Lower threshold)
All services 132 71
GP surgery 97 (73%) 61 (86%)
Out of hours care/A&E/ambulance 4 (3%) 1(1%)
Walk in clinic 2 (2%) 0
Dental surgery 4 (3%) 1(1%)
Pharmacy 7 (5%) 6 (8%)
Community or district nursing 4 (3%) 0
Opticians 2 (2%) 1(1%)
Mental health services 1(1%) 0
missing 11 (8%) 1(1%)
Did you discuss the problem with primary care staff?
All respondents 132 71
Yes — discussed with primary care staff 56 (42%) 42 (59%)
No — did not discuss with primary care staff 67 (51%) 29 (41%)
missing 9 (7%) 0
Reason not discussed with primary care staff
All not discussing problem 67 29
Did not feel comfortable to discuss the problem 16 (24%) 8 (28%)
Could not find anybody with whom to discuss the problem | 21 (31%) 10 (34%)
Unconcerned about the problem 7 (10%) 5(17%)
Did not notice the problem at the time (or tooiill) 11 (16%) 4 (14%)
Other 5(7%) 2 (7%)
missing 7 (10%) 0
Profession of discussant
All discussing problem 56 42
GP 28 (50%) 19 (45%)
Practice manager 5 (9%) 5(21%)
Receptionist 2 (4%) 1(2%)
Practice nurse 6 (11%) 5(12%)
Pharmacist or dispenser 7 (13%) 7 (17%)
Dentist 2 (4%) 1(2%)
Dietician 1(2%) 1(2%)
Missing 5 (9%) 3 (7%)
Role of discussant in patient’s care
Member of staff directly involved 23 (41%) 16 (38%)
Another member of staff at same institution 25 (45%) 20 (48%)
Above unclear 8 (14%) 6 (14%)
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Table 5. Patient suggestions as to how the potentially-harmful preventable problem might have

been prevented

Clinician ranked

All reported “ .
How could it be prevented? problems . posilbly or
n=132 higher” (Lower
threshold) n=71
1. More resources - all 14 (11%) 3 (4%)
1.1 Quicker access to primary care 7 (5%) 2 (3%)
1.2 More thorough and quicker investigations 2 (2%) 1(1%)
1.3 Fewer demands on primary care — more staff or fewer patients 1(1%) 0
1.4 More time with clinicians for treatment and diagnosis 2 (2%) 0
1.9 Provision of resources to manage long term conditions 1(1%) 0
1.10 Provision of patient travel service for routine appointments 1(1%) 0
2. Improved communication and involvement of patients 26 (20%) 18 (25%)
1.1 Listen to the patient and trust their judgement more 21 (16%) 15 (21%)
1.2 Tell patients about their diagnosis, test results, changes in medication 3(2%) 1(1%)
or loss of results
1.3 Improve communication between staff (within or outside primary 2 (2%) 2 (3%)
care)
3. Better organisation and administration 17 (13%) 10 (14%)
3.1 Follow up referrals and appointments to ensure they happen, be 10 (8%) 3 (4%)
consistent in sending routine reminders
3.2 Log in or process results as soon as received to avoid loss 1(1%) 1(1%)
3.3 Keep the notes up to date, well-organised, safe and ensure 5 (4%) 5 (7%)
information is transcribed accurately
3.4 Keep a record of the location of equipment 1(1%) 1(1%)
4. Improved prescribing systems 18 (14%) 17 (24%)
4.1 More checks on prescribing and dispensing 8 (6%) 8 (11%)
4.2 Check repeat prescriptions carefully, especially for transcribing errors 8 (6%) 7 (10%)
4.3 Use medication reviews and IT clinical decision support systems 2 (2%) 2 (3%)
5. Better clinical practice 19 (14%) 10 (14%)
5.1 Take in to account all the patient’s information - their medical history 13 (10%)
7 (10%)
and results and letters
5.2 Address the patient’s problem in some way — patients can feel their 5 (4%) 2 (3%)
problem is being ignored
5.3 Act on advice from other clinicians and test results 1(1%) 1(1%)
6. Staff training 11 (8%) 7 (10%)
6.1 More informed and better trained staff 11 (8%) 7 (10%)
Other responses 27 (20%) 6 (8%)
eDon’t know/missing 21 (16%) 3 (4%)
eProblem was due to an individual member of staff 2 (2%) 1(1%)
ePrescribe right, better, different, more, less medicine 1(1%) 0
eBetter organisation 1(1%) 0
elLaboratory procedures were the problem 2 (2%) 2 (3%)
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e Healthcare professional median score

[EY
(o))
median score

e Member of public median score Laand
Median score is the likelihood that the patient
describes a potentially-harmful preventable-
problem where 5=very likely or certain, 4=probably,
3=possibly, 2=unlikely, 1=definitely not

24 Patient-perceived potentially-harmful problems

Figure 1. Median estimates as to the likelihood that the patient describes a potentially-harmful preventable-
28 problem occurring in the last 12 months by six clinicians and seven members of the public
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Footnote to Figure 2: See online Appendix 2 for details of coding; A coded to 2 levels, B medication
problems coded to 3 levels, C coded to 1 level!! + Fig 2. Numbers of patient-perceived problems occurring in
the last 12 months categorised according to the patient’s description with clinician ranking as to the
likelihood it is a potentially-harmful preventable problem (Table 3).! +
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Box A. Pilot survey administered online November and December 2015

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?
Response options: Yes, definitely, Yes, to some extent, No, not at all, Don't know / can't say

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

Response options: Yes, No- go to Q10, Do not understand the question- go to Q10, Don't know /
can't remember- go to Q10

Q3. How long ago did the mistake or preventable problem happen?

Response options: Within the last 12 months, More than 12 months ago- go to Q10, Can't
remember- go to Q10

Q4. In your opinion did this experience

Response options: Make your health worse, Not certain but it might have made your health worse,
Could have made your health worse if you had not noticed the problem, Delayed your treatment
but had no effect on your health, Not affect you, or your health, Other, please explain

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Response options: GP surgery, Out of hours care, Walk in clinic, Dental, Pharmacy, Community or
district nursing, Ambulance, Opticians, Other- please specify

Q6. Briefly describe the mistake or problem and how it happened

Response options: free text

Q7. Could the mistake or problem have been avoided? If so how?
Response options: free text

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service?

Response options: Yes, Yes had the opportunity but did not feel comfortable to discuss the mistake
or problem, No | could not find anybody with whom | could discuss the mistake or problem, No |
was not concerned about the problem, No | did not notice the mistake or problem at the time, | was
too distressed to discuss the mistake or problem, Other or don't know - please describe

Q0. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Response options: free text

Q10. In the list below are some examples of preventable problems that might happen when using
primary care. Has anything similar happened to you in the last 12 months? Please check as many as
applicable or "NONE OF BELOW"

NONE OF BELOW

Wrong or late diagnosis

Not referred for further investigation when needed

Test results being lost or mixed up

Receiving the wrong medicine or wrong dose

Should not be prescribed the medicine because of another health problem

Should not be prescribed the medicine because of another medication already taking
Poor communication leading to misunderstanding of diagnosis or treatment

Not referred to a specialist when needed
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Unclear instructions about treatment

Not offering of prevention or screening programmes eg CVD/stroke prevention clinics

Failure to recognise or act on vulnerable people’s needs eg child abuse, suicide risk or mental health
problems

Mistake with a procedure eg dental treatment, injection, ear syringing, physiotherapy

Failure to notify about recommended vaccinations eg flu, HPV

Poor hygiene

Unsafe building or premises

Any other preventable problem in the last 12 months (in your opinion)

Other, please explain below

Q11. Are you male or female? Response options: Male, Female, prefer not to say

Q12. How old are you?

Response options: under 16, 16 to 24, 25 to 34, 45 to 54, 55 to 64, 65 to 74, 75 to 84, 85 or older
Q13. When was your last contact with primary care?

Response options: Last week, Last month, Last 12 months, Over 12 months ago

Q14. What best describes your usual pattern of use of primary care? Response options: Once per
week, Once per 2 weeks, Once per month, Once per 6 months, Once per 12 months or less often
Q15. Are you registered with a GP practice?

Response options: Yes, No, | only use walk in centres, Don’t know

Q16. Do you work or volunteer in healthcare or healthcare research as a professional, patient, carer
or member of the public? (if you are retired answer for your occupation before retirement)
Response options: Yes, No

Q17. We are still trying to improve this questionnaire so would be grateful for any feedback about
how easy you found the questionnaire to complete? How can it be improved?

Response options: free text

Box B. List of public and patient involvement groups used to distribute the pilot survey

Associate Research User Group of the Greater Manchester Primary Care Patient Safety Translational
Research Centre http://research.bmh.manchester.ac.uk/primary-care-patient-safety/Getlnvolved/

The Primary Care Research in Manchester Engagement Resource
http://research.bmh.manchester.ac.uk/PRIMER/about/

HelpBeatDiabetes https://www.researchforthefuture.org/diabetes/

The Nowgen Centre https://research.cmft.nhs.uk/getting-involved/involvement

The Citizen Scientist project http://www.citizenscientist.org.uk/

North West People in Research Forum https://www.northwestpeopleinresearchforum.org/
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Table A. Coding of patient-reported potentially-unsafe scenarios in primary care

1. Errors in the process of the healthcare delivery system

Makeham 2002, Dovey 2002

Common threads reported in this study

1.1. Errors in the process of conducting an
administrative task

Al. Administrative problem not otherwise
specified

1.1.1. Information filed in wrong place or wrong time

1.1.2. Unavailability of information that should have
been in patients charts
1.1.2.1. Entire chart or part of chart could not be
accessed when needed
1.1.2.2. Care provided was not documented
1.1.2.3. Item(s) of information missing from chart

A2. Incorrect notes/inadequate notes/notes
not kept up to date

1.1.3. Errors in patient’s movement through the
healthcare delivery system

A3. Intended referral was not sent or delayed
A4. Patient not reminded, informed or
assisted to attend regular check-ups or other
necessary routine treatments

1.1.4. Errors in the taking and distributing of messages

1.1.5. Errors in managing appointments for healthcare

A5. Unable to get an appointment/other
problems with making appointment
A6. Ambulance delayed or did not arrive

1.2. Errors in the process of investigating a patient’s condition

1.2.1. Laboratory errors
1.2.1.1. Wrong test ordered or test not ordered
when appropriate
1.2.1.2. Errors in the process of obtaining or
processing a laboratory specimen
1.2.1.3. Error in the process of physician receiving
accurate laboratory results in a timely fashion
1.2.1.4. Inappropriate response to an abnormal
laboratory result

1.2.3. Errors in the processes of other investigations
1.2.3.1. Wrong test ordered or test not ordered
when appropriate
1.2.3.2. Errors in the process of obtaining or
processing of other diagnostic investigation
1.2.3.3. Error in the process of physician receiving
accurate test results of other investigation in a timely
fashion
1.2.3.4. Inappropriate response to an abnormal
result of other investigation

B1. Test results lost or other problem with
investigation paperwork

B2. Incorrect interpretation of tests or other
investigation results

B3. Clinician did not consider patient history
sufficiently/did not use patient’s notes
adequately

B4. Investigation not thorough enough

B5. Not referred when patient felt was
needed

1.3. Errors in the process of treating a patient’s condition

1.3.1. Errors in the process of treating with medications
1.3.1.1. Wrong medication or wrong dose of
medication ordered or medication not ordered by
physician when appropriate
1.3.1.2. Error in the process of delivering a
medication order or inappropriate medication order
by a provider working under physician supervision
1.3.1.3. Error in the process of dispensing medication
as ordered

C1. Medication problem

C2. Not provided with medical devices
needed to manage long term conditions
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1.3.2. Errors in other treatments

C3. Problem with dental treatment or
diagnosis

1.4. Errors in the process of communication

1.4.1. Errors in communication between primary
healthcare provider and patients

D1. Clinician seemed to lack interest in the
patient’s health problem or did not listen
carefully enough

D2. Information about the patient’s health
had not been passed on to the patient who
felt it should have been

D3. Communication problem between patient
and primary care staff

1.4.2. Errors in communication between healthcare
providers

D4. Problem with communication between
primary care and other types of care including
secondary care

D5. Disagreement between 2 clinicians

2. Errors arising from lack of clinical knowledge or skills

2.1. Errors in the execution of a clinical task
2.1.1. Non-clinical staff made the wrong clinical
decision
2.1.2. Failed to follow standard practice
2.1.3. Lacked needed experience or expertise in a
clinical task

E1. Administrative staff seemed to make
clinical decisions

E2. Procedure was not carried out correctly
E3. Incorrect advice/no advice given by
clinician

2.2. Errors in diagnosis
2.2.1. Wrong or delayed diagnosis

F1. Wrong/late/missed/delayed diagnosis

2.3. Wrong treatment decision

G1. Wrong treatment decision

H. Other

X. Not a problem/ insufficient
information/refused/don’t know

Table B. Level 4 coding of patient-reported potentially-unsafe medication scenarios

Common threads reported in this study grouped as described by Makeham 2002, Dovey 2002

C1 Medication error not otherwise specified /other problem

e 1.3.1.1. Ordering medications (prescribing)

C1.1.1 Prescribed wrong or inappropriate drug

C1.1.2 Started new prescription or changed prescription
checks

without sufficient discussion, follow up or

C1.1.3 Long term or continued prescribing without review or consideration of long term or side effects

allergy, adverse reaction or it was in the records

C1.1.4 Prescribed drug when should have known contra-

indicated e.g. patient had informed clinician of

C1.1.5 Repeat prescription unintentionally changed

C1.1.6 Out of date repeat prescription mistakenly re-issued

e 1.3.1.2./1.3.1.3. Implementing or receiving medications (dispensing or issuing)

C1.2.1 Medication not dispensed or administered as intended or prescribed

e 1.3.1.1/1.3.1.2./1.3.1.3. Ordering, implementing or receiving medications

C1.3.1 Wrong dose or drug or delivery method

C1.3.2 Being given another patient’s drugs or prescription

C1.3.3 Wrong or inadequate advice about drug effects or how to use

C1.3.4 Delay or failure in prescription processing
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1

2

2 Table C. Demographics of clinicians and members of the public reviewing the patient-reported
5 problems and estimating the likelihood the scenarios describes a potentially-harmful preventable-
6 problem occurring in primary care

7

8 Demographics of GP and dentist coders frequency n=6

9 Gender

12 Female 3

12 Male 3

13 Years working as a GP or dentist

14 Less than 15 years 1

15 15 to 25 years 2

i? Over 25 years 3

18 Current position

19 Partner 4

20 Retired within last 12 months 2

21

5:23 Demographics of the members of the public ‘ frequency n=7

24 Gender

25 Female 6

26 Male 1

27 Age

28 30 to 39 years 2

ég 40 to 49 years 1

31 50 to 59 years 2

32 60 to 69 years 2

33 Ethnicity

34 White British 5

gg British Indian 2

37 Years of PPl experience

38 None 2

39 Less than 1 year 1

40 1to 5years 2

41

42 Over 5 years 2

43 Further background information

44 PPI reviewer 1. Currently working freelance on education and PPI projects; previously worked in
45 a pastoral role at a college; a lay representative for courses training healthcare scientists.

46 PPl reviewer 2. Retired primary school teacher with several long term health conditions; single
47 parent; was a young carer for a parent with a long term condition.

jg PPI reviewer 3. Former higher education administrator; current university tutor; patient partner
50 on varied research projects; carer for family members aged 0-100 with physical and/or mental
51 health long term conditions.

52 PPl reviewer 4. Currently working as a civil servant and has several long term health conditions.
53 PPI reviewer 5. Full-time parent of school age children; previously ten years working in a medical
gg school in an administrative role and 5 years working in the drug and alcohol sector

56 PPl reviewer 6. Lay representative for several healthcare-related professional bodies and

57 involved in health research at several universities; family-carer for over 35 years; has had over 6
58 years of involvement with a mental and community health as a carer

59 PPl reviewer 7. Retired university administrator; a parent and carer for elderly parents.

60
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Table D. Scoring for likelihood that the patient-reported scenario is potentially-harmful preventable-
problem

Score | How likely do you think it is the patient was correct in thinking that their health might be worsened,
or actually was made worse, because of a mistake or a problem in primary care that could have
been prevented? Choose from the options below.

Very likely or certain (75-100% confident is a potentially-harmful preventable-problem)

Probably (50-74% confident is a potentially-harmful preventable-problem)

Possibly (25-49% confident is a potentially-harmful preventable-problem)

Unlikely (bottom 25% confident is a potentially-harmful preventable-problem)

RIN(fW|R~U

Definitely not a potentially unsafe event (0% chance is a potentially-harmful preventable-problem)

- Insufficient information

- Don’t know

- Other - add text at end of row
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1
2
3
4
5 .. :
6 When using primary care have you ever felt concerned that your health might be worsened, or
7 actually was made worse, because of a mistake or a problem that could have been prevented? N=638
3 ¢ *
10 No, Not known, Can’t P Can’tremember Yesn=223
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1;— remember n=424 n=9 \ll Problem over 12
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20 Problem over 12 .
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22 (prompted) not in primary care primary care, 1 not
23 v preventable
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31
gé Figure A. Flow chart of participants who reported a potentially-unsafe preventable-problem in
34 primary care through the online pilot survey
35
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55 Figure B. Flow chart of participants who reported a potentially-unsafe preventable-problem in
56 primary care on behalf of another person through the online pilot survey
57
58
59
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C2. Not provided with medical devices for long term conditions

D1. Clinician seemed to lack interest or did not listen carefully...

D2. Information had not been passed on to the patient

D4. Poor communication between primary care and other providers
E1. Administrative staff seemed to make clinical decisions

E2. Procedure was not carried out correctly

E3. Incorrect advice/no advice given by clinician

F1. Wrong/late/missed/delayed diagnosis

X. Insufficient information

Fig C. Numbers of patient-perceived problems occurring in the last 12 months categorised according to
the patient’s description (see Table 2) and route through survey i.e. originated from open-ended question
(Q2) or prompted by list of potential safety problems (Q10)

Number of patient-reported potentially-harmful problems
10 20 30 40

I
A. Healthcare delivery h ¥ Open-ended question
(35% open-ended question) (Q2)

o

H Prompted by list of
problems (Q10)

B. Investigations
(27% open-ended question)

C. Treatment/medication
(59% open-ended question)

e eniod uesiony [
(60% open-ended question)

E.F.G. Lack of clinical knowledge or
skills (50% open-ended question)

Insufficient information
(100% open-ended question)

Fig D. Numbers of patient-perceived problems occurring in the last 12 months categorised according to
the patient’s description coded at a higher level (see Table 2) and route through survey i.e. originated
from open-ended question (Q2) or prompted by list of potential safety problems (Q10)
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Appendix 2. Boxes 1 to 15

Patient reported scenarios occurring during the past 12 months that GPs scored as higher likelihood

to be a potentially-unsafe preventable-problem in primary care (median score is higher than

“possibly” and at least 2 GPs gave a score or one GP scored “very likely or certain”)

»

w

Could the mistake or problem have been
avoided? If so how? “Possible discussion about
dangers of continuous taking of prescription
drugs, which in the event were stopped after the
incident.”

unsafe preventable-problem
N

GP estimates of likelihood is a potentially-
(=Y

Scenariol. GP surgery 5

Briefly describe the mistake or problem and ;

how it happened. “Prescription drug, anti-

inflammatory for arthritis, caused acute stomach

pains & violent vomiting. Repeat prescription for : I
twelve years without any discussion.”

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

problem with anybody working in the primary care S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
service? “No | did not notice the mistake or problem  1=definitely not, 0 = insufficient information or don’t know
at the time”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review
or consideration of long term or side effects

Scenario2. GP surgery 5

4 i - — S
Were you able to talk about the mistake or o |1 | v | v | | |

problem with anybody working in the primary GPL GP2 GP3 GPA GPS PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7

Briefly describe the mistake or problem and how
it happened. “Insulin type was changed by
specialist but previous insulin prescribed by GP as
notes had not been updated”

w

Could the mistake or problem have been
avoided? If so how? “Yes GP notes should have
been updated with new medication”

N

unsafe preventable-problem

[N

Estimates of likelihood is a potentially-

. . Coder - GP or P
care service? “Practice manager resolved the ==
problem and apologised” 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

. ) 1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: prompted via

Q10 (Box 1 main paper)

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to
date; C1.1.6 Out of date repeat prescription mistakenly re-issued
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Scenario3. GP surgery

Briefly describe the mistake or problem and how it happened. “Two out of three Doctors not

listening to what | was asking; April | had two

big bleeds from my Penis, Doctor 1 did a test . . Il B
and gave antibiotics. Went to 2nd Doctor for :
Diabetic check and told him of problem -
nothing except another test come back in ten
days. Went to the third doctor who said the 2 4
test didn't show anything but when | _
mentioned my feelings about a problem, he :
look and said yes you do have a problem. In 2
weeks | was in having tests and 3 operations 1
for cancer.” k
0: 4 .

Could the mistake or problem have been
. w3 B GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
avoided? If so how? “Listen to me Coder - GP or PPI

w £

unsafe preventable-problem
N

Estimates of likelihood is a potentially

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or e ) e ]
1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care
service? “No, | could not find anybody with whom | could discuss the mistake or problem (The third
doctor was amazing with me. He said to keep in touch and if | had any problems to ring him and he
still wants me to ring him after my three operations.)”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

Scenario4. GP surgery

Briefly describe the mistake or problem and 5

how it happened. “Changed diabetes | | | | |

medication to an alternative which my notes
from 1980's should show | respond badly to”

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
problem with anybody working in the primary

care service? “Yes, my own GP who had returned
from holiday”

H

w

Could the mistake or problem have been
avoided? If so how? “Read the notes on every
medication change but unfortunately that is
unrealistic under the time restrictions on GP's.
Put early notes on-line and flag medication
allergies/problems.”

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records
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Scenario5. GP surgery .
Briefly describe the mistake or problem and =
how it happened. “Told the GP the medication % E 4
was making my hair fall out & he kept me on it g%
for another 3 months. I had to see another GPto | 2 § 3
get him to change my medication. In the é ‘g
meantime | have lost 3/4 of my hair. Not sure if it % E; 2
will ever grow back.” g “é

835 1
Could the mistake or problem have been %
avoided? If so how? “yes, by the GP listening to 0

GP1 GP2 GP3 GP4 GPSOdF;?ngF;erP PPI3 PPI4 PPIS PPI6 PPI7

what | was saying.” S=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or 1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care service? “Yes, GP”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; C1.1.3 Long term or continued prescribing without
review or consideration of long term or side effects

Scenario6. GP surgery

5
Briefly describe the mistake or problem and
how it happened. “Successfully treated for . 4
prostate cancer 2006 but suffered some loss of 3
sexual performance; Viagra recommended BUT | . _i'
| take isosorbide nitrate for a following heart I
attack; the two are contradictory and could
produce further heart problems. A routine ¥
diabetes check-up at which the sexual problem
was discussed saw an automatic prescribing of |
Viagra,; obviously without reference to my 0

w

N

pr

[N

Estimates of likelihood is a potentially-

i ” GP1 GP2 GP3 GP4 GPS PPIL PPI2_ PPI3 PPI4 PPIS PPIG PPI7
medical records. PR AR G
Could the mistake or problem have been 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
avoided? If so how? “Read the medical notes.” 1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No; | felt | was going to cause trouble”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.1.1 Prescribed wrong or inappropriate drug
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Scenario7. GP surgery

5
Briefly describe the mistake or problem and :
how it happened. “/ was given steroids for a i
chest infection but not alerted to the fact
they make your sugars go massively high! 2 g
Within a few hours | was high and not able to
bring them down, fearing a DKA | headed for
the hospital to correct a very easily avoidable
issue. | also attended my GP 6 years ago to be
given strong antacids for pain in my stomach i
that was actually a DKA | was admitted to o ‘

hospital a few hours later! The GP never even GP1 GP2 GP3 GP4 GPS PPI1_PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

N w S

unsafe preventable-problem

Estimates of likelihood is a potentially
[=Y

suggested it could be linked to my diabetes and as 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
it was my first DKA | had no idea that's how they 1=definitely not, 0 = insufficient information or don’t know
can feel”

Could the mistake or problem have been avoided? If so how? “Both could have been avoided The
steroids - if the prescribing nurse had considered my diabetes I'd have been given proper advice as to
how to deal with them as a diabetic or given different meds. The DKA simple questions or
explanation as to how DKAs can present would have made me family and the doctor realise | was in
trouble.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ wrote a letter to the surgery concerning the steroids anonymously to alert them of my
concern and the DKA. | was too poorly to even consider seeking correction or explanation”

Patient-reported prospect of harm: health was actually made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records;

Scenario8. GP surgery

Briefly describe the mistake or problem and
how it happened. “reception staff making
clinical decisions which were at odds with what
had been discussed with my GP”

H

w

Could the mistake or problem have been
avoided? If so how? “Yes, reception staff
shouldn't be making clinical decisions”

unsafe preventable-problem
N

[y

Were you able to talk about the mistake or
problem with anybody working in the primary

Estimates of likelihood is a potentially-

E3. Incorrect advice/no advice given by clinician
0 lrl | | | L

care service? “No, had the opportunity but did GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
. . Coder - GP or P

not feel comfortable to discuss the mistake or

problem” S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: suspected

your health has been made worse by a problem or error that could have been prevented

Patient-perspective problem-type code: E1. Administrative staff seemed to make clinical decisions
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Scenario9. Pharmacist

Briefly describe the mistake or problem and
how it happened. “/ was given a medicine
belonging to somebody else as part of my
monthly repeat prescription”

Could the mistake or problem have been
avoided? If so how? “More care and
attention when checking”

unsafe preventable-problem

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “Yes, pharmacist”

Estimates of likelihood is a potentially-

N

4 -
3

1 | I :I:
O T

GP1 GP2 GP3 GP4 GP5 PPI1 _PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Patient-reported prospect of harm: prompted via
Q10 (Box 1 main paper)

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: C1.3.3 Wrong or inadequate advice about drug effects or

how to use

Scenariol0. GP surgery

Briefly describe the mistake or problem
and how it happened. “Poor diabetic
annual review, foot check not correctly done
just tested my foot pulses and nothing else”

Could the mistake or problem have been
avoided? If so how? “Better training of

staff”

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No, had the
opportunity but did not feel comfortable to
discuss the mistake or problem”

Estimates of likelihood is a potentially-
unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPl4 PPIS PPI6 PPI7
Coder - GP or P

Patient-reported prospect of harm: suspected
your health has been made worse by a problem
or error that could have been prevented

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: E2. Procedure was not carried out correctly

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




©CoO~NOUTA,WNPE

BMJ Open Page 34 of 43

Scenarioll. GP surgery

Briefly describe the mistake or problem
and how it happened. “Prior to a pain
killing injection into my knee, | asked the GP
who suggested the injection AND the GP
who carried out the injection whether, as
someone living with Type 1 diabetes, it
would have any effect on my blood glucose
levels. On both occasions, | was given an
unequivocal No . In the event, within a few
hours of the injection, my blood glucose
rose significantly and remained high for

Estimates of likelihood is a potentially-

unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PP|3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

several days. | felt unable to eat anything for 24
hours while | took on more and more insulin in

order to bring my glucose levels down - | did
not want to go to sleep that night simply because of the massive amount of insulin in my system.”

Could the mistake or problem have been avoided? If so how? “Yes. | feel that both GPs should have
a knowledge about the side effects of drugs they prescribe, administer and recommend.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No I could not find anybody with whom | could discuss the mistake or problem”

Patient-reported prospect of harm: your health has been made worse by a problem or error that

could have been prevented

Patient-perspective problem-type code: E3. Incorrect advice/no advice given by clinician

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Scenariol2. GP surgery

Briefly describe the mistake or problem
and how it happened. “GP completely
overlooked symptoms and prescribed
antibiotic after antibiotic without
investigation or referral”

Could the mistake or problem have been
avoided? If so how? “Yes by listening to
history of complaints, carrying out
appropriate tests instead of just giving
antibiotics”

Were you able to talk about the mistake
or problem with anybody working in the

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

[N

0

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP|

primary care service? “No | did not notice the

mistake or problem at the time”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know
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Scenariol3. GP surgery

5
Briefly describe the mistake or problem and how
it happened. “Several times prescriptions have :
been incorrectly issued due to similar names for
drugs or the same name with different strengths” | 2 4
10 Could the mistake or problem have been :
11 avoided? If so how? “Yes, by more accurate or ;
ig double data entry. Now solved by self-request
14 using web systems.” 3
15 ; 0

Were you able to talk about the mistake or

©CoO~NOUTA,WNPE
w IS

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

R .. . GPL GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPIG PPI7
i? problem with anybody working in the primary Coder - GP or PPI
18 care service? “Yes, they did not want to know or 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
19 seem to care unless a formal complaint was made” 1=definitely not, 0 = insufficient information or don’t know
20

Patient-reported prospect of harm: your health has been made worse by a problem or error that
2 could have been prevented

23 Patient-perspective problem-type code: C1.1.5 Repeat prescription unintentionally changed

28 Scenariol4. GP surgery

30 Briefly describe the mistake or problem and
31 how it happened. “A simple error occurred
32 with an incorrect prescription. When | tried to
bring this to the attention of the receptionist

34 she treated me with disdain and in a ’

36 challenging manner. She then proceeded to :

37 start to read my notes aloud in the public .

38 reception area. | felt that this was

39 unacceptable behaviour. When | tried to tackle | : I
40 the receptionist about her behaviour | felt as if | 0

was under threat. It caused me to feel very GP1 GP2 GP3 GPA GPS PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7

i,

N

£

w
ol
Estimates of likelihood is a potentially-
-

Coder - GP or PPI
stressed, frustrated and ill tempered.” ) ) ) .
43 S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

44 Could the mistake or problem have been 1=definitely not, 0 = insufficient information or don’t know

jg avoided? If so how? “If the receptionist had been

47 willing to listen to what | was saying.”

48 Were you able to talk about the mistake or problem with anybody working in the primary care
gg service? “I did speak to a lady who said she was the practice manager but | felt that they were not
51 interested in resolving the problem”

52 Patient-reported prospect of harm: suspected your health has been made worse by a problem or
gi error that could have been prevented

55 Patient-perspective problem-type code: D3. Communication problem between patient and primary
56 care staff; C1 Medication error not otherwise specified /other problem

57

58

59

60
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Scenariol5. GP Surgery

~N w &

Estimates of likelihood is a potentially-
unsafe preventable-problem

Briefly describe the mistake or problem >
and how it happened. “Went to see GP

because | feared the pain in one of my legs

may have been Peripheral Artery Disease -
hardening of the arteries, having had a i
(non-blood) relative who suffered from this

and subsequently died - of a heart attack. :

Oh yes, said the GP, well, you will have it -
won't you? Why? | asked expecting her to

say eg because you are a smoker, or i
maybe my age (65) or something else | I
wasn't aware of. But what she actually 0

tOId me was ’Because you areadiabeticl’ GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7

Coder - GP or PPI
Whaaat? | exclaimed - you mean ALL
diabetics will inevitably get this, and there's
no way to prevent it? Yes she said and
shrugged. | said 'Thanks for nothing then' and left. Instead | left, caome home and went straight on-
line to make an appointment with someone more sensible, which | did and after taking my leg/ankle
pulses and BPs etc - he chatted to me and said he would refer me for a cardiology consultation at the
hospital. This IS what | expected in the first place and now it IS being taken care of.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Could the mistake or problem have been avoided? If so how? “By training the GP properly in the
first place”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “? “l explained to GP 2 But | don't know what if anything was done about it, or how I could
find that out.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough
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Appendix 2. Boxes 16 to 23

Patient reported scenarios occurring during the past 12 months that PPIs scored as higher likelihood

to be a potentially-unsafe preventable-problem in primary care compared with GPs

©CoO~NOUTA,WNPE

Scenariol6. GP Surgery

Briefly describe the mistake or problem and how it
happened. “/ had a severe reaction to Atorvastatin
after a dose increase so much so that | was almost
immobile and took 4 months to recover”

Could the mistake or problem have been avoided? If
so how? “According to guidelines | should have been
on the increased dose - it took a long time to convince
the GP that | needed blood tests to find out why |
couldn't walk. My GP was very hesitant to admit that
I did have a reaction to statins.”

Were you able to talk about the mistake or problem
with anybody working in the primary care service?
“No | could not find anybody with whom | could
discuss the mistake or problem. It was not really the
GPs fault per se, just took a lot of convincing that
there was a problem”

N w »

Estimates of likelihood is a potentially-
unsafe preventable-problem
"

7

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: health could have been made worse had someone not noticed a

problem or error

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review

or consideration of long term or side effects

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




©CoO~NOUTA,WNPE

BMJ Open

Page 38 of 43

Scenariol7. GP Surgery

Briefly describe the mistake or problem and how it
happened. “Doctor kept saying | had vitamin
deficiency B1, it turned out | had peripheral
neuropathy which is very painful”

Could the mistake or problem have been avoided?
If so how? “/ just needed the proper medication to
help”

Were you able to talk about the mistake or
problem with anybody working in the primary care
service? “Just saw another Doctor and she knew
straight away what the problem was - she was
experienced with Diabetic problems. Yes had the
opportunity but did not feel comfortable to discuss
the mistake or problem”

N} w IS

unsafe preventable-problem

Estimates of likelihood is a potentially-
—

fll

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: F1. Wrong/late/missed/delayed diagnosis

Scenariol8. GP Surgery

Briefly describe the mistake or problem and
how it happened. “Incapable diabetic doctor
trying to take blood out the back of my hand
haphazardly, not listening and resulting in me
fitting and the student watching having to get
help.”

Could the mistake or problem have been
avoided? If so how? “Yes. By listening to me”

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with
whom | could discuss the mistake or problem”

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

=

0 - T T .I.

GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPl

Patient-reported prospect of harm: prompted
via Q10 (Box 1 main paper)

Patient-perspective problem-type code: E2.

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Procedure was not carried out correctly; D1. Clinician seemed to lack interest in the patient’s health

problem or did not listen carefully enough
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Scenariol9. Dental Surgery

Briefly describe the mistake or problem and 2

how it happened. “I had an infection under my
wisdom tooth. They agreed that the only way to
solve the problem was to take the tooth out.
They gave me an appointment to do this in 6
weeks. | am a type 1 diabetic and the infection
was affecting my blood sugars and | was
concerned that | would have to go to A&E if my
blood sugars continued to rise due to the
infection. It would have affected my health if |
had not paid to go to a private dentist.”

N w »

unsafe preventable-problem

Estimates of likelihood is a potentially-
(=Y

(I

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

Could the mistake or problem have been avoided? If
so how? “They could have taken out the tooth
straight away. | was happy to wait at the emergency
dentist for them to do this.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ explained but they said | would have to wait. They also asked if | needed a sugary drink
when | said that my sugars were high so | was too scared to eat and had not eaten in 12hrs. It was
clear they didn't understand diabetes.”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a
problem or error

Patient-perspective problem-type code: A5. Unable to get an appointment/other problems with

Scenario20. Dental Surgery 5

Briefly describe the mistake or problem and
how it happened. “Caries, cavities and problem
with crown not diagnosed or treated”

IS

w

Could the mistake or problem have been
avoided? If so how? “Better dentist & not
working to tight time-scale imposed by company
owning dental surgery”

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
-

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with

making appointment

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

whom | could discuss the mistake or problem”
S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
Patient-reported prospect of harm: prompted via

Q10 (Box 1 main paper)

1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: C3. Problem with dental treatment or diagnosis
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Scenario21GP Surgery

Briefly describe the mistake or problem and
how it happened. “Using the summary on
discharge from hospital, one GP transcribed
incorrectly on to my electronic notes ie size of
ovarian cyst was 7.5cms and he put 7.5 mmes.
Another GP requested diagnostic bone density
scan but either forgot or did not record it and
she ended up questioning why | had it and who
requested it. She also referred me for an
orthopedic consultation then said | was not
funded for the steroid injection put into my
swollen elbows.”

Estimates of likelihood is a potentially-

unsafe preventable-problem

w

N

Ll

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Could the mistake or problem have been avoided?

If so how? “Yes”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ was too scared to discuss my concerns for fear of being labelled a trouble maker”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a

problem or error

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to

date

Scenario22. GP Surgery

Briefly describe the mistake or problem and
how it happened. “GP prescribed pills, but
then got phone call saying not to take them”

Could the mistake or problem have been
avoided? If so how? “Not sure”

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No | was not concerned
about the problem”

Patient-reported prospect of harm: prompted
via Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.
Medication problem

Estimates of likelihood is a potentially-

unsafe preventable-problem

»

w

N

[y

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know
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Scenario23. GP Surgery

Briefly describe the mistake or problem
and how it happened. “/ had a burst
appendix and peritonitis, something that
even a scan couldn't detect adequately. My
first visit to GP was when | said | think |
have appendicitis, no other symptoms only
the pain. It was ten days before seeing a
consultant, a further 10 days to have a
scan, then 2 weeks to be told that | had a
lump on my colon which is what my GP had
said 5 weeks previously. It was a further 2 o |

weeks before | had surgery.” GP1 GP2 GP3 GP4 GP5 PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

N

w

N

unsafe preventable-problem

Estimates of likelihood is a potentially-
[y

Could the mistake or problem have been
avoided? If so how? “If my GP had referred me
for a scan immediately it would have saved 3
weeks out of the seven. It was two weeks from scan to results and | hear that is usual, but they're not
looking at them for 2 weeks”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “Had the outcome been different my widow might have pursued the matter further. The
system is at fault rather than any individual.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: B5. Not referred when patient felt was needed
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STROBE Statement—Checklist of items that should be included in reports of cross-sectional studies

Item
No Recommendation

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
Yes pl
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found yes p2

Introduction

Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Yes p3

Objectives 3 State specific objectives, including any prespecified hypotheses yes p3-4

Methods

Study design 4 Present key elements of study design early in the paper yes p4

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection yes p4

Participants 6 (a) Give the eligibility criteria, and the sources and methods of selection of
participants yes p4

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect
modifiers. Give diagnostic criteria, if applicable yes box1, online appendix 1

Data sources/ 8* For each variable of interest, give sources of data and details of methods of

measurement assessment (measurement). Describe comparability of assessment methods if there is
more than one group yes p5, online appendix 1

Bias 9 Describe any efforts to address potential sources of bias yes p4

Study size 10 Explain how the study size was arrived at n/a as is a pilot study.

Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable,
describe which groupings were chosen and why yes p35, table2

Statistical methods 12 (a) Describe all statistical methods, including those used to control for confounding
yes p5
(b) Describe any methods used to examine subgroups and interactions, yes just chi2
tests p5
(c) Explain how missing data were addressed all missing data is listed in the tables
so it is completely transparent how this was dealt with, there were few missing data
(d) If applicable, describe analytical methods taking account of sampling n/a
(e) Describe any sensitivity analyses n/a

Results

Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially
eligible, examined for eligibility, confirmed eligible, included in the study,
completing follow-up, and analysed yes online appendix 1
(b) Give reasons for non-participation at each stage yes online appendix 1
(c) Consider use of a flow diagram yes online appendix 1

Descriptive data 14*  (a) Give characteristics of study participants (eg demographic, clinical, social) and
information on exposures and potential confounders yes table 1
(b) Indicate number of participants with missing data for each variable of interest yes
all tables

Outcome data 15*  Report numbers of outcome events or summary measures yes all tables

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and

their precision (eg, 95% confidence interval). Make clear which confounders were
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adjusted for and why they were included yes table 3

(b) Report category boundaries when continuous variables were categorized yes all
tables

(c) If relevant, consider translating estimates of relative risk into absolute risk for a

meaningful time period not appropriate as pilot study with self-selected sample

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and
sensitivity analyses table 6 considers demographics for problems more likely to be a
potentially harmful.

Discussion

Key results 18 Summarise key results with reference to study objectives yes p7

Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or
imprecision. Discuss both direction and magnitude of any potential bias yes p8

Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations,
multiplicity of analyses, results from similar studies, and other relevant evidence
yes p7-8

Generalisability 21 Discuss the generalisability (external validity) of the study results yes p8, not

generalisable

Other information

Funding

22

Give the source of funding and the role of the funders for the present study and, if
applicable, for the original study on which the present article is based yes p9

*Give information separately for exposed and unexposed groups.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely

available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at

http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is

available at www.strobe-statement.org.
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ABSTRACT

Objectives: To design and pilot a survey to be used at the population level to estimate the frequency
of patient-perceived potentially-harmful preventable-problems occurring in UK primary care. To
explore the nature of the problems, patient-suggested strategies for prevention and opinions of
clinicians and the public regarding the potential for harm

Design: a survey was co-designed by three members of the public and one researcher and piloted
through public and patient involvement and engagement networks

Setting: self-selected sample of the UK population

Participants: 977 members of the public accessed the online survey during October and November
2015

Primary outcome measures: respondent feedback about the ease of completion of the survey,
quality of responses in terms of review by clinicians and members of the public, preliminary
estimates of the frequency and nature of patient-perceived potentially-harmful problems occurring
in the last 12 months

Results: 638 (65%) members of the public completed the survey and few respondents reported any
difficulty in understanding or completing the survey. 132 (21%) respondents reported experiencing a
potentially-harmful preventable-problem during the past 12 months and 108 (82%) of these
respondents provided a description that was adequate for at least one clinician to form an opinion
about the potentially-harmful problem. Respondents were older than the UK generally, more likely
to work or volunteer in the healthcare sector and tended to use primary care more frequently but
their confidence and trust in their own GP was similar to that of the UK population as measured by
the annual English GP patient survey.

Conclusions: the survey was acceptable to patients and mostly provided data of sufficient quality for
review by clinicians and members of the public. It is now ready to use at a population level to
estimate the frequency and nature of potentially-harmful preventable-problems in primary care
from a patient's perspective.

Strengths and limitations of this study

e We have designed and tested a survey to measure the frequency and nature of potentially-
harmful preventable-problems in primary care from the patient's perspective

e The survey was co-designed by three members of the public and piloted through extensive
public and patient involvement

e The patient-described scenarios were reviewed by primary care clinicians

e The study respondents were self-selected through public and patient involvement and
engagement groups

e The survey is ready to be administered to a representative sample of the general population

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 2 of 43



Page 3 of 43

©CoO~NOUTA,WNPE

O 00 N O Ul B WN R

A A D P D W W WWWWWWWWNDNNDNNDNNDNNDNNDNDNNNDNRRRRRRRPRPR R
A W NEFP, O OOWONOOUPRDA, WNREROOOONOOOUD,WNPRER,OOOOKNO ODMWNRELRDO

BMJ Open

BACKGROUND

Patients are thought to take a different view of patient safety to healthcare professionals. (1) They
tend to view safety in terms of the overall balance of benefit and harm over time whereas
healthcare professionals often see high quality healthcare occasionally punctuated by safety
incidents and adverse events.(2) Furthermore patients hold may different opinions about how to
improve patient safety (3, 4) or different priorities to clinicians, for example identifying psychological
and emotional harm rather than technical errors.(5) Involving patients in identifying errors and
reducing harm occurs in secondary care (6) but patient reported outcomes can show poor
concordance between patients and clinicians, for example, in reporting adverse symptom events in
the context of drug safety.(7) Nonetheless patients are thought to be capable of reporting medical
errors accurately. (6, 8) Involving patients is advocated as a way to improve safety (9) and this
approach would be facilitated through patients and professionals having an understanding each
other’s expectations and priorities.

Studies that quantify patient safety problems in primary care are uncommon and incidence
estimates from record review or incident reporting by clinicians range from less than 1 to 24 per 100
consultations or record review.(10-12) The National Reporting and Learning System (NRLS) in
England and Wales records patient safety incidents reported by healthcare professionals; only 1% of
these reports originate from primary care (13) which likely reflects under-reporting.(14, 15) Still
fewer studies have quantified patient safety problems in primary care from the patient’s
perspective. (16) A 2013 European survey of the UK public reported that 43% of respondents felt
that it was “likely” that patients could be harmed by non-hospital healthcare, an increase from 37%
in 2009.(17) In Norway a population-level survey found that the patient-reported lifetime probability
of ever experiencing an adverse event was 10%, of which around two thirds of respondents
attributed the cause of their event as their general practitioner (GP).(4) In Spain a telephone survey
of patients estimated that around 7% of patients experienced a self-reported adverse event during a
1 year period. (18) A USA practice-based website observed an incidence rate of patient-reported
adverse events of 1.4% over 2 years.(19) Data from the UK is sparse; this may be partly due to the
lack of a valid and reliable instrument to make a comprehensive measurement of safety in primary
care.(20) The PREOS-PC should help to address this knowledge gap.(21, 22)

Although it is acknowledged that patients tend to take a different view to professionals (1-2) most
research into patient safety is initiated by clinicians with patients invited to contribute. We choose to
take an alternative approach whereby the study design was conceived, designed and implemented
by a team of three members of the public and one researcher with primary care professionals being
invited to contribute later. Previous work has shown that patient-initiated surveys can provide
meaningful feedback and guide improvements. (23) Our aim was to design a survey asking about
potentially-harmful preventable-problems occurring in UK primary care in partnership with the
Greater Manchester Primary Care Patient Safety Translational Research Centre Research User
Group, (GMPSTRC RUG) a public and patient involvement (PPI) group.(24) Specifically we aimed to:

1. co-design (with PPI partners) and test a survey asking about problems occurring in primary care
that caused, or had the potential to cause, preventable harm as perceived by patients
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2. pilot the survey to examine the usefulness and overall quality of the information collected with
respect to describing the patient-perceived problems, the primary care service involved, how the
problem was discussed (if it was) and how it might have been prevented.

3. compare the opinions of the survey respondents, members of the public and primary care
clinicians as to the likelihood the patient-reported scenario describes a potentially-harmful
preventable-problem.

METHODS

Designing and piloting of the survey (Aim 1)

Our main aim was to design a survey asking about problems occurring in primary care that caused,
or had the potential to cause, preventable harm as perceived by patients that was easily understood
and free from jargon. Currently there is no well-established terminology for asking such a
question.(8) The process began with a discussion between three members of the GMPSTRC RUG
(AD, JB, CG) and one academic researcher (SJS). Questions used in previous surveys addressing a
similar question (4, 17-19) were shared among the project team and used to generate several
candidate questions. These questions were then discussed privately among the project team’s
friends and family and within the project team (SJS, AD, JB, CG). The discussion was facilitated by
making the candidate questions available online. After two iterations of this process the survey (Box
1 & Box A in online Appendix 1) was piloted online through newsletters or group mailings of several
PPl and public engagement networks during November and December 2015. These networks were
the associate GMPSTRC RUG, the Public Programmes team at Central Manchester Foundation Trust,
the Citizen Scientist project, the Primary Care Research in Manchester Engagement Resource, North
West People in Research Forum and HelpBeatDiabetes volunteers (Details of these groups and
networks are provided in Box B in online Appendix 1).

The first question (Q1 Box 1) was taken from the English GP patient survey in order to compare the
overall level of confidence and trust in their GP among the survey respondents with that across
England.(25) The second question (Q2 Box 1) is the main screening question, those responding
negatively to Q2 (i.e. not experienced a preventable-problem) were directed to a more specific
question with a list of commonly understood patient safety events (Q10 Box A, online Appendix 1). If
this prompted recognition of experiencing a potentially-harmful preventable-problem they were
returned to Q4 (Box1). The rationale behind this approach was that the screening question (Q2 Box
1) should be non-leading and encourage the respondents to describe their preventable-problems
through the subsequent questions without the suggestion that inevitably occurs following a list of
possible potentially-harmful preventable-problems. However if the respondent did not believe that
they had experienced a potentially-harmful preventable-problem then the prompt question (Q10,
Box 1) would ensure that this was the case and also test the sensitivity of Q2 (Box 1). The option to
answer on behalf of a friend or relative was offered to those who had not a personal experience to
report. This was to ensure sufficient responses to adequately test the questionnaire but also to
discourage respondents from answering with another person’s experience as their own.
Respondents were also asked whether they worked or volunteered in the healthcare profession and
to comment on the ease of completion of the questionnaire.
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Coding of reported events (Aims 2&3)

Type of problem (Aim 2)

The nature of the problem in each described scenario was coded at face value, i.e. as the patient
described without further interpretation, by one author (SJS) and checked by a second author (JA for
dental scenarios, PB for all other scenarios). A bottom-up (inductive) approach was used to identify
similar topics which were coded then cross-matched to an existing taxonomy for errors in general
practice (26, 27) (Table A, online Appendix 1). All the new codes matched the existing taxonomy
within the higher two levels and the medication-related scenarios were coded to a finer level (Table
B, online Appendix 1).

Likelihood the scenario described a potentially-harmful preventable-problem (Aim 3)

Five GPs, one general dental practitioner and seven members of the public estimated the likelihood
that, in their opinion, each patient-described scenario was a potentially-harmful preventable-
problem. Brief biographies of the coders are provided in Table C, online Appendix 1. Some examples
of the information provided to the coders are shown in boxes 1-23 in online Appendix 2 and
consisted of the responses to Q5 to Q9 (Box 1). They were not given any demographic information or
the patient’s estimate of the impact on their health (Q4, Box 1). Coders were asked to score each
scenario from very likely (5) to definitely not (1) in response to the question “How likely do you think
it is the patient was correct in thinking that their health might be worsened, or actually was made
worse, because of a mistake or a problem in primary care that could have been prevented?” Coders
could also respond “insufficient information”, “Don’t know” and give free text feedback (Table D,
Appendix 1). The clinician scores were used to categorise the scenarios in to groups with higher or
lower estimated likelihoods that they were a potentially-harmful preventable-problem as below.
e Higher threshold - Median score of 5 (“very likely or certain”) or 4 (“probably”) or at least
one score of 5 (“very likely or certain”)
e Lower threshold - Median score of 3 (“possibly”) or at least one score of 4 (“probably” or
higher)
e All other scenarios — Median score below 3 (“possibly”) and zero scores above 3 (“possibly”)

Statistical analysis

Simple cross tabulations were used to describe the data and a binary logistic regression model was
used to explore whether particular types of patient were more likely to perceive a potentially-
harmful preventable-problems e.g. by demographics or their opinions. Comparisons between
demographics and outcomes for the respondents and the UK (or England) population were made
using a X’ test. All analyses were done using Stata 14.

Public and Patient Involvement (PPI)

PPl was central to this co-design study and was provided through the GMPSTRC RUG (24) and other
PPl networks (Box B, online Appendix 1). The study was conceived, designed, implemented and
analysed by a team of three members of the public (AD, CG, JB) and one researcher (SJS). At the
outset the researcher presented the existing literature on this topic to the PPl members of the
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research team who then co-designed the first draft of the survey which was tested through the PPI
members’ personal contacts. The piloting of the survey was through existing PPl networks as listed in
Box B, online Appendix 1. The scoring of the questions as to the likelihood they described a
potentially-harmful preventable-problem was undertaken by 7 members of the public, 2 of whom
had no previous experience in PPl (as well as 5 GPs and 1 general dental practitioner as described in
Table C, online Appendix 1). These findings will be disseminated to all the PPI groups that
contributed to the pilot study and the authors will forward these results to their personal contacts
who contributed to the questionnaire design.

Ethical approval was granted by the University of Manchester Ethics Committee 2 (Approval 15372).
RESULTS
The survey design (Aim 1)

The involvement of the PPI partners in the survey design had a profound impact on the piloted
version of the survey. Professional researchers may have focussed more on asking questions in a
way that forces the responses in to categories but the PPl partners were more concerned that
respondents should have the freedom to express themselves and the categorisation should occur
during the analysis. They themselves had often completed surveys where there was no appropriate
option in the categorical responses. We did not find any of the previous approaches (4, 17-19)
suitable for this survey and chose to design a new question. The best option was felt to be an open
question with a prompt question for individuals who did not recognise the concept of a preventable
potentially-harmful event. Another point of debate was whether we should ask initially about a
“problem” then ask if it was “preventable” in a second question. The difficulty with simply asking
about a “problem” is that most patients visit their GP because they have a health problem therefore
we thought it was more practical to focus immediately on the concept of a preventable-problem
encapsulated in a single phrase with a back-up question to ensure it was indeed preventable.

Ease of use of the survey (Aim 1)

Over 250 respondents provided free text feedback on the survey, 200 comments reported that the
guestionnaire was easy to complete and understand and just one comment described the survey as
complex. Most of the remaining comments expressed the desire to be able to provide more
information, e.g. more than one event or report for a relative or as a carer (reporting on behalf of
another person was excluded for events occurring more than 12 months ago) and 13 comments
actually provided this unrequested information. Nobody used the “Do not understand the question”
option as their response to Q2 Box1. A few respondents found it difficult to find a suitable option to
describe their pattern of use of primary care or their role as a worker or volunteer in healthcare.
Demographic information was not provided by 83 (13%) respondents, possibly due to lack of clarity
about the end of the survey since they completed all other questions.

Summary statistics (Aim 2)

In total 977 members of the public accessed the online pilot survey and 638 (65%) completed the
survey during October and November 2015. The majority of respondents were recruited through the
HelpBeatDiabetes group (533, 84%, Box B in online Appendix 1). A flow chart of respondents
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through the survey is shown in Fig A in online Appendix 1, 223/638 (35%) of respondents reported
ever experiencing a potentially-harmful preventable-problem in primary care of which 132 occurred
within the past 12 months (21%). 62 (10%) of these problems were not identified through the initial
screening question (Q2) but required prompting through Q10 (Box 1). A further 18 potentially-
harmful preventable-problems involving friends or relatives where the respondent was present and
occurred in the last 12 months were reported 13/418 (3%, Fig B, online Appendix 1).

Characteristics of the respondents (Aim 2)

The majority of respondents (592, 93%) had confidence and trust in the GP seen at their last
appointment similar to the 2016 England proportion of 92% (Q1, Box1 &Table 1). Respondents were
older than the UK generally, more likely to work or volunteer in the healthcare sector and tended to
use primary care more frequently (Table 1). Older respondents and those working or volunteering in
the healthcare sector were no more likely to report a potentially-harmful preventable-problem
occurring within the last 12 months but those using primary care more frequently were more likely
to report a problem (Table 2). There was a high response from healthcare professionals or
volunteers (30% of respondents compared to approximately 3% of the UK adult population, Table 1)
but they were no more likely to report a preventable problem than non-healthcare
workers/volunteers (35%, Px’=0.28).

The nature of the potentially-harmful preventable-problems (Aim 2)

The types of patient-reported scenarios and their categorisation following clinician review are shown
in Figure 1. Medication-related problems were most frequently reported type of problem and also
more likely to be ranked as a potentially-harmful problem by clinicians, as were communication
problems. The type of scenario categorised according to whether it arose from the open-ended
screening question (Q2) or prompted through the list of potential problems (Q10) is shown in
Figures C&D, online Appendix 1. Scenarios describing problems with appointments, accessing
healthcare or loss of test results were more likely to arrive via the prompt question suggesting that
patients did not see these as a potentially harmful problem in the first instance. The majority of
potentially-harmful preventable-problems in the past 12 months occurred in general practice (73%,
Table 3) and pharmacy (5%, Table 3).

The patient’s response to the potentially-harmful preventable-problem (Aim 2)

Around half the respondents had not discussed their problem with anybody working in primary care
(51%, Table 3). The most common reasons for not discussing the problem were being unable to find
a primary care professional with whom to discuss the problem (31%, Table 3) or they did not feel
comfortable with discussing their concerns (24%, Table 3). The respondent’s suggestions for ways to
prevent the problem from happening are summarised in Table 4. The most frequently suggestions
were that clinicians should involve the patient more fully in the healthcare process (i.e. listen to the
patient and trust their judgement more) and be up to date with, and apply, the most recent
information about the patient’s condition (i.e. take in to account all of the patient’s information -
their medical history and results and letters).

Likelihood the patient-reported scenario described a potentially-harmful preventable-problem
(Aim 3)
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Generally the members of the public assigned a higher probability to the likelihood that the patient-
described scenario was a potentially-harmful preventable-problem compared with clinicians (Fig 2,
Table 5). In 89/108 (82%) scenarios the median score for the PPl researchers was higher than for the
clinicians and for 38 (35%) scenarios the PPl median score was 2 or more points higherin a 5 point
scale. Following clinician review 3% of the respondents were judged to have “probably” experienced
potentially-unsafe preventable-problem during the past 12 months and 11% as “possibly” (using
higher and lower thresholds described in Table 5). Scenarios described by healthcare professionals
or volunteers were significantly more likely to be categorised as a potentially-harmful preventable-
problem following to clinician review using both the lower (9% vs 16%, Px’=0.01) and higher
threshold (2% vs 6%, Px*=0.004). Examples of the patient-reported scenarios with higher clinician
rankings are shown in boxes 1-15, online Appendix 2 and those with greatest disagreement between
members of the public and clinicians in boxes 16 to 23, online Appendix 2.

DISCUSSION

We have designed and tested a survey to measure the frequency of occurrence of potentially-
harmful preventable-problems in primary care and found it to be well understood and acceptable to
patients. The open-ended questions (Q6 to Q9, Box 1) led to patient-described scenarios that
mapped well to an existing taxonomy designed and used by clinicians and researchers (Tables A&B,
online Appendix 1, 26, 27). This implies agreement between clinicians, researchers and patients in
identifying the characteristics of a potentially-harmful problem. Furthermore, the use of an open-
ended screening question (Q2, Box 1) to ensure that any problems unique to the patient perspective
were identified did not find additional new types of problem. However, the open-ended question
elicited more problems related to communication and medication suggesting that the public are
more likely to view these as safety problems than problems related to appointments and referrals or
investigations (Fig C&D online Appendix 1) in agreement with clinicians who were more likely to rank
these types of scenarios as potentially harmful. The observation that members of the public were
generally more likely to rank the scenarios as a potentially-harmful preventable-problem than
clinicians (Fig 2) is important. It is important that primary care not only is safe but that it is perceived
as safe by patients.

Strengths and weaknesses of the study

We believe that our survey captures the true patient perspective due to the involvement of
members of the public as research partners through data acquisition to analysis and reporting in a
co-designed study. By the use of a simple non-leading screening question we encouraged
respondents to express their own perspective on what constituted a potentially-harmful
preventable-problem rather than directing them towards existing definitions. To ensure that we did
not miss any problems we followed up with a prompt that encouraged respondents to think in terms
of the traditional view of patient safety problems. Furthermore our survey goes further than
describing and counting the frequency of occurrence of potentially-harmful preventable-problems
and provides information about how patients dealt with the problem and how it could have been
prevented that offers insight in to ways to reduce the frequency of their occurrence. The absence of
a link between practices and the patients allows for responses that might not occur if this survey
were administered through the individual’s practice. The main weakness of the study is the self-
selection of the respondents who were older and tended to use primary care more frequently. More
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frequent users of primary care were more likely to report a problem but age was not associated with
the likelihood of reporting a problem. Our bench marking question (Q1, Box1) showed that the
respondents were similar to the English GP patient survey (25) in terms of their level of confidence
and trust in their GP and not a group with a more negative attitude towards primary care as might
have happened given the nature of the survey. We also acknowledge that, by design, this study is
totally from the patient perspective. We aim to provide insight into the patient’s perspective and not
to imply that one or the other point of view is more important but rather there are differences in
perceptions that need to be understood and reconciled.

Strengths and weaknesses in relation to other studies

Our finding that 35% of respondents perceived that they had experienced a potentially-harmful
problem in in their lifetime is consistent with a European survey (43% of UK respondents felt that it
was “likely” that patients could be harmed by non-hospital healthcare).(17) This study offers some
insight in to the type of concerns that might underlie this apparent lack of confidence in primary
care. A face to face interview in family practice waiting rooms in the USA reported that 16% of
respondents believed a physician had made a mistake in their care.(28) The types of problem and
patient responses to the problem are similar to those that have been described qualitatively (1, 22)
but we have taken this a step further by quantifying their frequency of occurrence and other
descriptors of the problem from the patient’s perspective. In this small study we did not find that
patients were particularly likely to attribute blame to individual members of staff as has been
observed previously (3, 4), perhaps partly due to the high proportion of respondents working or
volunteering in healthcare.

Unanswered questions and future research

Our finding that 21% of respondents perceived that they had experienced a potentially-harmful
problem in the last 12 months, and the corresponding proportion following clinician review of 3%
(higher threshold) to 11% (lower threshold) may well reflect the self-selected nature of the study
population and needs to be validated in a large population level survey. We anticipate that a
population level survey would be fruitful since this approach yielded a number of patient-described
scenarios that were amenable to further analysis including coding by clinicians. The high response to
this pilot survey by healthcare professionals and volunteers probably reflects the population invited
to complete the survey as well as an interest in this topic. It is likely that these respondents are
better at articulating their potentially-harmful problem given the higher ranking given by clinicians
to scenarios originating from healthcare professionals. Healthcare professionals are an educated and
accessible group with the expectations of a patient but also an understanding of the healthcare
system who could provide a valuable resource for learning about preventable-problems in primary
care. Further work is also needed to understand and reconcile the differences between members of
the public and clinicians’ perceptions of a potentially-harmful problem. In 1997 Professor Berwick
stated "The ultimate measure by which to judge the quality of a medical effort is whether it helps
patients (and their families) as they see it. Anything done in health care that does not help a patient
or family is, by definition, waste, whether or not the professions and their associations traditionally
hallow it." If this tenet still holds then we suggest there is a real need to influence patient’s
expectations and beliefs about primary care.
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Figure legends

Fig 1. Numbers of patient-perceived problems occurring in the last 12 months categorised according
to the patient’s description with clinician ranking as to the likelihood it is a potentially-harmful
preventable problem (Table 5).

Footnote to Figure 1: See Tables A&B, online Appendix 1 for details of coding; A coded to 2 levels, B
medication problems coded to 3 levels, C coded to 1 level

Figure 2. Median estimates as to the likelihood that the patient describes a potentially-harmful
preventable-problem occurring in the last 12 months by six clinicians and seven members of the
public
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Box 1. Brief summary of questionnaire — see Box A, online Appendix 1 for full version of survey.

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?
(benchmarking question)

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

If yes to Q2
Q3. How long ago did the mistake or preventable problem happen?
Q4. How did this affect your health?

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Q6. Briefly describe the mistake or problem and how it happened
Q7. Could the mistake or problem have been avoided? If so how?

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service? If not —why not?

Q9. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Q10. In the list below are some examples of preventable problems' that might happen when using
primary care. Has anything similar happened to you in the last 12 months? If yes go to Q4

'See Q10 Box A, online Appendix 1 for list of preventable problems
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Table 1. Characteristics of survey respondents

All Ever had !—Iad problem .
. inlast 12 UK population
Variable respondents | problem
months comparator
n=638 n=223
n=132
. . o S T English GP patient
GP satisfaction missing=0 missing=0 missing=0 survey(25)
Yes definitely 384 (60%) 81 (36%) 55 (42%) 64%
Yes, to some extent 208 (33%) 110 (49%) 52 (39%) 28%
No, not at all 39 (6%) 27 (12%) 21 (16%) 4%
Don't know / can't say 7 (1%) 5(2%) 4 (3%) 3%
Worked or volunteered iy missing=92 missing=40 | missing=19 NHS workforce®
healthcare
Yes 166 (30%) 64 (35%) 41 (36%) 3%
Gender missing=87 missing=38 | missing=16 ON.S m|d-§015
estimates
Female 268 (49%) 106 (57%) 63 (54%) 51%
Lo s s ONS mid-2015
Age missing=85 missing=37 | missing=15 estimates?
16 to 34 years 42 (8%) 22 (12%) 11 (9%) 31%
35 to 54 years 143 (26%) 54 (29%) 34 (29%) 34%
55 to 64 years 162 (29%) 59 (32%) 31 (27%) 14%
65 to 74 years 170 (31%) 44 (24%) 32 (27%) 12%
Over 75 years 36 (7%) 7 (4%) 9 (8%) 9%
. o s o English GP patient
Last primary care contact missing=88 missing=39 | missing=14 survey(25)
Within last week 169 (31%) 65 (35%) 48 (41%) o it
Within last month 248 (45%) | 79 (43%) | 47 (40%) i’g f; ";’:tm: last
Within last 12 months 121 (22%) 34 (18%) 20 (17%)
Over 12 months ago 12 (2%) 6 (3%) 3 (3%) 15%
Usual primary care usage missing=88 missing=40 | missing=17
At least once a month 181 (33%) 73 (40%) 52 (45%) -
At least once per 6 months 285 (52%) 79 (43%) 45 (39%) -
Once per 12 months or less | 84 (15%) 31 (17%) 18 (16%) -

"http://content.digital.nhs.uk/searchcatalogue?productid=24139&topics=1%2fWorkforce%2fSt
aff+numbers&sort=Relevance&size=108&page=1#top

*https://www.ons.gov.uk/peoplepopulationandcommunity/populationandmigration/populatio
nestimates/bulletins/annualmidyearpopulationestimates/latest
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Table 2. Prevalence of respondents reporting a potentially-harmful preventable problem within the
last 12 months and unadjusted and adjusted odds ratios estimated by logistic regression

Respondent characteristics Frequency —all | Unadjusted Adjusted" OR- | Adjusted" OR -

n=638 reported n=132 | odds ratio (OR) | all reports after GP review
—all reports (lower threshold,

Table 5)

Gender (87 missing)

male 53/283 (19%) 1 (ref) 1 (ref) 1 (ref)

female 63/268 (24%) 1.3(0.9t02.0) | 1.4(0.9t02.2) | 1.3(0.7t02.3)

Age (85 missing)

16 to 34 years 11/42 (26%) 1 (ref) 1 (ref) 1 (ref)

35 to 54 years 34/143 (24%) |0.9(0.4t01.9) |0.8(0.3t01.8) |0.8(0.3t02.1)

55 to 64 years 31/162 (19%) | 0.7(0.3to1.5) | 0.7(0.3to1.5) | 0.6(0.2to01.7)

65 to 74 years 32/170(19%) |0.7(03to1.4) |0.6(0.3to1.4) |0.4(0.2t01.2)

Over 75 years 9/36 (25%) 0.9 (0.3to0 2.6) 1.1(0.4t03.2) | 0.9(0.2t03.2)

Last primary care contact (88 missing)

Within last week 48/169 (28%) | 1 (ref) 1 (ref) 1 (ref)

Within last month 47/248 (19%) | 0.6(0.4t00.9) |0.7(0.4t0o1.1) | 0.6(0.3to01.0)

Within last 12 months 20/121(17%) | 0.5(0.3t00.9) | 0.6(0.3t01.2) | 0.5(0.2t01.3)

Over 12 months ago 3/12 (25%) 0.8(0.2t04.0) | 0.9(0.2to4.2) | 0.4(0.0t03.9)

Usual primary care usage (88 missing)

At least once a month 52/181 (29%) 1 (ref) 1 (ref) 1 (ref)

At least once per 6 months 45/285 (16%) 0.5(0.3t00.7) |0.6(0.3tc0.9) | 0.5(0.3t00.9)

Once per 12 months or less 18/84 (21%) 0.7(0.4t01.2) |0.8(04tol6) |0.7(0.3t01.8)

Works or volunteers in healthcare (92 missing)

No

72/380 (19%)

1 (ref)

1 (ref)

1 (ref)

Yes

41/166 (25%)

1.4(0.9t02.2)

1.3(0.8t02.1)

1.5(0.9t0 2.7)

'adjusted for gender, age, last primary care contact, usual primary care usage, works or volunteers in

healthcare

13

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




©CoO~NOUTA,WNPE

BMJ Open

Table 3. The patient’s response to their perceived potentially-harmful preventable-problem and the

primary care service involved for problems occurring in the last 12 months

Clinician ranked

Primary care service A!rrc(:k?lz:;id “possibly or higher”
(Lower threshold)
All services 132 71
GP surgery 97 (73%) 61 (86%)
Out of hours care/A&E/ambulance 4 (3%) 1(1%)
Walk in clinic 2 (2%) 0
Dental surgery 4 (3%) 1(1%)
Pharmacy 7 (5%) 6 (8%)
Community or district nursing 4 (3%) 0
Opticians 2 (2%) 1(1%)
Mental health services 1(1%) 0
missing 11 (8%) 1(1%)
Did you discuss the problem with primary care staff?
All respondents 132 71
Yes — discussed with primary care staff 56 (42%) 42 (59%)
No — did not discuss with primary care staff 67 (51%) 29 (41%)
missing 9 (7%) 0
Reason not discussed with primary care staff
All not discussing problem 67 29
Did not feel comfortable to discuss the problem 16 (24%) 8 (28%)
Could not find anybody with whom to discuss the problem | 21 (31%) 10 (34%)
Unconcerned about the problem 7 (10%) 5(17%)
Did not notice the problem at the time (or tooiill) 11 (16%) 4 (14%)
Other 5(7%) 2 (7%)
missing 7 (10%) 0
Profession of discussant
All discussing problem 56 42
GP 28 (50%) 19 (45%)
Practice manager 5 (9%) 5(21%)
Receptionist 2 (4%) 1(2%)
Practice nurse 6 (11%) 5(12%)
Pharmacist or dispenser 7 (13%) 7 (17%)
General dental practitioner 2 (4%) 1(2%)
Dietician 1(2%) 1(2%)
Missing 5 (9%) 3 (7%)
Role of discussant in patient’s care
Member of staff directly involved 23 (41%) 16 (38%)
Another member of staff at same institution 25 (45%) 20 (48%)
Above unclear 8 (14%) 6 (14%)
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1
2
3 Table 4. Patient suggestions as to how the potentially-harmful preventable problem might have
4 been prevented
5
? All reported Clilfﬂciar.\ ranked
8 How could it be prevented? problems . posilbly or
higher” (Lower
20 n=132 threshold) n=71
11 1. More resources - all 14 (11%) 3 (4%)
12 1.1 Quicker access to primary care 7 (5%) 2 (3%)
13 1.2 More thorough and quicker investigations 2 (2%) 1(1%)
14 1.3 Fewer demands on primary care — more staff or fewer patients 1 (1%) 0
15 1.4 More time with clinicians for treatment and diagnosis 2 (2%) 0
16 1.9 Provision of resources to manage long term conditions 1(1%) 0
ig 1.10 Provision of patient travel service for routine appointments 1(1%) 0
19 2. Improved communication and involvement of patients 26 (20%) 18 (25%)
20 1.1 Listen to the patient and trust their judgement more 21 (16%) 15 (21%)
21 1.2 Tell patients about their diagnosis, test results, changes in medication 3(2%) 1(1%)
22 or loss of results
23 1.3 Improve communication between staff (within or outside primary 2 (2%)
2 (3%)
24 care)
25 3. Better organisation and administration 17 (13%) 10 (14%)
26 3.1 Follow up referrals and appointments to ensure they happen, be 10 (8%) 3 (4%)
gg consistent in sending routine reminders 0
59 3.2 Log in or process results as soon as received to avoid loss 1(1%) 1(1%)
30 3.3 Keep the notes up to date, well-organised, safe and ensure 5 (4%) 5 (7%)
31 information is transcribed accurately
32 3.4 Keep a record of the location of equipment 1(1%) 1(1%)
33 4. Improved prescribing systems 18 (14%) 17 (24%)
34 4.1 More checks on prescribing and dispensing 8 (6%) 8 (11%)
35 4.2 Check repeat prescriptions carefully, especially for transcribing errors 8 (6%) 7 (10%)
36 4.3 Use medication reviews and IT clinical decision support systems 2 (2%) 2 (3%)
gg 5. Better clinical practice 19 (14%) 10 (14%)
39 5.1 Take in to account all the patient’s information - their medical history 13 (10%) 7 (10%)
40 and results and letters
a1 5.2 Address the patient’s problem in some way — patients can feel their 5 (4%) 2 (3%)
42 problem is being ignored
43 5.3 Act on advice from other clinicians and test results 1(1%) 1(1%)
44 6. Staff training 11 (8%) 7 (10%)
45 6.1 More informed and better trained staff 11 (8%) 7 (10%)
46 Other responses 27 (20%) 6 (8%)
j; eDon’t know/missing 21 (16%) 3 (4%)
49 eProblem was due to an individual member of staff 2 (2%) 1(1%)
50 ePrescribe right, better, different, more, less medicine 1(1%) 0
51 eBetter organisation 1(1%) 0
52 elLaboratory procedures were the problem 2 (2%) 2 (3%)
53 3
54
55
56
57
58
59
60 15
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Table 5. Categorisation of patient-perceived potentially-harmful preventable problems occurring in

the last 12 months following review by clinicians and members of the public

Group label Threshold criteria - Members of

Clinician .
the public

scores scores
n=132 n=132

1. Higher Median score of “very likely or certain” or

threshold “probably” or at least one score of “very likely or 18 (14%) 87 (66%)

certain”

2. Lower Median score of “possibly” or at least one score of 0 0

threshold “probably” or higher 71 (54%) 104(79%)

3. Any possibility | At least one score of “unlikely” or higher 106 (80%) 109 (83%)

4. No problem All scores “definitely not” or not-coded 1(1%) 0

5. Not-coded Insufficient information for coding by all coders 25 (19%) 23 (17%)
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e Healthcare professional median score

[EY
(o))
median score

e Member of public median score Laand
Median score is the likelihood that the patient
describes a potentially-harmful preventable-
problem where 5=very likely or certain, 4=probably,
3=possibly, 2=unlikely, 1=definitely not

24 Patient-perceived potentially-harmful problems

Figure 2. Median estimates as to the likelihood that the patient describes a potentially-harmful preventable-
28 problem occurring in the last 12 months by six clinicians and seven members of the public
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Footnote to Figure 1: See online Appendix 2 for details of coding; A coded to 2 levels, B medication
problems coded to 3 levels, C coded to 1 level. | T Fig 1. Numbers of patient-perceived problems occurring
in the last 12 months categorised according to the patient’s description with clinician ranking as to the
likelihood it is a potentially-harmful preventable problem (Table 3).} T
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Appendix 1. Details of survey, coding systems, public and clinician contributors and supplementary
results
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Box A. Pilot survey administered online November and December 2015

Q1. Did you have confidence and trust in the GP you saw or spoke to at your last appointment?
Response options: Yes, definitely, Yes, to some extent, No, not at all, Don't know / can't say

Q2. When using primary care have you ever felt concerned that your health might be worsened, or
actually was made worse, because of a mistake or a problem that could have been prevented?

Response options: Yes, No- go to Q10, Do not understand the question- go to Q10, Don't know /
can't remember- go to Q10

Q3. How long ago did the mistake or preventable problem happen?

Response options: Within the last 12 months, More than 12 months ago- go to Q10, Can't
remember- go to Q10

Q4. In your opinion did this experience

Response options: Make your health worse, Not certain but it might have made your health worse,
Could have made your health worse if you had not noticed the problem, Delayed your treatment
but had no effect on your health, Not affect you, or your health, Other, please explain

Q5. Which primary care service were you using when the mistake or preventable problem
occurred?

Response options: GP surgery, Out of hours care, Walk in clinic, Dental, Pharmacy, Community or
district nursing, Ambulance, Opticians, Other- please specify

Q6. Briefly describe the mistake or problem and how it happened

Response options: free text

Q7. Could the mistake or problem have been avoided? If so how?
Response options: free text

Q8. Were you able to talk about the mistake or problem with anybody working in the primary care
service?

Response options: Yes, Yes had the opportunity but did not feel comfortable to discuss the mistake
or problem, No | could not find anybody with whom | could discuss the mistake or problem, No |
was not concerned about the problem, No | did not notice the mistake or problem at the time, | was
too distressed to discuss the mistake or problem, Other or don't know - please describe

Q0. If you discussed the mistake or problem with somebody working in primary care please describe
their job or role

Response options: free text

Q10. In the list below are some examples of preventable problems that might happen when using
primary care. Has anything similar happened to you in the last 12 months? Please check as many as
applicable or "NONE OF BELOW"

NONE OF BELOW

Wrong or late diagnosis

Not referred for further investigation when needed

Test results being lost or mixed up

Receiving the wrong medicine or wrong dose

Should not be prescribed the medicine because of another health problem

Should not be prescribed the medicine because of another medication already taking
Poor communication leading to misunderstanding of diagnosis or treatment

Not referred to a specialist when needed
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Unclear instructions about treatment

Not offering of prevention or screening programmes eg CVD/stroke prevention clinics

Failure to recognise or act on vulnerable people’s needs eg child abuse, suicide risk or mental health
problems

Mistake with a procedure eg dental treatment, injection, ear syringing, physiotherapy

Failure to notify about recommended vaccinations eg flu, HPV

Poor hygiene

Unsafe building or premises

Any other preventable problem in the last 12 months (in your opinion)

Other, please explain below

Q11. Are you male or female? Response options: Male, Female, prefer not to say

Q12. How old are you?

Response options: under 16, 16 to 24, 25 to 34, 45 to 54, 55 to 64, 65 to 74, 75 to 84, 85 or older
Q13. When was your last contact with primary care?

Response options: Last week, Last month, Last 12 months, Over 12 months ago

Q14. What best describes your usual pattern of use of primary care? Response options: Once per
week, Once per 2 weeks, Once per month, Once per 6 months, Once per 12 months or less often
Q15. Are you registered with a GP practice?

Response options: Yes, No, | only use walk in centres, Don’t know

Q16. Do you work or volunteer in healthcare or healthcare research as a professional, patient, carer
or member of the public? (if you are retired answer for your occupation before retirement)
Response options: Yes, No

Q17. We are still trying to improve this questionnaire so would be grateful for any feedback about
how easy you found the questionnaire to complete? How can it be improved?

Response options: free text

Box B. List of public and patient involvement groups used to distribute the pilot survey

Associate Research User Group of the Greater Manchester Primary Care Patient Safety Translational
Research Centre http://research.bmh.manchester.ac.uk/primary-care-patient-safety/Getlnvolved/

The Primary Care Research in Manchester Engagement Resource
http://research.bmh.manchester.ac.uk/PRIMER/about/

HelpBeatDiabetes https://www.researchforthefuture.org/diabetes/

The Nowgen Centre https://research.cmft.nhs.uk/getting-involved/involvement

The Citizen Scientist project http://www.citizenscientist.org.uk/

North West People in Research Forum https://www.northwestpeopleinresearchforum.org/
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Table A. Coding of patient-reported potentially-unsafe scenarios in primary care

1. Errors in the process of the healthcare delivery system

Makeham 2002, Dovey 2002

Common threads reported in this study

1.1. Errors in the process of conducting an
administrative task

Al. Administrative problem not otherwise
specified

1.1.1. Information filed in wrong place or wrong time

1.1.2. Unavailability of information that should have
been in patients charts
1.1.2.1. Entire chart or part of chart could not be
accessed when needed
1.1.2.2. Care provided was not documented
1.1.2.3. Item(s) of information missing from chart

A2. Incorrect notes/inadequate notes/notes
not kept up to date

1.1.3. Errors in patient’s movement through the
healthcare delivery system

A3. Intended referral was not sent or delayed
A4. Patient not reminded, informed or
assisted to attend regular check-ups or other
necessary routine treatments

1.1.4. Errors in the taking and distributing of messages

1.1.5. Errors in managing appointments for healthcare

A5. Unable to get an appointment/other
problems with making appointment
A6. Ambulance delayed or did not arrive

1.2. Errors in the process of investigating a patient’s condition

1.2.1. Laboratory errors
1.2.1.1. Wrong test ordered or test not ordered
when appropriate
1.2.1.2. Errors in the process of obtaining or
processing a laboratory specimen
1.2.1.3. Error in the process of physician receiving
accurate laboratory results in a timely fashion
1.2.1.4. Inappropriate response to an abnormal
laboratory result

1.2.3. Errors in the processes of other investigations
1.2.3.1. Wrong test ordered or test not ordered
when appropriate
1.2.3.2. Errors in the process of obtaining or
processing of other diagnostic investigation
1.2.3.3. Error in the process of physician receiving
accurate test results of other investigation in a timely
fashion
1.2.3.4. Inappropriate response to an abnormal
result of other investigation

B1. Test results lost or other problem with
investigation paperwork

B2. Incorrect interpretation of tests or other
investigation results

B3. Clinician did not consider patient history
sufficiently/did not use patient’s notes
adequately

B4. Investigation not thorough enough

B5. Not referred when patient felt was
needed

1.3. Errors in the process of treating a patient’s condition

1.3.1. Errors in the process of treating with medications
1.3.1.1. Wrong medication or wrong dose of
medication ordered or medication not ordered by
physician when appropriate
1.3.1.2. Error in the process of delivering a
medication order or inappropriate medication order
by a provider working under physician supervision
1.3.1.3. Error in the process of dispensing medication
as ordered

C1. Medication problem

C2. Not provided with medical devices
needed to manage long term conditions
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1.3.2. Errors in other treatments

C3. Problem with dental treatment or
diagnosis

1.4. Errors in the process of communication

1.4.1. Errors in communication between primary
healthcare provider and patients

D1. Clinician seemed to lack interest in the
patient’s health problem or did not listen
carefully enough

D2. Information about the patient’s health
had not been passed on to the patient who
felt it should have been

D3. Communication problem between patient
and primary care staff

1.4.2. Errors in communication between healthcare
providers

D4. Problem with communication between
primary care and other types of care including
secondary care

D5. Disagreement between 2 clinicians

2. Errors arising from lack of clinical knowledge or skills

2.1. Errors in the execution of a clinical task
2.1.1. Non-clinical staff made the wrong clinical
decision
2.1.2. Failed to follow standard practice
2.1.3. Lacked needed experience or expertise in a
clinical task

E1. Administrative staff seemed to make
clinical decisions

E2. Procedure was not carried out correctly
E3. Incorrect advice/no advice given by
clinician

2.2. Errors in diagnosis
2.2.1. Wrong or delayed diagnosis

F1. Wrong/late/missed/delayed diagnosis

2.3. Wrong treatment decision

G1. Wrong treatment decision

H. Other

X. Not a problem/ insufficient
information/refused/don’t know

Table B. Level 4 coding of patient-reported potentially-unsafe medication scenarios

Common threads reported in this study grouped as described by Makeham 2002, Dovey 2002

C1 Medication error not otherwise specified /other problem

e 1.3.1.1. Ordering medications (prescribing)

C1.1.1 Prescribed wrong or inappropriate drug

C1.1.2 Started new prescription or changed prescription
checks

without sufficient discussion, follow up or

C1.1.3 Long term or continued prescribing without review or consideration of long term or side effects

allergy, adverse reaction or it was in the records

C1.1.4 Prescribed drug when should have known contra-

indicated e.g. patient had informed clinician of

C1.1.5 Repeat prescription unintentionally changed

C1.1.6 Out of date repeat prescription mistakenly re-issued

e 1.3.1.2./1.3.1.3. Implementing or receiving medications (dispensing or issuing)

C1.2.1 Medication not dispensed or administered as intended or prescribed

e 1.3.1.1/1.3.1.2./1.3.1.3. Ordering, implementing or receiving medications

C1.3.1 Wrong dose or drug or delivery method

C1.3.2 Being given another patient’s drugs or prescription

C1.3.3 Wrong or inadequate advice about drug effects or how to use

C1.3.4 Delay or failure in prescription processing
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1

2

2 Table C. Demographics of clinicians and members of the public reviewing the patient-reported
5 problems and estimating the likelihood the scenarios describes a potentially-harmful preventable-
6 problem occurring in primary care

7

8 Demographics of GP and dentist coders frequency n=6

9 Gender

12 Female 3

12 Male 3

13 Years working as a GP or dentist

14 Less than 15 years 1

15 15 to 25 years 2

i? Over 25 years 3

18 Current position

19 Partner 4

20 Retired within last 12 months 2

21

5:23 Demographics of the members of the public ‘ frequency n=7

24 Gender

25 Female 6

26 Male 1

27 Age

28 30 to 39 years 2

ég 40 to 49 years 1

31 50 to 59 years 2

32 60 to 69 years 2

33 Ethnicity

34 White British 5

gg British Indian 2

37 Years of PPl experience

38 None 2

39 Less than 1 year 1

40 1to 5years 2

41

42 Over 5 years 2

43 Further background information

44 PPI reviewer 1. Currently working freelance on education and PPI projects; previously worked in
45 a pastoral role at a college; a lay representative for courses training healthcare scientists.

46 PPl reviewer 2. Retired primary school teacher with several long term health conditions; single
47 parent; was a young carer for a parent with a long term condition.

jg PPI reviewer 3. Former higher education administrator; current university tutor; patient partner
50 on varied research projects; carer for family members aged 0-100 with physical and/or mental
51 health long term conditions.

52 PPl reviewer 4. Currently working as a civil servant and has several long term health conditions.
53 PPI reviewer 5. Full-time parent of school age children; previously ten years working in a medical
gg school in an administrative role and 5 years working in the drug and alcohol sector

56 PPl reviewer 6. Lay representative for several healthcare-related professional bodies and

57 involved in health research at several universities; family-carer for over 35 years; has had over 6
58 years of involvement with a mental and community health as a carer

59 PPl reviewer 7. Retired university administrator; a parent and carer for elderly parents.

60
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Table D. Scoring for likelihood that the patient-reported scenario is potentially-harmful preventable-
problem

Score | How likely do you think it is the patient was correct in thinking that their health might be worsened,
or actually was made worse, because of a mistake or a problem in primary care that could have
been prevented? Choose from the options below.

Very likely or certain (75-100% confident is a potentially-harmful preventable-problem)

Probably (50-74% confident is a potentially-harmful preventable-problem)

Possibly (25-49% confident is a potentially-harmful preventable-problem)

Unlikely (bottom 25% confident is a potentially-harmful preventable-problem)

RIN(fW|R~U

Definitely not a potentially unsafe event (0% chance is a potentially-harmful preventable-problem)

- Insufficient information

- Don’t know

- Other - add text at end of row
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1
2
3
4
5 .. :
6 When using primary care have you ever felt concerned that your health might be worsened, or
7 actually was made worse, because of a mistake or a problem that could have been prevented? N=638
3 ¢ *
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1;— remember n=424 n=9 \ll Problem over 12
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15 v v
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17 problemsn=418 12 months n=67 12 monthsn=73
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20 Problem over 12 .
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23 v preventable
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26 ; within the last 12 months =132 (21%)
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29 No problem
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31
gé Figure A. Flow chart of participants who reported a potentially-unsafe preventable-problem in
34 primary care through the online pilot survey
35
36
37
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40 or person you care for n=418 “1 n=117 7| involved?
41
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remember n=22 n=279
46 Exited survey n=7
47
48 h 4
49 Problemwithin last 12 months n=13
22 Problem over 12 months ago n=32
52 Can’trememberwhen n=1
53
54
55 Figure B. Flow chart of participants who reported a potentially-unsafe preventable-problem in
56 primary care on behalf of another person through the online pilot survey
57
58
59
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Number of patient-reported potentially-harmful problems
(] 10 20 30 40

B Open-ended question (Q2)

A2. Incorrect notes/inadequate notes/notes not kept up to date

A3. Intended referral was not sent or delayed i
B Prompted by list of problems (Q10)

AA4. Patient not reminded/informed about routine appointments
AS5. Unable to get an appointment/ problems accessing primary care
B1. Test results lost or other problem with investigation paperwork
B4. Investigation not thorough enough

B5. Not referred when patient felt was needed

C1. Medication problem

C2. Not provided with medical devices for long term conditions

D1. Clinician seemed to lack interest or did not listen carefully...

D2. Information had not been passed on to the patient

D4. Poor communication between primary care and other providers
E1. Administrative staff seemed to make clinical decisions

E2. Procedure was not carried out correctly

E3. Incorrect advice/no advice given by clinician

F1. Wrong/late/missed/delayed diagnosis

X. Insufficient information

Fig C. Numbers of patient-perceived problems occurring in the last 12 months categorised according to
the patient’s description (see Table 2) and route through survey i.e. originated from open-ended question
(Q2) or prompted by list of potential safety problems (Q10)

Number of patient-reported potentially-harmful problems
10 20 30 40

I
A. Healthcare delivery h ¥ Open-ended question
(35% open-ended question) (Q2)

o

H Prompted by list of
problems (Q10)

B. Investigations
(27% open-ended question)

C. Treatment/medication
(59% open-ended question)

e eniod uesiony [
(60% open-ended question)

E.F.G. Lack of clinical knowledge or
skills (50% open-ended question)

Insufficient information
(100% open-ended question)

Fig D. Numbers of patient-perceived problems occurring in the last 12 months categorised according to
the patient’s description coded at a higher level (see Table 2) and route through survey i.e. originated
from open-ended question (Q2) or prompted by list of potential safety problems (Q10)
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Appendix 2. Boxes 1 to 15
Patient reported scenarios occurring during the past 12 months that GPs scored as higher likelihood

to be a potentially-unsafe preventable-problem in primary care (median score is higher than

“possibly” and at least 2 GPs gave a score or one GP scored “very likely or certain”)

»

w

Could the mistake or problem have been
avoided? If so how? “Possible discussion about
dangers of continuous taking of prescription
drugs, which in the event were stopped after the
incident.”

unsafe preventable-problem
N

GP estimates of likelihood is a potentially-
(=Y

Scenariol. GP surgery 5

Briefly describe the mistake or problem and ;

how it happened. “Prescription drug, anti-

inflammatory for arthritis, caused acute stomach

pains & violent vomiting. Repeat prescription for : I
twelve years without any discussion.”

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

problem with anybody working in the primary care S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
service? “No | did not notice the mistake or problem  1=gefinitely not, 0 = insufficient information or don’t know
at the time”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review
or consideration of long term or side effects

Scenario2. GP surgery 5

4 i - — S
Were you able to talk about the mistake or o |1 | v | v | | |

problem with anybody working in the primary GPL GP2 GP3 GPA GPS PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7

Briefly describe the mistake or problem and how
it happened. “Insulin type was changed by
specialist but previous insulin prescribed by GP as
notes had not been updated”

w

Could the mistake or problem have been
avoided? If so how? “Yes GP notes should have
been updated with new medication”

N

unsafe preventable-problem

[N

Estimates of likelihood is a potentially-

. . Coder - GP or P
care service? “Practice manager resolved the ==
problem and apologised” 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

. ) 1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: prompted via

Q10 (Box 1 main paper)

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to
date; C1.1.6 Out of date repeat prescription mistakenly re-issued
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Scenario3. GP surgery

Briefly describe the mistake or problem and how it happened. “Two out of three Doctors not

listening to what | was asking; April | had two

big bleeds from my Penis, Doctor 1 did a test . . Il B
and gave antibiotics. Went to 2nd Doctor for :
Diabetic check and told him of problem -
nothing except another test come back in ten
days. Went to the third doctor who said the 2 4
test didn't show anything but when | _
mentioned my feelings about a problem, he :
look and said yes you do have a problem. In 2
weeks | was in having tests and 3 operations 1
for cancer.” k
0: 4 .

Could the mistake or problem have been
. wr B GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
avoided? If so how? “Listen to me Coder - GP or PPI

w £

unsafe preventable-problem
N

Estimates of likelihood is a potentially

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or e ) e ]
1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care
service? “No, | could not find anybody with whom | could discuss the mistake or problem (The third
doctor was amazing with me. He said to keep in touch and if | had any problems to ring him and he
still wants me to ring him after my three operations.)”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

Scenario4. GP surgery

Briefly describe the mistake or problem and 5

how it happened. “Changed diabetes | | | | |

medication to an alternative which my notes
from 1980's should show | respond badly to”

H

w

Could the mistake or problem have been
avoided? If so how? “Read the notes on every
medication change but unfortunately that is
unrealistic under the time restrictions on GP's.
Put early notes on-line and flag medication
allergies/problems.”

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

Were you able to talk about the mistake or GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
problem with anybody working in the primary

care service? “Yes, my own GP who had returned 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
from holiday” 1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records
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Scenario5. GP surgery .
Briefly describe the mistake or problem and =
how it happened. “Told the GP the medication % E 4
was making my hair fall out & he kept me on it g%
for another 3 months. I had to see another GPto | 2 § 3
get him to change my medication. In the é ‘g
meantime | have lost 3/4 of my hair. Not sure if it % E; 2
will ever grow back.” g “é

835 1
Could the mistake or problem have been %
avoided? If so how? “yes, by the GP listening to 0

GP1 GP2 GP3 GP4 GPSOdF;?ngF;erP PPI3 PPI4 PPIS PPI6 PPI7

what | was saying.” S=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

Were you able to talk about the mistake or 1=definitely not, 0 = insufficient information or don’t know

problem with anybody working in the primary care service? “Yes, GP”

Patient-reported prospect of harm: suspected your health has been made worse by a problem or
error that could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; C1.1.3 Long term or continued prescribing without
review or consideration of long term or side effects

Scenario6. GP surgery

5
Briefly describe the mistake or problem and
how it happened. “Successfully treated for . 4
prostate cancer 2006 but suffered some loss of 3
sexual performance; Viagra recommended BUT | . _i'
| take isosorbide nitrate for a following heart I
attack; the two are contradictory and could
produce further heart problems. A routine ¥
diabetes check-up at which the sexual problem
was discussed saw an automatic prescribing of |
Viagra,; obviously without reference to my 0

w

N

pr

[N

Estimates of likelihood is a potentially-

i ” GP1 GP2 GP3 GP4 GPS PPIL PPI2_ PPI3 PPI4 PPIS PPIG PPI7
medical records. PR AR G
Could the mistake or problem have been 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
avoided? If so how? “Read the medical notes.” 1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No; | felt | was going to cause trouble”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.1.1 Prescribed wrong or inappropriate drug
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Scenario7. GP surgery

5
Briefly describe the mistake or problem and :
how it happened. “/ was given steroids for a i
chest infection but not alerted to the fact
they make your sugars go massively high! 2 g
Within a few hours | was high and not able to
bring them down, fearing a DKA | headed for
the hospital to correct a very easily avoidable
issue. | also attended my GP 6 years ago to be
given strong antacids for pain in my stomach i
that was actually a DKA | was admitted to o ‘

hospital a few hours later! The GP never even GP1 GP2 GP3 GP4 GPS PPI1_PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

N w S

unsafe preventable-problem

Estimates of likelihood is a potentially
[=Y

suggested it could be linked to my diabetes and as 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
it was my first DKA | had no idea that's how they 1=definitely not, 0 = insufficient information or don’t know
can feel”

Could the mistake or problem have been avoided? If so how? “Both could have been avoided The
steroids - if the prescribing nurse had considered my diabetes I'd have been given proper advice as to
how to deal with them as a diabetic or given different meds. The DKA simple questions or
explanation as to how DKAs can present would have made me family and the doctor realise | was in
trouble.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ wrote a letter to the surgery concerning the steroids anonymously to alert them of my
concern and the DKA. | was too poorly to even consider seeking correction or explanation”

Patient-reported prospect of harm: health was actually made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: C1.1.4 Prescribed drug when should have known contra-
indicated e.g. patient had informed clinician of allergy, adverse reaction or it was in the records;

Scenario8. GP surgery

Briefly describe the mistake or problem and
how it happened. “reception staff making
clinical decisions which were at odds with what
had been discussed with my GP”

H

w

Could the mistake or problem have been
avoided? If so how? “Yes, reception staff
shouldn't be making clinical decisions”

unsafe preventable-problem
N

[y

Were you able to talk about the mistake or
problem with anybody working in the primary

Estimates of likelihood is a potentially-

E3. Incorrect advice/no advice given by clinician
0 lrl | | | L

care service? “No, had the opportunity but did GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
. . Coder - GP or P

not feel comfortable to discuss the mistake or

problem” S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know
Patient-reported prospect of harm: suspected

your health has been made worse by a problem or error that could have been prevented

Patient-perspective problem-type code: E1. Administrative staff seemed to make clinical decisions
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Scenario9. Pharmacist

Briefly describe the mistake or problem and
how it happened. “/ was given a medicine
belonging to somebody else as part of my
monthly repeat prescription”

Could the mistake or problem have been
avoided? If so how? “More care and
attention when checking”

unsafe preventable-problem

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “Yes, pharmacist”

Estimates of likelihood is a potentially-

N

4 -
3

1 | I :I:
O T

GP1 GP2 GP3 GP4 GP5 PPI1 _PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Patient-reported prospect of harm: prompted via
Q10 (Box 1 main paper)

Patient-perspective problem-type code: C1.3.3

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Wrong or inadequate advice about drug effects or how to use

Scenariol0. GP surgery

Briefly describe the mistake or problem
and how it happened. “Poor diabetic
annual review, foot check not correctly done
just tested my foot pulses and nothing else”

Could the mistake or problem have been
avoided? If so how? “Better training of

staff”

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No, had the
opportunity but did not feel comfortable to
discuss the mistake or problem”

Estimates of likelihood is a potentially-
unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPl4 PPIS PPI6 PPI7
Coder - GP or P

Patient-reported prospect of harm: suspected
your health has been made worse by a problem
or error that could have been prevented

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: E2. Procedure was not carried out correctly

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml




©CoO~NOUTA,WNPE

BMJ Open Page 34 of 43

Scenarioll. GP surgery

Briefly describe the mistake or problem
and how it happened. “Prior to a pain
killing injection into my knee, | asked the GP
who suggested the injection AND the GP
who carried out the injection whether, as
someone living with Type 1 diabetes, it
would have any effect on my blood glucose
levels. On both occasions, | was given an
unequivocal No . In the event, within a few
hours of the injection, my blood glucose
rose significantly and remained high for

Estimates of likelihood is a potentially-

unsafe preventable-problem

il

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PP|3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP

several days. | felt unable to eat anything for 24
hours while | took on more and more insulin in

order to bring my glucose levels down - | did
not want to go to sleep that night simply because of the massive amount of insulin in my system.”

Could the mistake or problem have been avoided? If so how? “Yes. | feel that both GPs should have
a knowledge about the side effects of drugs they prescribe, administer and recommend.”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “No I could not find anybody with whom | could discuss the mistake or problem”

Patient-reported prospect of harm: your health has been made worse by a problem or error that

could have been prevented

Patient-perspective problem-type code: E3. Incorrect advice/no advice given by clinician

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Scenariol2. GP surgery

Briefly describe the mistake or problem
and how it happened. “GP completely
overlooked symptoms and prescribed
antibiotic after antibiotic without
investigation or referral”

Could the mistake or problem have been
avoided? If so how? “Yes by listening to
history of complaints, carrying out
appropriate tests instead of just giving
antibiotics”

Were you able to talk about the mistake
or problem with anybody working in the

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

[N

0

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PP|

primary care service? “No | did not notice the

mistake or problem at the time”

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough; F1. Wrong/late/missed/delayed diagnosis

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know
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Scenariol3. GP surgery

5
Briefly describe the mistake or problem and how
it happened. “Several times prescriptions have :
been incorrectly issued due to similar names for
drugs or the same name with different strengths” | 2 4
10 Could the mistake or problem have been :
11 avoided? If so how? “Yes, by more accurate or ;
ig double data entry. Now solved by self-request
14 using web systems.” 3
15 ; 0

Were you able to talk about the mistake or

©CoO~NOUTA,WNPE
w IS

unsafe preventable-problem
N

Estimates of likelihood is a potentially-
=

R .. . GPL GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPIG PPI7
i? problem with anybody working in the primary Coder - GP or PPI
18 care service? “Yes, they did not want to know or 5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
19 seem to care unless a formal complaint was made” 1=definitely not, 0 = insufficient information or don’t know
20

Patient-reported prospect of harm: your health has been made worse by a problem or error that
2 could have been prevented

23 Patient-perspective problem-type code: C1.1.5 Repeat prescription unintentionally changed

28 Scenariol4. GP surgery

30 Briefly describe the mistake or problem and
31 how it happened. “A simple error occurred
32 with an incorrect prescription. When | tried to
bring this to the attention of the receptionist

34 she treated me with disdain and in a ’

36 challenging manner. She then proceeded to :

37 start to read my notes aloud in the public .

38 reception area. | felt that this was

39 unacceptable behaviour. When | tried to tackle | : I
40 the receptionist about her behaviour | felt as if | 0

i,

N

£

w
ol
Estimates of likelihood is a potentially-
-

42 was under threat. It caused me to feel very GP1 GP2 GP3 GP4 GPS dPPIlG;PIZPPPB PPI4 PPIS PPI6 PPI7
Coder or

43 stressed, frustrated and ill tempered.”

44 Could the mistake or problem have been S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

jg avoided? If so how? "[f the receptionist had been 1=definitely not, 0 = insufficient information or don’t know

47 willing to listen to what | was saying.”

48 Were you able to talk about the mistake or problem with anybody working in the primary care

gg service? “I did speak to a lady who said she was the practice manager but | felt that they were not

51 interested in resolving the problem”

52 Patient-reported prospect of harm: suspected your health has been made worse by a problem or

gi error that could have been prevented

55 Patient-perspective problem-type code: D3. Communication problem between patient and primary

56 care staff; C1 Medication error not otherwise specified /other problem

57

58

59

60
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Scenariol5. GP Surgery

~N w &

Estimates of likelihood is a potentially-
unsafe preventable-problem

Briefly describe the mistake or problem >
and how it happened. “Went to see GP

because | feared the pain in one of my legs

may have been Peripheral Artery Disease -
hardening of the arteries, having had a i
(non-blood) relative who suffered from this

and subsequently died - of a heart attack. :

Oh yes, said the GP, well, you will have it -
won't you? Why? | asked expecting her to

say eg because you are a smoker, or i
maybe my age (65) or something else | I
wasn't aware of. But what she actually 0

tOId me was ’Because you areadiabeticl’ GP1 GP2 GP3 GP4 GPS PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7

Coder - GP or PPI
Whaaat? | exclaimed - you mean ALL
diabetics will inevitably get this, and there's
no way to prevent it? Yes she said and
shrugged. | said 'Thanks for nothing then' and left. Instead | left, came home and went straight on-
line to make an appointment with someone more sensible, which I did and after taking my leg/ankle
pulses and BPs etc - he chatted to me and said he would refer me for a cardiology consultation at the
hospital. This IS what | expected in the first place and now it IS being taken care of.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Could the mistake or problem have been avoided? If so how? “By training the GP properly in the
first place”

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “? “l explained to GP 2 But | don't know what if anything was done about it, or how I could
find that out.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: D1. Clinician seemed to lack interest in the patient’s health
problem or did not listen carefully enough
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Appendix 2. Boxes 16 to 23

Patient reported scenarios occurring during the past 12 months that PPIs scored as higher likelihood

to be a potentially-unsafe preventable-problem in primary care compared with GPs

©CoO~NOUTA,WNPE

Scenariol6. GP Surgery

Briefly describe the mistake or problem and how it
happened. “/ had a severe reaction to Atorvastatin
after a dose increase so much so that | was almost
immobile and took 4 months to recover”

Could the mistake or problem have been avoided? If
so how? “According to guidelines | should have been
on the increased dose - it took a long time to convince
the GP that | needed blood tests to find out why |
couldn't walk. My GP was very hesitant to admit that
I did have a reaction to statins.”

Were you able to talk about the mistake or problem
with anybody working in the primary care service?
“No | could not find anybody with whom | could
discuss the mistake or problem. It was not really the
GPs fault per se, just took a lot of convincing that
there was a problem”

N w »

Estimates of likelihood is a potentially-
unsafe preventable-problem
"

7

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: health could have been made worse had someone not noticed a

problem or error

Patient-perspective problem-type code: C1.1.3 Long term or continued prescribing without review

or consideration of long term or side effects
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Scenariol7. GP Surgery

Briefly describe the mistake or problem and how it
happened. “Doctor kept saying | had vitamin
deficiency B1, it turned out | had peripheral
neuropathy which is very painful”

Could the mistake or problem have been avoided?
If so how? “/ just needed the proper medication to
help”

Were you able to talk about the mistake or
problem with anybody working in the primary care
service? “Just saw another Doctor and she knew
straight away what the problem was - she was
experienced with Diabetic problems. Yes had the
opportunity but did not feel comfortable to discuss
the mistake or problem”

N} w IS

unsafe preventable-problem

Estimates of likelihood is a potentially-
—

fll

GP1 GP2 GP3 GP4 GP5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Patient-reported prospect of harm: prompted via Q10 (Box 1 main paper)

Patient-perspective problem-type code: F1. Wrong/late/missed/delayed diagnosis

Scenariol8. GP Surgery

Briefly describe the mistake or problem and
how it happened. “Incapable diabetic doctor
trying to take blood out the back of my hand
haphazardly, not listening and resulting in me
fitting and the student watching having to get
help.”

Could the mistake or problem have been
avoided? If so how? “Yes. By listening to me”

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with
whom | could discuss the mistake or problem”

Estimates of likelihood is a potentially-

unsafe preventable-problem

N

w

N

=

0 - T T .I.

GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPl

Patient-reported prospect of harm: prompted
via Q10 (Box 1 main paper)

Patient-perspective problem-type code: E2.

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Procedure was not carried out correctly; D1. Clinician seemed to lack interest in the patient’s health

problem or did not listen carefully enough
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Scenariol9. Dental Surgery

Briefly describe the mistake or problem and 2

how it happened. “/ had an infection under my
wisdom tooth. They agreed that the only way to
solve the problem was to take the tooth out.
They gave me an appointment to do this in 6
weeks. | am a type 1 diabetic and the infection
was affecting my blood sugars and | was
concerned that | would have to go to A&E if my
blood sugars continued to rise due to the
infection. It would have affected my health if |
had not paid to go to a private dentist.”

N w »

unsafe preventable-problem

Estimates of likelihood is a potentially-
(=Y

(I

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

Could the mistake or problem have been

avoided? If so how? “They could have taken out the
tooth straight away. | was happy to wait at the
emergency dentist for them to do this.”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ explained but they said | would have to wait. They also asked if | needed a sugary drink
when | said that my sugars were high so | was too scared to eat and had not eaten in 12hrs. It was
clear they didn't understand diabetes.”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a
problem or error

Patient-perspective problem-type code: A5. Unable to get an appointment/other problems with

Scenario20. Dental Surgery

Briefly describe the mistake or problem and °

how it happened. “Caries, cavities and problem
with crown not diagnosed or treated”

IS

Could the mistake or problem have been
avoided? If so how? “Better dentist & not
working to tight time-scale imposed by company
owning dental surgery”

w

unsafe preventable-problem
N

[N

Were you able to talk about the mistake or
problem with anybody working in the primary
care service? “No | could not find anybody with
whom | could discuss the mistake or problem”

Estimates of likelihood is a potentially-

making appointment

Dentist  PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - Dentist or PPI

0

Patient-reported prospect of harm: prompted via

) S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
Q10 (Box 1 main paper)

1=definitely not, 0 = insufficient information or don’t know

Patient-perspective problem-type code: C3. Problem with dental treatment or diagnosis
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Scenario21. GP Surgery

5 ey ms s
Briefly describe the mistake or problem and

how it happened. “Using the summary on .

discharge from hospital, one GP transcribed

incorrectly on to my electronic notes ie size of

ovarian cyst was 7.5cms and he put 7.5 mms. ; ' '

Another GP requested diagnostic bone density :

scan but either forgot or did not record it and : '

she ended up questioning why | had it and who

requested it. She also referred me for an 11N - BN L . N
orthopedic consultation then said | was not ; I I

funded for the steroid injection put into my o LA HEEEEEEEENENDS

swollen elbows.” GP1 GP2 GP3 GP4 GPS PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

Could the mistake or problem have been avoided?  s-yery likely or certain, 4=probably, 3=possibly, 2=unlikely,
If so how? “Yes” 1=definitely not, 0 = insufficient information or don’t know

w

unsafe preventable-problem
N

Estimates of likelihood is a potentially-

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “/ was too scared to discuss my concerns for fear of being labelled a trouble maker”

Patient-reported prospect of harm: health could have been made worse had someone not noticed a
problem or error

Patient-perspective problem-type code: A2. Incorrect notes/inadequate notes/notes not kept up to
date

Scenario22. GP Surgery

Briefly describe the mistake or problem and
how it happened. “GP prescribed pills, but
then got phone call saying not to take them”

»
|
|

Could the mistake or problem have been
avoided? If so how? “Not sure”

w
\
\
!

Were you able to talk about the mistake or
problem with anybody working in the
primary care service? “No | was not concerned

unsafe preventable-problem
N
\
\
\

Estimates of likelihood is a potentially-

about the problem” 1
Patient-reported prospect of harm: prompted I I
via Q10 (Box 1 main paper) 0 . ‘ ‘
. . GP1 GP2 GP3 GP4 GPS5 PPI1 PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Patient-perspective problem-type code: C1. Coder - GP or PPI

Medication problem
P S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,

1=definitely not, 0 = insufficient information or don’t know
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Scenario23. GP Surgery

Briefly describe the mistake or problem
and how it happened. “/ had a burst
appendix and peritonitis, something that
even a scan couldn't detect adequately. My
first visit to GP was when | said | think |
have appendicitis, no other symptoms only
the pain. It was ten days before seeing a
consultant, a further 10 days to have a
scan, then 2 weeks to be told that | had a
lump on my colon which is what my GP had
said 5 weeks previously. It was a further 2 o |

weeks before | had surgery.” GP1 GP2 GP3 GP4 GP5 PPIL PPI2 PPI3 PPI4 PPIS PPI6 PPI7
Coder - GP or PPI

N

w

N

unsafe preventable-problem

Estimates of likelihood is a potentially-
[y

Could the mistake or problem have been
avoided? If so how? “If my GP had referred me
for a scan immediately it would have saved 3
weeks out of the seven. It was two weeks from scan to results and | hear that is usual, but they're not
looking at them for 2 weeks”

S5=very likely or certain, 4=probably, 3=possibly, 2=unlikely,
1=definitely not, 0 = insufficient information or don’t know

Were you able to talk about the mistake or problem with anybody working in the primary care
service? “Had the outcome been different my widow might have pursued the matter further. The
system is at fault rather than any individual.”

Patient-reported prospect of harm: your health has been made worse by a problem or error that
could have been prevented

Patient-perspective problem-type code: B5. Not referred when patient felt was needed
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STROBE Statement—Checklist of items that should be included in reports of cross-sectional studies

Item
No Recommendation

Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
Yes pl
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found yes p2

Introduction

Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Yes p3

Objectives 3 State specific objectives, including any prespecified hypotheses yes p3-4

Methods

Study design 4 Present key elements of study design early in the paper yes p4

Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection yes p4

Participants 6 (a) Give the eligibility criteria, and the sources and methods of selection of
participants yes p4

Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect
modifiers. Give diagnostic criteria, if applicable yes box1, online appendix 1

Data sources/ 8* For each variable of interest, give sources of data and details of methods of

measurement assessment (measurement). Describe comparability of assessment methods if there is
more than one group yes p5, online appendix 1

Bias 9 Describe any efforts to address potential sources of bias yes p4

Study size 10 Explain how the study size was arrived at n/a as is a pilot study.

Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable,
describe which groupings were chosen and why yes p35, table2

Statistical methods 12 (a) Describe all statistical methods, including those used to control for confounding
yes p5
(b) Describe any methods used to examine subgroups and interactions, yes just chi2
tests p5
(c) Explain how missing data were addressed all missing data is listed in the tables
so it is completely transparent how this was dealt with, there were few missing data
(d) If applicable, describe analytical methods taking account of sampling n/a
(e) Describe any sensitivity analyses n/a

Results

Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially
eligible, examined for eligibility, confirmed eligible, included in the study,
completing follow-up, and analysed yes online appendix 1
(b) Give reasons for non-participation at each stage yes online appendix 1
(c) Consider use of a flow diagram yes online appendix 1

Descriptive data 14*  (a) Give characteristics of study participants (eg demographic, clinical, social) and
information on exposures and potential confounders yes table 1
(b) Indicate number of participants with missing data for each variable of interest yes
all tables

Outcome data 15*  Report numbers of outcome events or summary measures yes all tables

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and

their precision (eg, 95% confidence interval). Make clear which confounders were
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adjusted for and why they were included yes table 3

(b) Report category boundaries when continuous variables were categorized yes all
tables

(c) If relevant, consider translating estimates of relative risk into absolute risk for a

meaningful time period not appropriate as pilot study with self-selected sample

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and
sensitivity analyses table 6 considers demographics for problems more likely to be a
potentially harmful.

Discussion

Key results 18 Summarise key results with reference to study objectives yes p7

Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or
imprecision. Discuss both direction and magnitude of any potential bias yes p8

Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations,
multiplicity of analyses, results from similar studies, and other relevant evidence
yes p7-8

Generalisability 21 Discuss the generalisability (external validity) of the study results yes p8, not

generalisable

Other information

Funding

22

Give the source of funding and the role of the funders for the present study and, if
applicable, for the original study on which the present article is based yes p9

*Give information separately for exposed and unexposed groups.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and

published examples of transparent reporting. The STROBE checklist is best used in conjunction with this article (freely

available on the Web sites of PLoS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at

http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is

available at www.strobe-statement.org.
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