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2 Executive summary 

Background 

The Helsinki Declaration on Patient Safety in Anaesthesiology was initiated and developed 

by the European Board of Anaesthesiology (EBA) with support from the European Society of 

Anaesthesiology (ESA). It was launched in 2010 in Helsinki at the Euroanaesthesia meeting 

and has been widely recognised as a practical framework for improving patient safety. It sets 

out a vision for patient safety in anaesthesiology and lays down specific standards which 

European anaesthesiologists may aspire to in practice. It includes four distinct elements: 

standards for clinical care; protocols for management of clinical crises in anaesthesiology; 

critical incident reporting; and an exhortation to engage in audit and the compilation of an 

annual report, in order to reap the benefits of measurement to improve safety. The 

Declaration was signed by many European anaesthesiology societies attending its launch in 

Helsinki and also by the European Patients’ Forum (EPF). It has since been endorsed or 

signed by many international societies beyond Europe. Despite the widespread 

endorsement of the Declaration’s principles, and a number of promotional activities designed 

to aid its implementation, there remained some uncertainty regarding its usage and influence 

in practice, with limited studies performed assessing its impact.  

Project outline 

To address this gap in understanding, the ESA recently commissioned this three-part 

investigation to assess the uptake and use of the Declaration. The first phase of the project 

consisted of an online survey of ESA members to determine what aspects of the Declaration 

have been adopted. Respondents were also asked to express their opinions on the 

Declaration, its impact on patient safety, and limitations and barriers to embedding its 

recommendations in daily practice. We also sought to learn about patient safety practices 

and the Declaration’s impact in greater detail, by conducting telephone interviews with 

national leaders in anaesthesiology in a number of European countries. Interviews were 

semi-structured and the resulting qualitative data underwent thematic analysis, with themes 

developed inductively. The third phase involved site visits to hospitals throughout Europe, in 

order to examine patient safety practice directly. These three streams of data collection were 

designed to provide a ‘snapshot’ of safety in European anaesthesiology, a deeper 

understanding of practice context, and ‘on the ground’ sensemaking of safety practice and 

culture, respectively. 

Phase I 

In the first part of the first phase, we invited members of the European Society of 

Anaesthesiology to undertake a 16-item online survey to explore their understanding of the 

Declaration and compliance with its standards. We received 1589 responses (33.4% 

response rate), with members from all countries responding. The median (IQR) response 

rate of members was 20.5 (11.7 to 37.0%) per country. There were many commonalities 

across Europe. There were very high levels of use of monitoring (pulse oximetry: 99.6%, 

blood pressure: 99.4%; ECG: 98.1% and capnography: 96.0%). Protocols and guidelines 

were also widely used, with those for pre-operative assessment and difficult/failed intubation 

being particularly popular (mentioned by 93.4% and 88.9% of respondents respectively). 

There was evidence of widespread use of the WHO Safe Surgery checklist, with only 93 
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respondents (6.0%) suggesting that they never used it. Annual reports of measures taken to 

improve patient safety, and of morbidity and mortality, were produced in the hospitals of 588 

(37.3%) and 876 (55.7%) respondents respectively. Around three-quarters of respondents 

(1216, 78.7%) stated that their hospital used a critical incident reporting system. 

Respondents suggested that measures to promote implementation of the Declaration, such 

as formal set of checklist items for day-to-day practice, publicity, translation and simulation 

training, would currently be more important than possible changes to its content. 

In the second part, we interviewed by telephone senior anaesthesiologists with a knowledge 

of patient safety and anaesthesiology practice in their country.  Their responses were 

transcribed and analysed inductively for themes. We conducted 17 interviews between 

August 2018 and May 2019. The median (IQR) interview length was 56 (34-100) minutes. 

Guidelines and statements such as the Helsinki Declaration were thought to have a positive 

effect on safety, with the Declaration being seen as a vision statement, a catalyst and a 

mandate for safety. Clinical changes in anaesthesiology such as increased workload, 

pressure to cut down on preoperative assessment and preparation, and the fact that patients 

are older and sicker than in 2010, were seen as potential threats to safety. Financial 

austerity has affected safety in many countries, as has medical workforce migration. 

Relationships within departments and hospitals, with national anaesthesiology societies, with 

governmental agencies and with neighbouring countries, were all noted to have a bearing on 

safety. Critical incident reporting, discussion and sharing, and attitudes to patients and their 

role in safety, vary considerably across Europe. Postgraduate training and continuing 

specialist education in cultural aspects of safety and ‘human factors’ were cited as key 

drivers for improving safety in the future. 

Phase II 

In the second phase of the project, we aimed to extend beyond a simple assessment of 

whether or not the Declaration had been adopted, to a broader attempt to set it in the 

practice context of European anaesthesiology. We adopted a case study methodology and a 

broadly positive stance implying a ‘Safety II’ framework, which aims to understand why 

things go right in healthcare most of the time, rather than a ‘Safety I’ framework, which 

involves learning from errors. Our approach was essentially ethnographic, aiming to build up 

a picture of safety as practised which was both scientifically rigorous but which also ‘made 

sense’ to those under study, recognising the time constraints imposed by the short visit 

schedule. We collected a number of streams of data: policies and documents relating to 

safety in the anaesthesiology department; the annual departmental patient safety report on 

the template offered by the European Society of Anaesthesiology in support of the 

Declaration’s requirement to complete such a report; Safety Attitude Questionnaires 

completed by anaesthesiologists and theatre staff before the visit; observation of facilities, 

equipment and safety practices; and face-to-face interviews with specialist 

anaesthesiologists, trainee anaesthesiologists and anaesthetic nurses. We also asked our 

contact person in each hospital to complete a short evaluation of the visit and report.  

We visited 21 hospitals in 6 countries, chosen purposefully to provide a geographical spread 

within the continent of Europe, and a range of average national income. Currently we have 

349  Safety Attitude Questionnaires completed from 17 hospitals, and we conducted 64 

interviews (including 23 with consultant anaesthesiologists, 16 with trainees and 17 with 

anaesthesia nurses). Nine evaluation questionnaires have been received. The main output 
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of each visit was a report written for the participating hospital containing a summary of the 

data, an evaluation of compliance with the Declaration’s standards, and materials and 

resources for patient safety, including a compendium of processes and activities noted 

during previous visits. At the time of writing (March 2020), 14 final and 3 draft reports have 

been sent to participating hospitals. Further analysis of the large data set gathered will be 

undertaken in the coming months, with presentations and journal publication in due course.  

Reflection and discussion 

Results from both phases of our project provide an insight into current and future 

implementation of the Declaration. In summary, the Declaration is perceived variously as a 

force for good, a standardisation framework and a catalyst for change. It benefits from being 

broad in scope, with knowledge of the themes of the Declaration being better known than the 

more specific details. National leaders interviewed felt that it acts as a tool to help advance 

patient safety, both politically and scientifically. It could be argued too that the Declaration is 

also an improvement intervention, with 44.5% of ESA members surveyed agreeing that it 

had improved safety. This was felt to be largely through promoting the use of checklists in 

the areas of pre-operative preparation, and the management of crises during anaesthesia.  

Our results suggest that the Declaration’s impact is influenced by national practice context 

and local safety culture. Many respondents commented that safety practices such as 

monitoring standards have exceeded those set out in the Declaration for many years, 

especially in northern Europe. It is possible that the high levels of monitoring as 

recommended by WHO/WFSA standards (pulse oximetry: 99.6%, blood pressure: 99.4%; 

ECG: 98.1% and capnography: 96.0% throughout Europe), would have come about without 

the Declaration. Thus the potential benefit of the Declaration in enabling change and 

improvement is greatest in areas where safety practices are less well established (such as in 

the use of data for improvement, whether they are routinely collected or reporting adverse 

incidents). The Declaration’s impact has also been influenced by recent changes in 

anaesthesia, with anaesthesiologists throughout Europe reporting greater workloads, 

pressures to cut down on preoperative preparation, and more complex patients. This, along 

with financial austerity and staff shortages (with workforce migration reported by many) have 

resulted in a perception that more time is spent reacting to patient safety threats as opposed 

to progressing safety practices. Other factors, namely an organisation’s safety culture and 

staffing issues, have influenced the uptake of the Declaration, for example in the production 

of annual safety reports and running morbidity and mortality meetings.  The hospital visit 

process described above aimed to explore many of these contextual factors identified in the 

first two phases of the project. 

Benefits of project 

Early feedback suggests several immediate benefits to hospitals from taking part in the 

project. Staff reported promotion of a safety culture through the planning and execution of 

the visit. Many staff were keen to complete the Safety Attitude Questionnaires, and it was 

generally perceived to be instructive, although for some the questionnaires were seen as 

more an opportunity to express their opinions on problems with the organisation. 

Anaesthesiology departments learnt much about their safety systems; for example, they 

identified protocols that needed updating or revision, and they reviewed their position with 

regard to contributing to national audits of practice. In some cases, the visit provided an 
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impetus to commence new safety projects. The report distributed to departments after the 

visit contained several recommendations, useful safety references and suggestions from 

other hospitals. At national level, several of the senior anaesthesiologists interviewed told us 

that the act of taking part and preparing for the interview was beneficial in itself and/or had 

has stimulated interest in the Helsinki Declaration once again. Indeed the whole project was 

seen as an opportunity to revisit and revitalise awareness of patient safety. In addition, the 

involvement of a number of trainees and specialist anaesthesiologists in the project has 

spread knowledge of patient safety science and developed capability in the research 

methods used in the project.  

Suggestions for further implementation of the Declaration 

Survey and interview data suggested that future changes to the Declaration could take 

account of the challenges mentioned above, as well as the increased role of simulation, 

human factors and multidisciplinary training in anaesthesiology. But many respondents 

advocated greater adherence to the existing Declaration rather than changes to the  

Declaration itself. This could be brought about by introducing a formal checklist of items in 

the Declaration to guide day-to-day practice, and greater publicity. Efforts could be focused 

on areas that are less well implemented, such as annual safety reports. The Helsinki 

Declaration could be revitalised, by inviting signatories to confirm their continuing 

commitment on the Declaration’s ten-year anniversary in 2020. The existing Declaration 

could also be translated into languages other than English where this has not already been 

done. A number of recommendations for education, research, policy and practice are made 

at the end of the report, but key possible measures include:  

• Create and maintain structures for safety education both in training curricula and for 

established specialist anaesthesiologists. 

• Promote a ‘no blame’ culture to encourage the reporting and open discussion of 

threats to patient safety. 

• Greater involvement of patients in the promotion of safe practice. 

• Make the scientific, clinical, humanitarian and economic case for thorough 

preoperative assessment. 

• Establish and maintain regional networks within Europe to share practice and 

solutions appropriate to available resources. 

• Encourage the participatory self/peer evaluation of safety using the site visit 

methodology and process described in this paper.  

• Consider a concurrent, specific implementation evaluation plan if the Declaration is 

revised and/or relaunched.  
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3 Introduction and outline of project 

Background 

Preventable patient harm is an important problem in anaesthesiology and peri-operative care. As 

a response, the Helsinki Declaration on Patient Safety in Anaesthesiology was launched in 2010 

by the European Society of Anaesthesiology (ESA) and European Board of Anaesthesiology 

(EBA),1 and has been widely recognised as a practical framework for improving patient safety 

(Appendix 1). It sets out a vision for patient safety in anaesthesiology and lays down specific 

standards which European anaesthesiologists may aspire to in practice. It has four distinct 

elements: standards for clinical care; protocols for management of clinical crises in 

anaesthesiology; critical incident reporting; and an exhortation to engage in audit and the 

compilation of an annual report, in order to reap the benefits of measurement to improve safety. 

The Declaration was signed by many of the European national societies of anaesthesiology 

attending its launch in Helsinki and also by the European Patients’ Forum (EPF). It has since 

been endorsed or signed by many international societies beyond Europe. A number of 

implementation activities were undertaken to promote the use of the Declaration in practice. 

A joint EBA/ESA Patient Safety Task Force was set up, and every year this produced 

materials and resources that were made freely available to every delegate at the 

Euroanaesthesia congress. In 2011 a special edition of the journal Best Practice and 

Research in Clinical Anaesthesiology devoted to patient safety was given out.2 A survey on 

syringe labelling3 and a template for the annual safety report  

(available from http://html.esahq.org/patientsafetykit/resources/basics.html and reproduced 

in Appendix 5 of this report) were published in 2012. The following year, a manual of 

algorithms for managing clinical crises in anaesthesiology was issued. A ‘Patient Safety 

Starter Kit’ on a data stick, containing recorded lectures and other resources, was distributed 

to participants at the ESA’s Euroanaesthesia meeting in June 2014 (available from 

http://html.esahq.org/patientsafetykit/resources/index.html). Many lectures and presentations 

were given at anaesthesiology conferences within Europe and beyond, and such was the 

appeal of the Declaration that it has now been signed by approximately three-quarters of 

national societies worldwide. Despite the widespread endorsement of the Declaration’s 

principles, and the promotional activities described above, there remained some uncertainty 

regarding its usage and influence in practice, with limited studies performed assessing its 

impact.  

For instance, a survey in the Berlin-Brandenburg region of Germany suggested that, at the time 

the survey was conducted (2011), many of the Declaration’s standards were already met. It is 

likely, therefore, that these were already in place, in view of the short time period between the 

launch of the Declaration and the survey.4 More recently, an internal survey found that many 

European departments of anaesthesia were trying to apply the Declaration’s standards in 

practice.5 There is, however, very little other work evaluating its impact and effects.  

We therefore aimed to map the extent of, and identify deficiencies and regional differences in, 

the implementation of the Declaration so far since its launch in 2010, thereby also improving 

adoption into clinical practice. 

 

 

http://html.esahq.org/patientsafetykit/resources/basics.html
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Conceptual framework of project 

The project used a number of separate but interlinking approaches to examine the uptake and 

implementation of the Helsinki Declaration. The effects of the Declaration can be sought at 

various levels of organisation, illustrated in the diagram below. Ideally one would want to assess 

the impact on patient outcomes, but this is the most difficult to evaluate as many other factors 

affect these. Thus, no patient level data were collected. Instead, our initial work focused on the 

structures underlying anaesthesia care in Europe and how these may have changed since the 

launch of the Declaration. A second phase targeted a number of individual countries, and 

examined how selected aspects of the Declaration have succeeded (or failed) in practice, and 

how these relate to the processes of patient care, through site visits to hospitals and interviews 

with clinical staff. The topics and countries were identified from intelligence gathered during 

Phase I.  

 

 

 

Figure 1  Schematic of organisational levels of anaesthesiology practice in Europe 

(diagram modified from one provided by Grant Aaron, Masimo) 

Also implicit in this model is the notion that the accounts provided of the Declaration, its coverage 

and impact, may vary depending on the organisational level where they are sought. Within 

organisations, there is sometimes a tension between ‘work as imagined’ (what ought to take 

place according to the ‘official’ organisational view) and ‘work as done’ (what actually happens in 
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practice).6 In addition, the wider policy, regulatory and legal frameworks within which healthcare 

work takes place are not represented here, but are nevertheless relevant to the comprehensive 

impact pathway mapping proposed as part of Phase I below.  

Aims of project 

This project aimed to: 

• Examine the uptake and implementation of the Helsinki Declaration and how it relates to 

patient safety practices in European anaesthesiology more generally 

• Map the extent of coverage and identify regional differences 

• Identify discrepancies in implementation of the component elements of the Helsinki 

Declaration 

• Inform updating, refinement and further promotion of the Declaration 

• Identify patient safety tools (‘instruments’) and activities for testing in further work 

 

In addition, we hoped to enhance the research skills of a number of trainee anaesthesiologists by 

selecting some to work on a ‘freelance’ basis on the project.  

 

Summary of approach and methodology 

The Declaration can be thought of as a ‘complex intervention’.7 As such, it was necessary to 

employ multiple research methods to properly evaluate its impact, in line with previous 

evaluations of safety initiatives.8 Three main data sources were sought, described below. The 

first two (Phase I) allowed us to establish how national, regional and local policies and protocols 

have changed and developed since the Declaration was launched. These were guided by 

appropriate survey coverage and sample size methodology 9 and offered a useful measure of 

uptake and implementation in themselves; they also helped inform Phase II of the project, where 

we focused on a small number of countries within the ESA area. The research thus aimed to 

involve the anaesthesiology ‘community of practice’ in improving the way they understand and 

solve patient safety problems, and as such can be termed ‘action research’. 10,11  

Data collection 

1 High-level quantitative data from an electronic survey of ESA members and hospitals 

throughout Europe, with intelligence on which elements of the Declaration are thought to have 

been most and least successful.  

2 Transcripts of telephone interviews with national leaders in anaesthesiology 

3 Focused qualitative enquiry based on in-depth interviews, documentary analysis of 

departmental policies, protocols and annual safety reports, and observations of practice in a 

small number of individual hospitals, to understand local practice, culture and context 11-13. 

These three streams of data collection were designed to provide a ‘snapshot’ of safety in 

European anaesthesiology, a deeper understanding of practice context, and ‘on the ground’ 

sensemaking of safety practice and culture, respectively. We planned to use investigative 

methods appropriate for this, with a particular focus on eliciting positive and beneficial factors in 

safety systems. 14-16 
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Analysis 

Quantitative data were summarised with the usual descriptive statistical measures. Transcripts of 

interviews and observations were analysed using the constant comparative method,17 a 

commonly-used and workable qualitative analytical strategy.  

Triangulation of the intelligence gathered through the different approaches allowed descriptive 

picture of patient safety in anaesthesiology in Europe, with both breadth and depth of 

understanding of the extent to which the Declaration has been adopted throughout Europe, the 

success or otherwise of the constituent elements of the Declaration, and an appreciation of why it 

has or has not ‘worked’ in different practice contexts.  

Outputs 

We anticipated the following outputs from the project: 

• A comprehensive report to the ESA and the project’s funders 

• A ‘snapshot’ of current patient safety in anaesthesia across Europe 

• A picture of where, to what extent, and how, the Declaration has been implemented. 

• Enhanced research capacity in trainee members of the ESA.  

• Increased interest in the Declaration, which itself will stimulate further uptake and 

implementation 

• An understanding of the factors that enable, and barriers that obstruct, implementation, to 

guide future steps in this area, and revision of the Declaration 

• A compendium of good practices and practical tips for patient safety, collected from 

participating hospitals 

• Presentations at Euroanaesthesia meetings and elsewhere, and peer-reviewed 

publications acknowledging the support of the ESA and its funding partners 

• Identification of the most promising safety activities and methods for further evaluation 

 

The project was publicised at a high level by a presentation at the ESA Council meeting in June 

2018, followed by direct electronic mail contact with senior figures in national societies of 

anaesthesiology. A promotional article was published in the ESA Newsletter. 18
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4  Phase 1 

A  Online survey of ESA members 
 

Introduction 

 

The project as a whole aimed to: explore the state of patient safety in European 

anaesthesiology; examine the uptake and implementation of the Helsinki Declaration and 

how it relates to patient safety practices; map the extent of coverage and identify differences 

in the implementation of the Declaration in different parts of Europe; and examine variation 

in the adoption of the various component elements of the Declaration. The first phase of this 

investigation, reported here, is a continent-wide survey of registered members of the ESA, to 

ascertain whether, and to what degree, various aspects of the Declaration have been 

adopted, and provide an opportunity for respondents to express their opinions about the 

Declaration, its impact on patient safety, and limitations and barriers in daily practice.  

 

Methods 

 

In order to establish the need for Ethics Committee approval for the project, we used the UK 

Health Research Authority’s online triage tool on 3 November 2017. This tool comprises two 

sets of questions [http://www.hra-decisiontools.org.uk/research/]. The applicant’s responses 

to the first set determine whether the proposed work counts as research. Our study was 

classified as research. The second set determines whether Research Ethics Committee 

approval is required for the work. Our study did not. For further confirmation, we sent a copy 

of the proposal to the Health Research Authority. On 8 May 2018, we received an email from 

the Authority confirming that, if survey participants were selected by virtue of their 

membership of a professional organization, then Health Research Authority approval is not 

expected (email on file). Participants gave their implied consent by choosing to take part in 

the survey. 

The survey questionnaire was constructed in May and June 2018. We planned the 16-item 

questionnaire referring to literature detailing methods in conducting credible survey 

research19-21 and published surveys exploring medical professionals’ views on, and attitudes 

to, patient safety.22,23 The length of the questionnaire was set so as to ensure sufficient 

collection of data from respondents on demographics, awareness and perceptions of impact 

of the Helsinki Declaration and prevalence of specific measures for promoting safety 

recommended within it, but still take a short time to complete. We also allowed some free-

text elements to permit respondents to submit more descriptive and detailed comments, if 

they wished.21 The questionnaire was written and distributed in English only, this being the 

language used by the ESA. Both qualified and trainee anaesthesiologist members were 

invited to participate. The former were defined as registered doctors who have completed full 

specialist training in anaesthesiology recognized by their national society. We also offered 

respondents the opportunity to identify themselves as a clinical director within their 

department and, in this case, asked them to complete the survey from the viewpoint of a 

clinical director rather than simply a practising clinician.   

A draft version of the questionnaire was piloted with 10 qualified anaesthetists (both native 

and non-native English speakers) in June 2018 before an invitation to complete the final 

edited version (Table 1) within the online survey tool Survey Monkey™ was sent out to ESA 

members by electronic mail in July 2018. An initial analysis of responses revealed that a  
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Table 1   Questions in online survey 

 

Question 1  ‘In what country do you work?’ 

Question 2  ‘In what type of hospital do you work?’ 

Question 3  ‘What is your position in the hospital?’ 

Question 4  ‘How did you hear about the Helsinki Declaration on 
Patient Safety in Anesthesiology?’ 

Question 5  ‘Has your national anesthesiology society signed up to the 
Helsinki Declaration on Patient Safety in Anesthesiology?’ 

Question 6  ‘When did your hospital begin to implement the Helsinki 
Declaration on Patient Safety in Anesthesiology?’ 

Question 7  ‘Has the Helsinki Declaration on Patient Safety in 
Anesthesiology improved patient safety in your hospital?’ 

‘How has the Helsinki Declaration helped with 
improvements in your hospital? 

Question 8  ‘What monitoring standards for perioperative anesthesia 
care does your hospital use?’ 

‘Any other monitoring standards your hospital uses?’ 

Question 9  ‘Which of the following protocols or guidelines does your 
hospital does your hospital use? Select all that apply.’ 

‘If any of these apply, please provide details (e.g. are they 
local, regional, national?). If you do not use these 

protocols or guidelines, why do you think this might be?’ 

Question 10  ‘What sedation standards does your hospital use?’ 
‘Please give details of these policies’ 

Question 11  ‘Does your hospital use the WHO Safe Surgery Checklist 
or a modified version before each procedure?’ 

‘If sometimes, or never, why do you think your hospital 
does not always use the WHO Safe Surgery checklist?’ 

Question 12  ‘Does your hospital produce an annual report of measures 
used to improve patient safety in your hospital?’ 

‘If no, why do you think your hospital does not produce 
annual reports?’ 

Question 13  ‘Does your hospital collect data to produce an annual 
report on patient morbidity and mortality?’ 

‘If no, why do you think your hospital does not collect this 
data?’ 

Question 14  ‘Does your hospital contribute towards national audits of 
safe practice in anesthesiology?’ 

  ‘If yes, to which national audits does your hospital 
contribute?’ 

Question 15  ‘Does your hospital use critical incident reporting 
systems?’ 

‘If no, why do you think your hospital does not use critical 
incident reporting systems?’ 

Question 16  ‘Please provide any other comments on patient safety in 
anesthesiology, or about the content and usefulness of the 
Helsinki Declaration, or any suggestions for future updates 

of the Helsinki Declaration’ 
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number of non-European ESA members were receiving the survey. As our focus was on 

patient safety within the continent of Europe (defined as the 38 countries listed in Figure 2), 

we discounted responses received at this stage from such members, and sent our first 

reminder only to European ESA members, late in August 2018.   

 

 

 

Figure 2  The 38 countries adopted as ‘Europe’ for the purposes of the survey. An 

asterisk denotes countries from which we received either more than 25 responses, or 

with a response rate of 35% or over  

Albania, Austria, Belgium, Bosnia-Herzogovinia, Bulgaria, Croatia*, Czech Republic*, 

Cyprus*, Denmark, Estonia*, Finland, France, Germany*, Greece*, Hungary, Ireland, Italy*, 

Kosovo*, Latvia, Lithuania*, Luxembourg*, Macedonia*, Malta, Moldova, Montenegro, the 

Netherlands*, Norway*, Poland, Portugal*, Romania, Serbia*, Slovakia, Slovenia, Spain*, 

Sweden, Switzerland*, Turkey*, United Kingdom*.   

 

 

An article written by about the survey was published in the ESA’s electronic member 

Newsletter in September 2018 to increase awareness of the project and encourage 

responses.24 A further email was sent to the leaders of all national anaesthetic societies and 

ESA Council members in Europe late in November 2018 asking them to encourage 

members within their countries to respond; further reminders were sent directly to individual 

members in countries with more than 200 ESA members but fewer than 15 responses. A 

final invitation to take part was sent to members from nations with more than 200 members 

but fewer than 25 responses in early December 2018. These cut-off numbers were chosen 

to try to achieve either reasonable absolute numbers of responses, or a fair proportion of a 

country’s members. The survey was closed on 11 December 2018.  

The survey results were imported automatically into a Microsoft Excel® spreadsheet for 

further analysis. Simple descriptive statistics were used for demographic data and the 

numerical responses to individual questions. Free text responses were grouped into themes 

where appropriate, using simple qualitative techniques. For the overall analysis, all 

responses from all countries were included. To assess the robustness and reliability of the 

data, we identified post hoc the 12 countries with response rates of 35% and over, and the 

12 countries with more than 25 responses overall. There were 20 such countries in total as 

there was some overlap between the two groups. We also performed a check for the internal 

consistency of responses, by qualitative scrutiny of proportions of different answer options 

chosen across all respondents from that country, to questions 11 and 15 within each of five 

randomly selected countries within the middle two quartiles for response rate. We also 

analysed the responses to Questions 9 (infection control element) and 11 from the 12 

highest responding countries both by percentage of members responding and absolute 

numbers of responses. 
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Results 

 

Numerical demographics (questions 1 to 3) 

The invitation to take part in the survey was sent to 4764 members of the European Society 

of Anaesthesiology. Of these, 1589 (33.4%) responded to the survey. We received 

responses from each of the countries listed in Figure 2. Response rates varied between 

countries, the median (IQR) response rate being 20.5 (11.7 to 37.0)%, with a range of 5.2 to 

100%. There were 1566 responses detailing the type of hospital in which respondents 

worked. Of these, 459 (29.3%) were national referral hospitals, 388 (24.8%) public hospitals, 

331 (21.1%) regional referral hospitals, 172 (11.0%) private hospitals and 153 (9.8%) were 

district/rural community hospitals. The 1569 respondents to question 3 on position within the 

hospital comprised 1202 responses (76.6%) from qualified anaesthesiologists, 217 (13.8%) 

from trainee anaesthesiologists and 150 (9.6%) from clinical directors.  

 

Awareness and perceptions of impact of the Helsinki Declaration (questions 4 to 7) 

Question 4 elicited 1450 responses, of which 1141 (78.7%) stated that they had heard about 

the Declaration through ESA events, publications, newsletters and email communication. A 

further 103 (7.1%) respondents became aware of the Declaration by virtue of their clinical 

director roles in the department, whilst 88 (6.1%) and 64 (4.4%) heard about it as trainees or 

from fellow anaesthetists respectively. The remaining 54 (3.7%) cited direct observation 

during visits to other centres, and their own reading, as the source. In response to Question 

5, 1093 of the 1580 respondents (69.2%) thought that their national anaesthesiology society 

had signed up to the Declaration, 33 (2.1%) thought not and 454 (28.7%) were unsure. In 

terms of the timescale of adoption, out of the 1231 responses, 282 (22.9%) stated that their 

hospital began to implement the Declaration in 2010, 297 (24.1%) in 2011-12, 273 (22.2%) 

in 2013-14, 225 (18.3%) in 2015-16 and 175 (14.2%) in 2017-18. As to whether the 

Declaration had improved patient safety in their hospitals, of the 1530 respondents, 681 

(44.5%) answered positively, 84 (5.5%) thought not, and 765 (50.0%) were unsure. Of the 

respondents who felt there were improvements, 32 provided further comment; most of these 

expressed the view that having checklists improved the fluency of pre-operative preparations 

and the management of crises during anaesthesia. 

 

Prevalence of specific measures for promoting safety (questions 8 to 15) 

The answers to Question 8 ‘What monitoring standards for perioperative anaesthesia care 

does your hospital use?’ and Question 9 ‘Which of the following protocols or guidelines does 

your hospital use?’ are summarized in Figures 3 and 4 overleaf. There were very high levels 

of use of monitoring (pulse oximetry: 99.6%, blood pressure: 99.4%; ECG: 98.1% and 

capnography: 96.0%). The answers of those 709 respondents who entered text to describe 

what further monitoring modalities they used are given in Table 2.  

There was widespread use of protocols and policies to guide care (Figure 4). Further 

analysis of the data for Question 9 from the 20 countries with the highest response rates 

revealed no regional or national differences. For infection control policies, for instance, the 

overall percentage  was 71.2%; the median (range) percentage for the highest responding 

countries by percentage response rate (828 responses in total)  was 64 (42.9-100)% and by 

absolute number of responses (1016  responses in total) was 71 (51.3-89)%. 

Question 10 related to sedation standards. Of the 1546 responses, 691 (44.7%) used local 

policies, 587 (38.0%) national guidelines and 117 (7.6%) regional policies. The remaining 

374 (24.2%) were unsure which sedation standards their hospital uses.  
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The responses to Questions 11 to 15 are summarized in Table 3.  Of the 248 respondents 

who answered 'sometimes' to Question 11 on the WHO checklist, 10 offered further 

explanation, with half referring to difficulties implementing the checklist due to poor 

motivation and collaboration from the anaesthetic department, whilst the other half noted it 

was forgotten occasionally by exception, despite being acknowledged as a useful patient  

 

 

 

 

Figure  3   Distribution of answer choices from Question 8: ‘What monitoring 

standards for perioperative anaesthesia care does your hospital use? 

 

 

Table 2   Additional monitoring modalities as reported in answers to Question 8. Only 

modalities with more than 100 responses are shown. 

 

Monitoring modality Others (n = 709) 

Temperature  636 (89.7%) 

Neuromuscular blockade 620 (87.4%) 

Bispectral edge  613 (86.5%) 

EEG 495 (69.8%) 

FIO2 297 (41.9%) 

Gas monitoring 201 (28.3%) 

Invasive arterial pressure 137 (19.3%) 

Central venous pressure 110 (15.5%) 
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Figure 4  Distribution of answer choices from Question 9: ‘Which of the following 

protocols or guidelines does your hospital does your hospital use? Select all that 

apply.’ 

 

Table 3   Responses for five aspects of the Helsinki Declaration recommendations 

 

Question Topic n 'Yes' 'No' 'Unsure' 

11 WHO checklist 1558 1222 (78.4%) 93 (6.0%) 243 (15.6%)* 

12 Safety 
measures 
report 

1575 588 (37.3%) 424 (26.9%) 563 (35.8%) 

13 Morbidity and 
mortality report 

1573 876 (55.7%) 250 (15.9%) 447 (28.4%) 

14 National audit 
participation 

1576 586 (37.2%) 417 (26.5%) 573 (36.4%) 

15 Critical incident 
reporting 

1574 1216 (78.7%) 216 (14.0%) 142 (9.2%) 

 

 

* Third answer option for Question 11 was 'sometimes'. 
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safety practice. Further analysis of the data for Question 11 from the 20 countries with the 

highest response rate countries round the median response rate suggested no within-

country anomalies. Again, too, the overall percentage of positive responses was 78.4%;  the 

median (range) percentage for the highest responding countries by percentage response 

rate (852 responses in total)  was 68 (28.6-100)% and by absolute number of responses 

(1060  responses in total) was 79 (28.1-100)%. 

Questions 12 and 13 enquired about annual reports. Question 12 (reports on patient safety 

measures) generated 1575 responses, of which 588 (37.3%) were positive, 424 (26.9%) 

negative and 563 (35.8%) unsure. Question 13 (reports on morbidity and mortality) yielded 

1573 responses, 876 (55.7%) being positive, 250 (15.9%) negative and 447 (28.4%) unsure. 

Explanations from respondents who answered ‘no’ to these questions included poor 

organization of data, lack of someone to take responsibility for compiling such reports, and 

lack of time to do so.  

A total of 1576 responses were obtained to Question 14 on national audits; 586 (37.2%) 

were positive, 417 (26.5%) negative and 573 (36.4%) unsure. A variety of audits were 

specified in the free text comments, including Obstetrics, Intensive Care and Microbiology.  

Question 15 asked about critical incident reporting systems. Of the 1546 responses, 1216 

(78.7%) were positive, 216 (14.0%) negative and 142 (9.2%) unsure. Six respondents who 

answered ‘no’ provided further explanation, either detailing lack of an established critical 

incident reporting system or lack of anonymity within their organization. Again, the 

consistency check on data from the five countries round the median response rate 

suggested no within-country anomalies. 

 

Free text comments on safety and the Helsinki Declaration (question 16) 

Excluding the 286 respondents who wrote ‘no comment’, there were 205 responses. 

Seventy of these (34.1%) commented adherence to the Helsinki Declaration would improve 

if a formal set of checklist items were provided to guide day-to-day practice. A further 51 

(24.9%) suggested that greater publicity for the Declaration would increase awareness 

amongst the anaesthesia community, and that implementation is currently more important 

than possible changes to content. Twenty-five respondents (12.2%) felt that greater attention 

should be paid to translation into languages other than English, and to simulation training 

and education to increase awareness of the Helsinki Declaration during anaesthetic 

specialist training. Less frequently expressed themes were reshaping the Declaration into 

pre-, intra- and postoperative phases; and voiced concerns that financial and other 

resources had not been applied to enable the principles of the Declaration to be enacted in 

practice.  

 

Reflection 

 

This is the first pan-European survey into the state of patient safety in anaesthesiology. It 

provides a snapshot of the use of patient safety tools and practices across the continent. 

Essential monitoring, as recommended by the WHO/WFSA standards25 was widely used, 

approaching 100% for pulse oximetry and blood pressure, 98% for ECG, and 96% for 

capnography. There was also widespread use of the WHO surgical checklist, with over 90% 

of respondents stating that they ‘always’ or ‘sometimes’ used the checklist. There was a 

lower uptake of the opportunity to produce annual reports on safety measures, morbidity and 
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mortality, but over three-quarters of respondents (78.7%) stated that their hospital had a 

critical incident reporting system. 

The study has a number of strengths. First is the questionnaire’s creation, which took into 

account guidance from recently published survey research on patient safety22,23 and advice 

from European anaesthesiologists. Second, the questionnaire was piloted on both native 

and non-native English speakers to check for accessibility and possible ambiguity. Third, it 

included both questions which could be answered with a simple ‘yes’/’no’/’don’t know’ and 

those which invited further comments. This balance enabled us not only to collect data 

regarding the extent of adherence for each component of the Declaration, but also provided 

an understanding of practice context in which to frame the quantitative results. Fourth, the 

dissemination process was well-coordinated and used a range of strategies to try to 

encourage members to respond.  

The work also has some limitations. First, despite the piloting, some ambiguities remained. 

The  categorization of guidelines into ‘local’, regional’ and ‘national’ was, in retrospect, not 

helpful, as ‘regional’ could refer both to an area within an individual country, or to an area 

comprising a number of countries, even to Europe itself (analogous to the World Health 

Organization’s regions, one of which is Europe itself). Second, there is also the potential for 

misunderstanding in Questions 12-15, when the word ‘hospital’ was used. The Declaration 

invites departments of anaesthesia to compile safety reports, and couching these questions 

at hospital level might have produced different responses from asking about the anaesthetic 

department instead. We cannot know whether this affected the responses. Third, the overall 

response rate was generally low, although fairly typical for surveys of this type.26 The 

response rates varied from country to country, which in themselves have a variable number 

and proportion of ESA members amongst their anaesthesiology workforce. It is perhaps 

inevitable there would be sizeable discrepancies in response rate between nations, due to 

variable interest in ESA membership and to variable national promotion of the Declaration, 

its component elements and guidelines in general.27 There was also a marked difference in 

the enthusiasm and engagement from national leaders in anaesthesiology between the 

different countries, with some rallying large numbers of responses from their country after we 

requested them to help; however, most did not succeed in boosting their country’s numbers 

to the same extent. Nevertheless, we are confident that our data are sufficient for the 

purpose we require. Our check for consistency of responses to Questions 11 and 15, which 

might be expected to be nationally organised, suggested that even low responding countries 

are generating accurate data. Further, we are primarily interested in similarities and 

commonalities of different countries, and here the data (on monitoring modalities, for 

instance) are relatively robust. We have been careful, however, not to over-interpret the 

data, as there are many possible (but implicit) confounding biases, including differences in 

patient demographics, roles and responsibilities of anaesthetists, socio-economic contexts of 

healthcare and political factors within departments of anaesthesiology. We also need to bear 

in mind that there may be systematic differences between anaesthesiologists who choose to 

join a European professional and scientific organization, and those who did not, as well as 

between those who choose to respond to our survey, and those who did not. Particularly 

relevant here would be the possibility that ESA member anaesthesiologists responding to 

our survey might tend to work in different types of hospitals and anaesthetic departments, 

which might affect their responses, objective and factual though many of the data we sought 

were. For all these reasons, we have not presented an analysis of results by country of 

origin. We will, however, be feeding each country's results back to the national 

anaesthesiology society concerned. Likewise, as the survey was only available in English, it 
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is possible that this may have affected the patterns of participation and response. Finally, as 

the European Union’s General Data Protection Regulation had only recently been 

implemented (May 2018), we were only able to send the invitation to participate to those 

ESA members who had agreed to accept such mailings. This was approximately 76% of 

members in our chosen countries.  

Our study showed satisfactory levels of compliance to mandatory monitoring standards in 

perioperative anaesthetic care across Europe. Pulse oximetry, capnography, ECG and blood 

pressure monitoring are all considered ‘highly recommended’ standards in safe practice in 

the recently issued World Federation of Societies of Anaesthesiology (WFSA) / World Health 

Organization International Standards for a Safe Practice of Anesthesia.25. Why they have not 

been implemented unanimously should be determined. It is also encouraging that monitoring 

modalities such as temperature (listed as ‘suggested’) and neuromuscular function 

(described as ‘recommended’25 ) were extensively used as was bispectral edge monitoring. 

It is important to note, too, that the monitoring standards set out in the Declaration have 

been met, if not exceeded, for many years in many countries surveyed27.  

Overall adherence to established safety-relevant protocols and guidelines was high, with 

usage rates all above 70%. Protocols relating to pre-operative assessment and preparation  

and airway management  were reported as being more frequently followed compared to 

those associated with peri-operative and postoperative pain management.  There is clearly 

room for improvement, but part of the challenge must be for guideline working groups to 

produce usable and useful documents that are available in all European languages. 

Guidelines are used to summarize standards into a ‘state-of-the-art clinical routine’,28 but it 

must be remembered that patients cannot be standardized, as they vary in co-morbitidies 

and surgical and anaesthetic risks.28-30 One option to establish the possible influence of the 

Declaration on protocols used both before and after 2010 would be to obtain and analyse 

the versions used in the countries surveyed. However, this was outside the scope of the 

work.   

The majority of respondents stated sedation standards in their daily practice were mainly 

directed by local or national guidelines (82.7% of total). It would have been informative to 

determine reasons why many respondents are unsure which sedation standards are being 

used within their organization. Procedural sedation is often provided by non-

anaesthesiologists, or in some countries, by non-physicians. It is perhaps unrealistic to 

expect anaesthesiologists to influence (as the Declaration suggests) the sedation practices 

of other professional groups. Previous attempts in this regard have been controversial.31,32 A 

joint working group of the ESA and the European Board of Anaesthesiology published new 

guidelines for procedural sedation and analgesia in 2018.33 It addressed previous 

reservations regarding sedation being provided by non-anaesthesiologists, financial issues 

with implementation and different workforce structures of anaesthetic teams, amongst other 

issues.34 This may help smooth the path towards harmonization of practice.  

Our results demonstrate generally widespread use of the WHO Safe Surgery Checklist.35 

However, it is interesting to examine why some anaesthetists would adhere to the checklist 

at certain situations and not others.35,36 The reasons given in the survey, such as poor 

motivation and teamwork in organizations and being forgotten in occasions, are echoed by 

results from a surgery checklist programme in Michigan.37 Trying to explain why a UK-based 

initiative to reduce infections associated with venous lines did not match the success of its 

US model, Dixon-Woods et al suggested that success in applying the checklist approach to 

procedures requires collaborative ‘complex, cultural and organizational change efforts, not 

just the checklist itself’.37 Success requires early establishment of team roles and 
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responsibilities, and maintaining the structured team communication (‘time out’) even in 

emergency situations under time pressure, as these are the occasions where mistakes often 

occur.38 The mere introduction of a checklist does not guarantee its effective application.35  

Though 78.7% of respondents stated clear pathways of incident reporting within their 

organization, it is not optimal that some hospitals do not use an incident reporting system or 

staff being unaware of one. Lack of anonymity suggests potential political barriers in 

establishing such a system across all levels that need to be overcome. Incident reporting is 

an important feature of patient safety practice, because identification of errors allows 

proactive efforts for change and improvement. Incident reporting can be organized at local, 

departmental, hospital or national level.39,40 Different countries have evolved different ways 

of handling incident reporting, and this is to be encouraged, as it takes into account the 

national context.41 Finally, we note that the percentages of responses suggesting that annual 

reports on safety measures and/or morbidity and mortality were somewhat lower than the 

percentages under Question 7 about whether the Declaration had improved safety. This 

implies that these two aspects of the Declaration are relatively poorly taken up, but we would 

also suggest that Question 7 deals with respondents' perceptions rather than objective data; 

more detail on this question would have been of interest. 
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B  Telephone interviews with national leaders in anaesthesiology 

This second part of the first phase of the investigation aimed to ask national leaders in 

anaesthesiology in a number of European countries about patient safety and the role played 

by the Declaration, and its benefits, limitations and barriers in daily practice. 

Methods 

Actions with respect to obtaining Ethics Committee approval for the entire first phase of the 

project are described on page 14 above. Participants were asked to consent specifically to 

their participation, and to the audio recording, at the start of each interview.  

We sought our participants by initially contacting the ESA Council member and, where 

applicable, the country’s representative on the ESA’s National Anaesthesia Societies’ 

Committee (NASC). They were invited to participate or to nominate another individual, such 

as the head of the country’s national anaesthesia society, or another anaesthesiologist 

working at national level who could speak knowledgeably about the state of anaesthesiology 

practice and patient safety in that country.  

A semi‐structured interview guide with open‐ended questions, developed before data 

collection, was used during the interviews. This is shown in Appendix 3. It was piloted before 

use in the project proper and pertinent adjustments made.  Interviews were audio recorded 

and the recordings transcribed by a professional transcription service. Points which could not 

be transcribed initially (for instance, where specialist medical terminology was used, or 

where country-specific details were mentioned) were clarified by referring back to the original 

interviewer. Transcripts were not returned to participants for comment. The transcripts were 

de-identified before being shared with the rest of the research team.  

Coding in qualitative research is the process of combing the data for themes, ideas and 

categories.42,43 The authors looked for similarities and differences in the data, within and 

across transcripts, initially working individually in isolation to code and analyse them. We 

then met to discuss and cross-compare our individual findings, establish analytical 

categories, select key overarching concepts and develop the framework within which to 

interpret the data. Similar passages of text from different interviews were marked with a label 

so that they could be retrieved at a later stage for further comparison and analysis.44,45 

Analysis began before all the interviews were completed, thus informing subsequent data 

collection in an iterative manner. This is a key feature of qualitative work, and allows 

researchers the freedom to pursue interesting and relevant lines of enquiry as initial themes 

of interest emerge from the data. This has been termed the ‘constant comparative method’.17 

In line with the positive focus of our questions, we drew on a theoretical approach known as 

‘Safety II’, which aims to understand why things go right in healthcare safety most of the 

time, complementing the ‘Safety I’ approach, which seeks to learn from error.14,15   

This study was designed, analysed and reported in accordance with the Consolidated 

Criteria for Reporting Qualitative Studies (COREQ).46 Individual quotations from interviewees 

have been selected for inclusion in this paper to illustrate and support the themes identified 

in the data. A unique identifier (e.g. Int 1) was assigned for each interviewee to ensure 

anonymity and protect confidentiality. 
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Results 

We approached national anaesthesiology representatives from 38 countries. Between 

August 2018 and May 2019, seventeen interviews were conducted in total*. Interviews 

lasted a median (range) of 56 (34-100) minutes. Respondents were asked to give their 

express consent to be interviewed, and for the interview to be tape recorded. In total, just 

under 16 hours of interviews were conducted via a combination of video or audio connection 

over the Internet, whilst one interview was recorded in person during a conference. In those 

conducted via Internet connection, the interviewee was aware of the name, gender and 

nationality of the interviewer and that he (Matt Newport) was an anaesthesiologist, but none 

knew him otherwise. Sixteen interviewees had regular clinical anaesthesiology 

commitments, with one interviewee having ceased clinical practice to work full-time as a 

professor in medical education and simulation. Representatives from 21 countries were not 

interviewed, either because no response to initial approach or reminders was received, or 

due to difficulties in organising a convenient time for interview. Data saturation was 

perceived to occur after approximately 14 interviews, with similar themes recurring and few 

major new topics brought out in interview. Once this stage was reached, only those country 

representatives already in active contact were invited to interview.  

Respondents mentioned a number of activities, structures and processes that they believed 

exert a positive influence on patient safety. These commonly included: education; guidelines 

and protocols (whether at European, national or departmental level); monitoring; pre-

operative assessment; and training (especially around the use of new technology). The risk 

from medication errors was also frequently discussed. The Helsinki Declaration, too, was 

generally recognised as a beneficial force in the promotion of patient safety in European 

anaesthesiology. Other main themes are presented below.  

 

Clinical changes in anaesthesiology since 2010 

There were three commonly cited areas of change: intensifying workload; more challenging 

patients; and suboptimal preoperative preparation. 

Within this there was common agreement that day case surgery has become more 

widespread; however, at the same time there comes a pressure to administer anaesthesia to 

older and multiply comorbid patients without the desired preoperative investigations. 

“More patients arriving on the day of surgery with investigations not complete and they’ve 

not been seen in clinic… we have been under pressure for, yes, seven or eight years… 

we’ve written to the general director…. from our anaesthesia department asking for a 

pressure reduction… there was no response” - Int 2 

 

* Interviews were conducted with senior anaesthesiologists from: Albania, Bosnia, Croatia, 

Denmark, Germany, Greece, Hungary, Ireland, Lithuania, Malta, Netherlands, Norway, 

Moldova, Slovakia, Slovenia, Turkey, United Kingdom. 
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A sense of frustration and stress was apparent as a result. In addition, a high workload 

intensity has led to a perceived erosion of professional identity and patient safety. 

“The general director would call and said, ‘you should go and give your consent for the 

patient to go to the surgery’, though I do not think that he should go, whether he’s 

hypertensive or whatever, I think we could be prepared. But there is really, really a lot of 

pressures and it does not have good consequences on patient”’ – Int 2 

Similarly, there was an explicit appreciation, too, of this role of the anaesthesiologist in 

maintaining vigilance for the rest of the healthcare team, in the interests of the patient’s 

safety, one respondent comparing the anaesthesiologist to a ‘goalkeeper’: 

“If a goal keeper fails, all the team can have the possibility to fail and lose the match”             

- Int 1 

Workload pressure extends into the intraoperative period, with senior anaesthesiologists 

being less able to provide adequate supervision and being left feeling “like a juggler, with a 

lot of balls in the air”. Consequently, the deviation from nationally-agreed supervision ratios 

in countries where anaesthesiologists oversee the work of nonmedical practitioners has led 

to situations where anaesthesiologists “can’t actually oversee what’s going on in all the 

rooms”. The fact that problems seem to be uncommon (and may not be fully captured by 

quantitative audits or official governance systems) does not make compromises in safety 

standards acceptable. Respondents mentioned the temptation to ‘cut corners’ in order to get 

the work done.  

“It’s not okay. It might be that it’s because anaesthesia is so safe now that actually we are 

cheated into this. It’s so seldom that it actually has consequences” – Int 4 

 

‘Fighting not to fall down’: external influences on patient safety 

Respondents focused predominantly on resource constraints, as well as relationships 

between hospitals, governmental bodies and national anaesthesiology societies. Although 

some mentioned the perceived benefits of improved pan-European professional 

relationships, there were a number of challenges such as anaesthesiology workforce 

migration, hospital finances, salaries, working conditions and staffing. Taken together, these 

were seen to threaten the maintenance of robust patient safety standards and led to the 

perception of reacting to problems as they occur without being able to make progress in 

safety. 

“Most of the anaesthetic departments are terribly understaffed because of the austerity 

measures from 2011… it was a disaster… underfunded and understaffed… you don’t fight to 

win, you’re fighting not to fall down” – Int 6 

We discerned within the responses two discrete types of relationship between hospital 

anaesthesiology departments and the broader healthcare system. In some countries, it was 

clear that departments are situated within hospitals that work within a national policy 
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framework, within standards set by national anaesthesiology societies, and national 

governmental bodies, and informed by the results of large-scale, organised safety and 

quality data reporting. In other countries, Ministries of Health and national societies are 

regarded as out of touch or ineffectual, with clinical practice working on a more 

‘decentralised’ model. Within this, the departmental ‘chief’ was repeatedly cited as the 

source of departmental policy and the reference point for reporting of problems or arbitration. 

Regional networks, for countries in similar economic and social contexts, were highlighted as 

a source of strength and ongoing potential. Such networks enable the establishment of 

achievable goals and avoiding unrealistic comparisons between challenged systems and 

those with more advanced systems of patient safety.  

“We have to learn from our neighbours and regional partners with the same social, 

economic, political, language, and so on” - Int 13 

 

‘An arrow pointing somewhere’: what the Helsinki Declaration means and how it 

might develop  

The Declaration is perceived as a force for good, a standardisation framework and a catalyst 

for change. It benefits from being succinctly laid out, yet broad in scope. This has led to its 

acceptance and utilisation, though implementation requires tailoring from country to country. 

The general themes of the Declaration were better known than more specific details: 

“I recalled having heard of it before, but not really been conscious about what it was all 

about.” - Int 17 

Respondents felt that it acts as a tool by which anaesthesiology is able to ‘push forward in a 

political way, a scientific way’ (Int 5) and as a mandate to extend patient safety involvement 

to the entire perioperative journey. 

“It definitely acted as a scaffolding… as an impetus to build on” - Int 10 

Respondents from a number of countries, typically from northern Europe, commented that 

their national safety standards and discourse are already more advanced than the contents 

of the Declaration might advocate. However, Europe is a diverse continent and the 

Declaration’s standards have been useful elsewhere in enabling change and improvement. 

Even here, though, although positively viewed as a rallying point and unified statement of 

intent (“an arrow pointing somewhere”, Int 2), it was felt that some anaesthesiology systems 

would have reached the same outcomes eventually, though the Declaration had given these 

changes greater momentum. 

“Time would not have stood still if the Declaration hadn’t been published in 2010, we 

probably would have proceeded anyway. The consciousness was sharpened and the 

processes in patient safety have been accelerated” – Int 5 

The Declaration also seems to link into anaesthesiology education. Despite knowledge of 

the Declaration itself being considered as generally poor, the themes and overall aims of the 
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Declaration were commonly reported to be present within anaesthesiology training curricula, 

albeit without referring to the document explicitly.  

A commonly expressed idea was that greater moves towards implementation of the 

Declaration might be as important as changes to its content. Looking to the future, however, 

a revitalisation of, and commitment to, the existing Declaration was suggested rather than a 

complete rewrite. A possible future iteration of the Declaration would usefully stay brief, 

though respondents suggested variously that factors such as quantitative quality indicators, 

patient involvement and an appreciation of workload pressures and fatigue amongst 

anaesthesiologists, should be considered. 

 

‘Attitude education’: culture, training and human factors 

The vast majority of respondents highlighted the critical nature of safety culture, human 

factors and training systems in maintaining patient safety. 

Culture plays a key role in the adoption of safety tools and practices. For instance, the 

uptake of the World Health Organization Surgical Safety Checklist is dictated by the context 

in which it is introduced. A respondent from one country suggested that their compatriots 

were unlikely to accept attempts to shape their behaviour, commenting that people “tend to 

do what they like, not what they must” (Int 2). Similarly, a workplace where staff feel familiar 

with each other does not necessarily create a perceived need to undertake introductions and 

talk through proposed operations: 

“We don’t follow [checklists], we feel that we are okay with that… everybody knows 

everybody… we know our patients. The surgeon knows the patient. They’re not like in a list 

and they haven’t met them before. So, it’d be more difficult for mistakes to happen”                

- Int 6 

In response to increasing workload pressures it is vital that educators and managers 

recognise the importance of resilience, fatigue and mental health upon the safety of the 

anaesthesiology team and ultimately that of patients. 

“Focus on stress and personal resilience and taking care of oneself. That’s a picture that the 

organisation is so pressured” – Int 4 

Simulation is regarded as a vital tool in the provision of training in both technical and non-

technical skills, for trainees and senior anaesthesiologists alike. Despite this, the associated 

expense of dedicated simulation centres was noted as a barrier to implementation. 

Several countries were in the process of publishing a new training curriculum, or else had 

recently done so, with an agreement that simulation, patient safety and human factors were 

a much more prominent feature:  

“It's not only a technical education, it's also an attitude education.” - Int 12 

The view was often expressed that this training should be shared with other perioperative 

health professionals. Some go further still, advocating for instance the provision of a 

standardised postgraduate qualification for anaesthesiology trainees focused in part on 
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human factors training. Notably, however, some representatives reported that neither their 

training curricula nor current professional patient safety narrative contained any such 

content.  

 

‘A good anaesthesiologist can explain his work well’: the patient perspective in 

anaesthesiology   

Common themes here included public understanding of anaesthesia, patient feedback, and 

trust in healthcare systems. 

Respondents in many countries suggested that patients typically focus on risks posed by 

surgery itself, rather than the wider perioperative period or specifically anaesthesia. The role 

of the anaesthesiologist is often underappreciated, as is the influence of patient 

comorbidities on perioperative safety. Alternatively, some patients may simply ‘not want to 

know’ despite the fact that they implicitly recognise the inherent risk. Nevertheless, 

empowerment and education were seen as vital, with the preoperative clinic and broader 

public health campaigns providing part of a solution. Here, appropriately tailored language, 

free of medical jargon, is important.  

“The patient is interested only to go through the surgery without any regards of anaesthesia 

risk…. the knowledge and appreciation are definitely not there” – Int 2 

Patients are in a unique position to observe and recognise threats to safety throughout the 

perioperative ‘journey’, though may only express these if their opinions are explicitly sought. 

Such interactions may result in insights couched in terms such as “I didn’t feel safe 

because…” or “this happened while you weren’t looking” (Int 17), useful safety intelligence 

otherwise not captured by quantitative data collection or clinician-driven incident reporting. 

Respondents almost always described robust local feedback systems for patients; national 

patient safety representation was generally lacking, with national patient groups often 

relating to relatively uncommon medical conditions rather than dealing with anaesthesia 

itself.  

“Patients are actively encouraged to give feedback and also to complain, if they want, on a 

local level” – Int 5 

Attitudes and practices towards disclosure of problems and patient involvement vary. Some 

systems seek patient input in projects such as the design of new theatres, whilst also 

upholding a national duty of candour policy. Others address incidents on a case-by-case 

basis, balancing transparency against perceived severity. 

“If they discover it early enough to take the swab out, I think that no-one would tell the 

patient” – Int 3 

 

Litigation and defensive practice were also commented upon by several representatives, for 

whom a written consent form provides a degree of protection. A circular situation was 

commonly described of public mistrust in medical professionals and a reciprocal medicolegal 

paranoia from clinicians. 
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“I usually go afterwards and speak to the patient, but I have no responsibility because he 

signed a consent, and things like dental damage is written in the consent. So as long as it’s 

covered by the consent and I have them as ASA III or ASA IV, I’m covered. Some of us feel 

that it’s necessary to explain what happened, not everyone” – Int 2 

 

Critical incident reporting 

There is a lack of uniformity in incident reporting compliance and system availability. 

Standardised reporting systems were often found for specific incidents such as difficult 

airways, allergic reactions and drug events. However, national level data coordination, 

analysis and reporting are inconsistent or non-existent in some countries. Where this is the 

case, hospitals and individual anaesthesiologists may be unaware of which incidents occur 

commonly, and also of trends or areas on which to focus. On the other hand, some 

respondents reported trusted and dynamic national systems including features such as 

telephone notification to instigate a rapid investigation. Voluntary systems were often 

commented upon as ineffectual, with consequent lack of reporting, usually cited as being 

due to competing time constraints.  

In keeping with the previously described ‘decentralised’ healthcare systems, many 

respondents felt that incident reports went no further than departmental ‘chiefs’, and did not 

feel any further sharing took place. Indeed, these individuals were often frustrated that 

mandatory incident reporting did not lead to any regional or national reporting, thus they are 

unable to ascertain common themes, trends or potential solutions. Anaesthesiology incidents 

were sometimes grouped within surgical incident reporting systems, with differentiation 

between the two being impossible. Other respondents only described intradepartmental, 

informal discussion of clinical incidents. 

Incidents may not be reported to the patient, or to department or higher-level systems. 

Factors influencing whether incidents were reported or not include perceived severity, 

patient outcome, time pressures and attitudes towards the reporting system. Failure to report 

may also result from fear of potential consequences including litigation. In addition, 

respondents noted that trust and possible vulnerability (especially exposing one’s practice to 

colleagues locally or, through more widely shared incidents, in other hospitals or regions) 

might hamper reporting and/or discussion of problems. Finally, some well-established 

reporting systems were criticised for focusing on medicolegal claims, thereby failing to value 

‘near misses’, or incidents considered as ‘low risk’ from a litigation viewpoint. Illustrative 

quotations relating to critical incident reporting and discussion of problems are shown in 

Figure 5.  
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Figure 5   Quotations from respondents relating to critical incident reporting and 

discussion 

 

“We tried it, it didn’t work. Nobody said anything” – Int 6 

 

“It’s usually an older colleague, so he would say it’s okay, just the patient was tachycardic, 

whatever, we should reschedule and have a cardiologist or check-up” – Int 2 

 

“So to give yourself additional problems and induce this self-damage, it’s… I think most of us 

think twice before reporting something that ended up in a good way” – Int 9 

 

“I think [incident reporting] depends on the chiefs. Specifically in our hospital… he is very strict 

and criticises a lot. But there are also consequences in terms of salary, they could reduce your 

salary for a month or two. If something really serious happens, there are legal consequences 

also” – Int 2 

 

“We are a small society and I believe people were afraid that they would be found out… you do 

not have anonymity… nobody has the time to dedicate to report… so many things to do and so 

few people, even if someone wasn’t afraid, he or she would be reluctant to spend time reporting” 

– Int 6 

 

“Losing the opportunity to learn from… aggregated incidents… we want the information… not 

the names, the places… we want scenarios because we need to see, are there things 

happening there that are recurring? How can we include these in our training, in our simulation 

programmes” – Int 8 

 

“When I speak to my colleagues and to surgeons, we’ve all got ideas how to improve patient 

safety, but because of the daily work, the daily practice… there’s no time to actually speak with 

each other and to exchange ideas… the potential is there, we’re just not getting it out. We do not 

have the time and the opportunity to actually speak with each other on that issue” – Int 11 

 

“It takes knowing each other. You have to really know each other, you have to really trust each 

other to be able to really take potential of the debriefing at the end of the day… if it’s a really 

good team, you don’t make yourself vulnerable… you have to know each other more than we do 

now. We have to make time for that” – Int 11 
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Bringing the various themes in this enquiry together, a summary of respondents’ perceptions 

of positive and negative influences on patient safety is shown in Table 4 below. 

 

Table 4  Summary of respondents’ perceptions of influences on patient safety in 

European anaesthesiology 

 

      Positive          Negative 

 

Guidelines and protocols   Financial austerity 

Monitoring     Medical workforce migration 

Vigilance      Older, sicker patients 

Equipment and drugs    Production pressure 

Preoperative assessment Lack of time to talk about safety and quality 

Education on safety culture   Lack of trust to enable sharing of incidents 

Keeping up to date                                         

Colleagues who have worked overseas         

Good relationships with government 

Regional networks 

 

Reflection 

This work follows on from the more general online survey of ESA members described in the 

previous section of this report. By adopting a broadly ethnographic approach,42,47 based on 

detailed interviews with senior anaesthesiologists throughout Europe, we have provided a 

complementary perspective on the subject. In particular, we have been able to construct an 

account of patient safety in anaesthesiology which reflects participants’ perceptions of, and 

meanings attributed to, patient safety within the social context of anaesthesiology practice. 

This is one of the main strengths of our approach. The potential for delineating a ‘sociology 

of healthcare safety and quality’ was reviewed by Allen et al.48, who argued that patient 

safety is not simply about individual or team psychology, but is subject to the sociocultural 

and political context of healthcare work. According to them, ‘a sociological perspective 

…reveals how these [patient safety] problems might be managed and by whom, as well as 

the everyday – and often invisible – situated practices through which quality and safety are 

accomplished’.48   

To be effective in practice, quality and safety improvement tools and initiatives must take 

account of the complexities of healthcare practice and ‘make sense’ to practitioners within 

the context of their practice. Practitioners’ own views of the work they do is often somewhat 

different from how it is envisaged by policymakers and politicians (these are referred to, 

respectively, as ‘work as done’ and ‘work as imagined’ in recent safety scientific literature).15 

The authors of a study of risk discourses amongst operating theatre staff note: ‘The failure to 
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follow formal written rules relates not to a deficiency in the cognitive capacity of individuals 

acting in isolation, but to the identities which individuals occupy, create and negotiate and 

the social rules (as opposed to clinical guidelines or protocols) which correspond to those 

identities’.49  We suggest that our respondents’ accounts of their work and experiences can 

usefully be seen in terms of the anaesthesiologist’s professional identity and the informal 

roles anaesthesiologists play, thus building on previous work in this area.50 In addition to 

Larsson’s ‘professional artist’, ‘good Samaritan’, ‘servant’ and ‘co-ordinator’,51  and our own 

previous suggestions,52  we see references to other, hitherto unrecognised roles. These 

include: ‘goalkeeper’ (acting as the ‘last stop’ to prevent potential hazards from becoming 

real); ‘firefighter’ (purely responding to events rather than feeling able to influence safety 

proactively) and ‘individualist’ (acting according to personal preferences rather than formal 

protocol). Finally, this approach argues for an expanded view of ‘human factors’, one which 

moves beyond psychology and engineering to encompass how people relate to each other.  

The main limitation to this study relates to representativeness. We interviewed senior 

members of national anaesthesiology societies who typically work in tertiary, university 

hospitals. This raises the question of how representative our respondents are of their 

compatriots. We phrased many of our questions to seek national, rather than individual level 

intelligence, and it was clear that respondents were able to speak about practice more 

widely than within their own hospital (for instance many felt that their awareness of the 

Declaration was reasonable, though wider knowledge of the Declaration in other parts of 

many countries was felt to be poor). Second, we were able to interview representatives from 

only 17 out of 38 possible countries. In methodological terms, this was acceptable as we 

achieved ‘data saturation’ (the point at which no new themes emerge in analysis)53 before 

this number was reached, suggesting that further interviews would not enhance our 

understanding. Also, we were aiming in our analysis not necessarily to identify differences 

between counties, but rather to find a number of cross-cutting themes that would be 

universally applicable.  

Two particular themes deserve further comment. Pre-operative assessment – for instance, 

of the patient’s airway, and optimisation through modification of intercurrent disease and 

lifestyle factors – is widely regarded as essential to high-quality anaesthesia care. The 

suggestion that resource constraints are preventing this is concerning. Also, critical incident 

reporting structures and practice vary widely and, whilst systems must be properly 

resourced, social cultural factors amongst anaesthesiologists seem to play a significant role 

in determining whether anaesthesiologists actually make use of the systems that exist. Many 

such factors have been elucidated in previous studies.40,41,54    

Our findings have implications for the future of the Declaration and anaesthesiology practice 

and these are summarised in Table 4 above. The Helsinki Declaration would benefit from 

revitalisation, possibly by inviting signatories to confirm their continuing commitment on the 

Declaration’s ten-year anniversary in 2020, and a publicity campaign. A revision would also 

afford an opportunity to tailor this valued, succinct document such that it reflects the changes 

in anaesthesiology since 2010 and the current concerns of practicing anaesthesiologists, 

patients and policymakers. Key issues for future consideration and/or research are those of 

anaesthesiology resilience and fatigue, an increase in workload and the delivery of safe care 

throughout the whole perioperative period, increasingly on a day case basis to an ageing 

and multiply comorbid population. Ultimately, these measures require investment from, and 

collaboration with, political stakeholders. 
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5  Phase 2: hospital site visits 

Methodology of site visits 

From the beginning of the project, it was clear that, to illuminate the subject properly, the 

inquiry needed to extend beyond a simple assessment of whether or not the Declaration had 

been adopted, to a broader attempt to set it in the practice context of European 

anaesthesiology.11-13 We adopted a case study methodology55,56 and a broadly positive 

stance implying a ‘Safety II’ framework, which aims to understand why things go right in 

healthcare most of the time, rather than  a ‘Safety I’ framework, which involves learning from 

errors.14-16 Our approach was essentially ethnographic,47,57 aiming to build up a picture of 

safety as practised which was both scientifically rigorous but which also ‘made sense’ to 

those under study, whilst at the same time recognising the time constraints imposed by the 

short visit schedule. 47,57  

 

Country and hospital selection 

 

Europe is a large and diverse continent, and a project of this small size could not hope to 

operate in more than a small proportion of countries. To try to capture some of the diversity 

(as well as the many commonalities) of anaesthesiology practice, we felt that a purposive 

sampling strategy was most appropriate. We therefore aimed to choose countries to create a 

spread both of geographical regions within Europe, but also of national income, as we 

expected that these would be two factors that might affect resources and culture. 

 

Six European countries were chosen to reflect varying healthcare systems across Europe. 

Selection of countries was influenced by practicality and the presence of a ‘project 

champion’ (a high level sponsor, often within the national anaesthesiology society) plus a 

local collaborator, often a senior anaesthesiology trainee or a local consultant with expertise 

in patient safety. Typically the senior investigator conducted the first couple of visits in a 

country with the local collaborator(s), with subsequent visits being performed by the local 

collaborator alone.  

 

Between two and five hospital sites were selected in each country. Methods of selection of 

these hospitals varied between countries. In some, a list of hospitals in the target country 

was identified, then a computer generated random number sequence was used to identify 

hospitals, and departments of anaesthesia were contacted. The template letter of invitation 

is reproduced in Appendix 3. If the first department contacted did not wish to take part, then 

the next hospital on the list was contacted.58 In other countries the hospitals were selected 

by the local sponsor or collaborator. Hospitals were chosen to represent a mix, both in terms 

of geographical spread and care provision (district general vs. university vs. private 

hospitals).  Following agreement from the relevant anaesthetic departments, several steps 

were taken before the visit. These included contacting local ethics boards to gain ethical 

approval and establishing local rules for data sharing and confidentiality.   
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Data collection 

 

The data collection process was designed to provide direct evidence of the reach of the 

Helsinki Declaration in a clinical context, and also to explore themes which emerged from 

earlier phases of the project. These included: pre-operative assessment; checklists (in 

particular the WHO Safe Surgery Checklist); patient experience; anaesthesiologists’ working 

conditions and wellbeing; postgraduate training, and continuing medical education for 

specialists; the role of protocols; documentation and medication prescribing; postoperative 

care; and critical incident reporting. The hospital visit schedule used to guide the process is 

shown in Appendix 4. There were a number of streams of data collection. 

 

1  Documentary analysis. The local contact for the project completed the annual safety 

report using the ESA’s departmental safety report template mentioned above (Appendix 5), 

and also collected any relevant safety protocols together. On the day of the visit, the 

investigators reviewed the annual report, with its basic data and safety successes and 

concerns, and the departmental protocols and guidelines, with staff anaesthesiologists. 

Typically, the first session of the day was to meet the anaesthesiologist responsible for 

patient safety co-ordination and talk through the hospital’s procedures for the various 

activities covered by the documents. This helped the visiting team to understand the 

local/national context of practice, and how the protocols and documents related to it. 

 

2  We invited members of participating anaesthesiology departments to fill in a questionnaire 

measuring workplace safety culture. This, the University of Texas Safety Attitudes 

Questionnaire (SAQ), gauges staff attitudes across six patient safety related domains and 

provides a snapshot of safety climate (Figure 6).59 The local contact person was asked to 

distribute these amongst at least 20 anaesthesiologists and theatre nurses prior to the visit. 

The SAQ measures staff attitudes across the domains ‘team work’, ‘safety climate’, ‘job 

satisfaction’, ‘stress recognition’, ‘perceptions of unit management’, ‘perceptions of hospital 

management’ and ‘working conditions’. The questionnaire is a widely used tool,59-61 which 

can be used to measure staff attitudes to safety at a particular time point, prompt discussion 

about safety and the introduction of safety interventions, and act as a comparison tool to 

other organisations. Results are presented as a score on a 100 point scale in each domain 

and as percentage of positive responses (answered ‘agree’ or ‘agree strongly’). For the 

purposes of the 100 point scale score the following numerical score is assigned to the 

answers; disagree strongly = 0, disagree slightly = 25, neutral = 50, agree slightly = 75 and 

agree strongly = 100.  In general, an average score, on a given group of items, of 80% or 

above is coded ‘green’, a score of between 60 and 80% as ‘amber’ and a score of below 

60% as ‘red’. In addition, the SAQ is often used to assess progress over time (perhaps in 

response to changes made in the department/organisation), with the initial survey being 

used as a baseline to allow future comparisons. It can also be used to set safety ‘goals’ and 

allow further measurement to examine how things have changed in response.  

 

3  The  third stream of data was obtained from observation. We undertook a ‘walkthrough’ of 

the operating theatre department, noting facilities such as drug cupboards, emergency 

drugs, airway management, other equipment and optional monitoring modalities (apart from 

ECG, pulse oximetry, NIBP) and documentation. Such ‘safety walk-rounds’ provided the 

opportunity to engage staff in the project, discuss safety concerns and notable safety 

practices and help towards promoting safety culture.62,63 Furthermore, we observed several 
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practices to gain further information around safety,64 namely WHO Safer Surgery ‘time out’ 

procedures, handover between anaesthesiologists and recovery staff, and sometimes drug 

and equipment checking.  

 

4 The fourth stream of data came from several semi-structured interviews. The open-ended 

guide questions used in the interviews are shown in Appendix 6. Questions were developed 

to explore themes mentioned above which emerged from Phase I of the project, 

incorporating previous work on patient safety assessment,65 but also to allow discussion of 

local safety practices and opinions. The questions typically centred on factors ensuring 

safety, threats to safety, safety culture and working relationships; the patient’s perspective; 

the role of the Helsinki Declaration; and education/training. Although we aimed to explore all 

areas with every respondent, we more often asked nurses about the patient’s perspective, 

and focused more on working conditions and learning for residents. Typically one 

consultant/specialist anaesthesiologist, one trainee anaesthesiologist and one anaesthetic 

nurse were interviewed. The interviews were tape recorded, with the respondents’ consent.  

 

5 We collected examples of good practice and practical ideas for improving patient safety. 

These were collated into a document that expanded as the project progressed, and were 

incorporated into each final report as we issued them to participating hospitals. The 

theoretical approach underlying this is termed ‘exnovation’.66 Exnovation is cited as a 

methodology to enable compliance with ‘Safety-II’ and for studying ‘work as done’.67 

In industry, the term refers to the practice whereby products and processes that have been 

tested and confirmed to be the best are standardised to ensure they are not innovated 

further.  Exnovation is the philosophy of ‘not innovating’ further. It thus challenges the 

dominant trend of ignoring existing practice in current healthcare improvement attempts and 

processes. In relation to safety, we sometimes seem to be searching for new interventions, a 

new change, or a new leader instead of recognising, studying and appreciating what is 

already present. Iedema describes exnovation as ‘innovation from within’.68 It is thus a ‘form 

of innovation’ which is not about change, but more about observation, exploration and the 

articulation of ‘what is’. It can be summarised as a ‘way to think new things about the 

familiar’. The practices and activities were gathered from interviews, observations and the 

review of documentation.  

 

6 After sending our final report to the participating hospital, we asked the local contact 

person to complete a short questionnaire evaluating the visit (Appendix 7). 

 

Follow up 

 

Following the visit, the investigators prepared a report on their findings. This was sent to the 

anaesthetic department in the hospital concerned, but not shared more widely, either with 

other participating departments or the project funder. The report included: a summary of the 

annual safety report; discussion of organisation and staffing issues; analysis of monitoring 

standards; discussion of departmental policies and protocols; an analysis of the results of 

the SAQs; qualitative themes from interviews; a list of recent safety initiatives and notable 

safety practices; and notes on areas for consideration for improvement or change. Within the 

report appendices, there were also links for safety resources and examples of notable safety 

practices collected from institutions visited earlier in the project, which the department might 

choose to adopt.  As we progressed through the programme of visits, these were brought 
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together into a compendium of useful safety activities, materials and practices for wider 

sharing and publication. It was at this stage that we invited participating hospitals to provide 

feedback on the visit process by completing the evaluation questionnaire (Appendix 7). We 

also plan to issue a certificate of participation to each participating hospital.  

 

Figure 6 Safety Attitudes Questionnaire 
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Results  

Twenty-one anaesthesiology departments in hospitals in six countries allowed us to visit. A 

list of the participating hospitals where the staff have given their permission for the institution 

to be named, is given in Appendix 8. Two of the countries had a per capita income of less 

than $25 000 per year, two between $25 000 and $75 000, and two more than $75 000 

(2018 figures from the World Bank). The visits took place between May 2019 and February 

2020. Basic data about the hospitals are given in Table 5.  

It should be noted that the principal products of this phase of the project have been 

the reports issued to individual participating hospitals. At the time of writing, 14 final 

and 3 draft reports have been sent out, representing a substantial volume of work. A 

sample report is reproduced, for illustration, with the permission of the participating hospital, 

as Appendix 9.  

1 Documentary analysis 

The coverage of the protocols required by the Helsinki Declaration is summarised in Table 6. 

Particular themes where there are more data include: approaches to pre-operative 

assessment; postoperative care; the WHO Safe Surgery checklist; infection control; annual 

safety reports; and critical incident reporting and discussion.  

2 Safety attitudes questionnaires 

A total of 349 questionnaires have been submitted by 17 of the participating hospitals. In 

addition, one hospital had existing data from a large-scale local survey using the 

Questionnaire. The summary analyses from each hospital are shown in Table 7. 

3 Observations 

We visited a diverse selection of hospitals in six different European countries. Further 

analysis will take place within the smaller writing team preparing additional publications from 

the project data. There is likely to be plenty of material on the following topics: equipment; 

the handling of medications; the flow of patients through the operating theatre, including 

transfers from place to place; the WHO checklist, especially the ‘sign in’ when the patient 

arrives to theatre; the use of physical space, including recovery areas; and handovers 

between staff. 
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Table 5 Basic hospital data and minimum monitoring 
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4 Interviews  

We conducted 64 interviews with staff. This total included 23 consultants/specialists, 16 

residents/trainees, 14 anaesthetic assistants and 2 nurse anaesthetists. More than 36 

interviews were successfully tape recorded. A further 8 have summaries of 

contemporaneous notes. Further, more detailed, analysis will be undertaken by the small 

writing team after the official end of the project, with a view to journal publication.  However, 

the themes are likely to centre round the following topics:  

• Safety culture: the relationship between staff behaviour, attitudes, wellbeing and 

patient safety 

• The interplay between formal and informal structures and activities in promoting 

safety: standardisation, documentation, discussion and handling of incidents and 

problems 

• Collaborative activities – communication and cohesion at various levels 

• The role of trainees and training – the ‘next generation’ 

• The evolution of safety – ‘mapping onto the ‘3 ages of safety’69 or the transition from 

‘Safety I’ to ‘Safety II’ – technical to non-technical skills, and the limits to care/safety. 

From individual efforts to mainstream activity.  

• The patient’s perspective in safety 

• Boundaries and demarcations between staff groups and their influence on safety, 

including between anaesthesiology personnel and surgeons  

 

5 Notable safety activities and practices 

Over 100 activities, practices and suggestions were noted. The full list of notable safety 

practices and activities is given as Appendix 10.  

6 Visit evaluation forms 

Twelve forms were returned from participating hospitals. These are summarised in Table 8. 

Free text comments were also returned.
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Table 6   Protocols currently available in the hospitals at the time of the visit, and 

usage of the WHO Safer Surgery checklist 
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Table 8 Summary of evaluation forms received 
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Free text comments from evaluation forms 

How useful was collecting the departmental policies and guidelines? 

‘This was particularly useful since it ‘sharpened’ our sense as to where we might need to 

tighten up, improve, etc’  (Country A, hospital 3) 

‘Collecting the policies helped to identify outdated/missing/omitted policies/guidelines’ 

(Country C, hospital 3. 

How useful were the interviews? 

‘All the interviewees have conveyed their great satisfaction with the interview. As a 

suggestion, the interviewees were very involved with patient safety, but  it would have been 

nice to be able to interview other staff and even involve section chiefs / head of service (to 

get an even broader view) ‘ (Country B, hospital 2) 

‘For interviewed members of staff discussions helped explicitly summarize and realize the 

progress achieved at our department, vocalise concerns, if there were any, and put the 

whole safety concept into perspective and better understanding.’ (Country C, hospital 3) 

How useful were the observations? 

‘Observed staff appreciated the observation (the way it was done and its logic-items checked 

etc.) as “a confirmation that we do it (our job) in the right way”.’ (Country C, hospital 3) 

How useful was the report? 

‘It could possibly drill in even more precisely into positives and negatives and also maybe 

offer some benchmarking’. (Country A, hospital 3) 

‘We found especially the suggestion for further improvement particularly useful.’ (Country C, 

hospital 3) 

How feasible do you think it might be for departments of anaesthesiology to conduct 

this exercise without an external ‘visitor’ i.e. as a form of self-assessment? 

‘Personally no. Great to have an external evaluation – really helps gain perspective and 

promoted personal and departmental reflection. ‘ (Country A, hospital 1) 

‘Not very – no time allocated for specific patient safety initiatives’ (Country A, hospital 2) 

‘I think it would be feasible. However, I think it would make more sense to have this 

condcuted by e.g. [national anaesthesiology organisations]’ (Country A, hospital 3) 

‘Being able to perform this exercise as a form of self-assessment would be ideal. Being 

honest, before reaching this level, there are still many things to improve and work within the 

staff of our unit (enhance the need to communicate critical incidents, continue to raise 

awareness of the importance of safety, work on protocols ...) ‘ (Country B, hospital 2). 

‘Very feasible, but I think a lower level of objectivity. Visitors would be [drawn] from our 

country, but from another hospital’ (Country C, hospital 2). 
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‘Not very feasible in the current setting, implementation of safety culture processes is still 

ongoing, there is no set system of audits in anaesthesiology/intensive care fields and/or 

safety authority within the company yet, all still in the process of creation and gradual 

implementation.’ (Country C, hospital 3) 

‘It would be difficult to maintain objectivity’ (Country E, hospital 1) 

‘I definitely think it is possible. We have internally conducted two patient safety rounds with 

the participation of the entire patient safety group. This visit means that we have been 

inspired to add elements from the visit to the following rounds and thus create an awareness 

of Helsinki Declaration for Patient Safety.’ (Country E, hospital 3). 

Would any elements be easier/more difficult without an external ‘visitor’? 

‘It would be difficult to see how the interview process could be reproduced without the visit. 

The questions were very useful and the requirements to explain culture and practice.’ 

(Country A, hospital 1) 

‘All more difficult’ (Country A, hospital 2) 

‘An external visitor, at least in the form of the ones we had, is easier than an internal visitor. 

[The] key [thing] is that it is not adversarial, and [is] confidential. ‘ (Country A, hospital 3) 

‘The external visit effect has generated a great stimulus that is being used to continue 

working on this matter.’ (Country B, hospital 2). 

‘The visitor could not see the implementation of the Helsinki Declaration for Patient. 

Performing protocols without applying them is a first step. 

The visitor influences the operating room staff in the way of carrying out the process. 

The human factor and non-technical skills are not perceived in a surgical block of 26 

operating rooms in an 8-hour visit. 

The visitor has more experience in locating security [safety] problems. 

The external visitor observes errors that the usual operating room workers do not see. ‘ 

(Country B, hospital 3) 

It would be easier in that there would be no language barrier, and visitors from our country 

would know local practices, guidelines and laws, staff, habits and mentality. It woud be more 

difficult [in that all this would give a ] lower grade of objectivity.’ (Country C, hospital 2) 

‘External visitor provides impartial insights and authority based on his expertise to the review 

process, hence his views and suggestions (as the ones by the independent expert) have 

higher weight for management.’ (Country C, hospital 3) 

‘A more formal visit (like this one) is more representative’ (Country E, hospital 1) 

‘I think the interviews will be a little more difficult when colleagues are interviewing. There 

may be a risk that we will not get all perspectives on patient safety and potential 

challenges….The patient safety rounds itself will not be a problem and we are already trying 
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to let others who does not work in the section perform the visit to avoid any blind spots.’ 

(Country E, hospital 3).  

Any other comments? 

‘I think this was a very useful exercise for our department. ‘(Country A, hospital 1) 

‘I enjoyed the project’ (Country A, hospital 3) 

‘In relation to the Safety Attitude Questionnaire, being able to see the results has been 

tremendously useful for our environment. 

The collection of the current protocols has allowed us to be aware of the immediate need to 

update the ones we already have, as well as the creation of those still pending (currently 

working in this area) 

Following the visit, the need to make changes at the time of performing the WHO checklist 

was transferred to the medical management . I am glad to inform you that we have achieved 

a substantial improvement in this regard, with practically all the operating rooms that 

correctly perform the checklist (all meetings initiated following your visit)’ (Country B, hospital 

2’) 

‘It was a pleasure to be a part of such important investigation. All of us have learned from 

this project. It will be easy for us to conduct exercise by ourselves and to improve patient 

safety knowledge. ‘ (Country D, hospital 1)  

‘Thanks for your visit. You are welcome back anytime’ (Country E, hospital 1). 
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Reflection 

Having performed most of the site visits at the time of writing, we can now reflect on some of 

the factors required for a successful visit, some of the difficulties we have experienced and 

the benefits to host departments.  

 

The visits required considerable organisation and planning. Early work involved contacting 

anaesthesiology departments requesting their participation. Many departments contacted 

raised concerns that the visit was an ‘inspection’, or that data collected might result in 

negative publicity for the organisation. It was important at this stage to stress that the project 

is an attempt to learn about safety in everyday anaesthesiology work (especially what is 

done well) and how the Declaration fits into this, rather than an assessment of compliance 

with any particular standards. A successful visit depended on close liaison with the local 

contact person, who was required to gather protocols, fill out the safety report, distribute the 

safety attitude questionnaires and inform relevant staff in the hospital of the visit. We are 

extremely grateful for the enthusiasm and time dedicated by our local hosts.  

 

We found that providing an open education session to the host anaesthesiology department 

about the project (on the morning of the visit) was useful in engaging staff and reassuring 

them about confidentiality; many staff were later keen to chat to us during our theatre walk-

through. Ideally this meeting was multi-professional, including anaesthesia nurses and 

possibly theatre managers.  

 

Early feedback suggested several immediate benefits to hospitals from taking part in the 

project. Staff reported promotion of a safety culture through the planning and execution of 

the visit. Multidisciplinary staff were keen to complete SAQs (although for some the 

questionnaires were seen as more an opportunity to express their opinions on problems with 

the organisation). Anaesthesiology departments learnt much about their safety systems; for 

example, they identified protocols that needed updating or revision, and they reviewed their 

position with regard to contributing to national audits of practice. In some cases, the visit 

provided an impetus to commence new safety projects. The reports distributed to 

departments after the visit contained several recommendations, useful safety references and 

suggestions from other hospitals. From the feedback we have received, these seem to have 

been a useful tool for departments.   

 

Performing the visit was also a valuable learning experience for the investigators. Trainees 

and specialists taking part gained greater understanding of recommended safety standards, 

safety culture and research methods; arranging the visits called for a level of communication, 

leadership and organisation more than is usually necessary in everyday clinical practice.  

 

The project has several limitations. The main one is that, because of time and resource 

constraints, we could only spend one day at each hospital site. This meant that we could 

only glean a brief ‘snapshot’ of practice, especially with the observations. This limitation was 

alluded to in the free text feedback from the evaluation forms, described above. However, 

the feedback also reveals a substantial amount of benefit from the project as a whole, and 

the observations were only a small part of the total work involved in each visit. Much of the 
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work, in preparation, document collation, informing staff and distributing and viewing Safety 

Attitudes Questionnaires, was undertaken by the hospital staff themselves. It is also possible 

that, in the selection of hospitals to visit, in the activities and facilities we were invited to 

observe, and by virtue of us being present in the hospital, we were witnessing higher 

standards of patient safety than one might otherwise see. (One respondent alluded to the 

presence of a surgeon when the WHO Safe Surgery checklist was being undertaken, noting 

that the surgeon was not usually in the operating theatre at this point). Scientifically, this 

might be considered undesirable, in that we are no longer collecting ‘pure’ data, but already 

seeing the results of an ‘intervention’ (our presence). However, as the ultimate aim of the 

entire project is to improve patient safety in European anaesthesiology, in practice this is a 

benefit, not a problem. In fact, the same respondent told us that, as a result of the visit, the 

checklist is now widely performed.  

 

One other methodological issue deserves mention. Most of the analyses of the Safety 

Attitudes Questionnaires performed and returned to participating hospitals referred to the 

percentage of positives (i.e. answered ‘agree’ or ‘agree strongly’) calculated with the number 

of responses as the denominator. It became clear towards the end of the analysis phase that 

the convention for analysis is to calculate the percentage of respondents who gave positive 

answers. For the purposes of the report, the first measure is included (see Table 7). The 

second, correct, analytical method will be used before the data are published in any journal. 

Whilst the two methods give different results (the ‘per respondent’ method tends to give a 

lower proportion of positives), the participating hospitals gained much from simply 

administering the questionnaire, thinking about answers, and seeing the completed forms, 

so we opted at this point not to send them reanalysed data.   
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6 Synthesis and discussion of project as a whole 

Discussion  

As we mark the tenth anniversary of the launch of the Declaration, we have, with hindsight, 

an opportunity to ask some fundamental conceptual questions which have not been 

previously asked but which are relevant to any consideration of the Declaration’s impact. 

The first is, what was (is) the Declaration exactly?  Is it a statement of vision or intent, 

similar, for instance, to a resolution from the United Nations or World Health Organization? Is 

it a standard of care? (it certainly refers to published international standards25 and invites 

compliance). Is it a guideline? (This is more contested perhaps, as the word ‘guideline’ can 

encompass care standards too and there are different challenges in terms of uptake28). Is it 

in some sense a care ‘bundle’ (a set of interventions implemented together for a synergistic 

effect on outcomes.70,71)? These questions may seem theoretical, but are important, 

because how the Declaration is framed will affect how we perceive it, our expectations of 

what it can achieve, and how it should be evaluated. What is clear, both from the initial 

documentation at the time of the launch, and from the interview responses and visits, is that 

the Declaration is not explicitly seen as a quality/safety improvement intervention. Maybe 

this is because it is complex (it has a broad focus and includes drug, equipment, individual 

and organisational elements). Alternatively, it may simply be that those who met and drafted 

it did not refer to quality improvement science,72 although it must be said that in 2009, when 

the Declaration was drafted, this science was neither so well developed, nor so widely 

applied, as it is today. This is not just conceptually important; viewing the Declaration as an 

intervention allows us to invoke the science of implementation referred to above, both as an 

analytical framework but also to enhance future uptake into practice. The text of the original 

Declaration shows little evidence of planning as to outcomes, timelines or accountability, and 

only vaguely deals with what change is desired, though even this lacks any prediction of the 

effect any change might be expected to have.3 

There is a note that ‘we’ (not explicitly defined, but possibly the three organisations 

represented by the signatories in the printed version of the Declaration) would reconvene 

annually to review progress. This apparent lack of specificity in setting out a framework for 

evaluation is not necessarily a problem, especially if the Declaration is conceived as a ‘vision 

statement’. However, if it is seen as a quality improvement tool, the situation is differente; 

Marshall and colleagues, reflecting on their own experience with an improvement study, note 

that greater attention to the design of an intervention at the start of its ‘lifetime’ can help 

avoid disappointing results later.73  

 

The second question is, to what extent can changes in practice be attributed to the 

Declaration? It is clear from the various streams of data collected during the project that 

there have been many changes since 2010, and it is not possible to establish fully which 

have come about as a result of the Declaration and which were happening anyway. (The 

interview data refer to the latter phenomenon, known in quality improvement science as a 

‘maturation’ effect.72)  Selection bias amongst participants in both phases of this project 

could have coloured the data we hold, and this is inevitable. Evidence for maturation could 

have been captured by repeated measurements over time (an ‘interrupted time series 

design’72), had an implementation and evaluation plan for the Declaration been conceived as 

part of its launch.  (A further analytical approach to uptake and coverage of the Declaration, 

drawing on the basic foundational categories of implementation science, might also be 
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fruitful in the future.74)  In any case, there was variation in uptake both of the same elements 

between countries, but also of different elements of the Declaration overall. Compliance with 

essential monitoring standards was very high throughout Europe though there was variable 

use of other modalities such as bispectral edge and neuromonitoring4-6  Protocols for 

preoperative assessment and preparation are more widely used than those for the 

management of postoperative pain, and sedation remains problematic. Both ‘human factors’ 

elements such as communication, and critical incident reporting were recognised as 

important throughout Europe, but the degree to which they featured in practice and training 

varied. 

 

The third question deals with the nature of the project we have conducted. Right from the 

start it was clear to the investigating team that, although the impetus for the ESA was to 

establish the uptake and impact of the Helsinki Declaration, a wider-reaching enquiry was 

preferable, for two main reasons. Despite the ESA’s efforts, we knew that some 

anaesthesiologists had not heard of the Declaration, and many were not familiar with its 

contents. Further, any safety initiative needs to fit into the practice context for which it is 

intended, if it is to be adopted and used.48 Asking closed questions such as ‘does this 

department of anaesthesiology comply with the Declaration?’ yields some information, but 

less than asking ‘why?’ (if they do) or ‘why not?’ (if they do not). Thus the project has been 

more an attempt to understand the context (or indeed, multiple contexts) of safety in 

anaesthesiology in Europe. Methodologically, we designed it too as ‘action research’ right at 

the beginning (indeed, this is in the title of the project as presented to its funders and various 

research governance bodies). This entails not only discovering new knowledge and 

understanding specific problems, but also facilitating action and generating knowledge about 

that action.10 This implied a mixed methods approach drawing on both quantitative and 

qualitative data,11  which has allowed us to construct an account of patient safety in 

anaesthesiology which reflects participants’ perceptions of, and meanings attributed to 

patient safety within the social context of anaesthesiology practice. We believed that this is 

one of the main strengths of our approach, which falls broadly within the emerging field of 

sociology of healthcare safety and quality.48  

 

A further point on our data collection approach deals with how we conceptualised and 

presented the project. We did not see it (especially for the hospital site visits) as an 

‘inspection’ in the sense that we were directly assessing ‘compliance’ with the Declaration’s 

standards (as noted above, there is more to it than this is any case). We introduced it, both 

in our initial contact with potential sites, and during the briefing at the start of the visit, as an 

attempt to understand how safety is ‘created’ in day to day anaesthesiology work, as above, 

and gauge the role played by the Declaration within this. Patient safety can easily be 

overshadowed by a strong ‘normative’ element, with negative moral overtones and 

intimations of blame and recrimination.14 Adopting the more positive note of ‘Safety II’, with 

its emphasis on understanding how and why things usually go right in safety terms,15 and 

seeing safety as a natural part of the anaesthesiologist’s professional identity51 complement 

this. We put this into practice by gathering notable safety activities, initiatives and practices 

(see Appendix 10).  

 

The action research approach described above also implies that those participating are not 

simply passive providers of data, but are also being facilitated in further action in the name of 

promoting patient safety. This should in itself promote uptake and coverage of the 



51 

 

Declaration.75 The project could be said to have had a ‘transformative’ goal from its 

inception.7 Scientific purists might label this ‘contamination’ or invoke the Hawthorne effect, 

but as the ultimate aim of the Declaration and its associated activities is to promote patient 

safety, we do not see this as a shortcoming. We believe that it was possible to find out what 

was happening, but also at the same time to stimulate interest and activity in safety and 

raise awareness of the Declaration. The project (especially Phase II) has indeed promoted 

the Declaration and patient safety; our initial informal intelligence (supported by the post-visit 

evaluation questionnaires completed by our local contacts) suggests that the mere fact of 

taking part in the visits has heightened departments’ awareness of patient safety. Sharing of 

safety practices between hospitals will probably also benefit sites and in the future, we hope 

that departments may be able to use the visit schedule we have described to perform their 

own self-assessment of their safety practices. The benefit of having an external view could 

be provided by establishing a network of safety peer-reviewers who could then potentially 

cover more sites as more anaesthesiologists within the network gain experience and 

confidence with the visit tool. We hope that such activities will help implement the 

Declaration in themselves.  

 

Implementation 

Results from phase I and II of our project provide an insight into current and future 

implementation of The Declaration. In summary, the Declaration is perceived variously as a 

force for good, a standardisation framework and a catalyst for change. It benefits from being 

broad in scope, with knowledge of the themes of The Declaration being better known than 

the more specific details. National leaders interviewed felt that it acts as a tool to help 

advance patient safety, both politically and scientifically. It could be argued too that the 

Declaration is also an improvement intervention, with 44.5% of ESA members surveyed 

agreeing that it had improved safety. This was felt to be largely in the area of pre-operative 

preparation, through promoting the use of checklists, and in the management of crises 

during anaesthesia.  

 

Our results suggest that the Declaration’s impact is influenced by national practice context 

and local safety culture. Many respondents commented that safety practices such as 

monitoring standards have exceeded those set out in the Declaration for many years, 

especially in northern Europe. It is possible that the high levels of monitoring as 

recommended by WHO/WFSA standards (pulse oximetry: 99.6%, blood pressure: 99.4%; 

ECG: 98.1% and capnography: 96.0% throughout Europe), would have come about without 

the Declaration. Thus the potential benefit of the Declaration in enabling change and 

improvement is greatest in areas where safety practices are less well established (such as in 

the use of data for improvement, whether they are routinely collected or reporting adverse 

incidents). The Declaration’s impact has also been influenced by recent changes in 

anaesthesia, with anaesthesiologists throughout Europe reporting greater workloads, 

pressures to cut down on preoperative preparation, and more complex patients. This, along 

with financial austerity and staff shortages (with workforce migration reported by many) have 

resulted in a perception that more time is spent reacting to patient safety threats as opposed 

to progressing safety practices. Other factors, namely an organisation’s safety culture and 

staffing issues, have influenced the uptake of the Declaration, for example in the production 

of annual safety reports and running morbidity and mortality meetings.  The hospital visit 
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process described above aimed to explore many of these contextual factors identified in the 

first phase of the project. 

 

Survey and interview data suggested that future changes to the Declaration could take 

account of the challenges mentioned above, as well as the increased role of simulation, 

human factors and multidisciplinary training in anaesthesiology. But many respondents 

advocated greater adherence to the existing Declaration rather than changes to the  

Declaration itself. This could be brought about by introducing a formal checklist of items in 

the Declaration to guide day-to-day practice, and greater publicity. Efforts could be focused 

on areas that are less well implemented, such as annual safety reports. The Helsinki 

Declaration could be revitalised, by inviting signatories to confirm their continuing 

commitment on the Declaration’s ten-year anniversary in 2020. The existing Declaration 

could also be translated into languages other than English where this has not already been 

done. Further suggestions for implementing the Declaration arising from our study are 

contained in the following ‘recommendations’ section.  

 

Benefits of project   

We have seen several immediate benefits to hospitals from taking part in the project. Staff 

reported promotion of a safety culture through the planning and execution of the visit. Many 

staff were keen to complete the Safety Attitude Questionnaires, and it was instructive for our 

local collaborators to see the results. Anaesthesiology departments learnt much about their 

safety systems; for example, they identified protocols that needed updating or revision, and 

they reviewed their position with regard to contributing to national audits of practice. In some 

cases, the visit provided an impetus to commence new safety projects. The report distributed 

to departments after the visit contained several recommendations, useful safety references 

and suggestions from other hospitals. At national level, several of the senior 

anaesthesiologists interviewed told us that the act of taking part and preparing for the 

interview was beneficial in itself and/or had has stimulated interest in the Helsinki 

Declaration once again. Indeed the whole project was seen as an opportunity to revisit and 

revitalise awareness of patient safety. In addition, the involvement of a number of trainees 

and specialist anaesthesiologists in the project has spread knowledge of patient safety 

science and developed capability in the research methods used in the project.  
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7   Implications of project findings and recommendations for implementation 

of the Helsinki Declaration, policy, practice, education and research 

 

In this section, we have drawn on our findings to make some suggestions for further 

promotion of patient safety in European anaesthesiology and the implementation of the 

Helsinki Declaration for Patient Safety in Anaesthesiology. Many will link into existing 

workstreams and structures within the European Society of Anaesthesiology. There is a 

large number of possible activities, and a formal ranking or prioritisation process might be 

worth considering to ensure maximal influence for the effort and cost applied. For 

convenience, the five headings above been used, but many of the suggestions could fall into 

more than one category. Further, when reading them, we suggest readers keep in mind 

Figure 1 (page 11 above) which depicts various levels of influence on anaesthesiology 

practice in Europe. Within the diagram, the European Society and European Board of 

Anaesthesiology, through the Helsinki Declaration, can hope to work through national 

anaesthesiology organisations, whilst anaesthesia institutions (hospitals and their 

anaesthesiology departments) create safety in their day-to-day work in clinical practice and 

education. However, absent from the diagram are the wider relationships with national 

governmental departments, hospital managers and patients, all of whom have their part to 

play in anaesthesiology safety.  

 

Recommendations for implementation and development of the Helsinki Declaration 

A) Suggestions for changes in the Declaration itself 

1 A number of suggestions were made for additions to the content of the Declaration. These 

included perioperative hypothermia, anaesthesiologists’ safety and wellbeing, handovers, 

new monitoring modalities and drug error.  

Also in terms of new topics, a statement could be made about not compromising clinical 

standards in the face of production pressure. It would be possible to encourage 

postoperative visiting as an educational and quality/safety tool. It might also be possible to 

comment on safety of anaesthesia provided outside the operating theatre, or on days case 

surgery specifically, or set out expectations for theatre information systems and electronic 

prescribing.  

It would also be possible to expect compliance with protocols on new activities and crises, or 

make recommendations on the role of further monitoring modalities.  

2 It would also be possible to set out ‘degrees of expectation’, such that some aspects would 

be considered ‘essential’, some ‘aspirational’ and maybe some as markers of  excellence in 

patient safety.  

3 Some specific changes to wording were also raised. These included: changing the wording 

with reference to the annual departmental safety report from  ‘must be able to produce a 

report’ to ‘produce a report’; and adding to the requirement for critical incident reporting the 

words ‘‘respond actively to outputs of and learning from the incident reporting system’. 
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B) Development of a formal, structured implementation strategy 

1 Following the initial launch of the Helsinki Declaration, an implementation strategy  

developed gradually through a combination of planning and organic evolution. If the 

Declaration is to be relaunched or revitalised, a formal strategy should be developed and 

costed at the outset.  This should take into account the organisational levels at which 

implementation interventions could be applied, and also consider which elements of the 

Declaration might benefit from greater ‘push’ than others. Similarly, the strategy could 

acknowledge differences between countries, hospitals and regions, whilst making sure that 

assumptions about practice are accurate and real (for instance, about university vs other 

types of hospital, or higher and lower income countries). Some simple measures might help 

track and evaluate implementation.  

2 Specific activities that might help with implementation are mentioned in other sections but 

might include adapting the annual departmental safety report so it aligns more with state 

reporting and accreditation requirements, or with other quality/safety activities of national 

societies of anaesthesiology. The role of hospital managers is also important, and here the 

development of briefing and information materials, with appropriate infographics, targeted to 

this group, would help. 

Recommendations for policy 

1 At European/international level, there are important alliances to be formed, and lobbying to 

be undertaken by the ESA. This is already taking place, but organisations such as the 

European Union, OECD, UEMS, the World Health Organization, Global Ministerial Patient 

Safety Summits, the Patients’ Forum, other European specialist medical organisations, and 

the European Patient Safety Foundation, for example, all have their part to play.  

2 At national level, it is important to consider relationships and influence between national 

anaesthesia societies, health ministries, hospitals and national bodies responsible for 

standards and training. The key role of national anaesthesiology societies in setting 

expectations and, for instance, encouraging structured incident reporting and morbidity and 

mortality discussions, and leading national audits and quality/safety improvements should be 

borne in mind. They should also be encouraged and supported to take the Helsinki 

Declaration to government, as a reason to implement changes. They are also in an ideal 

position to explore links to existing national accreditation organisations and processes.  

3 Within hospitals and departments, patchy implementation of safety measures often reflects 

the efforts of a few committed individuals. A more co-ordinated approach (as well as better 

clinical outcomes for patients and a better working atmosphere for staff) may be more likely 

if hospital managers are involved more closely in safety and quality as well as cost. 

Likewise, the head of the anaesthesiology department plays a key role in setting 

expectations for safety and the culture around it. It might be worth developing 

educational/peer network activities and materials to target those in management and 

leadership roles, whether they come from a clinical background or not. Further, as safety can 

be a rather vague and nebulous concept, using a specific clinical topic as a vehicle for 

discussion of safety and its importance may be helpful; preoperative assessment might be 

one specific area that could profitably be used as an example.  
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Recommendations for education and training 

1 Within the syllabus of what is taught, the existing shift from focus on technical aspects of 

care to non-technical skills and safety culture needs to continue. Even in countries that are 

not so well provided for in terms of drugs and equipment, attitude, communication and 

culture are vital. Specific, up-to-date topics reflecting the latest thinking in safety science, 

should be highlighted (e.g. Safety II and ‘failure to rescue’ and the focus on near misses/no 

harm incidents and what is done well).  

2 In particular, the ESA should consider the development and evaluation of a short ‘safety 

culture’ course to complement the ESA’s existing provision in this area (Patient Safety 

Masterclass etc). This could deal with some of the issues raised by interviews e.g. confusing 

medical error with malpractice, getting surgeons to see team training as something that is 

relevant to them, role of chief of department/hospital managers in setting culture, acting on 

incident reports, concentrating on why things go right, the role of trust in safety etc) 

3 Educational activities need to consider not only postgraduate training, but also the 

continuing education of specialists. In particular, in many countries continuing professional 

development activities are required, but there is no budget to support attending courses, and 

service pressures can make it difficult to take leave from hospitals. Providing cheaper 

options for such activities for/in lower income countries might be a role the ESA could 

undertake, including possibly ‘in situ’ patient safety training within hospitals.  

4 As illustrated by the excellent work of the trainees who participated in this project, trainee 

anaesthesiologists have great energy and enthusiasm. They are also forward-thinking and 

will form the clinical workforce and professional leaders of the future. The developments 

described elsewhere in this section should take place with close trainee involvement and 

participation, and trainees should be trusted and fostered within projects dedicated to 

improving safety. We would also recommend investing in trainees’ safety networks, and 

face-to-face or virtual meetings within, and possibly between, countries. It would also be 

possible to extend the existing Travel Fellowship scheme to include a specific Patient Safety 

Fellowship or exchange programme.  

5 Patient safety issues could be incorporated into the assessment criteria for the ESA’s 

existing Hospital Visiting Accreditation scheme 

Recommendations for practice 

1 We have collected a large number of practical and positive activities and tips for patient 

safety from the hospital visits. These are listed in Appendix 10 and should be shared widely.  

2 Again, as at policy level, a targeted approach is needed to deliver the best improvement 

for given investment/resource. This suggests that efforts and attention might be focused on 

countries where safety is still in development, and on aspects of the Declaration where 

uptake has been poor (incident reporting is one example). Countries’ needs are different 

(some have shortages of basic drugs, for instance, whilst wealthier countries are beginning 

to grapple with the implications of treating patients at the limits of realistic expectations of 

success). However, making time to talk about patient safety, and creating opportunities to do 

so, would be an important practical step at every level, across the continent of Europe.  
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3 A ‘short list’ of for instance ‘10 Top Tips’ or simple measures for safety could be drawn up 

and publicised. Using the idea of behavioural ‘nudges’ – letting others know what small 

changes can be made, and/or have  already been done, can be effective as such working at 

the level of social communities creates a social obligation to change and improve.  

4 Promoting the use of data for safety and improvement would also be worthwhile, including 

wider use of the annual departmental safety report template. The ESA could also set up or 

promote/encourage simple European level audits of practice. Using the visit process, tools 

and methodology we employed for the hospital visits as part of the project, as a ‘stand alone’ 

tool would provide extra strands of data for safety and could be adopted by individual 

departments or as part of regional/networks. Such networks could be established amongst 

countries with similar cultures and challenges.  

5 Finally, we should bear in mind the role that patients can play in safety, both by helping to 

develop the structures and processes of care, and also through their own participation and 

experience.  

Recommendations for research 

1 The process we have developed for understanding the safety structures and processes of 

anaesthesiology departments appears to be feasible and practical. It should be further 

evaluated, in one or both of two possible ways. First, it should be tested as a means of ‘self-

assessment’ for anaesthesiology departments. Second, it should be used within the 

establishments of regional/national patient safety peer review networks, making use of the 

site visit process template as part of the peer review activity. We recommend that this should 

be piloted in a number of European countries (perhaps focusing on those which did not take 

part in the visits reported here). 

2 The WHO Surgical Checklist is a key process in maintaining patient safety. It is widely 

used at present, but there is still room for improvement. A better understanding of the factors 

that affect its use should help encourage those who do not use it to adopt it, and those who 

reported that it was used ‘sometimes’ to use it consistently. (For instance, factors described 

in the responses to the online survey included poor motivation, poor teamwork and 

‘forgetting’). Collection and analysis of checklist forms and local/national adaptations and 

how these influence uptake and use might also be informative.  

3 A simple survey of the extent to which safety features in national postgraduate training 

curricula would help target educational resources most effectively.  

4 A survey of the extent to which there are national policies/guidelines for each element of 

the Declaration might also be of interest.  

5 It would also be worth exploring the development of a simple ‘safety dataset’ for general 

everyday use. This could possibly extend, or develop, the existing departmental annual 

safety report template.  

6 Finally, there are many structures and activities within everyday anaesthesiology work 

which act to maintain safety. There is scope for a better understanding of the interplay of 

formal elements such as policies and guidelines with informal aspects such as professional 

experience and individual/departmental habits and routines.   
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Appendix 1   Helsinki Declaration on Patient Safety in Anaesthesiology, 2010  

 

Background  

 

• Anaesthesiology shares responsibility for quality and safety in Anaesthesia, Intensive 

Care, Emergency Medicine and Pain Medicine, including the whole perioperative process 

and also in many other situations inside and outside the hospital where patients are at their 

most vulnerable. 

• Around 230 million patients undergo anaesthesia for major surgery in the world every 

year.  Seven million develop severe complications associated with these surgical procedures 

from which one million die (200,000 in Europe). All involved should try to reduce this 

complication rate significantly. 

• Anaesthesiology is the key specialty in medicine to take up responsibility for 

achieving the goals listed below which will notably improve Patient Safety in Europe. 

 

Heads of Agreement 

 

We, the leaders of societies representing the medical speciality of anaesthesiology, met in 

Helsinki on 14 June 2010 and all agree that: 

• Patients have a right to expect to be safe and protected from harm during their 

medical care and anaesthesiology has a key role to play improving patient safety 

perioperatively. To this end we fully endorse the World Federation of Societies of 

Anaesthesiologists International Standards for a Safe Practice of Anaesthesia.  

• Patients have an important role to play in their safe care which they should be 

educated about and given opportunities to provide feedback to further improve the process 

for others. 

• The funders of healthcare have a right to expect that perioperative anaesthesia care 

will be delivered safely and therefore they must provide appropriate resources. 

• Education has a key role to play in improving patient safety, and we fully support the 

development, dissemination and delivery of patient safety training.   

• Human factors play a large part in the delivery of safe care to patients, and we will 

work with our surgical, nursing and other clinical partners to reliably provide this.  

• Our partners in industry have an important role to play in developing, manufacturing 

and supplying safe drugs and equipment for our patients’ care. 

• Anaesthesiology has been a key specialty in medicine leading the development of 

patient safety. We are not complacent and know there are still more areas to improve 

through research and innovation.  

•  No ethical, legal or regulatory requirement should reduce or eliminate any of the 

protections for safe care set forth in this Declaration. 

 

Principal requirements 

 

Today we pledge to join with the European Board of Anaesthesiology (EBA) in declaring the 

following aims for improving Patient Safety in Europe.  Close cooperation between European 

organisations will be required to achieve these goals, for which the input and efforts of the 

European Society of Anaesthesiology (ESA) will be instrumental: 
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1. All institutions providing perioperative anaesthesia care to patients (in Europe) should 

comply with the minimum standards of monitoring recommended by the EBA both in 

operating theatres and in recovery areas.  

2. All such institutions should have protocols and the necessary facilities for managing the 

following   

o Preoperative assessment and preparation 

o Checking Equipment and drugs 

o Syringe labelling  

o Difficult/failed intubation 

o Malignant hyperpyrexia 

o Anaphylaxis 

o Local anaesthetic toxicity 

o Massive haemorrhage 

o Infection control 

o Postoperative care including pain relief 

 

3. All institutions providing sedation to patients must comply with anaesthesiology 

recognised sedation standards for safe practice.  

4. All institutions should support the WHO Safe Surgery Saves Lives initiative and Checklist.  

5. All departments of anaesthesiology in Europe must be able to produce an annual report of 

measures taken and results obtained in improving patient safety locally. 

6. All institutions providing anaesthesiological care to patients must collect the required data 

to be able to produce an annual report on patient morbidity and mortality. 

7. All institutions providing anaesthesiological care to patients must contribute to the 

recognised national or other major audits of safe practice and critical incident reporting 

systems. Resources must be provided to achieve this. 

 

Continuity 

 

• We invite anyone involved in healthcare to join us and sign up to this declaration. 

• We will reconvene to annually review our progress to implement this declaration. 

 

Signed  

Dr. Jannicke Mellin-Olsen, President European Board of Anaesthesiology/UEMS 

 

Prof. Paolo Pelosi, President European Society of Anaesthesiology  

 

Prof. Hugo Van Aken,  

Chair National Anaesthesia Societies Committee on behalf of the ESA Member Societies 
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Appendix 2  Interview guide questions for telephone interviews 
 
 
1. Please give your name and the organisation/country you represent. 

2. Which hospital do you work in? What sort of hospital is this? 

3. Have you read the participant information sheet? Are you happy and consent to continue? 

4. Could you outline the main factors that ensure safety in anaesthesia and perioperative 

care? 

5. Was the Helsinki Declaration (HD) translated in your country’s primary language? 

6. Prior to this interview, how familiar were you with the Helsinki Declaration (HD)? 

7. Your organisation signed up to the HD in 2010. What does the HD mean to you 

personally? 

8. How do you think the Helsinki Declaration influences your organisation and hospital? 

9. Do you think the HD widely known about in day to day practice?  

   Did your national society respond in any way or take any particular action? 

10. Has the HD, or the individual topics within it, been incorporated into your country’s formal 

anaesthesiology training?  

11. Which elements of the HD have been most successful in your opinion?  

     Why do you think this? Can you think of any particular success stories? 

12. Which elements have been most difficult to address?  

      Why do you think this is?  

      What barriers/obstacles do you think there are to implementing the HD topics? 

13. Have there been any significant changes in Anaesthesia since 2010 that the HD doesn’t 

address?  

14. Do you think that HD has any strengths (or limitations) in the way that it is 

presented/written?  How could the ESA make the HD more accessible in your country? 

15. Does the HD need revising?  If so, what should the EBA and ESA focus on? 

16. What practical steps might help improve patient safety in your country? 

17. Is there any sort of incident reporting system either in anaesthesiology, or more 

generally? 

     Are there any issues with these reporting systems? 
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18. What recurrent themes come out of these incident reports? 

      Can the HD be used to reduce these incidents? 

19. Do links exist between patient safety systems and government/national healthcare 

policy? 

20. Are patient and patient representatives involved in patient safety in your country? 

21. Are patients educated and empowered to provide feedback regarding their perioperative 

care? 

     Do you think patient safety could be improved through their feedback? 

     How do you think patients should provide this feedback? 

22. Is teaching in human factors delivered as part of anaesthesiology training in your 

country? 

     Do you think that ‘human factors’ should be included in the HD? 

23. Do you have any other comments or further thoughts on the HD or aspects within it?  

24. Can you suggest some hospitals in your country that we could approach for Phase II?  

     Names of individuals?       What type of hospitals are they? 
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Appendix 3 Hospital site visit schedule  

 

1 Practical arrangements 

Ethics approval for relevant country. Identify contact person in each hospital. Set dates (at 

least 2 months in advance). Establish rules for data sharing and confidentiality. Send written 

project briefing summary, in English and native language, explaining the nature of the project 

and the aims of the hospital visit, for contact person to distribute to members of the 

anaesthetic department, surgeons, operating theatre managers etc, well before visit. Send 

other documentation for completion (see 2)  

 

2 Preliminary information (by written questionnaire to be completed in advance) 

A  Invite contact person to complete the HD Annual Departmental Safety Report (template 

attached). This includes basic hospital data: type (district general, secondary, tertiary, 

specialist); number of beds; surgical specialties present; number of operating theatres; 

number of operations performed annually; number of anaesthesia staff (specialist/trainee 

anaesthesiologists/nurse anaesthetists if present).  

Are there existing protocols for: 

• Preoperative assessment and preparation 

• Checking Equipment and drugs 

• Syringe labelling 

• Difficult/failed intubation 

• Malignant hyperpyrexia 

• Anaphylaxis 

• Local anaesthetic toxicity 

• Massive haemorrhage 

• Infection control 

• Postoperative care including pain relief 

 

They will be invited to send us copies of these protocols in advance. The report template  

also asks about annual reports, morbidity and safety measures.   

B   Other 

Establish what staff are responsible for sedation in the hospital – how far are 

anaesthesiologists involved?  

Active participation in the Local/Regional/National Incident Reporting System. Is there 

departmental involvement? Is there local feedback? Are there additional departmental 

safety/quality reports, or any hospital data that might show how safety is handled and 

problems acted on? Reports of morbidity and mortality meetings? Also ask for a summary of 

critical incident reports, if available.  

Establish what staff are responsible for sedation in the hospital – how far are 

anaesthesiologists involved?  
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Are there any additional safety-related materials to guide practice in the hospital? 

Establish if there are national guidelines/policies for any of the above too. 

Active participation in major audits. Are they available? Are there local audits active? 

How do individuals and the department keep up to date with developments in 

anaesthesiology? 

C  Make the SAQ  safety climate questionnaire for departments to use as part of the 

preparation, if they wish? Invite contact person to ask 20-30 people to complete before the 

visit.  

D Ask contact person if there are any particular areas they would like the visit to explore in 

more detail in addition to the standard areas of interest below. 

3  Data collection during visit 

Based on information gathered during Phase I of the project, we have chosen a number of 

themes within the Helsinki Declaration to explore during visits: 

• Pre-operative assessment and preparation: when, where, how, who by? 

• Checklists, and the WHO Safe Surgery checklist in particular. Has it been modified 

from the original – how and why? How are the various stages of the process handled 

and performed (pre-list briefing, sign in, sign out etc) 

• Patient experience and involvement. The route and processes they follow from first 

referral to surgery through to discharge after their operation.  

• Postgraduate training, and continuing medical education of specialists 

• Anaesthetists’ wellbeing. How are staff allocated to work? How are theatre lists 

produced? What happens if changes have to be  made? 

• Exploration of safety culture based on SAQ responses 

• Role of protocols and guidelines 

• Documentation – anaesthetic charts and how they support safety. Prescribing and 

record systems. 

• Postoperative follow-up, care and pain relief. 

 

Interviews. To cover questions below but also to follow up on the information previously 

gathered – what is missing? Any questions arising?  How emergency theatres and bookings 

are handled? How are critical incidents discussed/handled? To what extent do resource 

constraints such as staffing problems/recruitment, lack of HDU/ICU beds etc threaten 

safety? How are these threats managed?  

Observation. Monitoring equipment. Procedures for checking equipment and drugs. Syringe 

labelling. Morbidity meeting?  

? ‘Bespoke’ areas to cover at request of host department 

 

4 Proposed timeline of day 

Introduction and review of documents with contact person/nominated other. Possible open 

group meeting to explain purpose of project and aims of day to whole department.  



68 

 

Interview with trainee. Interview with department ‘safety person’. ?Interview with another 

anaesthesiologist too? Interview with anaesthetic assistant, nurse anaesthetist.  

Observation of facilities. Drug cupboards, emergency drugs and equipment, optional 

monitoring modalities (apart from ECG, pulse oximetry, NIBP).  

Observation of practice: pre-operative visit, WHO team brief, monitoring, syringe labelling, 

drug and equipment checking, recovery handover 

5 Follow up 

Write letter of thanks to contact person and summarise and feed data back in due course. 

Ask for evaluation of process/visit. Send participation certificate.  
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Appendix 4   Letter of invitation to participate in hospital visits 

 

[national society logo or other national logo too?] 

Evaluation of the extent of implementation of the Helsinki Declaration on 

Patient Safety in anaesthesiology: a mixed-methods action research project 

Invitation from the Lancaster Patient Safety Research Unit to host a hospital 

case study visit for the project 

 

[date] 

 

Dear [colleague head of department] 

Preventable patient harm is an important challenge in anaesthesiology and peri-
operative care. As a response, the Helsinki Declaration on Patient Safety in 
Anaesthesiology was launched in 2010 by the European Society of Anaesthesiology 
(ESA) and European Board of Anaesthesiology. It was signed by all European 
national societies of anaesthesiology but we know that its uptake has varied from 
country to country and hospital to hospital.  

The Lancaster Patient Safety Research Unit has been funded by the ESA to 
undertake this project to find out more about patient safety practices in European 
anaesthesiology and the role of  the Helsinki Declaration within them. We hope that 
we can identify which elements of the Declaration are useful in practice and which 
might need further refinement and adaptation.  

We have already completed an on-line survey of ESA members, and telephone 
interviews with anaesthesiology leaders in many countries. We now wish to move to 
the next phase of the project, which involves visiting a number of hospitals in 5 
countries, to try to understand better how anaesthesiologists create safety in their 
practice, and how the Helsinki Declaration fits within this. [country] is one of the 
countries chosen for this work, and we have identified your hospital [by random 
methods] as one which we might visit. We are therefore writing to you to ask if you 
would be willing to participate in the project.  

We would invite you, before the visit, to complete a report including basic information 
about the hospital, your department of anaesthesia, and the extent to which your 
hospital works with the Helsinki Declaration. You could also, if you wished, ask some 
members of staff to complete the safety attitude questionnaire attached. We would 
then like to spend a day in your hospital, reviewing safety policies and guidelines, 
interviewing staff about safety in their work, and observing some safety-critical 
activities such as the WHO checklist procedures, handovers etc. 

We would emphasise that this is not an ‘inspection’ but is designed to find out more 
about safety in European anaesthesiology and how the Helsinki Declaration fits in. 
We have found that those who have offered to be interviewed have been inspired to 
think more about safety in their work, and expect that departments who take part in 
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this phase of the project will gain similar benefits.  We will be able to produce a short 
summary of the data from your hospital for you if you wish. Any further use of the 
data will be completely unidentifiable. 

 

Please let us know if you need any further information and we would be delighted to 
talk more about what is involved if you are interested in helping us. 

 

Yours sincerely 

 

 

 

 

Professor Andrew Smith            [local researcher]  [national sponsor] 
Lancaster Patient Safety 
Research Unit      
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Appendix 5  ESA Patient Safety Annual Report Template 
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Appendix 6  Guide questions for interviews conducted during hospital visits 

 

(Can base some questions on some or all of the above factors e.g. for patients: ‘talk me 

through what happens to a patient when they come in for an elective operation’; ‘what 

happens if a patient complains?;  

Could you outline the main factors that ensure safety in anaesthesia and perioperative care? 

What keeps patients safe day to day? 

Of all the areas outlined in the Declaration, which are most useful in practice? Which least 

useful? 

Have you any particular safety or quality ‘successes’ which others might learn and benefit 

from? Any particular difficulties/problems? Why have these been difficult? 

Are there any ‘problem cases’ in the department or your own work recently you would like to 

talk about? How do they show a lack of safety or, conversely, how things were kept safe 

despite threats to safety? 

How do you think the Helsinki Declaration influences your organisation and hospital? 

What practical steps might help improve patient safety in the hospital? 

How would you describe the ‘safety culture’ in the department/operating theatres/hospital in 

general? 

How reliable do you think the systems of care are in the department/hospital?  
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Appendix 7   Evaluation questionnaire for completion by visited hospitals  

Lancaster Patient Safety Research Unit 

Evaluation of the extent of implementation of the Helsinki Declaration on Patient 

Safety in anaesthesiology: a mixed-methods action research project 

Evaluation of site visit process 

 

Hospital: 

Date of visit: 

Thank you very much for volunteering to take part in this project. We are very interested in 

your views on the visit process and hope you can find time to answer the questions below. 

Please answer on a 0 to 3 scale where 0 is ‘not useful at all’ and 3  is ‘very useful’. Additional 

comments would be very helpful on any aspect of the questions.  

 

How did you find the following elements of the process? 

 

Completing the Annual Patient Safety Report template 

 

Undertaking the Safety Attitude Questionnaire (engagement/distribution) 

 

Seeing the results from the Safety Attitude Questionnaire 

 

Collecting the departmental policies and guidelines 

 

The interviews (please ask the respondents, if possible) 

 

The observations of practice (please ask those who were observed, if possible) 

 

The report  

 

The visiting team 

How feasible do you think it might be for departments of anaesthesiology to conduct this 

exercise without an external ‘visitor’ i.e. as a form of self-assessment?  

 

Would any elements be easier/more difficult without an external ‘visitor’? 
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Appendix 8  List of participating hospitals where contact persons have given 

their permission for hospital to be named 

 

Spain 

12 de octubre, Madrid 

Hospital Clinico Universitario de Valencia 

Switzerland 

Stadtspital Waid, Zurich 

Denmark 

Svendborg Hospital 

Randers Hospital 

Aalborg University Hospital 

Herlev Hospital, Copenhagen 

Slovakia 

J.A. Reimana Teaching Hospital (Fakultna Nemocnica s Poliklinikou J.A Reimana), Prešov  

Spišská Nová Ves Hospital (Nemocnica s poliklinikou Spišská Nová Ves), Spišská Nová Ves 
 
Nitra Teaching Hospital (Fakultná nemocnica Nitra), Nitra 

Louis Pasteur University Hospital with Faculty of Medicine of P.J.Šafarik University Košice 

(UNLP, LF UPJŠ), Košice 

Ľubovňa Hospital (Ľubovnianska nemocnica), Stará Ľubovňa 

Ireland 

University Hospital Galway 

Galway Clinic 

St James University Hospital, Dublin 

Tallaght University Hospital, Dublin 

Serbia 

Military Medical Academy (Vojnomedicinska Akademija), Belgrade 
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Appendix 9  Sample hospital visit report (included with hospital’s permission) 

 

 

 

 

 

 

 

 

Evaluation of the extent of implementation of the Helsinki 

Declaration on Patient Safety in anaesthesiology: a mixed-methods 

action research project 

 

 

Site visit report 

Nemocnica s poliklinikou Spišská Nová Ves, Slovakia 

 

 

Date of visit:  26th September 2019 

 

Visitors:   Andrew Smith, Zuzana Tatičová  
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Helsinki Declaration on patient safety evaluation project 
 
 
Hospital 
Nemocnica s poliklinikou Spišská Nová Ves, a.s., Janského 1, 052 01 Spišská Nová 
Ves, Slovakia 
 
Date of visit 
26th September 2019 
 
Description of hospital 
 
Nemocnica s poliklinikou Spišská Nová Ves is a district general hospital with 276 
beds. It is part of the Svet zdravia Group, a private healthcare company providing 
public healthcare. There are 8 main areas where anaesthesia services are provided 
(5 operating theatres, an endoscopy unit, the ICU emergency room and the 
Emergency Department resuscitation room). In total, 3397 surgical procedures take 
place per year, 83.25% under general anaesthetic. 
 
Data collection 
 
Annual Departmental Patient Safety Report. We used the annual report template 
provided by the European Society of Anaesthesiology [1] in support of the original 
Helsinki Declaration. This was completed by our local contact person before the visit. 
 
Safety attitude questionnaire. Anaesthesiologists and operating theatre staff were 
invited to complete the Safety Attitude Questionnaire. This is a 41 item questionnaire 
that measures staff attitudes across six patient safety related domains and provides 
a snapshot of safety climate assessment [2]. 30 questionnaires were collected, with 
answers scored on a 5-point scale ranging from disagree strongly to agree strongly. 
Results are presented as a score on a 100 point scale in each domain and as 
percentage of respondents who gave positive responses (answered agree or agree 
strongly). See Appendix 1 for SAQ results and further description of survey. 
 
Documentary analysis of protocols and guidelines. These were collated before the 
visit and reviewed with the head of department. 
 
Interviews. We conducted three interviews: one consultant anaesthesiologist, one 
trainee anaesthesiologist, and one nurse. These were tape recorded, with the 
respondents’ consent. See Appendix 2 for interview guide questions.  
 
Observations of practice. 
 
We toured the main (general surgical) operating theatres, from the reception area 
through to the post-anaesthesia care unit. We observed a ‘sign in’ to theatre by the 
receiving nurse and two pre-incision checklists being performed in the operating 
theatre. We reviewed the equipment and materials for managing difficult airways, 
malignant hyperpyrexia and local anaesthetic systemic toxicity, and drugs and 
equipment for routine anaesthesia care.  
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Organisation and staffing  

 
The hospital provides anaesthetic services not just in surgery but other areas also, 
including the endoscopy suite.  
 
Although there is a national shortage of doctors and nurses in Slovakia, the 
anaesthesiology department is adequately staffed with doctors at present. 
Relationships between the heads of department of anaesthesiology and surgery are 
good, and between the head of the anaesthesiology department and hospital 
management. There are periodic ‘brainstorming’ meetings across the Svet zdravia 
Group between clinicians and managers.  
 
There is a meeting of the entire department of anaesthesiology every weekday 
morning. There is a handover from the staff who were working overnight, and an 
opportunity to discuss problems from the previous day’s work, and complicated 
patients listed for surgery later that day. 
 
Patients for elective surgery are usually admitted to hospital on the day of the 
operation or one day prior to the surgery. 
Patient arrives in reception and is send to the surgical department where is this 
patient admitted. 
Here, intravenous cannulas are inserted. If cannulas aren’t inserted there they are 
inserted by anaesthetic nurses before the surgery. 
As in other Slovakian hospitals, patients are anaesthetised in the operating theatre 
itself; there is no separate ‘anaesthetic room’. There is one anaesthetic nurse for 
each theatre, available throughout the entire operation to assist the 
anaesthesiologist. 
Around 90% (estimated) of all patients go to some form post-anaesthetic care unit,  
 
Patients’ hospital records are held within an electronic patient record system, but 
paper copies are also available. This is also true for medication; doctors prescribe on 
line but then must print out the prescription. 
 
Monitoring standards.   
 
Nearly all theatres are equipped to comply with minimal monitoring standards 
recommended by the European Board of Anaesthesiology (estimated at 99%); and 
all recovery areas are [3].  Monitoring of neuromuscular blockade is available (‘train 
of four’) but bispectral edge monitoring is not. 
 
Policies and procedures  
 
The anaesthesiology department has a wide range of protocols.  
 
Preoperative assessment and preparation.  
The usual Slovak practice is that patients listed for elective surgery undergo 
assessment by a doctor. This may be a general practitioner, or a doctor working in 
internal (general) medicine. Patients then attend a pre-operative evaluation clinic run 
by an anaesthesiologist. Here, the general health assessment is supplemented by 
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an appraisal of specific anaesthetic features such as the patient’s airway, and 
patients sign a consent form for the anaesthetic, in addition to the form for the 
operation. Preoperative tests are performed according to national law requirements. 
 
The anaesthesiology department at Nemocnica s poliklinikou Spišská Nová Ves 
hospital has introduced a screening questionnaire for patients to complete before 
attending the clinic. Based on the patient’s answers, it is possible to decide if further 
assessment by a physician is necessary. This has the potential to avoid unnecessary 
clinic visits, thus saving the patient’s time and hospital resources. However, by law 
there is an Expert Guideline of the Ministry of Health of the Slovak Republic on 
outpatient examinations before planned medical interventions. 
 
Checking equipment and drugs.  
There is a local protocol for checking equipment and drugs, adapted from one used 
in the University Hospital of Košice. Drugs are stored, within their original packaging, 
in standardised trolleys in each operating theatre.  A self-inflating bag for ventilating 
the patient’s lungs in the event of ventilator failure is available on every anaesthetic 
machine.  
 
Syringe labelling.  
ISO standard syringe labels are used to label medication syringes in the operating 
theatre [4] 
 
Difficult/failed intubation. There is a protocol for managing the difficult airway, 
adapted from the UK Difficult Airway Society guidelines [5]. This has recently been 
updated to include advice on ‘front of neck’ access. The equipment for managing 
difficult airways is kept in an easily portable box in the recovery room. There is a 
videolaryngoscope, equipment for cricothyrotomy and some non-standard 
laryngoscope blades. However, there is no fibreoptic bronchoscope.  
 
Malignant hyperpyrexia.  Anaphylaxis.  Local anaesthetic toxicity.  
Protocols for managing these and other emergencies during anaesthesia are 
contained in a Slovak translation of the European Society of Anaesthesiology’s crisis 
management guide [6]. This is endorsed by the Slovakian Society of 
Anaesthesiology and Intensive Care Medicine. Copies of this document, and other 
safety materials, are attached to every anaesthetic machine to guide the 
management during the crisis, if necessary. Dantrolene and Intralipid are kept in the 
recovery room.  
 
Massive haemorrhage.  
The department has a thorough written protocol for massive haemorrhage and 
transfusion.  
 
Infection control.  
The hospital has a number of written infection control protocols; most relevant are 
those for promoting hand hygiene and preventing nosocomial blood stream 
infections.   
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Postoperative care including pain relief.  
The department has a series of protocols for postoperative care. We saw a useful 
document setting out ‘standard’ postoperative care. In addition, there is a protocol for 
managing postoperative pain, stratified according to the degree of pain expected for 
a particular surgical procedure. One particular feature is the instruction to prescribe  
analgesics to be given at specific times, rather than, for instance ‘every 6 hours as 
required’. This simple organisational measure means that the painkilling drugs are as 
effective as possible. The written guidance is supported by the expertise of the 
recently-introduced Acute Pain Service, which reviews postoperative patients and 
seeks further action if pain relief is not adequate.  
 
Critical incident reporting/national audits. 
There is a hospital-wide incident reporting system, where problems such as pressure 
ulcers and patient falls are reported. There is no anaesthesia-specific reporting 
scheme locally or national in Slovakia.  There are no recognised national or other 
major audits of safe practice currently. However, we heard that incidents are often 
discussed within the department of anaesthesiology, with the aim of identifying 
system problems and preventing recurrence rather than attributing blame or 
punishing the clinicians involved. There is also the possibility of recording 
complications on the anaesthetic record for future quality assurance and audit 
purposes. 
 
Morbidity and mortality meetings.  
There are no morbidity and mortality meetings as such. Within the hospital there are 
monthly clinic-pathological conferences, but these have a clinical focus and do not 
take a systems-based organisational approach to examining contributory factors to 
morbidity and mortality.  
  
World Health Organization ‘Safe Surgery Saves Lives’ 
The anaesthesiology department takes responsibility for overseeing the completion 
of the WHO Safe Surgery checklist. The first part of this is filled in by the nurse who 
receives the patient into the operating theatre suite. This complements the items on  
the hospital’s pre-existing perioperative checklist. The second part (pre- incision) is 
completed by the anaesthesiologist.  We observed one anaesthesiologist read the 
checklist items out loud, and the other confer with the operating surgeon during 
completion. As the purpose of the checklist is to promote effective communication 
between members of the operating theatre team, these habits are examples of 
excellent practice.  A laminated list of the questions on the checklist is posted for 
reference on the wall in each operating theatre (Figure 1). We also heard that, if the 
anaesthesiologist does not initiate the checklist, surgeons will often prompt him or 
her to do so. This suggests that the checklist is not solely seen as the 
anaesthesiologists’ responsibility, and probably reflects the fact that surgeons were 
actively involved in introducing and promoting the checklist in 2017. Other Slovakian 
hospitals we visited have not succeeded in achieving such close interprofessional 
collaboration.  
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Themes from interviews 
 
Several themes relating to culture and patient safety emerged from the visit, both 
positive and negative. Some are individuals’ opinions but may provide items for 
consideration.  
 
From talking to doctors working in anaesthesiology, it was clear that there was an 
open work culture, where people were free to discuss problems without fearing 
sanction or punishment.  
Further, although there have been many changes in the name of safety and quality 
in the last couple of years, these have not been ‘imposed’ but achieved through 
negotiation and collaboration.  
 
Whilst drugs, equipment and protocols are largely available, these elements are 
complemented by less tangible aspects such as education and the attitudes of staff 
towards their work and towards safety. Attitudes towards the WHO checklist were 
generally positive.  
 
The anaesthesiology nurses are experienced and are able to anticipate the 
anaesthesiologists’ needs and actions, and changes in the patient’s condition. There 
is good co-operation between anaesthesiologists and anaesthesia nurses. We heard 
that communication between surgeons and other staff could sometimes be 
improved; for instance, changes to the order of the operating list were not always 
shared promptly.  
 
In terms of continuing professional development, we heard that it can be difficult to 
secure the time off work to attend educational external meetings and conferences. 
However, we noted that a number of anaesthesiologists who had been trained 
outside the European Union (and hence could not technically be appointed as 
consultants in Slovakia) were being supported in their attempts to take the Slovakian 
postgraduate examination. There also seems to be good support for postgraduate 
trainees within the department of anaesthesiology.  
 
 
Notable practices and recent safety initiatives.  
 
There has been considerable progress in safety in the last few years, both in terms 
of changes to facilities and equipment, but also in a general receptiveness to change 
and development. 
  
Two recent initiatives were noted in the department’s own annual safety report.  
 
These were the management of the patient on the hospital wards whose condition is 
deteriorating. This has included the introduction of a new observation chart with 
scores to aid the recognition of deterioration and trigger review of the patient by a 
doctor.  
 
The introduction of the Acute Pain Service is also to be commended. 
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The recent moves towards streamlining the preoperative assessment (for instance, 
by eliminating the need for review by specialists in internal medicine) are to be 
welcomed.  
 
Theatre nurses will refuse patients entry to the operating theatre if the surgical site is 
not properly marked. They may also challenge colleagues who do not comply with 
safety ‘rules’. 
 
The daily morning departmental meeting also provides a powerful opportunity for 
learning about quality and safety, both through the safety behaviours and activities 
modelled and from dealing promptly with problems and threats to safety.  
 
 
Areas for consideration of change and improvement 
 
In terms of pre-operative assessment, we understand that the recommendations for 
pre-operative laboratory and other tests are national, but if possible a more targeted 
approach should be taken, so that tests are only performed when they are likely to 
change a patient’s clinical management (this is unlikely if patients are otherwise 
healthy).  
 
Currently the hospital does not require patients to wear identity wristbands, and this 
should be considered. 
 
When investment allows, the construction of a single postoperative recovery room, 
rather than the current two-room arrangement, should be undertaken in the general 
surgical theatre suite. 
 
In terms of equipment, we recommend that a fibreoptic bronchoscope and a portable 
ultrasound machine be purchased as soon as possible. Problems with airway 
management can be disastrous and can lead to death or brain damage, and 
fibreoptic techniques, especially if performed before general anaesthesia is induced, 
offer a safer means of preventing such catastrophes.  
Ultrasound is now a standard of care for procedures such as the insertion of central 
venous catheters and local anaesthetic nerve blocks (guidelines from the European 
Society of Anaesthesiology are imminent), and we heard of recent problems with 
catheter insertions, suggesting that this is an active ‘safety problem’. A machine 
should be available at all times to enable these procedures to be performed safely. It 
will also help promote wider use of regional anaesthesia. Good pain relief is an 
important factor in patients’ satisfaction with their perioperative care, and regional 
anaesthesia is a key component. The presence of the Acute Pain Service means 
that regional anaesthetic blocks can be supervised and followed up on the surgical 
department.  
The hospital should also ensure that there is an adequate number of defibrillators to 
cover all areas.  
 
We also suggest that the drug sugammadex should be immediately available, in the 
same was as dantrolene and Intralipid, if is needed urgently to manage cases where 
a patient can neither be intubated nor ventilated. It is the fastest way of reversing 
neuromuscular blockade and could help prevent hypoxic damage to patients or even 
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death. It would also be worth considering the use of the inhalational anaesthetic 
agent desflurane. It offers an especially favourable recovery, which can be useful in 
day case patients. Apart from minimising the time spent under anaesthesia it can 
enable more rapid turn-around of patients in the operating theatre.  
 
We recommend that more attention be given to formalising discussion and learning 
from the analysis of problems and critical incidents. Whilst the culture within the 
anaesthesiology department is already favourable, a more explicit system might be 
beneficial. If successful, this could be shared more widely with anaesthesiology 
departments within the region (we note a tight regional professional network) and 
maybe further afield. We would also recommend joint meetings, whether framed as 
‘morbidity and mortality’ meetings or some other format, with surgeons and with 
nursing colleagues, to further encourage the spirit of collaboration and mutual 
respect which already exists.  
 
We recommend that opportunities for continuing professional development within the 
hospital be developed. For instance, if colleagues are able to work with each other 
when they have specific expertise, this can be shared. An alternative would be to 
invite local speakers/experts to visit the hospital, rather than having staff travel to 
conferences, to meet specific training of development needs.  
 
Summary 

 
There is an exemplary approach to patient safety in anaesthesiology at Nemocnica s 
poliklinikou Spišská Nová Ves, one which looks both outwards and forwards. The 
department adheres to the Helsinki Declaration in terms of the monitoring standards 
in theatres and recovery rooms, and there is widespread and effective use of the 
WHO safe surgery checklist. The department exceeds the Declaration’s 
requirements for protocols, notably in the work to do with postoperative pain 
management. 
 
There is willingness in the department to continue to make changes and meetings 
and discussions are well supported by the staff. There is a strong safety culture and 
fruitful collaboration between clinical departments. We support and encourage them 
in these efforts and have made some suggestions for further equipment and 
activities which we hope will further enhance safety. We are grateful to the 
anaesthetic department for accommodating our visit and taking part in the project.  
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Figure 1  Laminated version of WHO checklist on wall of operating theatre 
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Appendix 1. Results of Safety Attitude Questionnaires 
 
 

 
 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

No. of Participants 30 

Staff Breakdown 

• Anaesthesiologists 

• Anaesthesiologist Nurse 

 

 
9 

21 

 

 

Gender 

• Male 

• Female 

 
11 

19 

 

Experience 

• < 6months 

• 6-12months 

• 1-2 years 

• 3-4 years 

• 5-10 years 

• 11-20 years 

• >21 years 

 
0 

0 

3 

2 

9 

5 

11 

Team Work Climate Score (statements 1-6) 

• 100 point Scale Score 

• % of Positive responses 

 
75.0 
73% 

Safety Climate Items ( statements 7-13) 

• 100 point Scale Score 

• % of Positive responses 

 
67.5 
63% 

Job Satisfaction Score ( statements 15-19) 

• 100 point Scale Score 

• % of Positive responses 

 
76.6 
73% 

Stress Recognition Items ( statements 20-23) 

• 100 point Scale Score 

• % of Positive responses 

 
69.7 
75% 

Perceptions of Unit Management ( statements 24-28) 

• 100 point Scale Score 

• % of Positive responses 

 
28.2 
17% 

Perceptions of Hospital Management  (statements 24-28) 

• 100 point Scale Score 

• % of Positive responses 

 
62.3 
61% 

Working Conditions ( statements 29-32) 

• 100 point Scale Score 

• % of Positive responses 

 
69.8 
58% 
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The SAQ measures staff attitudes across six patient safety related domains using 41 

statements that are answered on a five point scale ranging from agree strongly to 

disagree strongly. Domains include team work, safety climate, job satisfaction, stress 

recognition, perceptions of unit management, perceptions of hospital management 

and working conditions. The questionnaire is a widely used tool [13,14], which can 

be used to measure staff’s attitudes to safety at a particular time point, prompt safety 

interventions and act as a comparison tool to other organisations [2]. Results are 

presented as a score on a 100 point scale in each domain and as percentage of 

respondents who gave positive responses (answered agree or agree strongly). For 

the purposes of the 100 point scale score the following numerical score is assigned 

to the answers; disagree strongly = 0, disagree slightly = 25, neutral = 50, agree 

slightly = 75 and agree strongly = 100.   
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Appendix 2. 
 
Interview Guide Questions 
 
Talk me through what happens to a patient when they come in for an elective 
operation’?  
 
Could you outline the main factors that ensure safety in anaesthesia and 
perioperative care? What keeps patients safe day to day? 
 
Of all the areas outlined in the Declaration, which are most useful in practice? Which 
least useful? 
 
Have you any particular safety or quality ‘successes’ which others might learn and 
benefit from? Any particular difficulties/problems? Why have these been difficult? 
 
Are there any ‘problem cases’ in the department or your own work recently you 
would like to talk about? How do they show a lack of safety or, conversely, how 
things were kept safe despite threats to safety? 
 
How do you think the Helsinki Declaration influences your organisation and hospital? 
 
What practical steps might help improve patient safety in the hospital? 
 
How would you describe the ‘safety culture’ in the department/operating 
theatres/hospital in general? 
  
How reliable do you think the systems of care are in the department/hospital?  
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Appendix 3   Safety resources and tips from other hospitals visited 
 
Useful papers (pdfs available from the research team on request): 

General: 

Peden et al. (2017) Quality, safety, and outcomes in anaesthesia: what’s to be done? An 

international perspective. BJA: British Journal of Anaesthesia, 2017; 119(s1): i5–i14 

https://academic.oup.com/bja/article/119/suppl_1/i5/4638471  

 

Medication safety: 

Whitaker et al. (2017) The European Board of Anaesthesiology recommendations for safe 

medication practice: First update. Eur J Anaesthesiol. 2017 Jan;34(1):4-7 

[NB  Note added to final report. The above article contains a safe medication practice 

implementation assessment/checklist, which was not included in the reports returned to the 

participating hospitals, but has been added to the ‘Compendium of notable safety practices’ 

in Appendix 10.] 

[The twelve rules for anaesthetists to maintain a safe medication administration 

process. Reproduced from Marshall, S. D. and Chrimes, N. (2019), Medication handling: 

towards a practical, human‐centred approach. Anaesthesia. doi:10.1111/anae.14482 

1. Only handle one medication at a time 

2.  Quarantine medication preparation activities. Whenever possible, do not allow 

distraction or answering of questions while preparing medications 

3.  Check every vial yourself twice, once before drawing up and once after labelling 

4.  All syringes are labelled, ideally with standard colour labels. If medications are 

injected into an intravenous bag for infusion the bag must be labelled. 

5.  Keep to a standard order and syringe sizing for each medication type (a tray or 

cognitive prompt helps) 

6.  Do not draw up medications until they are needed. 

7.  Relaxant and reversal are almost never needed at the same phase of the operation 

and therefore should never be placed on the work surface at the same time. 

8.  Always use a red-barrelled syringe for neuromuscular blocking agents (NMBAs) and 

draw up the whole ampoule into a syringe. 

9.  Never reuse a red-barrelled syringe for reversal. 

10.  Medications for emergencies (e.g. adrenaline), given via a route that is not 

intravenous (e.g. local anaesthetics), or that would be harmful outside of a specific purpose 

(e.g. oxytocin) are not kept in the same place as the intravenous medications 

https://academic.oup.com/bja/article/119/suppl_1/i5/4638471
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11. All intravenous access points must be flushed or have a running intravenous line 

before leaving the operating theatre. 

12. All medication-related adverse events must be reported via an incident reporting 

system] 
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Janik & Vender (2019) Pro/Con Debate: Color-Coded Medication Labels – PRO: Color-

Coded Medication Labels Improve Patient Safety. ASPF Newsletter 33(3). 

Grissinger  & Litman (2019) Pro/Con Debate: Color-Coded Medication Labels – CON: 

Anesthesia Drugs Should NOT Be Color-Coded. ASPF Newsletter 33(3). 

Difficult airways: 

Bjurström et al. (2019) The Difficult Airway Trolley: A Narrative Review and Practical Guide. 

Anesthesiology Research and Practice, Volume 2019, Article ID 6780254, 12 pages. 

Infection control: 

Munoz-Price et al. (2019) Infection prevention in the operating room anesthesia work area. 

Infection Control & Hospital Epidemiology, 2019; 40(1): 1-17. 

Morbidity and mortality meetings guides/template: 

 

Suggestions from previously visited hospitals: 

 

If a patient wristband has to be removed from his/her wrist (e.g. for venous cannulation), it 

can be fixed to the patient’s shoulder with a transparent surgical dressing, so it is still applied 

to the patient and does not get lost. 

Having a pharmacist who is able to work within the operating theatre suite to stock up 

anaesthetic drugs can save nurses’ time and make sure stock levels, expiry dates etc are 

correct. Involving a pharmacist in pre-operative assessment can allow for better 

perioperative medication management, documentation of allergies etc.  

An ‘Airway alert’ letter to give to patients who have had difficult airways can be produced. It 

is possible to set up electronic record systems so that such a letter is automatically 

generated when a patient is found to have a difficult airway in the operating theatre.  

A WhatsApp group can been established for trainees to share and discuss any critical 

incidents they might encounter. This is intended to allow them to review the clinical aspects 

of the cases, but also to provide support and further encouragement to report and discuss 

problems they encounter within a small forum of immediate peers. This is supplemented by 

small group face to face meetings.  
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Appendix 4    Areas for future consideration of possible improvement in 
safety/quality practice generally  (not specific to hospital visited) 
 
 
Patient information and communication. Is consent fully informed for all groups of 
patient?  How are patients involved in safety? 
 
Communication and handover between healthcare professionals. Are 
handovers (e.g. between theatre and the post-anaesthesia care unit) structured? Are 
they documented? Are there joint medical/nursing rounds in the post-anaesthesia 
care unit? 
 
Monitoring and documentation. Are there standards for anaesthetic records, 
format and content? 
 
Prevention of complications. Is there a protocol for the management of blood 
glucose in people with diabetes mellitus? 
 
Protocols and procedures. How widely distributed and accessible are protocols 
and guidelines? Are there written protocols for e.g. medication management, airway 
fire, fire in the operating theatre, safeguarding etc. Is there a ‘crisis manual’ to guide 
the handling of emergencies in anaesthesia? Are protocols for cardiopulmonary 
resuscitation used and rehearsed? 
 
Medication safety. Are there specific measures for high-risk medications e.g. 
inotropes, potassium chloride, neuromuscular blockers, anticoagulants, antibiotics? 
Is attention given to ‘lookalike’ ampoules and packaging, supply of medications, 
prefilled syringes, labelling, single use of ampoules, secure storage etc 
 
Management of blood and blood products. 
 
Prevention of healthcare-associated infections. Are there written protocols for 
cleaning of rooms and equipment? 
 
Facilities and equipment. Is there a plan for maintenance of anaesthetic and 
surgical equipment? Are mobile phones excluded from the operating theatre except 
for on-call staff? 
 
Safety structures. Is there a safety plan for the operating theatre/anaesthesiology 
department? Is there a plan for the response to a major problem i.e. ‘sentinel 
incident’. Is there prospective risk/hazard analysis of new procedures and/or 
equipment? Is feedback provided when incident reports are submitted? 
 
Evaluation of safety. Are data collected for periodic reports on key indicators of 
safety and quality, and are the reports acted on?  
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Appendix 10  List of notable safety practices 

 

WHO Safe Surgery Checklist 

Operating surgeon personally performs the identity and procedure check when the patient 

arrives at the operating theatre, and reiterates the information from the consent process 

(Herlev and Aalborg, Denmark) 

If a patient wristband has to be removed from his/her wrist (e.g. for venous cannulation), it 

can be fixed to the patient’s shoulder with a transparent surgical dressing, so it is still applied 

to the patient and does not get lost. 

Some hospitals used additional wristbands for specific purposes e.g. a red wristband usually 

denotes a drug allergy (UK). In Madrid, a green one is applied to show that blood has been 

cross-matched for the patient, and there is a further wristband to denote that a patient has 

previously had a mastectomy.  

Introduction of a checklist or written prompt of WHO checklist items to ensure parts of 
checklist are not missed. 
 
Standardise way in which staff introduce themselves during timeout. Ensure greater 
compliance with surgeon being present for ‘Sign in’ portion of checklist.  
 
Introduce a section on Timeout for ‘anaesthetic gases on’.  
 
Do the pre-anaesthetic part of the WHO checklist with surgeons present in the induction 
room.  
 
Adapt WHO ‘Sign Out’ in respect to ‘any concerns?’ to result in more focused question.  
 
Consider introduction of huddle at the start of the morning between surgeons, anaesthetists 
and nursing staff to discuss the list and allow preparation for the day.    
 
If electronic record keeping systems are used, the WHO checklist can be incorporated into 
the system, then read from the screen (Herlev) 
 
Does it matter who initiates the ‘time out’ checklist moment, or who reads out the questions?  
 
 
Medication Safety and Prescribing 

Whitaker et al. (2017) The European Board of Anaesthesiology recommendations for safe 

medication practice: First update. Eur J Anaesthesiol. 2017 Jan;34(1):4-7 

This article contains the following safe medication implementation assessment/checklist: 

1. Are all medications prepared for routine use in anaesthesia, intensive care, emergency 

medicine and pain medicine clearly labelled?       

 YES / NO 
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2. Are pre-filled syringes used wherever possible, e.g. atropine, epinephrine, norepinephrine, 

insulin, morphine?         

 YES / NO 

3. Is a supply of user-applied colour-coded syringe labels [ISO, 2008. ISO 26825 : 2008(E)] 

available in every necessary location?       

  YES / NO 

4. Is there a policy for labelling drug-containing syringes and infusion lines?   

YES / NO 

5. Is there a policy to minimise the risk of drug contamination and transmission of infections 

between patients, e.g. the contents of any one ampoule should be administered to only one 

patient?           YES / NO 

6. Are drugs stored in ways designed to facilitate their easy identification and minimise the 

risk of error or misidentification?        

 YES / NO 

7. Are local anaesthetic agents stored separately from general anaesthetic drugs   

YES / NO 

8. Is intravenous potassium stored securely?      

 YES / NO 

9. Are bowls, gallipots or other open containers for drugs, antiseptics or saline no longer 

used on the sterile field?         

 YES / NO 

10. Is there a policy for flushing cannulae to reduce the risk of inadvertent administration of 

anaesthetic drugs in recovery units or on the ward?     YES / NO 

11. Do all drugs supplied meet current national standards and regulations?  

 YES / NO 

12. Do all anaesthetists report medication incidents to a local and/or national incident 

reporting system which is regularly reviewed in departmental meetings so that lessons can 

be learned and passed on?          

 YES / NO 

13. Is there a policy for managing and learning from adverse events when they occur? 

 YES / NO 

---------------------------------------------------------------------------------------------------------------- 

Having a pharmacist/pharmacy technician who is able to work within the operating theatre 

suite to stock up anaesthetic drugs can save nurses’ time and make sure stock levels, expiry 

dates etc are correct. Involving a pharmacist in pre-operative assessment can allow for 

better perioperative medication management, documentation of allergies etc.  
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Development of a Safe Drug Handling SOP for the department and have this available in 
each anaesthetic room. The SOP includes recommendations for which emergency drugs 
should be drawn up and recommendations such as only drawing up LA in real time. 
 
Introduce spinal packs, which contain spinal needles protected from chlorhexidine  and 
during preparation by clear plastic film.  
 
Stock MDA drugs in a central storage area rather than having an MDA press in each theatre. 
We heard the view that this has reduced risk of drug errors and drugs going out of date.   
 
Use an anaesthetic trolley for theatre (not just induction rooms). Trolleys should be stocked 
in a standardised format. Trolleys in theatre reduce time away from the patient, going to the 
induction room to get drugs and equipment.  
 
Greater availability of prefilled syringes (cost saving and safety reasons).  
Standardise the layout of drug storage areas, and the separation of high risk injectable 
medications such as neuromuscular blocking drugs and adrenaline. 
 
Use dedicated trays for drug storage, once prepared by the anaesthesiologists. Introduction 
of specific drug trays for routine and emergency drugs (Drug trays – blue and red).  
 
Give consideration to only having one concentration of heparin available in non-cardiac 
theatres 
 
Avoid having two separate preparation guidelines for high risk medications – for example 
making up a remifentanil preparation as 50mcg/ml or 100mcg/ml depending on TCI pump or 
otherwise.  
 
Consideration for prescription of analgesics by anaesthesiologists, rather than surgical team 
for patients being discharged home after day surgery. Consideration of the introduction of a 
protocol for the management of pain in patients in whom it is difficult to treat e.g. with the use 
of clonidine, ketamine etc. 
 
Development of a pain service for management of acute pain on the ward. Pain 
management protocols for the ward should be designed with input from anaesthesiology 
department. A Department could develop protocols for pain management following common 
operations (eg post knee replacement). Order sets should be procedure specific rather than 
anaesthesiologist specific.  
 
Encourage greater compliance with antimicrobial prescribing guidelines (on available app) 
 

Syringe labels (and some drug packages) use partial capitalisation of letters in drug names 

e.g. (picture?) 

Standardised drug trolleys so that each location where anaesthesia is provided has the 

same layout (many countries e.g. Madrid, Denmark). Is it better to store ampoules in their 

original packaging (risking misplacement when they are returned to the box) or separately 

(e.g. Madrid) as unwrapped ampoules? 

Coloured labels are used to label venous, arterial and epidural lines and catheters, aiming to 

reduce the likelihood of accidental injection (Madrid ) 

Prefilled syringes  
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Critical Incident Reporting 

A WhatsApp group can been established for trainees to share and discuss any critical 
incidents they might encounter. This is intended to allow them to review the clinical aspects 
of the cases, but also to provide support and further encouragement to report and discuss 
problems they encounter within a small forum of immediate peers. This is supplemented by 
small group face to face meetings 
 
Encourage feedback from risk management to the department on critical incidents reported 
in theatre. Such intelligence could from part of morbidity and mortality meetings, which could 
be joint with surgeons and theatre staff.  
 
Consideration for development of a separate anaesthesia incident reporting system (this 
would likely require a national approach). Also education to anaesthesiologists on what 
constitutes a critical incident or near miss and hence what should be reported.  
 
Might like to consider having patient safety champions within the department in an effort to 
further improve the safety culture.  
 
Informal meetings where problems can be discussed in a supportive, non-judgmental way, 
and solutions found. Important to distinguish between dealing with individuals’ emotional 
responses to incidents (and others’ responses to their colleague) and the actions necessary 
to reduce the risk to future patients. Refreshments are provided (the ‘mistake cake’). 
(Aalborg, Denmark).  Such events promote an atmosphere of mutual trust and respect, 
making people more willing to talk openly about problems, and consider changes.  
 
Use of data to promote safety. Data can take various forms – for instance, the template for 
an Annual Safety Report, as provided by the ESA, is fairly brief and allows for an annual 
‘stocktake’ and planning for the coming 12 months. 
More sophisticated data collection, such as that for the Danish National Anaesthesia 
Database, can be used locally to improve specific threats to safety (for instance, 
perioperative hypothermia). 
 
Airway Related 
 
Portable airway rescue ‘grab bag’ (Aalborg, Denmark) Can be taken to wards. More portable 

than a trolley.  

Introduce an ‘Airway alert’ letter to give to patients who have had difficult. It is possible to set 

up electronic record systems so that such a letter is automatically generated when a patient 

is found to have a difficult airway in the operating theatre.  

Ensure McGrath video laryngoscope is available in every theatre. This is the video 
laryngoscopes, which trainees coming from other hospitals are most familiar with ths should 
be readily available.  
 
Greater availability of anaesthetic nurses in theatre at the time of extubation (avoid sharing 
anaesthetic nurses between theatres).  
 
Availability of capnography in recovery. Uniform use of oxygen during transfer from theatre 
to recovery.  
 
Consideration for increasing number of fibreoptic scopes, which would also encourage use 
in non emergency cases to increase familiarity.  
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Installation of drying cabinet to speed up processing of fibreoptic scopes, allowing increase 
use for both elective training cases and emergency cases.  
 
Design difficult airway trolley in keeping with DAS recommendations. Place DAS obstetric 
guidelines on difficult airway trolley in hospitals which may have to deal with obstetric 
patients on rare occasions.  
 
 
Regional anaesthesia 
 
Use of a ‘block bay’, where regional anaesthesia is administered in a controlled environment 
with a nurse assistant.   
 
Introduce practice of ‘Stop before you block’. Uses stickers, posters and education sessions 
to improve uptake.  
 
Displaying a poster in the room where blocks are performed which details the actions 
necessary when regional anaesthesia is considered in a patient taking anticoagulants or 
antiplatelet drugs (Presov and Serbia).  
 
Having a mobile regional block trainee rather than a block bay is a useful training model 
where there aren’t staff for a block bay. Because trainees were on this allocation for the 
week, they were continually reminded of the ‘Stop before you block’ initiative, which 
improves uptake.  
 
 
Education related  
Run a ‘boot camp’ lecture series with simulation training for 1-2 weeks for trainees beginning 
anaesthesia. Trainees could attend lectures/simulation in the morning and then attend 
theatre in the afternoon.     
 
Run a wellbeing series for trainees and consultants. This could consist of a series of 
teaching sessions on topics including fatigue, burnout & resilience, stress management 
(from Samaritans Organisation), mindfulness sessions (from a psychologist), a CV and 
interview preparation course, financial planning session and a dance lesson.  
 
In addition to the wellbeing series, a department could run regular ‘Coffee and Gas’ sessions 
as recommended by the AAGBI and trainee only ‘Confession Sessions’, where trainees can 
discuss cases or difficult situations together – these meetings could be chaired by a senior 
trainee. Can also improve trainee-consultant relationships with sports matches between 
NCHDs and consultants (eg golf outing) and nights out.  
 
A department can run a patient safety lecture series (for example 1 lecture/week for 6 
weeks). Topics could include human factors, critical incident analysis, checklists/protocols 
(WHO checklist), Helsinki Declaration, medication safety etc.   
 
A department could run regular simulation training sessions, some of which are 
multidisciplinary (with paediatric and emergency department trainees).  
 
Consider introduction of combined teaching/simulation sessions for cardiac theatre staff, 
which could include perfusionists.  
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All new nurses could receive a 3 month education orientation (not just anaesthetic nurses). 
During this period they should be familiarised with equipment that they don’t regularly use 
but may have to during emergencies.  
 
Increased education for nursing on the wards regarding anaesthesia (for example education 
around the awareness of importance of highlighting a family history of malignant 
hyperthermia before a patient comes to theatre).  
 
Hold a regular audit day consisting of a series of 7 minute presentations by trainees on their 
recent audits.  
 
Including time spent in general  medicine (for instance, nephrology or cardiology) into 
anaesthesia training progammes. Helps trainees understand concurrent medical 
management in the perioperative period, and with critical care management too.  
 
Critical Care 
Keep one ICU bed available in the unit for emergency admissions.  
 
Establish an Outreach ICU service, which consists of ICU nurses who review deteriorating 
patients on the ward or recent discharges. The Outreach nurse then communicates with the 
ICU team, which helps facilitate early admission for deteriorating patients.   
 
Use a critical care handover sheet/proforma for patients coming from theatre to ICU 
 
Development of an audit tool to facilitate automatic surveillance of Multi Drug Resistant 
Organisms  
  
 
Anaesthesia Emergencies 
 
Standardise cardiac arrest call telephone number to 2222 (already being promoted within 
ESA) 
 
Stock a folder in every anaesthetic machine containing algorithms for management of 
anaesthetic emergencies. The folder in the obstetric or paediatric theatre could contain 
algorithms and guidelines specific to obstetric emergencies/paediatric emergencies.  

Introduce a ‘Code Red Trolley’ in theatre for management of massive haemorrhage. The 
trolley could contain tranexamic acid, fibrinogen, photos on how to take cross match and 
designated lanyards.  
 
Use of an electronic blood checking system – this facilitates rapid identification of and 
location of available blood products.  
 
Development of an anaphylaxis kit (including guidelines, medications, tryptase bottles etc)  
 
Stock a Quick Reference Handbook of anaesthetic emergencies in all theatre.  
 
Design of an anaesthetic specific massive haemorrhage protocol with accompanying 
Standard Operating Procedures.  
 
Ensure hospital has a resus team available (consisting of a medical registrar and intensivist), 
which can be called on for patients deteriorating on the ward or following activation of early 
warning scores.  
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Boxes containing all the relevant materials, drugs, instructions etc for managing MH and 
anaphylaxisAalborg, Denmark) 
 
‘Grab bag’ containing Intralipid hanging prominently on the wall of theatre recovery ready for 
use  
 
General safety measures 
 
 
Safety info at ‘point of care’ (various) 
 
Separate consent for anaesthesia (Slovakia, Serbia) 
 
Re-imagining of the post-anaesthesia care unit into a ‘perioperative room’ (Herlev, 

Denmark). Conceptually, this action sends a practical message that the whole perioperative 

period is important and also, in practice, provides a flexible space where procedures can be 

performed, patients optimised before urgent surgery as well as recovering from anaesthesia 

Separate operating theatres for ‘clean’ and ‘dirty’ operations (Slovakia) 

Disposable, single-use theatre scrub suits (Slovakia) 

 
Anaesthetic rooms – good or bad? Those who do not use them point to the risks of 
unnecessary transfer of anaesthetised patients 
 
Standard documents  
 
Safety info at ‘point of care’ - Mounting copies of checklist (Madrid) and other safety 
documents (Aalborg) on the wall of the operating theatre for quick reference. Emergency 
telephone numbers are displayed on wall of theatre. 
 
Daily meetings of the entire department of anaesthesiology to hand over from night to day 
staff , discuss patients on the operating lists for the day ahead, and air problems and 
incidents and risks to safety (many countries, but seen in Slovakia, Denmark and Serbia). 
Also a later afternoon handover from day to on-call overnight staff and/or for group 
discussion of the following day’s patients (Serbia, Denmark) 
 
Write the names of all staff members on a whiteboard at the start of each day. This initiative 
has been well received by trainees and nursing staff. We heard the view that asking staff 
names and placing their names on the board makes staff feel valued (Ireland); new 
members of staff entering theatre can add their names to the board. 
 
Use of an emergency bell and ensure this rings throughout the anaesthetic department – 
including the coffee room, which results in a much greater response. This is particularly 
important on the weekend. Also streamline response to emergency bell – so that dedicated 
staff respond rather than everyone.  
 
Use an anaesthesia specific App. The app could contain contact details of all trainees and 
consultants, which facilitates rapid contact in emergency situations. There are also links to 
protocols for anaesthetic emergencies, which can be easily accessed as well as department 
protocols. Some apps also allow uploading of the teaching schedule and weekly rosters.      
Introduce the 6/4/1 fasting protocol for kids  
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Use of a Central Venous Catheter (CVC) Documentation Record for patients having central 
lines placed in theatre. This ensures adherence to CVC insertion bundle.   
 
Use a protocolised handover form for transfer to recovery. These are completed by the 
recovery nurses, with information provided by the theatre anaesthesiologist.  
 
Introduce a dental protocol to facilitate management of patients who suffer dental injury while 
under anaesthesia.  
 
Introduce a fast track programme to improve time to theatre for patients arriving for 
emergency surgery following ruptured AAAs.  
 
Move to electronic anaesthesia records and electronic prescribing in line with the rest of the 
hospital. We heard the view however that electronic recording can result in the need to 
double record checks, which takes time away from patient care. Also some staff reportedly 
find paper recording quicker. Electronic anaesthesia recording may also require more 
computers (currently the anaesthesiologist may not have an available computer as the scrub 
nurse and anaesthetic nurse also have to record their checks on a computer).  
 
Ensure ICU electronic system is interfaced with ward electronic system.  
 
Encourage improved documentation by surgeons for patients admitted to ICU post 
operatively  
 
Introduce phones for the ICU/theatre trainees on call instead of bleep system. This allows 
easier contact of the trainees on call.  
 
Development of recovery area for endoscopy. Develop guidelines for who should be referred 
to anaesthesia before receiving sedation by gastroenterologists/surgeons (in endoscopy for 
example). This may reduce incidents of anaesthesia be involved from called to rescue 
situations in endoscopy.  
 
Facilitating the exchange of new ideas by actively recruiting new staff from outside the 
region (Aalborg, Denmark) 
Inviting international speakers into the hospital to help promote a new initiative 
(German interviewee) 
 
Hold a seminar devoted to patient safety topics for senior hospital management (Slovakian 
interviewee) 
 
Establish regional/national safety peer review networks (was mentioned during visit in 
Denmark) 
 
Preassessment 
Development of clear guidelines for who should be referred to the preassement clinic (if not 
already present). This may help with reducing the number of patients arriving in theatre 
having inappropriately bypassed the clinic.  
 
Improved systems in place to ensure medical records (such as old patient charts or 
information from transferring hospitals) are available at time of surgery.  
 
Further development of preassessment clinic such that clinics could be staffed by both a 
trainee and consultant.   
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Create a WhatsApp group of surgeons, anaesthesiologists and senior theatre nurses to help 
co-ordinate the preoperative assessment, preparation and scheduling of elective surgical 
patients (in a particular theatre – i.e one group for vascular theatre team).  
 
Postop 
 
Postoperative analgesia prescribing – operations stratified by expected intensity and 
duration of postoperative pain, and protocols state the recommended analgesic regimens, 
given by the clock at pre-specified times after surgery, rather than ‘as required’.  
 
Staffing 
Highlight to management the lack of nurses available for emergency cases afterhours due to 
inappropriately long surgical lists or lack of daytime emergency theatre.  
 
Rotation of theatre staff between main theatres and day care. This may result in greater 
familiarity of nurses with drawing up infusions for difficult cases in day ward.  
 
Availability of a trainee during working hours to deal with requests from the ward – e.g. 
preassessments, emergency IV access, problems with epidurals. Currently the trainee 
carrying the bleep is taken away from their patient to answer bleeps and delegate jobs to 
others.  
 
Improve availability of ancillary staff – such as radiographers to reduce delays in theatre and 
patients spending unnecessary longer times under anaesthesia.  
 
Appoint a departmental ‘safety lead’ responsible for co-ordinating and organising safety 
matters (many departments and countries) 
 
Rotation of anaesthesiologists between different surgical specialties (esp those they cover 
on call)  
 
Safety initiatives in the operating theatre need to involve all staff groups – not only doctors. 
The role of nurses, for instance, in influencing medical colleagues, should not be 
underestimated (Tallaght, Ireland).  
 
Equipment 
 
Standardisation e.g. of infusion pumps (Aalborg) or anaesthetic machines (Herlev and 
across Greater Copenhagen region) reduces the burden of training needs for different 
devices and  makes errors due to unfamiliarity less likely.  
 
Simulation can be used to inform the procurement process for new equipment (this was 
performed before new anaesthetic machines were commissioned in Herlev and the Greater 
Copenhagen region).  
 
 
When IT systems are designed, do they consider safety? They can enable safety, and 
support existing formal and informal safety practices, or hamper them if they do not take the 
work context into account.  
 
Intranet page where are documents can be found (Herlev) 
 
Postoperative oxygen only given to patients in recovery who need it, not as a routine for 
everybody (Presov, Slovakia).  
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Appendix 11 Presentations given about the project  

 

Newport M.  Tri-service anaesthetic trainees’ meeting, UK, July 2019 

Ffrench-O’Carroll R. College of Anaesthesiologists of Ireland National Patient Safety 

Day, Nov 15th 2019 
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Appendix 12  Publications arising from project  

Wu HHL, Lewis SR, Cikkelova M, Wacker J, Smith AF. Patient safety and the role of the 

Helsinki Declaration on Patient Safety in Anaesthesiology: A European survey. European 

Journal of Anaesthesiology 2019: 36: 946-54 

Newport M, Smith AF, Lewis SR. An arrow pointing somewhere: Qualitative study of the 

Helsinki declaration on patient safety and its role in European anaesthesiology. European 

Journal of Anaesthesiology 2020; 37: 1-4. 

ffrench-O’Carroll R, Smith AF.  Implementation of the Helsinki Declaration on Patient Safety 

in Anaesthesiology: past activities, current European perspectives and future opportunities. 

European Journal of Anaesthesiology 2020 (forthcoming) 

Other papers are planned. These may well include: 

1 A paper summarising Phase II of the project, including the visit process, and reporting data 

from questionnaires, interviews and observations in the form of six ‘case studies’, 76-80 one 

drawn from each participating country. The results of the evaluation questionnaires will also 

complement the report and pave the way for the possible use of the visit process by others 

in the future.  

2 A report detailing the compilation of the compendium of safety-promoting practices and 

activities. Theoretically this will draw on an approach termed ‘exnovation’ 66-68 explained 

earlier in this report.  

3  A paper analysing and reporting in detail the themes arising from the interviews conducted 

during the hospital visits. These themes are likely to include:  

• Safety culture: the relationship between staff behaviour, attitudes, wellbeing and 

patient safety 

• The interplay between formal and informal structures and activities in promoting 

safety: standardisation, documentation, discussion and handling of incidents and 

problems 

• Collaborative activities – communication and cohesion at various levels 

• The role of trainees and training – the ‘next generation’ 

• The evolution of safety – ‘mapping onto the ‘3 ages’69 or the transition from Safety I 

to Safety II – technical to non-technical skills, and the limits to care/safety 

• The patient’s perspective in safety 

 

Writing team: Andrew Smith, Suse Gibson (Lancaster),  Zuzana Tatičova, Vladimir Hudak  

(Slovakia), Johannes Wacker (Zurich), Rob ffrench-O’Carroll (Dublin), ? Doris Oestergaard 

and Kasper Berthelsen, Denmark 

 


