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Several shades of grey – 
When is audit research? 

AAGBI Core Topics Meeting 

 

Aberdeen 2020 

RESEARCH 

SERVICE EVALUATION QUALITY IMROVEMENT 

AUDIT 

Principles 

• Research what  should be done to help patients 

 

• Audit whether this is being done, and if not, why not 

 

• Service evaluation examines the effect of care on patient 
experiences and outcomes. 

 

• QI is a methodology that aids change 
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Research Definition 

Biomedical 
Research 

Basic research Clinical research 

Research Definition 

  The attempt to derive generalisable new knowledge including studies 
that aim to generate hypotheses as well as studies that aim to test 

them”. 

Health Research Authority 

Review by an NHS REC is required for research within the scope 
of the UK Health Departments’ Governance Arrangements for Research Ethics 

Committees 
http://www.gov.uk/government/publications/health-research-ethics-committees-

governance-arrangements 

Research Ethics 
• Field of ethics that examine and analyse the legal and ethical aspect 

of research involving human subjects 

 

• Main focus is to ensure that study participants are protected 

 

AND 

• That research is conducted in away that serves the need of the 
participants and society as a whole 

 

The wellbeing of the individual should take 
 precedence over that of science or Society 

Calman training 
1997 

Anaesthesia, in its notice to contributors 
 “Prospective ethics approval should be acquired for papers based on clinical audit data.” 1997 

Audit  
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“Working for Patients, 1989” – This White Paper defined medical audit, (as it 
was then known), as “the systematic critical analysis of the quality of medical 
care including the procedures used for diagnosis and treatment, the use of 
resources and the resulting outcome and quality of life for the patient.” 

“clinical audit is the systematic analysis of the quality of healthcare, including 
the procedures for diagnosis, treatment and care, the use of resources and 
resulting outcome and quality of life for the patient.” (NHS Executive 1993) 

“Clinical Audit forms an integral part of the Clinical Governance of a healthcare 
system and Clinical Governance is the framework through which NHS 
organisations are accountable for continually improving the quality of services 
and safeguarding high standards of care by creating an environment in which 
excellence in clinical care will flourish.” (BMJ), (4 July 1998) 

“a quality improvement process that seeks to improve patient care and 
outcomes through a systematic review against explicit criteria and the 
implementation of change. Aspects of the structure, processes and outcomes 
of care are selected and systematically evaluated against explicit criteria. 
Where indicated, changes are implemented at an individual, team or service 
level and further monitoring is used to confirm improvement to healthcare 
delivery.” (NICE 2003) 

Standards 
• Clinical Audit is the process whereby actual practice is compared 

against explicit standards 

 

• Valid standards  which are measureable are chosen 

 

• Published, expert opinion, evidence based 

 

• If no evidence exists then local consensus of expected practice is 
acceptable 

Consider 
Problem 

Compare 
practice 

with gold 
standard 

Appraise 
current 
practice 

Implement 
evidence 

based 
changes 

Set gold 
standards 

Repeat 
appraisal 

of practice 

Assumption 4 
Improvements are 
attributable to audit 

Assumption 3 
We are able to  
change what we do 
 

Assumption 1 
The evidence for 
 what we ought to 
 do is clear 
 

Assumption 2 
We can reliably find 
 out what we are 
 doing 
 

AUDIT CYCLE 

Clinical Audit 

Studies show ineffective in improving systems 
 
Only 5% of audits led to any change in the practice or process studied.  
 
22% completed, 25% repeated 
 
         RCS 2009 
 

No increase in compliance with recommendations of NAP 5 
         Myles et al BJA 2018 
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Scottish Healthcare Audits 
Home 
JAG/GRS 

Scottish Arthroplasty Project 
Scottish Audit of Intracranial Vascular Malformations 

Scottish Audit of Surgical Mortality 
Scottish ECT Accreditation Network 
Scottish Intensive Care Society Audit Group 

Scottish Multiple Sclerosis Register 
Scottish Renal Registry 

Scottish Stroke Care Audit 
Scottish Trauma Audit Group 
The Musculoskeletal Audit 

1. 19% of patients admitted to Intensive Care Units died before 
they were discharged from hospital.  

2. No unit was found to have a significantly higher mortality rate 
compared to the rest of Scotland. 

3. Shortage of beds was a theme impacting on critical care in 
2017. Units were not always able to discharge their patients at 
an appropriate time with 22% and 25% of discharges from High 
Dependency Units and Intensive Care Units delayed more than 
four hours respectively. This is also reflected in figures for night 
time discharges and early discharges. 

4. Overall there has been improvement in units attaining the 
minimum standards and quality indicators from 2016, however 
some remain challenging for units.  

 

SICSAG 2017 Report Summary 

NAP 2 evaluation or Audit? 

• ... To explore the role that anaesthetists play in M&M meetings and 
the value they obtain from them 

• To ascertain the beliefs, (professed) practice and possible scope for 
improvement, from two viewpoints: 

• A) The official department position (from clinical director or deputy) 

• B) The perspective of consultants. 

What is service evaluation? 
• Service evaluation seeks to assess how well a service is achieving its 

intended aims. 

 

•  It is undertaken to benefit the people using a particular healthcare 
service and is designed and conducted with the sole purpose of 
defining or judging the current service. 

 

• The results of service evaluations are mostly used to generate 
information that can be used to inform local decision-making 

National Research Ethics Service (NRES). Defining research. 2013 

https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/JAG-GRS/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Arthroplasty-Project/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Audit-of-Intracranial-Vascular-Malformations/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Audit-of-Surgical-Mortality/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-ECT-Accreditation-Network/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Intensive-Care-Society-Audit-Group/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Multiple-Sclerosis-Register/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Renal-Registry/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Stroke-Care-Audit/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/Scottish-Trauma-Audit-Group/
https://www.isdscotland.org/Health-Topics/Scottish-Healthcare-Audits/The-Musculoskeletal-Audit/
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Quality Improvement 

• A systematic approach that uses specific techniques to improve quality.  
Change is implemented in a systematic and consistent approach 

•  Ideas are tested and feedback is crucial to success 

What are we trying to accomplish? 

How will we know that change is an improvement? 

What change can we make that will result in improvement? 

aims 

measurements 
 
change ideas 
  

testing ideas 
before  
implementing 
changes 

Langley, G., Nolan, K., and Nolan, T., 1994. The Foundation of Improvement, Quality Progress, June 1994 

Clinical Audit 
 

Research Service Evaluation 

Based on facts, (standards) Aims to establish what expected 
practice is  

Designed and conducted solely to 
define or judge current care 

Aims to evaluate how close practice 
is to expected practice 

Is often a one off study Identifies the standards that the 
service achieves  

Is specific & local to one particular 
patient group, (results are not 
transferable to others) 

Is designed so it can be replicated 
and results generalised to other 
similar groups  

Measures current service without 
reference to a standard 

Aims to improve services Aims to generate new knowledge or 
increase the sum of knowledge  

Usually involves analysis of existing 
data,  

Is practice based Is usually initiated by researchers  - 

Never involves a new treatment Is theory driven 
 

- 

- Is usually testing a hypothesis and 
follows a protocol 

- 

May require Ethical review Requires Ethical review 

Service Evaluation Audit 

To define or judge current care To produce information to inform delivery of best care 

What standard does this service achieve? Does this service reach a predetermined standard? 

Measures current service without a standard Measures against a standard 

Involves an intervention in use only 
Care given is normal everyday practice 

Involves an intervention in use only 
Care given is normal everyday practice 
 

Analysis of existing data (may include interview or questionnaire) Analysis of existing data (may include interview or questionnaire) 
 

No allocation or intervention No allocation or intervention 
 

No randomisation No randomisation 

Does not require REC review Does not require REC review 
 

Health research Authority 2017 

Service Evaluation and Audit 
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Research Ethics 

• Clinical audit by definition does not involve anything being done to patients other 
than their normal clinical management.  

 

•  This does however mean that it is essential that projects undertaken in the name 
of clinical audit are not in fact research.  

 

• All clinical audits must be conducted within an ethical framework. In practice this 
means that consideration should be given to such issues as confidentiality and 
disclosure of audit results. 

The moral principles that govern how researchers should carry out their work. 
These principles are used to shape research regulations agreed by groups such as university governing bodies 
communities or governments 

Project Title: Statewide Efforts to Improve Care in 
Intensive Care Unit 

Specific aims are to implement and evaluate:  

• impact of the Comprehensive Unit-based Safety Program that includes 
the ICU Safety Reporting System;  

• effect of an intervention to improve communication and staffing in ICUs; 

• effect of an intervention to reduce/eliminate catheter related blood 
stream infections;  

• effect of an intervention to improve the care of ventilated patients; and  

• effect of an intervention to reduce mortality.  

Results Good 
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Office for Human Research Protection 
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1. It is illogical to attempt to define the indefinable 
2. Criteria for classifying projects into research/not‐research are neither reliable nor consistent 
3. From an ethical point of view (it) is what's being done, not what a project is called.  

‘‘..absurd situation in this country whereby projects deemed to be ‘research’ require independent 
review by a research ethics committee (REC), whilst those deemed to be ‘non‐research’ (audits, 
surveys and ‘service evaluations’) are not...’’ 

Alternative Classification 

• The motivations and the objectives of a project could help to 
distinguish audit from research.  

•  ‘Audit has the objective of directly improving services against a 
standard. 

•  Research may include the objective of defining best practice.’ 

 

Sears 2017 

Spectrum  

Research 

• Not all about randomised 
controlled trials 

• also about how a treatment 
works, how a disease process 
develops, etc.  

Audit 

• Not all are classic audit cycle 

• Collection of data when no 
standard ... 

‘From an ethical point of view, the focus should be on ‘what is being done, not what it is called’ 
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Research across the 
translational spectrum 

T2: Translation to  
patients 

T3: Clinical Implementation 

T1: Translation to humans 

T4: Healthcare delivery 
and policy 

T0: Basic and 
Pre clinical research 

Myles 2018 

We suggest you should always get advice from your hospital R&D department 

 before  

starting a study and follow their advice, and err on  

the side of contacting a REC for further advice.  

You will never be rejected for having approval from too many bodies 

 but only for not having approval (or consent)! 

http://www.hra-decisiontools.org.uk 
http://www.hra-decisiontools.org.uk/research 

http://www.hra-decisiontools.org.uk/research
http://www.hra-decisiontools.org.uk/research
http://www.hra-decisiontools.org.uk/research
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Principles 

• Research what  should be done to help patients 

 

• Audit whether this is being done, and if not, why not 

 

• Service evaluation examines the effect of care on patient 
experiences and outcomes. 

 

• QI is a methodology that aids change 

Do you want to measure current practice against evidence based clinical 
standards? If the answer is yes – It is probably Clinical Audit 

Do you want to investigate the effect of a new or existing 
treatment or technique on patients/carers? If the answer is yes – 
It is probably Research 

Do you want to evaluate the effectiveness and/or efficiency of 
current practice or service? If the answer is yes – It is probably 
Service Evaluation 

Summary 
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