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Agenda 

• Background – introduction to the audit cycle 

• The “Biologic Safety Audit” 

– Design 

– Summary of results 

• Workshop  

– What can / should the CRA do to encourage 
practice reflection and audit? 
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• What is clinical audit? 

• What are key practice indicators? 

• Example of an audit cycle 

• Who should decide what we measure? 

• How should we collect, share and use data? 

• Other areas for audit 

Part 1 
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The essence of the issue 

People not actually doing in practice what they 
think they are doing  
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WHAT IS CLINICAL AUDIT? 

• A tool for quality improvement 

• …of processes or outcomes 

• Compares medical practice to defined 
standards 

 

• A continuous cycle 

• A clinical tool not a regulatory tool 

• Can be personal or group activity 
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  AUDIT RESEARCH SURVEY 

PURPOSE Tests practice against 

evidence-based standards 

To provide new knowledge 

e.g. to set or change clinical 

standards 

Inform specific questions 

on a theme relating to 

practice or policy 

METHODS No allocation to treatment 

groups 

Audit cycle: identify areas of 

non-conformity with 

evidence-base, implement 

practice change strategy and 

reaudit 

Pre-specified research 

designs with hypotheses 

Clear sampling methods, 

with reasonable response 

rate (>40%) 

DATA 

ANALYSIS 

Simple statistics (e.g. means, 

frequencies) to compare 

audit cycles 

Requires data analysis 

(quantitative or qualitative) 

to make inferences 

Simple descriptive statistics 

ETHICAL 

APPROVAL 

Not required – this is part of 

good clinical practice 

Required Not required unless e.g. 

patient questionnaires 

considered outside routine 

management 

SAMPLE 

SIZE 

Sufficient number of cases to 

influence practice based on 

findings 

Statistically powered 

calculation  

Sufficient size to avoid 

sampling bias, and for 

survey to have wider 

generalizable message. 

OUTCOME Strategies in place to improve 

clinical practice 

Improved knowledge Lead to clinical 

effectiveness strategy (e.g. 

guidance or audit) 



What can you audit? 

• THE STRUCTURE OF CARE:  eg Resources e.g. 
availability of ACPAC therapist 

 

• THE PROCESS OF CARE: eg. Wait times for 
potential new RA to be seen in clinic 

 

• THE OUTCOME OF CARE: e.g. Are 
immunosuppressed patients vaccinated 
appropriately? 

As presented at the CRA ASM 2016 Lake Louise, Alberta



THE AUDIT CYCLE 
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Clinical audit of infection and vaccination 
status monitoring and recording in patients 

with inflammatory arthritis in a 

rheumatology clinic.  
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Aims/objectives 

• To determine if infection and vaccination 
status were  

– elicited during regular clinical encounters and  

– clearly recorded in the electronic medical record 
(EMR) for patients with inflammatory arthritis. 
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Is this important? 

…. data show that compliance with screening 
and prophylactic therapy for those with LTBI is 
linked to a lower incidence of TB reactivation 
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Data used by the CRA from observational 
studies demonstrated  

 

“a reduction in hospital admissions and 
mortality from influenza and pneumonia in 
elderly patients with rheumatic diseases who 
received the influenza vaccine”  
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Audit standard Adherenc

e goal (%) 

1. Patients with an inflammatory arthritis on biologic therapy 

should have had a risk factor assessment for TB, and the results 

should be clearly recorded in the EMR. 

100 

2. Patients with an inflammatory arthritis on biologic therapy 

should have had a Mantoux skin test for LTBI, and the results 

should be clearly recorded in the EMR. 

100 

3. Patients with an inflammatory arthritis on biologic therapy 

should have had a chest X-ray for LTBI, and the results should be 

clearly recorded in the EMR. 

100 

  Adherence 

goal (%) 

4. Patients with an inflammatory arthritis should have had their 

Hepatitis B serology checked, and the results clearly recorded on 

the EMR. 

100 

5. Patients with an inflammatory arthritis should have had their 

Hepatitis C serology checked, and the results clearly recorded on 

the EMR. 

100 
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Audit standard Adheren

ce goal 

(%) 

6. Patients with an inflammatory arthritis should be 

counseled on the influenza vaccine yearly, and their 

vaccination status should be clearly recorded in the EMR. 

80 

7. Patients with an inflammatory arthritis should be 

counseled on the pneumococcus vaccine, and their 

vaccination status should be clearly recorded in the EMR. 

80 

8. Patients with an inflammatory arthritis, who are above 

60 or at high risk for shingles, should be counseled on the 

herpes zoster vaccine, and their vaccination status should 

be clearly recorded in the EMR. 

80 
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Hepatitis B screening when indicated  
 

15 

77 

7 

Screened not recorded

Screened and recorded

None or unclear
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Hepatitis C screening when indicated  
 

4 

76 

19 

Screened not recorded

Screened and recorded

None or unclear
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Recording Influenza vaccination status 
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Unsure (not discussed or recorded)
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• There was a complete spectrum of adherence 
to the defined standards 

 

• TB screening was close to target though 
Mantoux recorded less frequently than CXR, 
and specific history of (eg of contact etc) not 
recorded uniformly 
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Other observations 

• The minority or respondents appeared to have 
robust systems in place to record these data 

 

• “Inheriting” patients is a key time for data to 
become vague 

 

• Accessing old charts  

 

• This changed behaviour 
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Does it lead to change in clinical 
behavior? 

Half the respondents stated that the audit had 
led to an immediate change in at least 50% of 
the patients audited 
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WORKSHOP 

• How to present and share  
– Audits (ie design standards, forms 

– Data to inform best practice (eg solutions) 

• What is the role of the CRA – is this something 
we should advocate for? 
– Individuals versus Groups 

– Sticks and carrots (eg Section 3 versus practice 
assessment) 

– How do we “sell” this 
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Workshop 

• Role of IT versus paper 

– Can or should we put these forms on to the web 

• Security of data 

• Linking or not to EMRs 

• (ie a survey monkey type of design for collecting 
individual and group responses) 

• Barriers to clinical audit 
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Would pairing up of audit participants act as an 
incentive for defining the change and re-
auditing? 
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