TEMPLATE FOR STANDARD OPERATING PROCEDURES 
For
Individual based Interpretive 
External Quality Assessment Schemes
Version: Jan 2020
Revised  November 2019
Based on RCPath “Suggested template for histopathology/cytopathology EQA Schemes”, November 2008

Updated to meet requirements in ‘Principles and guidance for interpretive external quality assessment schemes in laboratory medicine’ RCPath October 2017.
This version 2020 document lists the proposed template headings and a summary of what should be included in each section. 
I have updated the RCPath template for interpretive EQA Scheme SOPs to ensure that all the specific items in the ‘Principles and guidance’ document are included.  
That document indicates that scheme organisers who wish to obtain RCPath approval of their schemes need to:

· Prepare SOPs using the approved template, and submit to the ‘EQA Steering Committee’

· Provide the College with the contact details to display on the College website

· Send annual reports including items on the report template

· Pay an annual levy to the College for its governance support. 

· Optional brief overview summary of the interpretive EQA Scheme:
Existing schemes have SOPs which largely comply with the template below – for approval, the SOPs need to include the item headings, with description of how each is provided by the individual scheme.   

Judy Wyatt.  Interim Chair, Cellular Pathology NQAAP October 2019.
Royal College of Pathologists
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General Description of EQA scheme (optional) 
these are considered in detail in the full SOPs –  a brief overview is optional.
1.
Name of scheme.

2.
Specialist scheme or General scheme, geographical scope of scheme.

3.
Name of organiser of scheme.  
4.
Name of secretary.

5.
Address, telephone number, fax, e-mail.

6.
Categories and numbers of participants eg consultants, staff grades, associate

Specialists etc. at specified date. Location of file where their names and contact details are recorded. 
7.
Circulation of cases:
 a)
number of slides per circulation.





 b)
number of circulations per year.

 c)
whether glass slides and/or digital slides; details of circulation (e.g. number of cells, members per cell for glass slides; website address for digital slides). 
8.
Selection of cases:
 a)
describe types of cases, categories, etc.





 b)
give clinical information available at the time of

receiving the request or reporting.

 c)
how cases are submitted




 d)
UKAS status of laboratory supplying.





 e)
rules of exclusion eg cases of special interest,

exclusions for reasons of specialisation of participants.





 f)
records kept of source of cases so that subsequent

course of disease can be used to verify or refute diagnosis.

9.
Scoring of responses: a) 
detail agreed method of scoring and role of

participants’ meetings and Organising Committee, if

any.

 b)
identification of persistent sub-standard performance, method used, indicate acceptability to participants.

c)
state that method has been submitted to the National Quality Assurance Advisory Panel for Cellular Pathology (NQAAP) .

10.
Financial aspects:
 a)
organiser’s costs, broad outline (state that there is





no profit element).






 b)
state costs of subscription.

Detailed procedures

SOP 1

Maintenance of standard operating procedures (SOP) 
Where the SOP is kept. 

Arrangements for sign/date of scheme organiser. 
Review frequency for SOPs.

Arrangements for amendment – circulated to members for approval; 

Date submitted to RCPath. 

SOP 2

Scheme membership 
Who can join the scheme – generally individual pathologists with responsibility for independently reporting cases in the scope of specimens covered by the scheme.  This may include trainees and BMS staff – describe how their responses are assessed.

Arrangements for exemption from categories of cases.

Arrangements if absent for a period (e.g. maternity leave, sabbatical).

SOP 3

Enrolment of new participants 
Arrangements for joining the scheme. 

New members must read the scheme SOPs and confirm to the scheme secretary that they will participate in accordance with them.  
They agree that they will not discuss their responses with anyone until after the closing date for the circulation. 

They should indicate if they exempt themselves from any type of specimens. 

The secretary adds their name, contact details, exemptions and billing arrangements to the members’ file.

They are assigned an individual confidential code number known only to themselves and the scheme secretary.

SOP 4

Obtaining case material 
Arrangements for collecting case material, including how case submission is spread among scheme members. 

Cases members consider are appropriate to the scheme based on their experience as scheme members – not too straightforward nor too difficult. 

Use of archival tissue does not require either local ethical committee approval or individual patient consent provided:

· No more tissue has been removed from a patient in excess of that required for their ordinary medical care

· Use of the material for EQA does not compromise routine diagnostic assessment

· The EQA material is anonymous

· The EQA scheme is a not-for-profit activity

Case submission form includes clinical information on original request form +/- additional information available at the time of reporting.  It also includes the final diagnosis and any additional or follow up clinical information relevant to the diagnosis – this final diagnosis is not visible to anyone except the secretary until after the circulation using the case has been closed.

For schemes using glass slide circulation, the submitting pathologist is responsible for ensuring that each slide contains diagnostic features. 
The role of an organising committee in case selection.

Arrangements for circulation of educational cases, if used.

The secretary ensures slides are labelled with the EQA case number and any original numbering/patient name is not visible on the slide.

There must be an audit trail for submitted slides including origin, original diagnosis and when used in EQA.     

SOP 5

Initiating a circulation 
Describe how a circulation is created – number, range of cases, how information and case material is made available to members.

If using digital slides and web based collection of responses, include details of the system used and link to the website. 

If using glass slide circulation, indicate arrangements for schedule, number of cells.
SOP 6

Confidentiality 
Submitted responses are identified only by confidential participant number; if paper submission is used, the scheme secretary ensures that there is no identifying mark on the response sheets passed to the scheme organiser(s).   
The link between participant names and code numbers may be divulged by the EQA scheme secretary under only two circumstances:

1.
By email to a participant who requests a reminder of his/her code

number. Code numbers must not be divulged by telephone.

2.
In writing to the Chairman of the Professional Performance Panel of the RCPath in order to investigate appropriately a case of persistent substandard performance (second action point) in the EQA scheme under the terms of SOP 10.
Generic information relating to legal confidentiality –  

The following paragraph represents current guidance from the RCPath EQA Steering Committee regarding the position with regard to confidentiality and the data protection act (issued May 2007). 

‘Under normal circumstances, the facts of your participation and detailed results will not be disclosed to a third party. If you wish the scheme to provide evidence of your participation and/or results to a third party of your choosing, this can be provided following your express written permission. Under the Freedom of Information Act we are not sure of whether we will be expected to disclose information of either participation or results but until legal precedence is established, we would plan not to do so.’ 

SOP 7

Receipt and analysis of EQA responses 
Describe how responses are collected – electronically or using paper response forms. 

Describe how responses are collated and summarised for discussion of scoring at an open meeting of scheme members, or by electronic survey. 
Describe arrangements for scheme organiser to participate in the scheme as a member. 
SOP 8

The participants’ meeting 
A participants' meeting is held ideally after each circulation and at least yearly, to permit participants to discuss:



1.
The general management of the scheme and any way in which the

scheme may be extended, improved and audited.



2.
The cases which have been circulated since the previous

participants’ meeting, in order to decide how best they should be used for personal analysis.

Indicate the number of members required for a quorate evaluation of responses, and whether this is achieved through an open meeting of participants, or through electronic communication. 

Describe arrangements for determining the scoring criteria for each case, based on the agreement of a quorate group of scheme members, and not by one or a small number of organisers undertaking an exam-style marking of responses.  The allocation of marks should be transparent.  

State the percentage agreement with the consensus diagnosis required for a case to be eligible for scoring – this is usually 75% or 80%. Cases which do not result in a consensus diagnosis are excluded from overall scoring.  
SOP 9

Feedback to participants 
Describe how the scores are allocated for each participant after the criteria for scoring have been agreed. Scoring results in a ranking of participants, such that those in the lowest 3%* are identified.  If there is a tie for a low score at the threshold for 3%, then those participants are not identified as being in the lowest 3%. 

Describe how the scoring criteria for each case are communicated to the members and recorded for each circulation.  

Since the primary purpose of individual based interpretive EQA is educational, this summary should include some discussion of learning points from the case and the reasoning behind allocation of marks especially where this was a contentious point in the members’ discussion.
The results are communicated to the participant in a way which enables them to evaluate their response with respect to their peers. Describe how the results are sent to the participants, including their ranking, and whether this includes a cumulative analysis of results.  Also the arrangements for issuing certificates which record participation but not the individual’s results; these non-confidential certificates confirm active membership of the scheme e.g. for the departmental management and UKAS accreditation purposes.
The organiser reviews all results of the recent circulations to determine whether any participant fulfils criteria for persistent substandard performance (see SOP 10). 
* This was changed from 2.5% to 3% as a result of feedback in the consultation of ‘Principles and Guidance’ document.  Please insert the % currently used for your scheme, if not 3%.

SOP 10
Persistent substandard performance 
Indicate criteria for identifying persistent substandard performance – normally if a participant has a ranking in the lowest 3% in two of the last three circulations in which they participated, they are identified as a persistent substandard performer in the scheme. If an alternative system is used, this should be agreed by participants and approved by the NQAAP.
First Action Point: 
The scheme organiser sends a letter to the member, indicating that they have reached the first action point as defined by the scheme SOPs. They are required to reply in writing, to confirm the receipt of this letter, that they will discuss it during their annual appraisal, and that they understand they are required to participate in each of the next three circulations of the scheme.  
The scheme organiser knows the participant number but not their identity.  The first action point letter is sent to the member by the scheme secretary, who records the date sent and the date the reply confirming receipt is received. If no reply is received within a month, the letter is sent again by the secretary, indicating that this is a repeat and a reply is required. If there is no reply within 2 months of the original letter, the scheme organiser will contact the Chair of the Professional Performance Panel, as for the second action point below.   
Since the EQA results are taken in context of other supporting items in appraisal to provide evidence that the pathologist is maintaining good professional practice, the first action point letter must be presented and discussed at appraisal. Where appropriate it should be used to support remedial action in the Personal Development Plan.  In the case of specialist schemes, where the pathologist considers that there is insufficient experience or time available to maintain subspecialisation, this may be noted in appraisal and lead to a change in the scope of work and resignation from the specialist EQA scheme, providing they participate in other EQA scheme(s) more appropriate to their area of work. 

Second Action Point   

The second action point is reached if the member is again identified as a substandard performer or does not take part, in two of the next three circulations.  In this case, the role of the scheme organiser is to inform the Chair of the Professional Performance Panel of the RCPath, in accordance to the process described in the Principles and Guidance for interpretive EQA Schemes in laboratory medicine, October 2017. 
The NQAAP is not involved in the investigation of persistent substandard performance.  The annual report to the RCPath includes the number of first and second action points reached in each scheme, enabling the NQAAP to have an overview of functioning of the schemes. 
NB. If a scheme organiser has serious concerns about the performance of an individual member, for example due to submission of frequent clearly incorrect responses that, if replicated in clinical practice would put patient safety at risk, then the scheme organiser would have a GMC requirement to take appropriate action rather than to wait for the cycle of EQA circulations required to reach action points defined above.  
SOP 10a
Non Participation
Describe minimal participation, and arrangements where this is not achieved, including criteria for suspending membership of the scheme.

Certificates of participation are issued only to active participants in the circulation, not for scheme membership per se. 

Following a first action point, the member is required to participate in each of the next three circulations. 
SOP 11
Communications and complaints 
Describe how communications between members and the scheme secretary/organiser are recorded, including duration of storage of records.

Describe arrangements for collecting feedback from scheme members about the operation of the scheme. Scheme members are responsible for validating that the scheme is operating according to its SOPs.  
Describe how complaints are received and responded to, including arrangements for any resulting change in the SOP, and referral to the NQAAP if the complaint cannot be resolved by the scheme organisation. 
GDPR statement: Privacy Policy 

This statement describing the privacy policy was originally produced by the Urology Scheme in 2018 was introduced in 2018 to comply with new EU General Data Protection Regulation (GDPR) laws. It is generic to individual based interpretive EQA schemes, and is recommended to include in the SOPs of all schemes.

 
This EQA scheme is committed to ensuring that your privacy is protected. Should we ask you to provide information by which you can be identified when using the EQA website, then you can be assured that it will only be used in accordance with this privacy statement. The EQA scheme Organisers may change this policy if required by updating this document and any changes will be flagged at the next Participants meeting.  

What we collect 

We may collect the following information:  Name and job title  Contact information including email address  Demographic information such as postcode, preferences and interests  Other information relevant to keeping the EQA records up to date e.g. invoice address 

This information is displayed on the "Your Details" tab on the webpage. Your password is only displayed to you and is not available to the organisers/secretaries. We would advise using a unique password for this site. Your participant number is only visible to you and the scheme secretaries. 

What we do with the information we gather 

We require this information to operate the EQA Scheme, and in particular for the following reasons:  Internal record keeping.  To provide clear feedback and scoring for EQA Circulations.  To provide personalised CPD certificates 

We may periodically send promotional emails about new events, courses or other information which we think you may find interesting using the email address which you have provided. 

We may contact you by email, phone, or mail. 

Security 

We are committed to ensuring that your information is secure. In order to prevent unauthorised access or disclosure, we have put in place suitable physical, electronic and managerial procedures to safeguard and secure the information we collect online.  

Details of management of any commercial softward used by the scheme. 

How we use cookies The site does not use Cookies - though your web browser may store your username and password. 

Links to other websites 

Our website may contain links to other websites of interest. However, once you have navigated away from our site, you should note that we do not have any control over these external websites. Therefore, we cannot be responsible for the protection and privacy of any information which you provide whilst visiting such sites, which are not covered by this privacy statement. You should exercise caution and review the privacy statement applicable to the website in question. 

Controlling your personal information 

We will not sell, distribute or lease your personal information to third parties unless we have your permission or are required by law to do so. 

We may use your personal information to send you promotional information about third parties which we think you may find interesting (eg courses and publications relating to the scheme specialty or locality). 

You may request details of personal information which we hold about you under the Data Protection Act 1998, but this information is no different from that listed in "Your details" tab on the EQAlite webpage. 

If you would like a copy of the information held on you please email the scheme secretary. 

If you believe that any information we are holding on you is incorrect or incomplete, please write to or email us as soon as possible, at the above email address. We will promptly correct any information found to be incorrect.

SOP 12
Oversight 
The primary purpose of individual based interpretive EQA schemes is to provide high quality educational activity and material for the members.  In addition, the participants’ results can be used as evidence of good professional practice in the context of appraisal. To fulfil its purpose, the scheme runs according to the Principles and Guidance for Interpretive EQA Schemes in Laboratory Medicine, RCPath October 2017. 
Indicate that oversight is provided through College approval of the scheme after submission of the SOPs which match this template (including arrangements for collecting members’ feedback as verification) and the annual report.   

Indicate whether there is also UKAS accreditation to ISO standards.

The scheme submits an annual report to the Royal College of Pathologists, using a standard template, recording its level of activity during the last year, including notification of the number of first and second action points.  
The College publishes on its website a list of schemes which submit annual reports, including their contact details.  This is enables pathologists to identify EQA schemes which they may want to join. It also enables UKAS to identify EQA schemes available to pathologists in the context of providing evidence of clinical competency.  

SOP 13
Managerial accountability 


Name the host organisation (if any) of the scheme and arrangements for 



managerial accountability of its staff.
SOP 14
Finance 
Describe the budgetary arrangements for the scheme, how the annual subscription is calculated and invoicing process. Costs and charges should be reviewed annually.
SOP 15
Accounting 
Describe the arrangements for the management of the accounts of the scheme, including details of the institution managing the account if applicable. 

Indicate arrangements for review; e.g. the accounts should be reviewed annually with the responsible finance director of the institution, and/or be presented to the scheme organising committee. 

Indicate that the scheme does not seek to make a profit; arrangements for carrying funds forward.
SOP 16
Staffing 
List the staff who work to ensure the operation of the scheme, including their employer, and contractual arrangements for their time.  
This includes the scheme organiser and deputy organiser and/or scheme operating committee.  Also the scheme secretary, and any other staff employed in the running of the scheme.   

For scheme organiser(s) – arrangements within job plan, and reviewed at the annual appraisal encompassing the whole scope of work. 

Arrangements for sharing scheme organisation e.g. joint organiser, organising committee, advisory committee - their roles/terms of reference and how appointed.

Indicate arrangements for succession planning, whether there is a fixed term of office for the organiser, and appointment of future scheme organiser. 
SOP 17
Training and web programme 
Indicate any training required by staff, including arrangements with any external provider of IT services. 
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