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Background to EL(97)52 Audits

During 1994 two children died in Manchester Children’s Hospital as a result of receiving contaminated intra-venous feeding fluids prepared by the Pharmacy Department.  The preparations were made under Section 10 exemption (to the 1968 Medicines Act) and therefore did not require a manufacturer’s “Specials” licence from the (then) Medicines Control Agency (MCA).  The granting of such a licence follows stringent inspection of the applicant’s site and regular inspections thereafter.  

An investigation by the MCA during 1995 showed serious deficiencies in many aspects of the aseptic (sterile) facilities and procedures adopted by the Pharmacy that led to microbiological contamination of the feeds from the sink located in the preparation room.

A subsequent investigation throughout the United Kingdom performed by the MCA on behalf of Ministers found that an estimated 60% of NHS hospitals had failings in their aseptic services that would present a risk to patient safety.  The NHS was then required to perform under EL(96)95 an internal audit of all hospitals preparing products under Section 10 arrangements.  A report published in 1996 showed figures that agreed with the MCA.

During 1997 EL(97)52 was issued which required external audit at an interval of 12 to 18 months of all hospital pharmacy departments preparing injections under Section 10 exemption.  Audits were to be carried out by Regional Quality Assurance Specialists with reports made to Hospital Chief Executives and to those commissioning health services. They were also to involve the Regional Offices (for Regional Pharmaceutical Advisors and performance managers).

Reorganisation of the NHS has led to a new reporting process issued in 2013 by NHS England.  This is now outlined in Appendix 1. 

Procedure

1.	Liability and Record Keeping

· Circumstances may arise whereby the EL(97)52 audit process and outcome may be scrutinised by those in or outside of the NHS.  Internally this may be where hospital pharmacy senior managers are required to justify their decisions and actions.  External scrutiny may be as a result performance management, civil or criminal action against the hospital where the unlicensed aseptic unit is located or as a request under the Freedom of Information Act.

· Auditors trained to perform EL(97)52 audits must therefore retain sufficient documentation detailing the audit process for each individual site visited.  It is recommended that this should comprise as a minimum:
· Copies of all correspondence (letters and e-mails) between the auditor and the hospital.
· Notes, signed and dated, of any relevant telephone discussions between the auditor and the hospital.
· Auditor’s notes used to write draft report.
· Draft report / draft summary of results sent to hospital and returned comments.
· Final audit report, summary of results, covering letter (including distribution list), etc. 
· Any correspondence received as a result of the audit.
· Approved action plan

· Archived documentation must be retained in a way that is easily accessible by other auditors.  This is of particular importance when sites are audited by different auditors who need to find and understand what has been done before at the site.  

· A list of trained auditors is maintained by the NHS Pharmaceutical Quality Assurance Committee.

· Key documents should be maintained electronically as the archive record.

2.	Organisation and Preparation

· Each audit team should maintain a local list of sites to be audited including details of ‘specialities’ (such as radiopharmacy, paediatrics, oncology, etc.)

· Each audit team should set the local audit programme.  The audit frequency (maximum intervals) is defined as not more than 18 months. Where all aspects cannot be covered in a single audit it will be necessary to return after 12 months to cover remaining areas.   Although normally programmed there may be situations / exceptional circumstances where short-notice audits become necessary (based on intelligence received) or where the audit period is reduced (a ‘critical’ or high number of ‘majors’ assigned).

· The auditor must contact the Accountable Pharmacist to agree suitable dates.  A minimum of two weeks’ notice should be given.  The auditor should be flexible regarding the actual dates whilst aware of the possibility of delaying tactics being used, for example, the continued changing of dates by the hospital.

· The auditor should check the contact details (address, telephone numbers, e-mail addresses) of the Accountable Pharmacist, senior pharmacy manager and any other staff required to be involved which may include those of externally contracted QA/QC.  He/she should also confirm the name and address of the Chief Executive 

· The auditor must confirm the agreed time and date of the audit in writing to the  Accountable Pharmacist , the senior pharmacy manager and other officers according to local requirements (see Appendix 2 for a template letter). If a colleague is to accompany the auditor for training or as a co-auditor then this detail must be included. A pre-audit questionnaire (see Appendix 3) should be sent for the Accountable Pharmacist to complete and return prior to the audit.

· Review previous audit reports and action plans submitted in response to identify areas to focus on.

· Review the returned pre-audit questionnaire and any intelligence held about the site and other data requested from the site if considered necessary such as environmental monitoring and trending data.


Notes:  The scope and detail examined within the EL(97)52 audits has increased since they started in 1995. It is now possible that auditors will not be able to cover all categories in sufficient depth but will work on a risk assessment basis determined during preparation for the audit and during the audit itself.  Based on risk, the auditor should focus on those deficiencies determined during the previous audit and any categories not previously fully covered.  

3.	Performing the Audit

· Arrive on site in good time to start the audit at the agreed time.

· Request an opening meeting with the Accountable Pharmacist.  Attendance by the senior pharmacy manager, quality control manager, senior technician, etc. is dependent on local circumstances but generally expected.

3.1	At the Meeting:

· Describe the purpose and process of the audit including the background to EL(97)52 audits (if necessary), the appraisal of activities against current guidelines and the importance of a hospital action plan in response to the audit.  Describe the progress if staff present have not experienced an EL(97)52 audit in recent years or are new in post.  Stress that the audit should be a learning exercise and an opportunity to share best practice and excellence.

· State the standards to be used.

· Summarise previous audit findings where relevant and identify problem areas.  Inform that the scope and detail examined within the EL(97)52 audits is very broad.   It is therefore possible that the auditor process may not cover all categories to the same depth and that some aspects may receive less scrutiny based upon a risk assessment determined during the audit.  

· Examine the progress since the previous audit by examining the site’s current action plan and comparing this with the audit’s deficiencies to ascertain those not closed out.

· Discuss any significant changes in workload / staffing / equipment.

· Discuss workload data submitted in pre-audit questionnaire and note any trends.

· Estimate the timetable for the audit and state who should attend the closing session.

3.2	The Audit Process

· Be aware that the identification of areas of increased risk may alter the structure of the day and under some circumstances may lead to all the categories or part of individual categories not being wholly covered.

· Walk about, following processes from start to finish.

· Discuss issues throughout the audit.

· Praise where appropriate at the time.

· Keep focussed on categories.

· Encourage openness.

· Examine the errors / deviations register, adverse incident reports, and exception logs (as applicable).

· Check standard operating procedures.

· Talk to junior staff to assess level of understanding.

· Observe the unit working for example, staff disinfecting medicines and components and aseptic preparation in isolators and laminar flow cabinets.

· Request, at the end of the audit, 10 to 15 minutes quiet time to marshal thoughts.

3.3	At the closing meeting

· Thank people for their time.

· Summarise strengths as well as weaknesses.

· Inform how categories will be graded. 

· Identify critical deficiencies requiring immediate attention.

· Suggest how to improve.

· Invite comments and questions.

· State when the draft report can be expected and when a response is required (10 working days from receipt of draft report for comments on accuracy and interpretation). State that once the report is finalised an action plan will be required within a further 10 working days.
	
· State the extent of the final report’s circulation.

· Indicate, based on the findings, the period before the next audit.

Note:  Audit feedback must be such that there are no surprises when the hospital receives the draft audit.

4.	The follow-up

· Complete electronically the audit report from notes made during the audit and identify the deficiencies found stating the paragraph of the relevant section of the Quality Assurance of Aseptic Preparation Services standard.

· Refer to the recommendations from the previous audit into the report and comment if the recommendation action is complete or comment if further action is necessary.

· Complete the Chief Pharmacist’s and hospital Chief Executive’s Letters and Audit Summary Report (see Appendix 4) taking into account the intended recipient (see Appendix 5 and 6 respectively).   Reference each deficiency in the report, comment and make recommendations where appropriate.  If no deficiencies are found within a category then report this as ‘Satisfactory’. The Audit Summary report should be used to note deficiencies only, any praise or commendation should be confined to the full report.

· The result column in the Audit Summary Report should be completed using the wording from the table below i.e. C,M,O, or S and colour coded such that;

	Result
	Action

	Critical
	Deficiencies that require immediate action (within 24 hours)

	Major
	Deficiencies that require initial action within three months

	Other/Minor
	Deficiencies that require initial action within twelve months

	Satisfactory
	No action required



	
	Microsoft Colour 

	
	Red

	
	Light Orange

	
	Yellow



An overall risk assessment should be assigned and annotated at the top of the Audit Summary Report. The categories of overall risk are;
· High
· Significant
· Low

· Write the draft report and Audit Report Summary documentation within 10 working days of the audit unless the auditor identifies issues that will prevent this occurring.  

In exceptional circumstances, where a critical deficiency has been found, then an e-mail confirming the critical deficiency should be received by the site within one working day and  the full report in draft as soon as is possible afterwards. In such circumstances the Senior Pharmacy Manager/Hospital Chief Pharmacist must also be included these communications.

Note: Where a critical deficiency is considered the auditor must keep others within the audit team informed.

· If an overall risk rating of High Risk or a Critical deficiency is given then if possible pass the draft report on to another EL auditor (either within the local team or from another team) for peer review before sending to audited site.  This review is informal and to cover report appearance, consistency of deficiency scoring and fairness.  

	Note:  New and inexperienced team members will not peer review reports until they have been audit trained and completed at least 12 months in post.

· Send the draft report, summary report and any other promised information to the Accountable Pharmacist and hospital senior pharmacy manager inviting comments on factual accuracy within 10 working days. 



Note:

· If the comments to the returned draft are not acceptable or require further comment this should be done before the report is finalised.

· Finalise the report and return it as a pdf document by e-mail and request the Action Plan within another 10 working days.

· Review the action plan. If it is not acceptable discuss issues further with the site. Confirm that reasonable time scales are quoted in the received action plan and the plan is not a ‘wish list’. The auditor should also recognise that some deficiencies may be outside the control of the Accountable Pharmacist / Chief Pharmacist.  In this case risks should be minimised as far as is practicable, for example, by reducing expiry dates.  Ask the hospital to adjust the action plan time scales if they are not appropriate to the deficiencies. If the action plan is acceptable inform the site. 

· Allow a total of 20 working days for a response.  If NO response is received then use the draft report as the final version and note that no Action Plan was returned in all correspondence during the distribution of the report. In such circumstances the report should also be sent to the relevant Medical Director and Regional Pharmacist of the corresponding NHS England Region (in England) if applicable, even if the overall finding is low risk, for consideration at the next Quality Surveillance Group Meeting.

Note: It is important that as much information is entered in the final report as is reasonable in the available time to:
· Justify the decision reached 
· Defend the decision reached if challenged at a later date (and not rely on memory – remember if it is not written down it does not exist!)
· Assist the peer reviewer to understand your decisions
· Assist other auditors visiting the site to understand your decisions and improve continuity

5. Distribution of the Report

A pdf copy of the full report, summary report, agreed Action Plan and covering letter should be sent to the hospital Chief Pharmacist copying in the Accountable Pharmacist. A copy of the Summary Audit report and covering letter should be sent the hospital Chief Executive. A copy of the summary report should be sent to Justine Scanlan (Head of Specialist Pharmacy Services) for national collation and review. See Appendix 1 for additional distribution arrangements within England.




6. Records

· Each audit team shall keep a spreadsheet of hospital sites, dates audited, proposed date of next audit and the overall risk rating assigned. 

· Identify particular local deficiencies.  These may be discussed at the local technical services network or chief pharmacist network meetings, the NHSPQA Committee meetings and also during the annual audit review day.

· Inform the Audit Sub Group if you participate in an accompanied audit visit with another member of the NHSPQA Committee or EL(97)52 trained / accredited auditor.

· Notify the particular Pharmacy Quality Audit Guideline (PQAG) lead authors of any contentious issues (where appropriate) that arise in order that they are further considered.  References to the PQAGs appear in the Deficiency Severity Matrix for EL(97)52 Audits.


Appendix 1 Distribution of EL(97)52 Audit Reports in England

A copy of the Summary Audit report and a copy of the action plan in response to any individual critical findings and/or an overall risk assessment of High and Significant risk along with a covering e-mail should be sent to the Head of Specialist Pharmacy Service - NHS England. Any overall risk ratings of Significant or High risk should also result in a copy of the Summary Audit report and action plan in response along with a covering e-mail being sent to both the relevant Medical Director and Regional Pharmacist of the corresponding NHS England Region for consideration at the next Quality Surveillance Group Meeting. 


Appendix 2 Template Letter Announcing an Audit





Appendix 3 Pre Audit Questionnaire




Appendix 4 Template Audit Summary Report





Appendix 5 Template Letter to a Hospital Chief Pharmacist (England)




Appendix 6 Template Letter to a Hospital Chief Executive (England)




Version History:

	Version Number
	Date
	Reason for Change

	1
	Pre 2010
	First version

	2
	Nov 2014
	Distribution of reports in England, updating summary report format, introduction of pre-audit questionnaire and template letters.

	3
	Feb 2016
	Changes to distribution of reports (England) to reflect changes in NHS England and introduction of annual summary reporting to head of SPS (England)

	4
	Apr 2016
	Corrections to template letters and clarification on timing of summary report submission (England)

	5
	Nov 2016
	Changes to Pre Audit Questionnaire (Version 7)

	6
	Aug 2017
	Changes to distribution of reports (England) at the request of Head of SPS and changes to template letters as a consequence.

	7
	Sep 2017
	Changes to distribution of reports (England) to include NHS England Regional Pharmacists
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Template - Audit Confirmation Letter - Appendix 2.doc
Direct Line 


Direct Fax 


Email 

[Ref]


[Date]


[Chief Pharmacist name and address]


Dear [Chief Pharmacist]


EL(97)52 EXTERNAL AUDIT OF UNLICENSED PHARMACY ASEPTIC PREPARATION


This is to confirm that I have arranged with …[Accountable Pharmacist] ……………….., Accountable Pharmacist, to visit your department at …………………………………[Hospital] on ……………………….[date]  to carry out the above audit. 


I hope this is satisfactory and look forward to seeing you, if you are available.


I shall arrive around ……. and aim to have a closing session around ……. which you are welcome to attend.


I have sent forms to ……………………. [Accountable Pharmacist] to indicate the service profile of the department and current workloads.  I would be grateful if you could arrange for them to be returned to me before the audit.


Many thanks, 


Yours sincerely


[EL auditor] 

cc  ……….….…. Accountable Pharmacist



image4.emf
Pre-audit  questionnaire 2016 - V7 CT added.doc


Pre-audit questionnaire 2016 - V7 CT added.doc
Pharmacy Aseptic Services Audit




Pre Audit Questionnaire

Please return this completed report electronically to your Auditor no less than five working days prior to your audit

Section 1: Aseptic Facility Details


		1.1 Facility name

		



		1.2 Address

		



		1.3 Contact name for aseptic services audit and email address

		



		1.4Telephone number

		



		1.5 Does the unit hold a MHRA Specials Manufacturer’s licence?

		Yes / No





Section 2: Organisational structure and staffing of facility

		2.1 Name and band of Accountable Pharmacist 

		



		2.2 Name and band of Authorised Pharmacist(s)

		



		2.3 Number and band of all other staff in the facility

(Or refer to organogram in 2.5)

		





2.4 Attach a copy of the procedure (if any) which describes the separation of duties between pharmacists, technicians and assistants, and / or, complete the table below.


		

		Microbiological Monitoring

		Clinical Check

		Set Up Trays

		First Check

		Dispensing

		In Process Check

		Final Check

		Release



		Pharmacist




		

		

		

		

		

		

		

		



		Accredited Checking Technician

		

		

		

		

		

		

		

		



		Technician




		

		

		

		

		

		

		

		



		Pharmacy Assistants

		

		

		

		

		

		

		

		





2.5 Please provide a chart showing the organisational or management structure of the aseptic service (all staff) and its relationship with other relevant services

Attached? Yes / No


2.6 Please provide the departments current capacity plan if available

        Attached? Yes / No

Section 3 Service Provision

3.1 
Please quantify in the table below the level of service provided

		

		Annual Preparation (in units)

		Percentage increase / decrease from last audit

		Units produced elsewhere e.g. another hospital / licensed facility

		Percentage increase / decrease from last audit



		Adult PN

		

		

		

		



		Neonatal/Paed PN

		

		

		

		



		Home PN

		

		

		

		



		Cytotoxics

		

		

		

		



		Home Chemotherapy

		

		

		

		



		Intrathecals

		

		

		

		



		PCAS – Syringe

		

		

		

		



		PCAS – Epidurals

		

		

		

		



		Antibiotics

		

		

		

		



		Other IVs

		

		

		

		



		Epidurals

		

		

		

		



		Clinical Trials

		

		

		

		





Please state year to which figures relate.


3.2 
Is there preparation for stock?  Yes / No. (If Yes, please complete table below)

		Number of units

		



		Approximate percentage of total units prepared

		



		Type of products prepared for stock

		





Section 4: Extent of Services within the Trust

		4.1 List the names of the hospital sites that the aseptic facility in the Trust provides a service to:

		



		4.2 Days of week and hours of service of your unit

Monday – Friday


Saturday


Sunday

		



		4.3 Is the service available outside of these working hours



		Yes/ No (if Yes please describe the service provided)





		4.4 How many items were made outside normal hours in the last year

		



		4.5 Are there any satellite units? / Number and location of satellite units

		





Section 5: Facilities – (Please indicate in table below number of each)

		Laminar flow cabinets

		



		Positive pressure isolator

		



		Negative pressure isolator

		



		Controlled rooms (Number and Grade)

		



		Cytotoxic cabinet

		



		Automated filling device

		





Section 6: Changes since last audit – (Please consider the headings below and complete as applicable. Continue onto an additional sheet if required)

		6.1 Performance indicators (e.g. number and type of incidents, incidents not closed out, slippage or amendment to any actions agreed from outcome of last audit)





		6.2 Key Personnel or staff numbers (e.g. change of Accountable or Authorised Pharmacist, significant increase or decrease in staff and/or demand, use of temporary, rotational staff)





		6.3 Equipment / facilities (e.g. problems with equipment or premises, new or modified equipment including IT systems)





		6.4 Processes or Products (e.g. changes in the types or number of products prepared, outsourcing or bringing back in house previously outsourced activities, microbiological failures such settle plates, contact plates, finger dabs, operator and process validation, chemical analysis failures etc)





		6.5 Other (any other changes or issues that may present risk to product quality or of being non compliant to current good practices)





		6.6 Future Plans for facility and services







Completed by:______________________________________________________________ Date:__________________________________ 


Title:______________________________________________________________________


		Changes from Version 6

Addition of clinical trials to Table 3.1. Addition of an extra column to Table 3.1 to record percentage change to numbers of outsourced units used annually 





Version 7
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NEW SERVICE TITLE / AREA TEAM – TO BE DECIDED

INSPECTION OF UNLICENSED ASEPTIC PREPARATION

SUMMARY OF RESULTS

Region:                                         Hospital Trust:                                             Hospital Site:

In accordance with EL(97)52 the aseptic unit at the site named below was audited against the Quality Assurance of Aseptic Preparation Services Standards (NHS QA Committee 2016).  The findings are summarised below.




		Date of Audit                      ;



		Date of Previous Audit       ;



		Date of Proposed Re-audit :   Month /Year





            
Overall Risk    


           Assessment


to Patient Safety:

		Deficiencies

		Action



		Critical

		Critical deficiencies that require immediate action (within 24 hours)



		Major

		Major deficiencies that require action within three months



		Other / Minor

		Other / Minor deficiencies that need to be addressed within twelve months



		Satisfactory

		Complies with standards





		Category

		Audit Result

		Summary of Comments / Action Required (see full report for details)



		Minimising Risk with Injectable Medicines 

		C M O S

Word & colour

		



		Prescription Verification

		C M O S

		



		Management

		C M O S

		



		Formulation, Stability & Shelf-Life

		C M O S

		



		Facilities 

		C M O S




		



		Pharmaceutical Quality Systems

		C M O S

		



		Personnel, Training & Competency Assessment

		C M O S

		



		Aseptic Processing

		C M O S

		



		Monitoring

		C M O S

		



		Cleaning & Sanitisation

		C M O S

		



		Starting Materials, Components & Consumables

		C M O S

		



		Product Approval




		C M O S

		



		Storage & Distribution

		C M O S

		



		Internal &  External Audit

		C M O S

		





Overall Comments:


Main messages to Commissioners / Hospital CE summarised here.  To include – failure to address previous major / critical deficiencies (perhaps the bid for capital funding has been rejected by the hospital board), the source of fungal contamination has not been found, or knowledge and experience of senior staff is poor, etc. 


Suggestion – maximum 6 lines


Auditor (print name);                                   Affiliation                Signature:                                         Date: 

Centred:(Black/bold)



High / Significant / Low















PAGE  

2




image6.emf
Chief Pharmacist  Template Letter.doc


Chief Pharmacist Template Letter.doc
		[image: image1.wmf]  East & South East England Specialist Pharmacy Services



		                                                          East of England, London, South Central & South East Coast 







		Quality Assurance



		

		c/o The Pharmacy Department


Kingfisher House


Hellesdon Hospital


Drayton High Road


Norwich  NR6 5BE



		

		



		

		(: 01603 421168 (direct)


(: 01603 421277 (office) 



		

		Fax: 01603 421265



		

		e-mail: robert.lowe@nsft.nhs.uk 



		

		fiona.barlow@nsft.nhs.uk



		

		



		

		(insert date here)





Dear (insert Chief Pharmacist name)

Re: Audit of Unlicensed Aseptic Preparation Services (insert hospital name) Hospital Pharmacy – (insert service type)

I enclose a copy of the audit report and summary report following the inspection by (insert auditor’s name here) on (insert date of audit). The report has been seen and verified for accuracy by (insert name/s of whoever has commented on draft here). (insert name of whoever drew up Action Plan here) has also submitted an Action Plan in response to the issues noted during the audit.


You will be pleased (if appropriate) to note that the unit’s operation as a whole is assessed as posing a “(insert overall risk rating here) risk” with respect to the quality of the medicines produced within it. (insert a summary statement or comments here). Therefore an overall risk assessment of “(insert overall risk rating here) risk” has been assigned. 

I have taken the opportunity to forward a copy of the audit summary report along with a covering letter to (insert trust Chief Executive name here), the Trust Chief Executive, as required by EL(97)52. (insert SPS Chief Pharmacist name) Director of Specialist Pharmacy Services for NHS England has also received a copy of the summary report as part of his/her overview of this aspect of NHS pharmaceutical services. [For findings of Significant or High Risk only insert the following statement Dr (insert medical director’s name), Medical Director for NHS England has received a copy of the summary report and a copy of the Action Plan for consideration by their Quality Surveillance Group.] If you have any questions please do not hesitate to contact me.


Yours sincerely

(insert QA Specialist’s name here)

                                    

To (insert chief Pharmacistrs name and address here)















Director of Quality Assurance Specialist Services: Robert Lowe MRPharmS

The Quality Assurance Specialist service is an NHS organisation managed by Anglia Commissioning Support Unit
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		                                                          East of England, London, South Central & South East Coast 







		Quality Assurance



		

		c/o The Pharmacy Department


Kingfisher House


Hellesdon Hospital


Drayton High Road


Norwich  NR6 5BE



		

		



		

		(: 01603 421168 (direct)


(: 01603 421277 (office) 



		

		Fax: 01603 421265



		

		e-mail: robert.lowe@nsft.nhs.uk 



		

		fiona.barlow@nsft.nhs.uk



		

		



		

		(insert date)





Dear (insert Chief Executive name here)

Re: Audit of Unlicensed Aseptic Preparation Services – (Insert Hospital name) Hospital Pharmacy


As you may be aware, the NHS Executive Letter, EL(97)52 ASEPTIC DISPENSING IN NHS HOSPITALS, was 


issued in August 1997. This relayed the wishes of Ministers to Chief Executives and Chief Pharmacists that all 


such units were to be inspected every 12-18 months, and the “results of the inspections to be made known to 


Trust Chief Executives and to those commissioning health services, so that standards are maintained” . These 


requirements remain in place. The Executive Letter also specifically drew the Chief Executives’ attention to the “need for action on improvements to move forwards, and for compliance with published standards to be maintained.” 


The aseptic preparation of (insert service type here) at the (insert hospital name) Hospital was audited in accordance with EL(97)52 and the report shared with the staff. The finalised report follows consultation and agreement with the service leads within the Pharmacy Department. An Action Plan in response to the audit has been prepared by them. I enclose a copy of the summary report that has been sent (insert Chief Pharmacist name), Chief Pharmacist. (insert SPS Chief Pharmacist name) Head of Specialist Pharmacy Service NHS England has also received a copy of the summary report as part of his/her overview of this aspect of NHS pharmaceutical services. [for findindings of Significant or High risk insert the following statement. Dr (insert medical director’s name), Medical Director for NHS England has received a copy of the summary report and a copy of the Action Plan for consideration by the Quality Surveillance Group.] 

I commend your staff for the improvements made since the previous audit and for maintaining a high quality service (if appropriate). I have assessed this particular service to be (insert overall risk rating) Risk. (insert summary comments/statement here). Should you wish to see the full audit report or would like to discuss this matter further please do not hesitate to contact me. 


Yours sincerely 


(insert QA Specialist name here)

To (insert Chief Executive name and Address here)















Director of Quality Assurance Specialist Services: Robert Lowe MRPharmS

The Quality Assurance Specialist service is an NHS organisation managed by Anglia Commissioning Support Unit
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