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In respect of refractive eye laser services for the 2020/21 inspection year we are moving to a 
more focused, shorter inspection which will concentrate on the following key client safety areas: 
 

 management of operations in response to COVID-19 pandemic; 

 infection prevention and control (IPC); 

 laser safety;  

 organisational and medical governance: 

 staff and client feedback; and  

 review of areas for improvement identified during the previous care inspection (if 
applicable). 

  

It should be noted that this inspection report should not be regarded as a comprehensive 
review of all strengths and areas for improvement that exist in the service.  The findings 
reported on are those which came to the attention of RQIA during the course of this 
inspection.  The findings contained within this report do not exempt the service from their 
responsibility for maintaining compliance with legislation, standards and best practice. 

1.0 What we look for 
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This is a registered independent hospital providing refractive laser eye surgery. 
 
Laser Equipment 
 
Excimer Laser 
 
Manufacturer:  VisX  
Model:   Star 4 
Serial Number:  5629 
Laser Class:   Class 4 
Wavelength:   ArF (193nm) 
 
Intralase Laser 
 
Manufacturer:  Intralase 
Model:    IFS 
Serial Number:  0107-40185 
Laser Class:   Class 3b 
Wavelength:   Nd: Glass (1053nm) 
 
Laser protection advisor (LPA): 
 

 Mr Mike Regan 
 
Laser protection supervisor (LPS): 
 

 Mrs Gail Caldwell 
 
Medical Advisory Board –  
 

 Mr David Teenan – UK Medical Director  

 Mr Stephen Hannan – Clinical Services Director 
 
Clinical authorised operators: 
 

 Mr David Teenan 

 Mr Gregory Tzamos 

 Mr Tom Materman 
 
Non –clinical authorised operators: 
 

 Mrs Gail Caldwell 
 
Types of treatment provided: 
 

 Refractive eye surgery – Lasik and Lasek 
  

2.0 Profile of service 
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Organisation/Registered Provider: 
Optical Express Limited 
 
Responsible Individual: 
Ms Mary Spellman 
 

Registered Manager: 
Mrs Gail Caldwell 

Person in charge at the time of inspection: 
Ms Mary Spellman 
 

Date manager registered: 
28 September 2012 

Categories of care: 
Independent Hospital (IH) – AH (DS) Acute hospitals (day surgery only) 
PT(L) Prescribed techniques or prescribed technology: establishments using Class 3B or 
Class 4 lasers 
PD Private Doctor 
 

 

 
 
We undertook an announced inspection on 21 September 2020 from 10:30 to 12:35 hours. 
 
The inspector was accompanied by Dr Ian Gillan, RQIA’s Medical Physics Advisor.  The 
findings and report of Dr Gillan are appended to this report. 
 
This inspection was underpinned by The Health and Personal Social Services (Quality, 
Improvement and Regulation) (Northern Ireland) Order 2003, The Independent Health Care 
Regulations (Northern Ireland) 2005, The Regulation and Improvement Authority (Independent 
Health Care) (Fees and Frequency of Inspections) (Amendment) Regulations (Northern Ireland) 
2011 and the Department of Health (DoH) Minimum Care Standards for Independent 
Healthcare Establishments (July 2014). 
 
The purpose of this inspection was to focus on the themes for the 2020/21 inspection year.  A 
poster informing patients that an inspection was being conducted was displayed during the 
inspection. 
 
We found evidence of good practice in relation to the management of operations in response to 
the COVID-19 pandemic; laser safety; IPC procedures; and the organisational and medical 
governance arrangements. 

 
No immediate concerns were identified regarding the delivery of front line client care. 
 
We identified one area for improvement against the standards to review and update the Local 
Rules and Risk Assessment in respect of laser safety. 
 

 
 

 Regulations Standards 

Total number of areas for improvement 0 1 

3.0 Service details 

4.0 Inspection summary 
 

4.1 Inspection outcome 
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We discussed the details of the Quality Improvement Plan (QIP) with Ms Spellman and Mrs 
Caldwell as part of the inspection process.  The timescales for completion commence from the 
date of inspection. 
 
Enforcement action did not result from the findings of this inspection. 
 

 
 
No further actions were required to be taken following the most recent inspection on 12 
February 2019. 
 

 
 
Prior to the inspection we reviewed a range of information relevant to the service.  This 
included the following records: 
 

 notifiable events since the previous care inspection; 

 the registration status of the establishment; 

 written and verbal communication received since the previous care inspection; and 

 the previous care inspection report. 
 
During this inspection we identified that RQIA questionnaires had not been provided to the 
establishment to distribute to patients and staff on our behalf.  We therefore reviewed the 
internal process for seeking the view and opinions of patients and found a robust process 
was in place.  Further information is provided in section 6.9. 
 
We undertook a tour of the premises, met with Ms Spellman and Mrs Caldwell and reviewed 
relevant records and documents in relation to the day to day operation of the establishment. 
 
The findings of the inspection were provided to Ms Spellman and Mrs Caldwell at the 
conclusion of the inspection. 
 

 
 

 
 
The most recent inspection of the establishment was an announced care inspection. 
 

 
 
There were no areas for improvement made as a result of the last care inspection. 
  

4.2 Action/enforcement taken following the most recent care inspection dated 12 
February 2019 

 

5.0 How we inspect 

6.0 The inspection 

6.1 Review of areas for improvement from the most recent inspection dated 12 

February 2019 

6.2 Review of areas for improvement from the last care inspection dated 12 February 

2020 
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COVID-19 has been declared as a public health emergency and we all need to assess and 
manage the risks of COVID-19, and in particular businesses need consider the risks to their 
patients and staff. 
 
We discussed the management of operations in response to the COVID-19 pandemic with Mrs 
Spellman and Ms Caldwell who outlined the measures taken by Optical Express to ensure 
current best practice measures were in place.  We determined that appropriate actions had 
been taken in this regard. 
 
We found that COVID-19 policies and procedures were in place in keeping with best practice 
guidance. 
 
Areas of good practice: Management of operations in response to COVID-19 pandemic 
 
We confirmed the establishment had identified a COVID-19 lead; had reviewed and amended 
policies and procedures in accordance with DoH guidance to include arrangements to maintain 
social distancing; prepare staff; implement enhanced IPC procedures; and the client pathway. 
 
Areas for improvement: Management of operations in response to COVID-19 pandemic 
 
We identified no areas for improvement regarding the management of operations in response to 
the COVID-19 pandemic. 
 

 Regulations Standards 

Areas for improvement 0 0 

 

 
 
We reviewed the arrangements in respect of the safe use of the laser equipment. 
 
We reviewed the laser safety file and found that it contained all of the relevant information in 
relation to the laser.  We found there was written confirmation of the appointment and duties of 
a certified LPA which is reviewed on an annual basis.  The service level agreement between the 
establishment and the LPA was reviewed and seen to be up-to-date. 
 
We were informed that refractive eye surgical procedures are carried out by Consultant 
Ophthalmologists in accordance with medical treatment protocols produced by the medical 
advisory board in August 2020.  We confirmed systems were in place to review the medical 
treatment protocols on an annual basis. 
 
We found Local Rules were in place which had been developed by the LPA and these 
contained the relevant information pertaining to the laser equipment being used. 
  

6.3 Inspection findings 

6.4 Management of operations in response to the COVID-19 pandemic 

6.5 Laser Safety 
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We reviewed the Local Rules and confirmed they included the following: 
 

 the potential hazards associated with lasers; 

 controlled and safe access; 

 authorised operators’ responsibilities; 

 methods of safe working; 

 safety checks; 

 personal protective equipment; 

 prevention of use by unauthorised persons; and 

 adverse incident procedures. 
 
We confirmed arrangements were in place for the LPA to review the Local Rules and Risk 
Assessment on a three yearly basis.  Ms Spellman told us the LPA had been due to visit Optical 
Express during April 2020.  However due to the impact of the Covid-19 pandemic the LPA’s visit 
has been re-arranged and is scheduled to take place in October 2020. 
 
We found that in the interim the establishment’s management had carried out an initial review of 
laser safety arrangements.  We advised that the LPA should confirm in writing whether the 
current Local Rules remain satisfactory.  We also advised that when the LPA visits in October 
2020, the current Local Rules which were originally produced in 2011 should be updated.  This 
would also provide an opportunity to review the contents of the Laser Safety File and archive 
documents which have been superseded.  Correspondence from the LPA regarding the status 
of the current Local Rules, and a copy of the updated Risk Assessment should be forwarded to 
RQIA.  An area for improvement has been made against the standards in this regard. 
 
When the laser equipment is in use, the safety of all persons in the controlled area is the 
responsibility of the LPS.  We found arrangements were in place for another authorised 
operator to deputise for the LPS in their absence, who is suitably skilled to fulfil the role.  Ms 
Spellman and Mrs Caldwell confirmed that systems are in place to ensure other authorised 
operators are aware who the LPS on duty are at any given time. 
 
We reviewed training records and found that authorised operators had up to date training in 
core of knowledge: safe application for the equipment in use: basic life support: infection 
prevention and control: fire safety awareness and safeguarding adults at risk of harm in 
keeping with the RQIA training guidance. 
 
We were informed that all other staff employed at the establishment, but not directly involved in 
the use of the laser equipment, had received laser safety awareness training. 
 
Mrs Caldwell confirmed that the laser surgical register is maintained each time the laser is 
operated and includes: 
 

 the name of the person treated; 

 the date; 

 the operator; 

 the treatment given; 

 the precise exposure; and 

 any accident or adverse incident. 
 
We reviewed the laser surgical register during the inspection and found it to be 
comprehensively completed. 
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We reviewed the laser suite and found the environment in which the laser equipment is used to 
be safe and controlled to protect other persons while treatment is in progress. 
 
We noted the door to the laser suite is locked when the laser equipment is in use but can be 
opened from the outside in the event of an emergency.  We confirmed that the laser suite is a 
controlled area that is clearly defined and not used for other purposes, or as access to areas 
when treatment is being carried out. 
 
We observed the laser equipment is operated using a key and digital codes which unauthorised 
staff do not have access to.  We found arrangements are in place for the safe custody of the 
laser key when not in use. 
 
We confirmed that protective eyewear was available as outlined in the Local Rules for laser 
technicians and surgical assistants if required. 
 
We observed laser safety warning signs and confirmed these will be displayed when the laser is 
in use and turned off when not in use, as described within the Local Rules. 
 
There were arrangements in place to service and maintain the laser equipment in line with the 
manufacturer’s guidance.  Quarterly preventative servicing is in place. 
 
We observed carbon dioxide (CO2) fire extinguishers suitable for electrical fires were available. 
We confirmed that arrangements are in place to ensure these fire extinguishers will be serviced 
in keeping with manufacturer’s instruction. 
 
Areas of good practice: Laser safety 
 
We reviewed the current arrangements with respect to Laser safety and evidenced good 
practice that was being actively reviewed.  The area identified for improvement is a result of the 
impact of the Covid-19 pandemic 
 
Areas for improvement: Laser safety 
 
The LPA should confirm in writing whether the current Local Rules are satisfactory and the 
current Local Rules which were originally produced in 2011 should be reviewed and updated. 
Correspondence from the LPA regarding the status of the current Local Rules and a copy of the 
updated Risk Assessment should be forwarded to RQIA. 
 

 Regulations Standards 

Areas for improvement 0 1 

 

 
 
We undertook a tour of the premises, which were maintained to a good standard of 
maintenance and décor. 
 
We reviewed arrangements for IPC procedures throughout the establishment to evidence that 
the risk of infection transmission to patients, visitors and staff was minimised.  We confirmed 
that the establishment had overarching IPC policies and procedures in place which were readily 
accessible to staff. 
 

6.6 Infection prevention control (IPC) 
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We established there were clear lines of accountability for infection prevention and control IPC 
in place and there was had been a designated IPC lead nurse identified. 
 
We reviewed training records and confirmed staff have been provided with IPC training 
commensurate with their role. 
 
We observed that a range of information was available for patients and staff regarding hand 
washing techniques and appropriate social distancing measures. 
 
Mrs Caldwell confirmed only single use equipment is used and that reusable medical equipment 
is not required in any area. 
 
Discussion with Ms Spellman and Mrs Caldwell confirmed they had a good knowledge and 
understanding of IPC measures. 
 
We found a range of IPC audits have been carried out including: 
 

 environmental; 

 hand hygiene; and 

 post treatment infection. 
 

The compliance rate was noted to be very high and an action plan was in place for areas of 
non-compliance. 
 
Areas of good practice: IPC 
 
We reviewed the current arrangements with respect to IPC practice and evidenced good 
practice that was being actively reviewed. 
 
Areas for improvement: IPC 
 
We identified no areas for improvement regarding IPC practice. 
 

 Regulations Standards 

Areas for improvement 0 0 

 

 
 
We examined various aspects of the organisational and medical governance systems in place 
and found there was a clear organisational structure within the establishment.  We confirmed 
that Mrs Caldwell is in day to day charge of the establishment. 
 
We established that an unannounced quality monitoring visit was undertaken by Ms Spellman 
as required under Regulation 26 of The Independent Health Care Regulations (Northern 
Ireland) 2005.  A report was produced and made available for patients, their representatives, 
staff, RQIA and any other interested parties to read.  We found that an action plan was 
developed to address any issues identified during the visit which included timescales and 
person responsible for completing the action. 
 
 

6.7 Organisational and Medical governance 
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Discussion with Ms Spellman and Mrs Caldwell confirmed that there are sufficient staff in the 
various roles to fulfil the needs of the establishment and patients.  This includes a team of 
Consultant Ophthalmologists, Optometrists, Nurses and Laser Technicians who have evidence 
of specialist qualifications and skills in refractive laser eye surgery. 
 
Ms Spellman and Mrs Caldwell confirmed that refractive laser eye procedures are carried out 
by Consultant Ophthalmic Surgeons who are classified as clinical authorised operators.  Mrs 
Caldwell is the only non-clinical authorised operator working in the establishment.  A register of 
clinical and non-clinical authorised operators for the lasers is maintained and kept up to date. 
 
We established that the Consultant Ophthalmic Surgeons involved in the agency are considered 
to be private doctors.  A medical practitioner is considered to be wholly private doctor if they do 
not have a substantive post in the National Health Service (NHS) in Northern Ireland (NI) and 
/or are on the General Practitioner (GP) performers list in NI.  A review of one Consultant 
Ophthalmic Surgeon’s details confirmed there was evidence of the following: 
 

 confirmation of identity; 

 current General Medical Council (GMC) registration; 

 professional indemnity insurance; 

 qualifications in line with services provided; 

 ongoing professional development and continued medical education that meets the 
requirements of the Royal Colleges and GMC; 

 ongoing annual appraisal by a trained medical appraiser; 

 an appointed Responsible Officer (RO); and 

 arrangements for revalidation with the GMC. 
 
Ms Spellman and Mrs Caldwell told us that all Consultant Ophthalmologists are aware of their 
responsibilities under GMC Good Medical Practice. 
 
We confirmed that there are arrangements in place for monitoring the professional body 

registration status of all clinical staff. 

We established that robust arrangements are in place for monitoring the professional indemnity 

of all staff who require individual indemnity cover 

We reviewed the arrangements relating to the management of practising privileges.  We 
confirmed that a practising privileges policy and procedure was in place which outlined the 
arrangements for the application, granting, maintenance, suspension and withdrawal of 
practising privileges.  Ms Spellman confirmed that the Consultant Ophthalmologists are directly 
employed by Optical Express Limited and therefore do not require practising privileges 
agreements.  Ms Spellman confirmed that all staff have contracts of employment. 
 
We established that the Consultant Ophthalmologists working within Optical Express Limited 
have a designated external RO.  In accordance with the requirements of registration with the 
GMC all doctors must revalidate every five years.  The revalidation process requires doctors to 
collect examples of their work to understand what they are doing well and how they can 
improve.  Experienced senior doctors work as RO’s with the GMC to make sure doctors are 
reviewing their work.  As part of the revalidation process, RO’s make a revalidation 
recommendation to the GMC.  Where concerns are raised regarding a doctor’s practice 
information must be shared with their RO who then has the responsibility to share this 
information with all relevant stakeholders in all areas of the doctor’s work. 
 

https://www.gmc-uk.org/-/media/documents/good-medical-practice---english-20200128_pdf-51527435.pdf?la=en&hash=DA1263358CCA88F298785FE2BD7610EB4EE9A530
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We found that good internal arrangements were in place and the agency was linked into the RO 
network. 
 
We reviewed records and confirmed that the Consultant Ophthalmologists had completed 
refresher training in keeping with our training guidance for Independent Hospital – Private 
Doctor services. 
 
Ms Spellman confirmed that arrangements were in place to monitor, audit and review the 
effectiveness and quality of care delivered to patients at appropriate intervals.  If required an 
action plan is developed and embedded into practice to address any shortfalls identified during 
the audit process. 
 
A whistleblowing/raising concerns policy was available.  Mrs Caldwell told us staff were aware 
of who to contact if they had a concern. 
 
Ms Spellman and Mrs Caldwell demonstrated a clear understanding of their roles and 
responsibilities in accordance with legislation.  Information requested by RQIA has been 
submitted within specified timeframes.  We confirmed that the Statement of Purpose and 
Client’s Guide are kept under review, revised and updated when necessary and available on 
request. 
 
The RQIA certificate of registration was up to date and displayed appropriately. 
 
We reviewed insurance documentation confirmed that current insurance policies were in place. 
 

 
 
Equality data 
 
The arrangements in place in relation to the equality of opportunity for patients and the 
importance of staff being aware of equality legislation and recognising and responding to the 
diverse needs of patients was discussed with Ms Spellman and Mrs Caldwell. 
 

 
 
During this inspection we identified that RQIA questionnaires had not been provided to 
establishment to distribute to patients and staff on our behalf.  We therefore reviewed the 
internal process for seeking the view and opinions of patients and found a robust process 
was in place. 
 
We found that patient satisfaction surveys are carried out by the establishment on an annual 
basis and the results of these are collated to provide a summary report which is made available 
to patients and other interested parties.  An action plan is developed to inform and improve 
services provided, if appropriate. 
 

We reviewed a sample completed questionnaire comments and found that patients were 
highly satisfied with the quality of treatment, information and care received. 
 
Discussion with Ms Spellman and Mrs Caldwell indicated that regular staff meetings take 
place and staff have confirmed they feel were informed and supported. 
 

6.8 Equality data  

6.9 Patient and staff views 

https://www.rqia.org.uk/RQIA/files/d8/d86cbceb-28c3-4b6d-a2e3-0e50859a952d.pdf
https://www.rqia.org.uk/RQIA/files/d8/d86cbceb-28c3-4b6d-a2e3-0e50859a952d.pdf
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7.0 Quality improvement plan 

7.1 Area for improvement 

7.2 Actions to be taken by the service 

 
 
 
One area for improvement identified during this inspection is detailed in the QIP.  Detail of the 
QIP was discussed with Ms Spellman and Mrs Caldwell as part of the inspection process.  The 
timescale commence from the date of inspection. 
 
The registered provider/manager should note that if the action outlined in the QIP is not taken to 
comply with regulations and standards this may lead to further enforcement action including 
possible prosecution for offences.  It is the responsibility of the registered provider to ensure 
that all areas for improvement identified within the QIP are addressed within the specified 
timescales. 
 
The matter to be addressed as a result of this inspection is set in the context of the current 
registration of a refractive laser eye surgery service.  The registration is not transferable so that 
in the event of any future application to alter, extend or to sell the premises RQIA would apply 
standards current at the time of that application. 
 
 
 
 
An area for improvement has been identified where action is required to ensure compliance with 
The Independent Health Care Regulations (Northern Ireland) 2005 and The Regulation and 
Improvement Authority (Independent Health Care) (Fees and Frequency of Inspections) 
(Amendment) Regulations (Northern Ireland) 2011 and the Department of Health (DOH) 
Minimum Care Standards for Independent Healthcare Establishments (July 2014). 
 
 
 
 
The QIP should be completed and detail the action taken to address the area for improvement 
identified.  The registered provider should confirm that this action has been completed and 
return the completed QIP via Web Portal for assessment by the inspector. 
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Quality Improvement Plan 

 
Action required to ensure compliance with The Minimum Care Standards for Independent 
Healthcare Establishments (2014) 

Area for improvement 1 
 
Ref: Standard 48 
 
Stated: First time 
 
To be completed by:  
31 October 2020 
 

The Responsible Individual shall ensure: 
 

 the Laser Protection Advisor (LPA) confirms in writing whether the 
current Local Rules are satisfactory;  

 the current Local Rules which were originally produced in 2011are 
updated;  

 the contents of the Laser Safety File are reviewed and documents 
which have been superseded are archived; and   

 forward correspondence from the LPA regarding the status of the 
current Local Rules to RQIA. 

 
Ref: 6.5 
 

Response by registered person detailing the actions taken: 
1.  As the Local Rules expired during lockdown due to COVID and we 
were unable to schedule a visit until October, the risk assessment 
carried out to cover the operating period between June and October 
has been countersigned by the LPA confirming satisfactory safety 
measures were in place.  The signed risk assessment has been 
submitted to the RQIA. 
2. The Local Rules which were originally produced in 2011 and 
subsequently revalidated in 2014 and 2017 by the LPA have been 
replaced by a new issue of the document in October 2020. 
3.  Documents which have been superseded have been archived.  
 

 
*Please ensure this document is completed in full and returned via Web Portal* 
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21st September 2020 
 
Ms Carmel McKeegan 
Regulation & Quality Improvement Authority 
9th Floor 
Riverside Tower 
5 Lanyon Place 
Belfast 
BT1 3BT 
 
Dear Carmel 
 
Laser Protection Report 
 

Optical Express Laser Eye Clinic, Donegal Place, Belfast BT28 6EA 
 
Introduction 
 
Further to the inspection of the above premises earlier today this report summarises the main 
laser protection aspects where improvement may be required. The findings are based on the 
requirements of current legislation, relevant guidance notes and European Standards. 
 
Deficiencies / Comments 
 
Documentation & LPA visit 
The Local Rules for both Lasers were due for review in April 2020 and although the clinics 
management have carried out an initial review the clinic’s LPA should confirm in writing 
whether the current Local Rules remain satisfactory. Due to Covid-19 restrictions any 
assessment by the LPA could be assisted by video conferencing. 
 
An LPA visit is scheduled for October 2020 and it is recommended at that stage the current 
Local Rules which were originally produced in 2011 should be updated. This would also provide 
an opportunity to review the contents of the Laser Safety File and archive documents which 
have been superseded. 
 
When the clinic receives correspondence from their LPA regarding the status of the current 
Local Rules a copy should be forwarded to RQIA for their consideration. 
 
 

 
 
______________ 
Dr Ian Gillan 
Laser Protection Adviser to RQIA 
 
T:\TTS_MedPhys\FGH_Public\Non_Ionising FOLDER\RQIA LASER INSPECTIONS\2020\optical express sept 20.doc  
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Appendix 
 
Laser Systems 
Optical Express Laser Eye Clinic, Donegal Place, Belfast BT28 6EA 
 
Excimer Laser 
 

Manufacturer: VisX 
Model Star 4 
Product number 0030-4638 
Serial Number: 5629 
Output wavelength: ArF (193nm) 
Laser Class: 4 
 
Intralase 
Manufacturer: Intralase 
Model FS 
Serial Number: 0107-40185 
Output wavelength: Nd:Glass (1053nm) 
Laser Class: 3B 
 
Laser Protection Adviser 
Dr Roy Henderson / Mike Regan 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
T:\TTS_MedPhys\FGH_Public\Non_Ionising FOLDER\RQIA LASER INSPECTIONS\2020\optical express sept 20.doc 
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