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Removal from Healthcare Commission regulation of certain private and voluntary healthcare services
This questionnaire relates to Chapter 3 of the Consultation Document. The Government’s approach to the regulation of businesses calls for  proportionate and risk-based regulation. Having considered the private and voluntary healthcare services currently in regulation to establish whether all regulation continues to be proportionate and risk-based, the Department of Health believes that the following services do not need to continue to be regulated by the Healthcare Commission in order to ensure the provision of safe and effective services:

Type 3 hyperbaric oxygen chambers

Some vitro fertilisation techniques

Some types of laser and intense pulsed light technologies

The removal of these services from regulation by the Healthcare Commission in order to move to a more risk-based regulation system fits well with the Department’s proposed role for regulation in the future.

In what capacity are you responding on behalf of? (please click on the relevant box)

 FORMCHECKBOX 
 Provider organisation

Name of organisation:      
Number of staff (full-time equivalents) in your organisation:     
 FORMCHECKBOX 
 Professional organisation  

Name of organisation:      
Number of members in your organisation:     
 FORMCHECKBOX 
 Other national body


Name of body:      
Number of staff (full-time) equivalents in your organisation:     
 FORMCHECKBOX 
 Individual response


Please give details:      
 FORMCHECKBOX 
 Other









Please give details:      
Consultation questions
Please indicate your choice from the drop-down lists. There is no word-limit on the text answers but please ensure that you type your responses within the grey boxes provided. 
Q3.1
Do you agree that Type 3 hyperbaric chambers should be removed from regulation by the Healthcare Commission?
 FORMDROPDOWN 

If not, please explain why.

     
Q3.2
Do you agree that providers of IVF services in the private and voluntary sector should not need to be registered with the Healthcare Commission and licensed by the Human Fertilisation and Embryology Authority?
 FORMDROPDOWN 

If not, please explain why.
     
Q3.3
Do you agree that the non-surgical use of lasers and intense light sources should no longer be a listed service which requires providers to register with the Healthcare Commission as an independent hospital?
 FORMDROPDOWN 

If not, please explain why. 

Lasers are classified by their ability to cause damage to skin and eyes with Class 4 lasers (and by extension, IPLs) carrying the highest risk classification; class 4 lasers and IPLs are the commonest category of equipment in this sector.  There is an overwhelming public safety interest to ensure that such equipment is used by trained people in a controlled setting. 

It is not necessary for such services to be classified as ‘Independent Hospitals’, indeed the majority of these services take place in clinics and salons that are not well served by this description. However, they should be regulated as a listed service.

Regulation for these services could be managed ‘proportionally’ by introducing a lighter regulatory approach, based upon an appropriate risk model. Total deregulation throws the baby out with the bath water and leaves the public at increased risk.
Q3.4
If you are able to estimate any proposed savings which you may make as a result of no longer needing to comply with this legislation could you please provide a figure?


Registration fees only



£1500 PA

All other cost elements would be covered by normal professional risk-managament.


It is the unprofessional, high risk providers that stand to gain most by failing to implement good risk managment 

Could you please list which factors you have included in your estimate and explain your calculation?

     



Please provide below any further comments about this consultation.

Entirely removing the barrier to entry in laser/light will increase the attractiveness to low-quality service provision based upon corner-cutting and cut-price service. Without a direct requirement for basic standards to be complied with, uncontrolled risk will be introduced into the marketplace in terms of:


Inappropriate facilities

Low-quality equipment (non CE approved Chinese lasers)


Lack of system maintenance


Untrained staff

The proposal that ‘skin resurfacing’ be deregulated is frightening – CO2 lasers can cause serious damage and should be regulated.

The use of Q-switched lasers for tattoo removal involves machinery that can deliver power-station (MegaWatt) outputs to skin.

The term ‘skin blemishes’ could cover everything from freckles to malignant melanomas – how is the untrained operator to distinguish?
How can children be protected when they will be able to undergo treatments in an unmonitored environment – apart from the physical damage which a laser/IPL can do to the skin and eye – who will protect from abuse?

Who will monitor Health and Safety aspects of these providers and is the proposal in effect just passing the buck (and the cost) on to the HSE?

CSA2000 led the way in requiring laser/light service providers to evidence good basic safety. Wales, Northern Ireland and now Scotland have followed this lead only to see England back out. All of the cost and good work of the last 6 years will be lost if abandoned at this stage.
Government should maintain regulation of this sector but do so on a proportionate basis being regulation according to risk and not deregulation regardless of risk.
Confidentiality

Information provided in response to this consultation, including personal information, may be published or disclosed in accordance with the access to information regimes (these are primarily the Freedom of Information Act 2000 (FOIA), the Data Protection Act 1998 (DPA) and the Environmental Information Regulations 2004). 

If you want the information that you provide to be treated as confidential, please be aware that, under the FOIA, there is a statutory Code of Practice with which public authorities must comply and which deals, amongst other things, with obligations of confidence.  In view of this it would be helpful if you could explain to us why you regard the information you have provided as confidential. If we receive a request for disclosure of the information we will take full account of your explanation, but we cannot give an assurance that confidentiality can be maintained in all circumstances.  An automatic confidentiality disclaimer generated by your IT system will not, of itself, be regarded as binding on the Department.

Please check this box if you wish for the information you have provided to be treated as confidential.  FORMCHECKBOX 

If you have chosen for your answers to remain confidential, please explain why.

     
Thank you for taking the time to complete this questionnaire. Please email this document to regulations.and.standards@dh.gsi.gov.uk by  the 10th of June 2008. 

