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	CIVIC GOVERNMENT (SCOTLAND) ACT 1982

LASERS & INTENSE PULSED LIGHT TREATMENTS CONDITIONS


Definitions

Laser (Class 3B lasers, Class 4). In the beauty industry lasers are generally used for non-invasive cosmetic treatments, such as removal of hair, tattoos, birthmarks, acne scarring, and other blemishes from the skin. The mode of emission of the radiation can be continuous, wave, or pulsed.

Intense Light Systems (ILS) / Intense Pulsed Light (IPL) are generally treated as Class 4 lasers. IPL systems fall into this category and are the system generally used for non-invasive cosmetic treatments. IPL is pulsed or shuttered emission which gives tissues time to cool between pulses.

Conditions

1.
Competency

The licence holder shall ensure that every operator is capable of demonstrating that they have sufficient knowledge, skill, training and experience commensurate with the activities they carry out. Qualifications must be accredited, nationally recognised or of an equivalent standard. The licence holder shall retain a record of the information provided.

2.
Age restriction  
2(1)
The licence holder shall ensure that laser/IPL treatment is not carried out on any child under the age of 16 unless accompanied by a person who has parental rights and responsibilities in respect of that child and who has also given their consent in writing to the laser/IPL treatment.

2(2)
Where written consent has been provided, the person having the parental rights and responsibilities shall include in their written consent:

· Their relationship to the client

· The name, address and age of the person to be treated

· Consent must be signed and dated by them
3.
Treatment Register

The licence holder shall ensure a treatment register is completed every time the laser/IPL is operated, including the following information:

· The name of the person treated

· The date and time of treatment
· The name and signature of the laser/IPL operator
· The checking of skin type and pigmentation
· The nature of the laser/IPL treatment given

· The treatment parameters and details 
· Any incidents or adverse effects.

4.
Treatment protocol document
4(1)
The licence holder shall employ the services of an Expert Medical Practitioner (EMP) to produce a ‘Treatment Protocol’ document that is specific to the treatment and equipment used. The treatment protocol sets out the necessary pre-treatment checks and tests, the manner in which the laser/IPL is to be applied, the acceptable variations in the settings used, and when to abort a treatment.

4(2)
A separate Treatment Protocol shall be in place for each laser or IPL in use at the premises. 

4(3)
The Treatment Protocol shall include the following:- 
· Name and technical specifications of the equipment 

· Any potential contraindication
· Treatment techniques

· Client consent prior to treatment 

· Cleanliness and infection control within the treatment area 

· Pre-treatment tests (including patch testing) 

· Post-treatment care 

· Recognition of treatment related problems 

· Procedure for dealing with treatment related problems and other adverse incidents 

· Permitted variation on machines variables 

· Procedure in the event of equipment failure or other emergencies

4(4)
The Treatment Protocol shall be signed and dated by the EMP to confirm authorisation, shall be reviewed annually by an EMP and include a projected date for review.

4(5)
A copy of the Treatment Protocol shall be kept on site and shall be produced on request by an authorised officer of the Council. 

5.
Local Rules Document
5(1)
The licence holder shall employ the services of a certified Laser Protection Advisor (LPA) to produce a Local Rules Document. A copy of the LPA’s certificate and a copy of a contract between the licensed premises and the LPA must be available on site and shall be produced on request by an authorised officer of the Council. 

5(2)
The laser/IPL must only be used in accordance with the Local Rules and this document shall include details of the following:

(
Potential hazards - Including fire, skin and eye injuries, electrical etc
(
Location and control of equipment - The room the machine is used in and how the machine is controlled
(
Device description - Description of all devices including output, serial numbers etc
(
Written procedure - Supported by reference to user manual/training manual etc 

(
Adverse incident procedure - Details of actions to be taken in cases of emergency. Name address and contact details of local accident and emergency department. 

(
Emergency shutdown procedure - Instructions as set down in user manual and treatment protocol 

(
Register of authorised users - Details of trained personnel with signed declarations
(
Laser Protection Adviser - Contact details of the LPA
5(3)
The Local Rules should be reviewed following any significant changes to the premises i.e. change of room or/and any change to the laser/IPL equipment 

5(4)
It is at the licence holders discretion and consideration how long to continue to engage the LPA’s services. If there are significant changes as detailed above then a further inspection by the LPA will be required. Any changes must be documented. 

5(5)
A copy of the last LPA audit report must be available for review by an authorised officer of the Council. 

6.
Equipment

6(1)
The licence holder must ensure that all laser/IPL equipment complies with current standards BS EN 60601-2-22 for medical lasers and BS 60601-2-57 and shall display labels identifying them, their wavelength or range of wavelengths and the maximum output power of the radiation emitted. The labels shall be clearly visible on the front or side of the machine. 

6(2)
The key to the laser/IPL equipment shall be kept in a secure and separate area when the machine is not is use and only authorised users shall have access to the key. 

6(3)
The laser/IPL equipment shall be serviced annually and a record kept with the local rules document of all servicing and repairs. 

7.
Protective eyewear 
7(1)
Protective eyewear shall be worn by everyone within the controlled area whenever there is a risk of exposure to laser/IPL.

7(2)
All protective eyewear shall be marked with the wavelength range and protection offered as detailed in the local rules document. 

7(3)
If more than one machine is used at the premises the eyewear shall be easily identifiable to the specific machine. 

7(4)
The eyewear shall be kept in a clean and serviceable condition, and shall be replaced if damaged. 

8.
Treatment room
8(1)
The room in which the laser/IPL is used shall be a controlled area to protect other persons while treatment is in progress, be clearly defined and not used for other purposes.

8(2)
A suitable safety warning sign (‘eye protection’ and ‘controlled area’) or light entry system which complies with current British Standards shall be in place on the door of the room. 

8(3)
The door of the room shall be fitted with a door lock capable of being opened from the outside in the case of an emergency without the use of a key or entering a code. 

8(4)
Any windows in the room shall be fitted with opaque blinds approved by the LPA, which shall be closed during all treatments. 

8(5)
Surfaces within the controlled area shall be of a matt or eggshell finish.
8(6)
The room should be kept clear of clutter.
8(7)
The room shall not contain mirrors or other reflective surfaces.

8(8)
Jewellery should not be worn by the therapist or the person receiving the treatment. 

9.
Client’s records 

Before any treatment is administered the person giving the treatment or another competent person, shall interview the person to be treated and record the following details:

(
The full name and address of the person to be treated 

(
The treatment to be given

(
The dates on which the treatment is given 

(
The name of the person giving the treatment
(
The client’s relevant medical history, including any contraindications to the treatments   

to be given
(
The location on the body the treatment is being carried out 

(
Details of any patch testing and the area tested

(
The client’s consent to receive the treatment (see “informed consent” below)
(
Every treatment (and repeat treatments, or continuation treatments) shall be recorded
10.
Informed consent

A record that the person has consented to the treatment and has been advised of and understands the risks associated with it shall be kept. The items discussed shall be recorded along with the client’s details. The person receiving the treatment shall sign the record to show that they understand what they have been told and consent to the treatment. 

11.
Aftercare Advice

Aftercare advice shall be given in respect of all treatments. This must include information on actions to take if any adverse conditions occur. The aftercare advice must be in a written form given to the client.

12.
Records 

All documentation (or computer records) required under the licence conditions must be kept on the premises, be available for inspection for at least 2 years, and kept in accordance with Data Protection legislation. 
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