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1.
INTRODUCTION
These local rules are applicable to the YNiC scanner and to be used alongside the Medical Devices Agency Guidelines and the York Neuroimaging Centre (YNiC) policy documents.  Copies of these local rules must be kept for ease of referral in the MRI Scan Control Room, and the MRI reception office. Employees of Lodestone Patient Care Ltd (LPC) should also be aware of requirements as per the Lodestone Code of Practice for MRI sites, a copy of which is available on site. The LPC Code of Practice is a supplementary document to the YNiC local rules.
The local MRI Responsible Person is designated to monitor and ensure implementation of these rules. 


~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~


2.
SUPERVISION OF EXPOSED PERSONS
(a) 
The MRI Responsible Person
The supervision of exposed persons is the responsibility of the MRI Responsible Person (see Appendix 1).  This person is the Science Manager at the MRI Centre. 

The specific responsibilities of this person are listed in Appendix 2.  The duties of the MRI Responsible Person are delegated to other (Category B) Authorised Personnel in the absence of the Unit Manager.

(b) 
Authorised Personnel
Authorised personnel will be named (Appendix 1) and will include clinically qualified staff (Category A – see Appendix 1) employed by Lodestone Patient Care and designated MRI-trained YNiC staff (Category B- see Appendix 1).  Only members of Categories A and B from the list of Authorised Personnel are allowed to enter the Inner Controlled Area (Scan Room) unaccompanied, all other personnel must be supervised by an Authorised Person from the above categories.  

A list of categories of authorization, their responsibilities and their training requirements are detailed in Appendix 1


3.
CONTROL OF ACCESS
(a) 
Scanner Room and Equipment Room
These form the Inner Controlled Area.  Access to these rooms is only permitted whilst accompanied and supervised by an Authorised person (Cat. A & B).  These rooms contain the high magnetic field (more than 5 Gauss).  All patients, visitors, clinicians and volunteers are required to complete a Safety Questionnaire (Appendix 3) before being allowed to enter these rooms.  They must also be informed of the dangers of loose metallic objects, have any such objects removed to a safe place, and informed of other MRI safety issues. 
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The Scanner Room is accessed through controlled doors from the reception area at the entrance to the unit.
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All doors are operated with a security self-locking fob. 





Fob operated doors have a break glass emergency release.
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The door to the Scan Room must always remain closed and should be locked when the scanner is left unsupervised and out of hours.  
[image: image5.wmf]
The key should be kept above oxygen monitor, except in the event of a fire [see section (5c)].  This key must only be issued to Authorised Personnel, a list of whom is also held at the MRI reception desk.  In an emergency this authorization may extend to cover the emergency service personnel and emergency maintenance personnel.  
b) 
Control Room 
[image: image6.wmf]This is the Outer Controlled Area.  Access to this area is permitted for all categories of Authorised Persons. This area although controlled is outside the 5 Gauss line. Access to the Control Room is via a security fob-operated doors, from the MRI corridor.

UNDER NO CIRCUMSTANCES MUST THE SECURITY CODED DOOR BE LEFT PROPPED OPEN.
Fob access for this door is only to be given to Authorised Personnel, MRI staff and should be available at the Biocentre Main Security for access of emergency services.

Visitors to the MRI unit may enter the Outer Control Area under the supervision and responsibility of an Authorised Person (Category A and B only). If they need to enter the Inner Control Area then completion of a Safety Questionnaire and removal of metallic objects is mandatory.

Out of hours the control room is locked.
(c)
Transcranial Magnetic Stimulation (TMS) Office


This is a magnetically-safe area where TMS experiments are carried out.
(d) 
Interview Office 

This is a magnetically-safe area used to interview patients and volunteers in privacy. 

(e) Preparation Area
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This is in the main MRI corridor it 









is a magnetically safe area to be used








 only by Authorised Personnel,










 screened MRI patients and








 emergency personnel (when








 necessary). Access is restricted due








 to the close proximity of the scan








 room. Access to this area is via self-









locking security doors from the 








control room or from reception. 

(f) 
Reception Office

This is a magnetically-safe area and access will be granted only with prior permission. Access to this area is via the main entrance to the YNiC .
(g)       Waiting Area

This is a magnetically-safe area used by YNiC staff, patients and participants. Access to this area is via the main entrance to the YNiC.
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4.
MRI SAFETY
A. Rules for Authorised Staff
Category A (Vocationally-qualified MRI personnel)
All MRI radiographers are Authorised Persons (Category A) and must adhere to the rules below.

i) Be aware of the magnetic hazard of the Scan Room and all issues of magnetic safety.

ii) Read and confirm in writing that you understand the “Guidelines for Magnetic Resonance Diagnostic Equipment in Clinical Use” and carry out MRI procedures in accordance with this document.

iii) Be aware of the location of all emergency shutdown buttons for electronic isolation. (Keyboard, Scanner, wall mounted to Left of door in scan room next to quench module, wall 
[image: image9.jpg]


mounted to right of door outside scan room)

iv) Be aware of the position of the emergency magnet quench buttons (wall mounted to Left of door inside scan room, wall mounted in red box to Lt of door outside scan room) and to have a clear understanding of procedures in the event of a magnetic quench or activation of the oxygen monitor.  They must also understand the dangers associated with helium gas during a quench.
v) Read and understand the safety section in the equipment manual issued by the     manufacturer. (GE Medical Systems guide)

vi) Know and understand the procedures for dealing with patient emergency or fire and their relation to MRI safety.

vii) Recognise and report to the MRI Responsible Person any faulty equipment, malfunctions or improper working practises that impact on MRI safety.

Category B (Non-vocationally-qualified YNiC operators)
i) Be aware of the magnetic hazard of the Scan Room and all issues of magnetic safety.
ii) Successfully completed a written test on information contained in the Local Rules (this document), the MRI Safety Manual for YNiC Operators and the YNiC MRI Operators Guidelines
iii) Successfully completed training programs on emergency evacuations, patient handling and operation of the scanner and associated equipment.
iv) Read and understand the “Guidelines for Magnetic Resonance Diagnostic Equipment in Clinical Use” written by the Medical Devices Agency and carry out MRI procedures in accordance with this document.
v) Read and understand the safety section in the equipment manual issued by the manufacturer. (GE Medical Systems guide)
vi) Be aware of the location of all emergency shutdown buttons for electronic isolation. (Keyboard, Scanner, wall mounted to Left of door in scan room next to quench module, wall mounted to right of door outside scan room) and to have a clear understanding of procedures in the event of a magnetic quench or activation of the oxygen monitor.  They must also understand the dangers associated with helium gas during a quench.
Magnet quench – will usually be accompanied by a loud bang and the helium will rapidly vent to the outside of the building in a safe fashion. MRI technologists are required as a first priority to remove the patient from the magnet and Magnet Room. In the event of a leak of helium into the Magnet Room, cloudy white gas will be seen and the first priority is to ventilate the Magnet Room by opening the Scan Room door.  Ventilating the Magnet Room should disperse the cloudy white gas and it is then safe to enter and assist the patient from the Magnet Room. A helium leakage should also be indicated by the oxygen monitor alarm. Following patient evacuation, equipment should be turned off and the manufacturers contacted immediately.

It is important to ventilate the Magnet Room before entering as the helium gas can cause severe “cold burns”.  One must assume that in the unlikely event of a serious helium gas leak into the Magnet Room, the patient would either be incapacitated or be attempting to vacate the room without assistance.

vii) Know and understand the procedures for dealing with patient emergency or fire and their relation to MRI safety.

viii) Recognise and report to the MRI Responsible Person any faulty equipment, malfunctions or improper working practises that impact on MRI safety.

Category C (GE engineers)
i) Be aware of the magnetic hazard of the Scan Room and all issues of magnetic safety.

ii) Do not divulge the security number of the Control Room door to any person other than authorised staff.

iii) Be aware of the location of all emergency shutdown buttons for electronic isolation. (see above).
iv) Be familiar with procedures for dealing with patient emergency or fire and their relation to MRI safety.

v) Do not authorise entry to any patient, participant or visitor into the Inner Controlled Area (Scanner Room) unless a Safety Questionnaire has been satisfactorily completed and signed by an MRI Radiographer.

vi) Do not authorise the entry of any patient, participant or visitor into the Inner Controlled Area unless the person has been given a full explanation of magnetic safety issues and all loose metallic objects have been removed from the person.  A  Safety Questionnaire must have been completed and checked by an MRI radiographer for any persons to access the Inner Controlled scanning area.

Category D (Clerical and domestic service personnel)
i) 
Be aware of the magnetic hazard of the Scan Room and all issues of magnetic safety.

ii) Be aware of the location of all emergency shutdown buttons for electronic isolation. (see above)
iii) Be familiar with procedures for dealing with patient emergency or fire and their relation to MRI safety.

iv) Do not take any electronic equipment or tools into the Inner Controlled Area (Scanner Room).

v) Do not allow the access of any visitors or patients into the Inner Controlled Area unless supervised by person from the Categories A, B and/or C.

B. Rules for Patients
Patients will only be scanned when Category A personnel are provided with a signed MRI Request Form from or appropriated by an approved medical practitioner. The referring clinician is ultimately responsible to ensure that patients referred for MRI Scanning are medically safe to undergo this investigation.

All patients must satisfactorily complete a Safety Questionnaire before entering the Controlled Areas. 

Patient Safety Questionnaires must be signed by the patient and an adequate explanation of the examination procedure given. An MRI radiographer or Authorised Operator must countersign the Safety Questionnaire to verify that screening of the patient has taken place. 

Screening of patients must be made in line with the Guidelines of the Medical Devices Agency and YNiC policies.

Patients must be screened for loose metallic objects, metallic objects in clothing and items of equipment that may be damaged by magnetic fields before entering the Inner Controlled Area.
C. Rules for Volunteers

Either Category A or Category B personnel may scan volunteers. Volunteers must complete both the YNiC Health and Safety and Scan Consent forms before scanning takes place, as well as any relevant project-specific consent forms.
The YNiC Health and Safety and Scan Consent forms must be signed by the volunteer, the Principal Investigator (PI) and MRI operator. It is the responsibility of the PI to explain what is expected of the volunteer during the experiment and the responsibility of the MRI operator to explain the practicalities of the scan.
Volunteers must be screened in two stages: once by the PI and then again by the MRI operator just prior to scanning. Volunteers must be screened for loose metallic objects, metallic objects in clothing and items of equipment that may be damaged by magnetic fields before entering the Inner Controlled Area.
Screening of volunteers must be made in line with the Guidelines of the Medical Devices Agency and YNiC policies.

D. Specific Rules for Participants and Volunteers:
(i) The following should not be accepted as volunteer subjects for an MRI examination, unless otherwise approved, in writing, by the insurers of The University of York:

(a) Woman who are or may be pregnant

(b) Persons under the age of 5 years of age.
(c) Persons with any type of metallic implant

(d) Persons with a history of mental illness.

(e) Any proposed volunteer who does not pass all of the relevant safety checks.

(ii) All MR examinations performed for research purposes are subject to approval by the local ethics committee.

(iii) All volunteers must be kept under clinical
 supervision during the MR examination.

(iv) Records of all volunteers examinations must recorded in the MRI Research Log Book (see YNiC’s Working Practices “Definitions”).

E. Rules for Visitors Accompanying Patients/Volunteers
All visitors accompanying patients into the scanning environment must satisfactorily complete a Safety Questionnaire and be screened as above (Section 4(B) and 4(C)).

.


5.
OPERATIONAL SAFETY
(a) 
Medical Emergency (Cardiac Arrest)
The primary aim of the technologists working in the MRI unit in the event of a medical emergency is to alert the emergency services and remove the patient from the dangers of the magnetic environment to a safe area where emergency medical treatment may be carried out.  
The rescuer should ensure his own safety first before touching the patient.

The rescuer should ensure the safety of the patient.
Procedure: 

The patient should be assessed for responsiveness, i.e. gently shaking the patient and shouting, “Are you alright?”

If the patient is unresponsive and/or his/her vital signs are deteriorating the following procedure should be carried out:

1)
Alert emergency services by dialling 9-999.  State -  “Biocentre, York Neuroimaging, York science Park Y010 5DG”. 

2) Remove the patient from the magnet and transfer from the magnet room to the recovery room using the undocking mechanism of the scanner table, elevate the cot sides to prevent patient rolling off during transit. Ensure that the doorway from the main corridor to the recovery room is open.

3) Remove patient, on the trolley, to the Recovery Room and commence emergency resuscitation first aid (CPR). AED (Heartstart automatic defib) can be used only if operator is trained in its use.  Ensure scan room door is CLOSED after removal of patient.
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4) Telephone through to reception to explain the situation. Ask the Receptionist is to ensure that no patients or other unauthorized persons enter the controlled area during the emergency and can direct the emergency team to the patient

5) Continue first aid until the arrival of the emergency services who will then take medical control of the patient.

6) Assist emergency services with any patient management or transfer. Complete an Incident Report form.

7) Replace used emergency drugs. Organise the replacement of used emergency drugs 

Under no circumstances should resuscitation equipment be taken into the Inner Controlled Area.

Should a medical emergency occur in the Waiting/Changing Room then;

1)
Alert the emergency services as above.

2)
Proceed with CPR until the emergency services arrives.

(b)
ACCIDENTS CAUSED BY FERROMAGNETIC OBJECTS BEING TAKEN INTO THE INNER CONTROLLED AREA.

(ii) In the event of a ferromagnetic object being taken into the Inner Controlled Area the local MRI Responsible Person (or other Category A person) should be informed immediately.

(iii) If injury has taken place, and it is deemed that the ferromagnetic object may cause further danger, or is preventing the injured person to be removed to safety, then the emergency quenching procedure may be employed.

(iv) The decision to quench the magnet should be made only if a person is trapped by the ferromagnetic object.

(v) If no person is severely injured, and there is little or no likelihood of such an injury taking place, then every attempt should be made to remove the object, without quenching the magnet. This may involve a controlled ‘ramp-down’, which must be performed by the MR system engineer.

(vi) Any such incident should be reported using YNiC’s incident reporting procedure (see Safety Manual for YNiC operators for description of this procedure). The YNiC Director and the GE service department should also be informed as soon as possible.
(c) 
Fire
(i)
Scanner Room
If smoke and flames are seen coming from the MRI scanner or equipment cupboards in the Scan Room then the following procedures should be followed: -
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Activate the fire call by breaking the nearest fire alarm call point.

· There is only 1 in the MR Department. It is located to the right of the fire exit door on the MRI corridor.
-
Dial 9-999 and give location of fire. Advise emergency services there is MR equipment on site.

· Push the Emergency System Stop on the wall in the Control Room to isolate the power supply to the scanner.

· Remove the patient manually from the MRI scanner.

· Isolate the power supply to any electrical equipment (Mains power isolator  is located in the equipment room)

· Evacuate the patients and all staff from the unit, by the nearest exit.

· If safe to do so, turn off Medical Gases Isolation valves. These are located in the panel on the wall in the MR corridor.

· Close all doors on exit.

-
Remain on site to advise fire officers of MRI safety issues.


~~~~~~~~~~

If the fire or smoke are not rapidly developing then it may be possible to take further action:

· An attempt to extinguish the fire using the extinguisher on the wall may be made, ensuring at all times that no risks to the individual and other personnel are taken. 
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· There are 3 MRI compatible fire extinguishers in the Unit. Each extinguisher has the phrase “NON-MAGNETIC” on the handle. These are located:

1) Outside and next to the Scan Room door.

2) In the MRI corridor.

On arrival of the Fire Brigade the radiographer or authorised person in charge must inform the fire officers of the dangers of the magnetic field, and the ceiling ducted air conditioning.

The fire must be fought by the Fire Brigade from the Scanner Room door.  The magnet must only be quenched if there is a person trapped by a ferromagnetic object against the magnet or at the insistence of the senior fire officer.
(ii) Fire in the YNiC (other than the MRI Scan Room)

· Activate fire call by breaking nearest fire alarm call point. There are 3 within the Unit.
· Isolate equipment from the power (Emergency System Stop Button Located in the Control room or in the Equipment room)

· Turn off Medical Gases Isolation valves- located in the MRI corridor.

· Evacuate the area closing all doors.

· It may be possible to extinguish the fire at no risk to oneself or other persons.

· Await Fire Brigade and ensure that no one is in danger from the magnetic field.

Access Outside Normal Hours

1. In the event that personnel require access to the MRI Unit, for example, in an emergency outside normal working hours of 8:00am – 8:00pm Monday to Friday, they must apply to the on call YNiC duty officer for access to the site.

2. In the case of emergency the YNiC Science M
anager or the Director must be contacted as soon as possible.

3. In all instances, persons entering the controlled area should follow the advice of the duty officer.

4. All local fire crews should regularly visit the unit to familiarize themselves with the unit and the safety issues.

(d) 
Patient/Volunteer Monitoring During MRI Scanning
Every patient is given a clear description of the MRI procedure and all questions addressed prior to the commencement of scanning.

It is the duty of Category A and B personnel to monitor every patient as follows:

(i)
Every patient/volunteer must be given instructions as to how to contact the staff whilst being scanned, including how to operate the panic button.

(ii)
The patient intercom should be switched on at all times and at a suitable volume to hear patients within the magnet.  It is not acceptable to turn the volume off during scanning.

(iii)
Visual monitoring of the patient via the RF window must be carried out.  It is not acceptable to leave this area and lose visual contact with the patient.

(iv)
Verbal monitoring of the patient must occur after each scanning sequence.

(v)
Any patient who is seriously ill, uncooperative, unconscious, a child, or any person who is unable to understand the procedure must have a person in the Scanner Room during the procedure to be in close visual and physical contact with the patient.

 (e) 
Infection Control and Sharps Policy
Copies of the documentation relating to YNiC's Infection Control 
(see Appendix 7) and Sharps Policy 
can be found within the MRI unit's Health & Safety documentation. 

YNiC’s WORKING PRACTICES

The following local rules relating to the operation of YNiC’s scanner are formulated in accordance with the "Guidelines for Magnetic Resonance Diagnostic Equipment in Clinical Use, with particular reference to Safety", published by the Medical Devices Agency. All YNiC’s Category A and B personnel are required to read this document. Category A personnel are required to read and sign to confirm understanding of this document, the Operations Policy 
and Medical Devices Agency annually.

1. Individual Responsibilities

a)
The person delegated by YNiC as the “MRI Responsible Person” for all MRI scanners is Dr Sam Johnson, Science Manager. He is responsible for the operations policy
, education, staffing and all issues relating to the operation of the MRI scanners.

b)
The Senior Radiographer appointed at the Unit is delegated as being the MRI Responsible Person for all day to day operation and safety issues, and in the Unit Manager’s absence this responsibility is delegated to junior MRI radiographers. Any operational or safety issues relating to the MRI scanner, ancillary equipment or YNiC must be brought to the attention of the Operations Manager 
in a timely fashion.

c)
Radiographers have a duty of care to patients, staff and their colleagues. Their duty of care reflects their position as fully qualified diagnostic radiographers. Duty of care involves the individual acting in a way that will not endanger staff or patients by any misuse of equipment, by reporting of faults and unsafe practices, and taking steps identified to avoid accidents or injury to themselves and others.

d)
There is a duty under the Health & Safety at Work Act for every employee while at work:

i)
to take reasonable care for the health and safety of himself and of other persons who may be affected by his acts or omissions at work; 

ii)
to cooperate with his employer or any other relevant person to meet the requirements imposed on the employer as is necessary to ensure safety and welfare.

e)
All Category A (appointed MRI radiographers) and Category B (YNiC-approved MRI operators) are designated as Authorised Personnel.

2. Controlled Areas

a)
The MRI scanning suite is divided into two areas, both of which are "Controlled". The "Inner Controlled Area" contains the magnet and no unauthorised personnel must enter this area without screening (satisfactory completion of a Safety Questionnaire). The "Outer Controlled Area" is the Scan Control room and patient reception area, and is magnetically a safe area. However, this area must also be controlled, no casual entry to this area is allowed and the door into the magnet room should always be locked in the absence of authorised staff. 

b)
The Inner Controlled Area (Magnet Room) contains the 0.5mT (5 Gauss) magnetic field contour. Therefore, only authorised persons and persons who have satisfactorily completed a Safety Questionnaire may enter this area due to the magnetic field effects. All areas on the outside of the scanner accessible to the public are magnetically safe (less than 5 Gauss).

c)
The Authorised Personnel must ensure that any cleaning or engineering staff or third party contractors who are required to work in magnetically sensitive areas of the scanner are informed of all safety issues.  A representative of the companies concerned will be required to sign and return documentation to confirm their understanding and agreement to conform with safety policy.
3. Screening Procedures

All safety guidelines and safety screening recommended in the Guidelines of the Medical Devices Agency are carried out before any persons may enter the Inner controlled Area. For details of specific policies and documentation please refer to the YNiC  MRI Operations Policy 
and  these  Local Rules.

4. Supervision of Exposed Persons
Patients
a)
The referring clinician is ultimately responsible to ensure that patients referred for MRI scanning are medically safe to undergo this investigation. However, all patients to be scanned must complete a Safety Questionnaire to the satisfaction of MRI radiographers. All Safety Questionnaires must be signed by the patient and countersigned as proof of acceptance by an MRI radiographer.

b)
Patients who are mentally or physically unable to complete a Safety Questionnaire must have this document completed and signed on their behalf by a parent, guardian (in the case of patients under the age of sixteen years) or clinician who has knowledge of their medical history.

c)
Patients under the age of consent (16 years) must complete a Safety Questionnaire and have this countersigned by a parent, guardian or clinician.

d)
Patients who are pregnant should be managed as indicated in the Operations Policy
/Local Rules.

Participants and Volunteers
Participants and volunteers are subject to the same supervisory requirements as patients but most complete both the YNiC Health and Safety and Scan Consent forms before they can be scanned. Pregnant participants and volunteers may not be scanned.
Staff
Only Authorised Personnel may have free access to the MRI scanner. Staff in the first trimester of pregnancy are advised not to enter the Inner Controlled Area and should not remain in the Inner Controlled Area during patient scanning at any stage of pregnancy.

5. Management of Patients 
a) MRI radiographers are fully trained and conversant with all aspects of safety relating to the operation of the MRI scanners. Qualified MRI radiographers will be perform the scanning of patients using protocols agreed with the reporting radiologist(s). In the absence of specific scan protocols, YNIC’s standard scanning protocols will be carried out.

b) See Operations Policy
/Local Rules for all safety policy documents. It is the responsibility of the MRI operator to ensure all portable magnetic objects are removed from the patient before they enter the Inner Controlled Area.

c) In association with the completion of a Safety Questionnaire, all MRI operators are also required to explain the procedure for the MRI scan clearly to the patient.  Visual monitoring of the patient should occur during the MRI examination and verbal communication must occur at the end of each sequence. Communication devices must not only be switched on, but must be at audible levels.

d) Claustrophobic patients should be encouraged to complete the scan and all the various methods of improving patient acceptability should be used. However, patients should not have undue pressure put on them to complete the scan against their wishes.

e) All electronic patient monitoring devices, including those supplied by YNiC, must be compatible with MRI scanning and great care must be taken to ensure equipment is not ferro-magnetic and that cables and leads are not looped or touching the magnet bore during scanning.  Any equipment supplied by YNiC for use in the MRI scanner must have documentary evidence 
to verify it has been tested for safe use in the magnetic environment. Cables and leads should be positioned well away from the patients to avoid skin contact.

f) Sedated Patients should only be scanned subject to the availability of appropriate medical practioners on site.
6. Management of Volunteers
a) YNiC-approved MRI operators will carry out the scanning of volunteers.
b) The safety guidelines for scanning volunteers can be found in the MRI Safety Manual for YNiC Operators

c) It is the responsibility of the YNiC-approved MRI operator to make sure that volunteers are de-metalled before they enter the Controlled Area. The PI, or their representative, should have already screened the volunteer once as part of the preparation for the scan.
d) It is the responsibility of the YNiC-approved MRI operator to explain the practicalities of the MRI scan. It is the responsibility of the PI, or their representative, to explain to the volunteer what is expected of them during the experiment.
e) Visual monitoring of the patient should occur during the MRI examination and verbal communication must occur at the end of each sequence. Communication devices must not only be switched on, but must be at audible levels.
f) Volunteers may stop the scan at any time without giving a reason. Therefore if volunteers feel too claustrophobic or anxious to complete the scan, the scan must be stopped immediately.
7. Records and Archiving
a) The Medical Devices Agency requires records of patients and volunteers scanned to be kept for a minimum of 10 years.

b) Patients (scanned by Category A personnel)


The following information must be maintained in archived records:

i. Identification of the MRI scanner

ii. Date of scan

iii. Subject's name, sex and age

iv. Scan data (appears on hard copy but should also be written in the Scanner Log Book)

v. Body part scanned and coils used

vi. Approximate time spent in the scanner

vii. Details of contrast media injection administration

The Patient Log Book must have clear indications of all patient data specified in (b) above and show clearly the identification of the archive media used for digital data storage.

c) Volunteers (Category A or B personnel – see Appendix 8)

The following information must be maintained in archived records:

i. Participant Name

ii. Date of Birth

iii. Body part

iv. Type of Scan

v. Approximate time spent in the scanner

The raw digital data from an MRI scan is kept for 10 years, as a permanent record of the procedure.  Therefore all MRI operators must ensure the data is saved on the appropriate archiving media.  

The Research Lob Book must have clear indications of all volunteer data specified in (c) above.
d) The Medical Devices Agency recommends that any patients scanned during pregnancy (only by Category A personnel) must have all scanning parameters and details of the examination copied, to be included in the notes of the unborn child. A Medical Scan History form will be given to the patient following the MRI procedure.

e) All volunteers and staff undergoing an MRI scan must also have details of sequences and time of scanning of the MRI procedure recorded in the appropriate Scanner Log Book kept within the centre.  A record of frequent visitors to the scanner who remain in the Inner Controlled Area during scanning should also have details of the scans performed and time spent in the Inner Controlled Area recorded in the Scanner Log Book.  Staff who undergo scanning for medical reasons must have the records completed in the Patient Log Book. 

f) Staff should not scan, or be involved in the care of, relatives or friends who are referred to the unit for MRI investigation. 
8. Incident Reports
Any accidents or serious incidents relating to equipment must be reported to the YNiC Centre
 Manager immediately. A record of the incident must be kept in the Incident/Accident Book and a copy sent to YNiC. These incidents must also be reported to the manufacturers of the equipment and if appropriate the MDA. The Senior Radiographer should also be informed of any untoward incidents involving equipment.

Any incidents or problems with patients should be recorded in the Incident Book.  The YNiC Centre
 Manager should also be informed. This may include patients suffering severe claustrophobia or patients who make complaints about the service, etc.

9. Equipment Faults/Maintenance
The equipment is serviced and maintained on a regular basis by the manufacturers to their recommendations. A comprehensive emergency call-out system is also employed for dealing with urgent faults and image quality issues. At the time of service and maintenance image quality and performance checks are also carried out by the manufacturers. If deemed appropriate YNiC will also obtain an independent third party report on issues related to scanner performance or image quality

It is the responsibility of all MRI radiographers to report all equipment failures or image quality issues in order that these can be dealt with in a timely fashion.  No staff other than trained GE engineers must attempt to perform any maintenance or repair of the MRI equipment at any time. In the event of equipment failure or malfunction the MRI radiographers must not attempt to interfere with any of the high voltage equipment. Observations or simple testing at the request of the manufacturer’s representative may be carried out providing the appropriate safety measures are addressed (i.e. turn off power supply to equipment before accessing). There is a danger of electrocution from all damaged or faulty equipment and MRI radiographers should not interfere with such equipment.

Helium Filling
It is the responsibility of all MRI radiographers 
to record helium levels on a daily basis and to report abnormal helium loss.  MRI radiographers must report helium levels to the Operations Department as they approach the required filling levels. 

Helium filling is carried out by qualified engineers under the management of the manufacturers of the equipment. No patients or staff must enter the Inner Controlled Area during helium filling.  

At other times when observations of the magnet pressure level are made in the rear of the magnet (Inner Controlled Area) staff should not climb onto the magnet or interfere with any of the equipment (visual observation only).

10. Medical Emergencies
MRI scanning should only take place after an agreed emergency system is in operation. MRI operators have a duty to familiarise themselves with the local rules for emergency procedure and to inform the Science Manager if there are any safety issues that relate to the emergency procedure. Evaluation of the procedure must be carried out every 6 months, and documented evidence will be kept on file at YNiC
.  If there are any problems or issues raised at the time of re-testing then the Science Manager will be responsible for resolving the matter.

The specific responsibility of the MRI operators is detailed in the Operations Policy
. 

Following a medical emergency an Incident Report form must be completed and retained at YNiC.
11. Fire
The management of a fire during the working day and also in the event that no YNiC personnel are available, i.e. at night,
 are both documented in the Local Rules.

GENERAL

MRI operators are required to arrive 20 minutes before the start of scanning in order to prepare the scanner for operation and to carry out safety and Q.A. checks. 

i)
MRI Q.A. scans performed and records taken; helium levels recorded.

ii)
Cleaning of the Control Room should be carried out daily.  It is an important aspect of infection control that all patient contact surfaces should be wiped over once a day with the appropriate cleaning equipment.  All areas of the Control Room should also be cleaned daily. Currently the Senior Radiographer disinfects areas of patient/volunteer contact within the Controlled Area (scan room).
iii)
The emergency box and the Laerdal mask must be displayed in a prominent position. All other emergency equipment supplied by YNiC must be collected and safely stored in case of emergency.  All scanners are supplied with a statutory first aid box for staff use.  It is the responsibility of the operators on the scanner to replenish any stocks used. 

Patient Management (Category A personnel)
The MRI Unit staff are responsible for the patient bookings and scan timings. Adjustments to these may be necessary during the scanning day due to patient or equipment problems and it is up to the MRI radiographers to advise and recommend of any alterations or cancellations that may be required.

Where patients are escorted to the scanner by YNiC staff, the MRI radiographers become responsible for the patient management when they arrive on the scanner. Therefore, any safety issues or hazards must be identified and reported by the MRI radiogrpahers. Where transport on a trolley or chair is required, the referring physician must provide portering staff to assist in transport. Trolley patients must always be transported by two persons.  Brakes should be applied to trolleys or wheelchairs whenever patients are moving off or on the trolley or getting out of or into a wheelchair.
Lifting of patients must be done in a safe fashion using any lifting aids supplied. YNiC must supply additional staff for lifting and manoeuvring of patients if required. MRI radiographers must ensure that manoeuvring patients is done in the safest possible manner using any lifting or manoeuvring aids such as the Easy-slide or patient table height adjustment. Manual handling courses are mandatory for all members of staff annually.

MRI radiographers & Authorised Operators are responsible for checking the patient's Safety Questionnaire is completed and conforms to the Guidelines of the Medical Devices Agency. MRI radiographers & Authorised Operators must countersign the Safety Questionnaire as confirmation of acceptance of the patient for scanning. They are also responsible for ensuring the patient has no metal objects on their person when entering the Controlled Area.

MRI radiographers are responsible for ensuring the patient has been informed of the practical details of the MRI procedure that will take place.

Patients must be scanned, monitored and records kept in accordance with the Guidelines of the Medical Devices Agency.  MRI radiographers must ensure that the local rules and protocols for scanning are observed. 

Contrast Media Administration –
(At this stage, no contrast is to be administered unless a Registered Medical Officer is on site – to be reviewed
)

Contrast must only be administered under the explicit instructions of the referring clinician or radiologists. Gadolinium administration protocols completed by the relevant radiologists may be followed in the absence of a radiologist. Contrast must be only drawn from its container into a syringe by or under the direct instruction of the person administering the contrast, and must be administered by a medical practitioner or an agreed other suitably qualified person.  Safe practices must be used to prevent sharps injuries or accidents during interventional procedures. (see The Infection Control Policy, Appendix 7.) The appropriate contrast media documentation must be completed, this includes the name of the contrast, batch no., expiry date, amount given and by whom. This contrast media information must be recorded onto RIS. An emergency drugs box must be present on the scanner when giving contrast agents. Staff administering contrast are required to observe the patient for at least 10 minutes in case of contrast reaction.

Management of Seriously Ill Patients
Medical support should be present on the scanner during the scanning of any patient whom the MRI radiographers deem to be a high risk for emergency treatment. Patients with cardiac, respiratory or other serious problems would fall within this category and MRI radiographers must not scan patients unless they deem medical support to be sufficient.

Post Scanning Procedures
MRI radiographers should be prepared to assist the patient when dismounting the table, in line with Manual Handling Training advice. Particular care should be taken, as patients are often uncomfortable or disorientated following the scan. The changeover of patients should be done discretely especially avoiding embarrassment due to dressing and breaches of confidentiality. The MRI radiographers should ensure that all patients’ belongings left with them for safe keeping are placed in a dedicated secure locker. 

Radiographers should ensure all scan data are archived and that all appropriate films/CD/DVD’s are imaged and left in the correct place, including transfer to other sites, for radiological reporting. Future PACS arrangements are under review
.

The radiographer must at all times report patient problems to the YNIC Science Manager. 

Patients whose scans are sub-optimal for reasons such as claustrophobia, movement or equipment failures must have a Degraded Scan Form 
completed by the MRI radiographers and this should be left with the patient's Request Form.

Volunteer Management (Category A or B personnel)
(see MRI Safety Manual for YNiC operators)
PIs book MRI scans for volunteers through the YNiC database.
The PI is responsible for the volunteer until the volunteer is handed over to the MRI operator immediately prior to scanning.

Both the PI and the MRI operator should screen the volunteer, ensuring that the volunteer has been de-metalled and that both the Health and Safety and Scan Consent forms have been completed and signed by the volunteer, the PI and the MRI operator.
General Working Guidelines
MRI operators are responsible for the safe and efficient management of the scanner. They should identify and report any problems or safety issues that arise in the course of carrying out their duties and they should take steps to prevent any accidents occurring. With this in mind, the following general rules should apply.

a)
It is not recommended that drinks be consumed in the Scan Control Room. However it is recognised that due to the nature of the work it may be inevitable that drinks will be consumed.  If this is the case, cups should be disposable and disposed of straight away after use and they should not be placed anywhere near electrical equipment.

b)
Consumption of food within the control room is, again, not recommended.  If staff are unable to take a short break, outside of the control room to consume food then measures should be taken to do so discretely. Food should not be consumed in the presence of patients or visitors. Cups or plates should not be left on show and should be removed as soon, as is feasible.

DEFINITIONS
“Patient Log Book”  Replaced by RIS
All the information regarding the patient’s scan is recorded on the Medical RIS.  The information headings can be found under “Records & Archiving” - Item 6 (b).  The details of contrast injection and details of data storage must also be kept on RIS.

“Scanner Log Book” replaced by RIS
All information regarding scans of staff and volunteers should be recorded on the RIS, including scan sequences and parameters and the amount of time spent in the magnet.  Other details should also be recorded ie the names of medical or technical support personnel who regularly visit the scanner, e.g. RMOs, Radiologists, Anaesthetic staff, and the time they have spent in the Magnet Room.
“Research Log Book”
The Research Log Book is used to record information regarding scans of volunteers. The “Book” will consist of Transfer of Data forms for individuals (Appendix 8), which will then be filed by the Senior Radiographer. It is important to use individual forms in each scan to ensure the confidentiality of volunteers. In this way data can be effectively transferred from MRI operators to the Senior Radiographer
“Incident/Accident Book”
All accidents involving injury to staff or patients should be recorded.  Complaints or points of possible repercussion should be recorded.  Equipment faults that have or may give rise to safety issues should be recorded and agreed actions to be taken documented. In all cases, both YNiC and LPC incident forms are completed for each occurrence.

Appendix 1
AUTHORISED PERSONNEL
Category A
Vocationally-qualified MRI radiographers.

These staff are all full-time MRI trained radiographers.
Named individuals include:-
· Miss Christine Alderson, Lead MRI Radiographer (employed by LPC)

· Any other designated MRI radiographers - these persons are authorised but must read Local Rules.
Category B
Non-vocationally qualified YNiC operators approved who are trained and approved for volunteer scanning only.
These personnel are not qualified MRI radiographers but have completed YNiC training in MRI safety, participant handling and operation of MRI equipment.

Named individuals include:-

· Prof. Gary Green

· Prof. Tony Morland

· André Gouws
Category C

· GE Service Engineers (subject to satisfactorily completing a safety questionnaire)

Category D
· Clerical personnel

· Domestic services personnel

Training Requirements of Authorised Persons
Category A

· MRI induction training carried out using the YNiC documentation and procedures. 
· Read and understand Local Rules

· Read and understand Safety section of manufacturer’s equipment literature

· Read and understand Medical Devices Agency Guidelines

· Read and understand  MRI Operations Policy and LPC Code of Practice (for LPC employees)
· Satisfactorily complete a Safety Questionnaire

· (Signed confirmation relating the to above will be kept on file at the MRI Centre)

· Annual Manual Handling, Emergency Resuscitation, Emergency Procedure and Fire updates are mandatory and recorded for all MRI staff.

Category B
· MRI induction training carried out using the YNiC documentation and procedures. 
· Successfully completed a written test on information contained in the YNiC Health and Safety manual, YNiC Local Rules, MRI Safety Manual for YNiC operators and the MRI Operators Guidelines.
· Read and understand Safety section of manufacturer’s equipment literature

· Read and understand Medical Devices Agency Guidelines
· Completed training in participant handling and operation of the MRI equipment.
· Satisfactorily complete a Safety Questionnaire (Signed confirmation relating the to above will be kept on file at the MRI Centre)

· Annual Manual Handling, Emergency Resuscitation, Emergency Procedure and Fire updates are mandatory and recorded for all MRI staff.

Category C
· Full understanding of the hazards of the MRI equipment

· Satisfactory completion of a Safety Questionnaire

· Read and understand Local Rules

· Read and understand Safety section of manufacturer’s equipment literature

Category D
· Satisfactory completion of Safety Questionnaire

· Annual update on all aspects of MRI safety

· Read and understand the Local Rules



Appendix 2
DUTIES OF THE MRI RESPONSIBLE PERSON

(i)
To ensure that all authorised staff receive the appropriate training in MRI safety.  Ensure annual training programmes are completed and technical and safety updates are received by all Authorised Personnel.

(ii)
All aspects of MRI safety and reporting all incidents or issues.  Monitor and report all faults and/or equipment failures in a timely manner to both equipment engineers. 

(iii)
Ensure service and maintenance programmes for equipment are carried out.

(iv)
Monitor the performance of all Authorised Personnel to ensure adherence to MRI safety guidelines and Local Rules.

(v)
Be fully aware of all Health & Safety issues relating to the MRI unit, staff and patients. Also ensure all problems are identified and reported.

(vi)
Ensure all referring clinicians receive documentation relating to the safety aspects of MRI scanning prior to patient referral.

(vii)
Ensure close liaison with the YNiC Health & Safety group and ensure that all regulations currently in operation are carried out and any changes are incorporated in the MRI Department Local Rules.
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SAFETY QUESTIONS

1.
Do you have a cardiac (heart) pacemaker?




                    Yes/No

2.
Have you ever had any other surgery on your heart?



                    Yes/No

3.
Have you ever had any operations on your head or spine?


                    Yes/No

Please give details if you answer ‘yes’ to questions 1,2 or 3:
4.
Have you EVER, at any time, had an injury to your eye involving metal fragments?     Yes/No


If Yes – did you see a doctor or get medical advice?




       Yes/No


If Yes – did the doctor tell you that everything had been removed?


       Yes/No

5. 
Do you have a programmable hydrocephalus shunt (fluid on the brain)?  
                   Yes/No

6.
Do you have a cochlear (ear) implant?



         
                   Yes/No

7.
Do you have any shrapnel in your body?




                   Yes/No

8.
Have you had any surgery which involved the use of metal implants?


e.g. hip or knee replacements or any procedures using metal stents.        
                   Yes/No

Please give details:

9.
Have you had a previous MEG scan?  Date:




                   Yes/No

10.
Have you had a previous MRI scan?  Date:




                   Yes/No

11.
Do you have epilepsy?  Or have you ever had a fit?  Or seizure?

                   Yes/No

12.
Have you had any surgery in the last three (3) months


                   Yes/No

FEMALE PARTICIPANTS ONLY

13.
Are you, or could you be, pregnant?





                   Yes/No

14.
Are you breastfeeding







                   Yes/No

If you have answered YES to any of the questions, please telephone the YNiC (01904 435329).
I HEREBY CONFIRM THAT I HAVE READ, UNDERSTOOD AND CORRECTLY ANSWERED THE ABOVE QUESTIONS AND HAVE AGREED TO THE PROCEDURES BEING CARRIED OUT.



Appendix 4

METALLIC IMPLANTS/FOREIGN BODIES POLICY
In principle the latest version of the YNiC policy (which is available on the YNiC website)  will be followed, 
	A)
Cardiac pacemaker
	
	Patients will not be scanned.



	B)
Arterial Aneurysm clip in the head.
	
	Patients will not be scanned.  (It is understood that once an Aneurysm clip is approved for MRI, manufacturers are at liberty to change the composition of the clip without the need  for re-approval.  Such a clip could therefore cease to be MRI safe.)

	
	
	

	C)
Arterial Aneurysm clip in the body.  Haemostatic clips or other metallic objects in the brain.


	
	Will not be scanned unless make and model of clip is known and documented to be safe, then scanning may occur with written consent of referring Clinician and Radi​ologist - ​The Radiologist  is also required to supervise at time of scan.

	D)
Bio or Neuro Stimulator
	
	Patients will not be scanned.

	
	
	

	E)
Any implanted metal​lic device such as cochlear implants or

drug infusion pumps.
	
	Patients will not be scanned.

	
	
	

	F)
Heart valve pros​the​sis, intra vascu​lar coils, filters, stents.
	
	Patients will not be scanned unless make and model of device is known to be safe, then scanning may occur with writ​ten consent of refer​ring Clinician and Radi​ologist.  The Radiologist is also required to supervise at time of scan.  The Medical Devices Agency state “all heart valves have been safely scanned except certain Starr Edwards models”.

	
	
	

	G)
Stainless steel ortho​paedic implants (pins, plates, nails, etc).
	
	Orthopaedic implants have been shown to be safe for MRI six weeks after implantation.  Patients should be asked to indicate if any problems occur during scanning.  Patients will not be scanned if the metallic implant has been in the body for less than six weeks,  if Radiology overrule this guideline of the Medical Devices Agency then they must do so in writing and be present at the time of the scan



	H)
Intrauterine contra​cep​tion devices, lens implants and dental implants.


	
	All have been shown safe for MRI. Metal dental plants should be removed before scanning.



	I)
Metallic foreign body in the eye.
	
	Patients with a metal​lic foreign body in their eyeball should not be scanned. Ident​ifying metal​lic foreign bodies in the eye is a problem and a proto​col form is given to the Senior Radi​​​ologist at the Centre to clar​ify how these patients are screened for MRI scan​ning (see Appendix 5).



	J)
Other metallic foreign bodies 
	
	Metallic objects in the body (such as shrapnel) become fibrosed in tissue within six weeks and are therefore safe for scanning.  Great care should be taken if the metallic object is near a sensi​tive or delicate structure (e.g. near an artery)  See separate procedure for metallic objects in the eye.




Appendix 5

METALLIC FOREIGN BODIES IN THE EYE
Aim & Scope:

This policy is designed to ensure that patients who have a potential risk of retained metallic foreign body in the eye do not undergo Magnetic Resonance Imaging (MRI).

The policy is written in the light of the current literature and is evidence based.
Policy:

1. Introduction

The MRI community has a serious concern regarding the safety of patients being exposed to high magnetic fields with retained intra orbital metallic fragments. This is based on a small number of injuries that have occurred when patients have been scanned with fragments retained in their eye.

There is a great variation in the policies regarding imaging of patients who have had injuries to their eyes and more recent literature has brought a considerably greater level of clarity to the situation.

This policy is based upon the recent evidence and the MDA (MHRA) guidelines and represents safe practice in terms of minimising the risk of exposure of patients to the static magnetic field and also minimises any radiation dose to the patients.

2. Identifying Patients at Risk

The Policy for identification of patients who might be at risk is described below and in the flow diagram (diagram 1).

a. All patients will be screened using the YNiC safety questionnaire.

b. Patients who have a history of previous injury to the eye will undergo further screening.

i. Patients will be asked if they received medical attention for the injury. If they did not then an orbit radiograph will be required.

ii. Patients who received medical attention will be asked if the doctor confirmed that all the metal had been removed (they need not have had an x-ray). If they are unsure, do not know or were told that it hadn’t been removed then an orbit radiograph will be required.

iii. Patients who have received medical attention and been told that all the metal has been removed will be safe to undergo MRI without further investigation

c. If the patient is not clear and confident in their response then an orbit radiograph must be undertaken.


[image: image1.wmf]
Diagram 1: Flow diagram of the IOFB policy

3. Other Orbital Injuries and Surgery

Patients who have other orbital injuries that do not involve metal e.g. wood or plastic are safe to scan without X-Ray imaging.

Patients who have had surgery to the orbit must be screened according to the Metallic Implants Policy.

This protocol is the safest way of screening the patient. If patients return the consent form in advance of their appointment, this should indicate whether screening is required. In this way scheduling problems could be minimised.

Appendix 6

Authorised Personnel - Screening and Confirmation Document
The following document relates to all Authorised Personnel from various categories.  Presently all MRI radiographers are Category A; YNiC-approved MRI operators  are Category B; GE engineers are Category C and maintenance and cleaning staff are Category D.

Category A
Name of Authorised Person (print):..............................................

· Received appropriate training in MRI operation and safety

· Read and understood Local Rules

· Read and understood Medical Devices Agency Guidelines 

· Read and understood YNiC Operations Policy

· YNiC Safety Questionnaire completed

· Read and understood YNiC Fire Policy and Cardiac Arrest Policy

· Read and understood YNiC Safety Regulations

Category B
Name of Authorised Person (print):..............................................

· Received appropriate training in MRI operation and safety

· Successfully completed a written test on information contained in the YNiC Health and Safety manual, YNiC Local Rules, MRI Safety Manual for YNiC operators and the MRI Operators Guidelines.
· Read and understood Medical Devices Agency Guidelines 
· Read and understand Safety section of manufacturer’s equipment literature

· YNiC Safety Questionnaire completed

· Read and understood YNiC Fire Policy and Cardiac Arrest Policy

· Read and understood YNiC Safety Regulations

Category C
Name of Person (Print):........................................................

· To have completed a visit to the MRI unit with the locally MRI Responsible Person, and had all safety issues relating to controlled areas fully explained

· Read and understood Local rules

· Safety Questionnaire completed

· Read and understood YNiC Safety Regulations 

Category D
Name of Person (print):.........................................................

· Safety Questionnaire completed

· Read and understood Local Rules

· Annual visit to YNiC for safety and procedural update


~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~

It is the responsibility of the appointed locally MRI Responsible Person (YNiC Science Manager) to ensure that all the above training requirements are met or are ongoing and that all documentation is supplied.  It is a duty of the Authorised Person named above to ensure that they read and understand the documentation supplied before signing the declaration.

“I have been given the appropriate training in MRI safety issues relating to the MRI unit and I have read and understood all the relevant documentation pertaining to the MRI unit
”
Signed:............................................................
Date:...........................................

Appendix 7

 "ALERT CONDITIONS" AND "ALERT ORGANISMS"


These are conditions and organisms, which may give rise to clinical outbreaks.

" ALERT CONDITIONS " (Those asterisked are notifiable diseases and diseases which are required to be notified)

Suspected infective diarrhoea or/and vomiting

Food poisoning *

Dysentery (amoebic or bacillary) *

Pyrexia of unknown origin

Severe soft tissue infections

Tuberculosis *

Suspected legionellosis

Chicken pox/shingles (Herpes zoster)

Measles *

Mumps *

Rubella *

Whooping cough *

Scarlet fever *

Other childhood exanthemata

Scabies

Meningitis *

Meningococcal septicaemia *

Viral hepatitis *

Ophthalmia neonatorum *

Paratyphoid fever *

Typhoid fever *

Diphtheria *

Poliomyelitis *

Viral haemorrhagic fevers *

Cholera *

Plague *

Other notifiable diseases and diseases which are required to be notified
In addition to the diseases marked with an asterisk above, the following are diseases to be notified, listed here for the sake of completeness.

Acute encephalitis
Relapsing fever

Anthrax
Smallpox

Leprosy
Tetanus

Leptospirosis
Typhus

Malaria
Yellow Fever

Rabies

" ALERT ORGANISMS "
These should include:

a) Bacterial isolates -
Organisms causing the alert conditions listed above

Methicillin-resistant Staphylococcus aureus (MRSA)
Other highly resistant  Staphylococcus aureus strains (eg gentamicin/fusidic acid resistance).

Streptococcus pyogenes
Penicillin-resistant Streptococcus pneumoniae
Beta-lactamase producing enterococci

Clostridium difficile and/or detection of its toxins

Legionella sp. (including serology results)

Verotoxin producing strains of Escherichia coli (eg E.coli 0157)

Salmonella or Shigella species

Gentamicin resistant, extended spectrum beta-lactamase resistant and quinoline resistant Gram negative rods

Other multi-antibiotic-resistant Gram negative rods

Other bacterial isolates with unusual antibiotic resistance (e.g. Haemophilus influenzae resistant to ampicillin and trimethoprim)

Pseudomonas aeruginosa
Stenotrophomonas maltophilia (Xanthomonas maltophilia)
b) Viral isolates/positive antigen tests -
Viruses causing alert conditions

Rotavirus

Respiratory viruses - respiratory syncytial virus, influenza etc.

Herpes zoster
Parvovirus B19

c) Fungi -
In special units, candida species, aspergillus
Appendix 8

SCAN EXAMINATION COMMENTS

	 
	Patient Name
	 
	 
	 
	 

	 
	D.O.B
	 
	 
	 
	 

	 
	Date of Scan
	 
	 
	 
	 

	 
	Body part
	 
	 
	 
	 

	 
	Type of Scan
	 
	 
	 
	 

	 
	Time in
	 
	 
	 
	 

	 
	Time out
	 
	 
	 
	 

	 
	
	
	
	
	 

	 
	Comments:
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	
	
	
	
	 

	 
	Signed by:
	 
	 
	 
	 

	 
	
	
	
	
	 

	 
	Name:
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 


Appendix 9

RADIOLOGY/CLINICAL CONSENT FORM



There are various medical conditions for which The York Neuroimaging Centre  would require the Radiologist and/or Referring Clinician to give written consent to carry out an MR examination.


Other comments on the above:

……………………………………………………………………………………………………………..

……………………………………………………………………………………………………………..

MRI Medical Technologist: 






Date: ………………

Name of Technologist: ………………………………

Signature: …………………………


Appendix 10
PATIENT QUESTIONNAIRE


The York Neuroimaging Centre want to ensure that we achieve the highest possible standards. In order to achieve this, we would be grateful if you would spend a few moments filling in this questionnaire. This can be anonymous, but we do need to know the name of the department you attended for your MRI examination.  Your responses should be within the scale of 1 to 5, Yes, No or NA (if not applicable). When completed, please put it in the box provided in the X-Ray Dept.. We would like to take this opportunity to thank you for your help.

Department Name: York Neuroimaging Centre..........................................      
Date of scan: ...................

Before your appointment.

1.
Were you given any information concerning the MRI examination 

prior to your appointment?
Yes / No

If Yes, where did this information come from:

Person who referred you for the scan
G
Patient booklet
G
Any other source
G
2.
Were you apprehensive about your scan, prior to arriving ?
Yes / No

3.
What else would you like to have been told?

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

    Key Code

    1 = Poor

    2 = Fair

    3 = Good

    4 = Very good

    5 = Excellent
On the day of your scan.

Please tick the appropriate box


 to the following questions.

1.  
How were you greeted on arrival at the Department                 1
2
3
4
5  

2.
If you were required to change clothes before your scan, 
1
2
3
4
5

how were the changing facilities and garments?


3.
How would you rate the cleanliness/tidiness of the MRI     
1
2
3
4
5

scanner unit?


    Key Code

    1 = Poor

    2 = Fair

    3 = Good

    4 = Very good

    5 = Excellent
Patient Questionnaire cont'd/...

4.
With reference to the MRI technologists on the scanner,

how would you rate

a) their professional appearance
 1
2
3
4
5

b) their attitude
1
2
3
4
5

5.
Before your scan, did the MRI technologist explain the 

procedure to you?
Yes / No

6.
How would you rate the explanation you received?
1
2
3
4
5

7.
Were you less apprehensive about your scan after the explanation?
Yes / No/NA

8.
What was the level of communication with you from

the MRI staff during your scan?
1
2
3
4
5

After the Examination
1.
Were you given information on

a)
How to get your results?
Yes / No

b)
How long it would take for the results to come through?
Yes / No

c)
Who would give you the results?
Yes / No

2.
Do you have any comments or suggestions on how we may improve our ser​vice

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

................................................................................................................

Appendix 11
INCIDENT REPORT FORM
GENERAL DATA
NAME OF PERSON AFFECTED:.........................................................
PERSONNEL or PATIENT

AGE:............
SEX: M  /  F 
Address:................................................................

INCIDENT DATE:.......................
:................................................................

TIME:..................am/pm

...................................................................


...................................................................

NAMES OF WITNESSES TO THE INCIDENT
...................................................................

................................................................................

................................................................................


DETAILS OF INCIDENT









ACTION TAKEN










FURTHER ACTION TO BE TAKEN:










TITLE AND NAME OF PERSON PREPARING REPORT
REPORT DATE .........................................

............................................................

............................................................

Appendix 12




SCAN HISTORY RECORD
In the event of a patient being scanned during pregnancy, the Medical Devices Agency has issued the guideline that a copy of the scan parameters be entered in the notes of the child.

This Scan History Record should be given to the patient after scanning.

Site address 

..........................................................................

Mother’s Name: 
..........................................................................

D.O.B.: 

..............................

Weight: 

..............................

Date of scan: 

..............................

E.D.D.: 

..........................................................................

Radiologist: 

..........................................................................

MRI Scanner
Make:
......................

Model: ...........................
Field Strength: ........................

Scan Parameters
	Coil Type
	Body Part
	Sequence
	Plane
	TR
	TE
	TI
	Echo Trains
	NEX
	Software
	SAR

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


Approximate time spent in Magnet Room: ...................................................

MRI Medical technologist’s name: .........................................................


MRI Medical technologist’s signature: ................................................... Date:.......................

B. Metallic Foreign Body or Implant





Description of foreign body/implant:





………………………………………………………………….








………………………………………………………………….








………………………………………………………………….�
Name/Type:





…………………………………………………………………..








Anatomical position:








…………………………………………………………………..�
�



I have examined the information on the above patient and am satisfied that the patient is safe for the MRI scan to proceed. I have explained the risk/benefits of the procedure to the patient.





Name of clinician


     or radiologist: ……………………………………………….





Signature:  ……………………………………………………...





Date: ……………………..�



Name of patient: ………………………………………………..





Signature: ………………………………………………………





Date: …………………………..�
�






Female Patients (pregnancy, etc.)





Estimated date of delivery:  ………………….		   Or				Breastfeeding?  YES / NO


Clinical indications for MRI scanning: ……………………………………………


I have explained the risks/benefits of MRI to the above patient and request the MRI scan to be carried out.�
The MRI scan is to be carried out WITH/WITHOUT* Contrast Agent.				    *Delete as appropriate�
�
Name of clinician


    Or radiologist: …………………………….					Name of patient: …………………………





Signature of clinician


    Or radiologist: …………………………….					Signature: ………………………………..





Date: …………………….									Date: ……………….





B. Metallic Foreign Body or Implant





Description of foreign body/implant:





………………………………………………………………….








………………………………………………………………….








………………………………………………………………….�
Name/Type:





…………………………………………………………………..








Anatomical position:








…………………………………………………………………..�
�



I have examined the information on the above patient and am satisfied that the patient is safe for the MRI scan to proceed. I have explained the risk/benefits of the procedure to the patient.





Name of clinician


     or radiologist: ……………………………………………….





Signature:  ……………………………………………………...





Date: ……………………..�



Name of patient: ………………………………………………..





Signature: ………………………………………………………





Date: …………………………..�
�






Female Patients (pregnancy, etc.)





Estimated date of delivery:  ………………….		   Or				Breastfeeding?  YES / NO


Clinical indications for MRI scanning: ……………………………………………


I have explained the risks/benefits of MRI to the above patient and request the MRI scan to be carried out.�
The MRI scan is to be carried out WITH/WITHOUT* Contrast Agent.				    *Delete as appropriate�
�
Name of clinician


    Or radiologist: …………………………….					Name of patient: …………………………





Signature of clinician


    Or radiologist: …………………………….					Signature: ………………………………..





Date: …………………….									Date: ……………….





Date:





Telephone Number:





Address:





Weight:





If over 21 stones (133 kg), please contact YNIC





Date of birth:





Surname:





Forename:





Participant’s Name ……….……………...………………..  Signature ………………………    Date ……………..





Guardian’s Name ….….…….…………….…….………… Signature ……………………......  Date ……………..


(if under 18 years old)





Principal Investigator’s Name …..………………………… Signature …………………….…. Date ……….……..


or Referring Physician’s Name





Approved Operator’s Name ……………….……………… Signature ……………………….   Date …….……….


							     Scan Type………………………   MEG  /  MRI 





�����





�





CATEGORY A PERSONNEL ONLY





CATEGORY A PERSONNEL ONLY





CATEGORY A PERSONNEL ONLY





CATEGORY A PERSONNEL ONLY








�Do Category D personnel know these things?


�Does this mean “close supervision”?


�Is anyone allowed to use the fire extinguishers? i.e. without training.


�Is this Science or Centre Manager?


�But we don’t screen for conditions/organisms listed in Appendix 7


�Does this exist?


�Where is this document?


�Does this exist?


�Who is the Operations Manager? Sam?


�Does this exist?


�Does this exist?


�Does this exist?


�What constitutes “documentary evidence”? Gary’s signature?


�Centre or Science Manager?


�Centre or Science?


�Is this true? GE engineers can access this information remotely.


�This check is not done.


�Does this exist?


�Is this “Access outside normal hours” in Local Rules?


�We don’t do this


�This needs to be reviewed and a procedure put in place.


�This needs to be reviewed and documented.


�This form does not exist


�Have Cat D personnel done this?


�Most of these are not done at the moment.


�Does this exist?


�Can this be taken out? It is not stringent enough…


�The Safety forms do not screen for any of these conditions


�This form is not used. Can it be deleted?


�This form is not used. Can it be deleted?
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