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	Executive Summary

This policy provides concise guidance for all staff to minimize the potential risks of infection and to ensure prompt recognition of those patients who are at risk of infection.
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1
Introduction & Scope

This policy is aimed at all Health Care Workers involved in the care of patients who have or are at risk of Transmissible Spongiform Encephalopathies (TSEs) including Creutzfeldt - Jakob disease (CJD)

Transmissible spongiform encephalopathies (TSEs), otherwise known as prion diseases, are rare, fatal, degenerative diseases affecting the central nervous system (CNS), that occur in humans and certain other mammals.

There are several recognised TSEs, including Creutzfeldt - Jakob disease (CJD) in humans, bovine spongiform encephalopathy (BSE) in cattle and scrapie in sheep. These and other TSEs are summarised in Box 1.
2
 Definitions

Prions - an infectious particle of protein that, unlike a virus, contains no nucleic acid.
Encephalopathy - disease in which the functioning of the brain is affected by some agent or condition (such as viral infection or toxins in the blood).
3
 Policy Statement
TSEs are caused by unconventional infectious agents currently thought to be infectious proteins (apparently without nucleic acid) known as prions, which do not share the normal properties of viruses or bacteria. The CNS contains the highest levels of infectivity which is associated with accumulation of a modified host encoded protein; prion protein. Although TSEs are not contagious, they are experimentally transmissible by inoculation. All known or suspected cases of CJD or vCJD must be reported to the Infection prevention Team
The human TSEs occur in 3 groups;

· Idiopathic diseases: Sporadic CJD and sporadic fatal insomnia

· Familial diseases: Familial CJD, Gerstmann-Sträussler-Scheinker disease (GSS) and fatal familial insomnia

· Acquired diseases: Human agents: Kuru and iatrogenic CJD Bovine agent: Variant CJD

· All human TSEs are very rare; the world-wide incidence of CJD is about 1 per million people each year. 

· Sporadic, or classical, CJD: is currently the most common form (85% of all cases). There are around 50 cases of classical CJD in the UK each year. It is very unusual in people aged less than 40 years the usual age of onset is late middle age (average age 65 years). The cause of classical CJD is unknown. Most patients present with rapidly progressive dementia with focal neurological signs including ataxia, myoclonus, visual disturbances and rigidity. Death usually occurs within 4-6 months of clinical onset.

· Variant CJD: This form has recently been recognised, and affects younger people than classical CJD. The duration of illness is longer, lasting a median of 14 months. In the early stages, patients often present with personality change and psychiatric symptoms such as depression or withdrawal. It is thought to be causally related to exposure to the agent causing Bovine Spongiform Encephalopathy in cattle.

· Iatrogenic CJD: Cases of CJD have been associated with treatments administered in the 1970s using human pituitary derived growth hormone, and with human dura mater grafts. A few cases have been reported associated with corneal grafts, and a few with contaminated instruments used in brain surgery.

Familial prion disease: About two dozen families in the UK are known to be affected. The condition follows an autosomal dominant pattern of inheritance. Familial TSEs account for around 10-15% of cases and the remaining smaller numbers include the acquired human TSEs. The clinical features of familial TSEs are much more variable, even within affected families. Some patients exhibit clinical features which resemble sporadic CJD, while in GSS most patients present with ataxia and other movement disorders before the onset of dementia. In sporadic and fatal familial insomnia, patients usually suffer from prominent sleep disturbances before the onset of other neurological abnormalities
CJD is invariably fatal. The illness usually has a short duration after the onset of progressive symptoms but varies according to the type of CJD. 
4
Equality Impact Assessment 

The Trust’ statement on Equality is available in the Policy for Development and Management of Policies at Section 3.3.4.    
A copy of the Equality Impact Assessment for this policy is at appendix A 
5
Accountability

Corporate accountabilities are detailed in the Policy for Development and Management of Policies at section 5.   

All healthcare professionals are responsible and accountable to the Chief Executive for the correct implementation of this policy.  Medical staff are professionally accountable through the General Medical Council; nurses are professionally accountable to the Nursing and Midwifery Council and Allied Health Care Professionals are accountable to their individual governing body. 

The Trust expects all health care professionals involved in the performance of isolation practice and techniques to be familiar with current policies and legislation, and to ensure they attend the relevant training courses, and be able to demonstrate a satisfactory level of competence measured by formal assessment.
6
Consultation, Assurance and Approval Process

Consultation, assurance and approval process is detailed in section 6 of the Policy for the Development and Management of Policies.       

A list of consulted stakeholders are: 
Neurology Physicians 

Hospital Infection Prevention Committee 

7
Review and Revision Arrangements 

The date of review is given on the front coversheet. 

The Compliance Unit will notify the author of the policy of the need for its review six months before the date of expiry.

On reviewing this policy, all stakeholders identified in section 6 will be consulted as per the Trust’s Stakeholder policy.  Subsequent changes to this policy will be detailed on the version control sheet at the front of the policy and a new version number will be applied.

Subsequent reviews of this policy will continue to require the approval of the appropriate committee as determined by the Policy for Development and Management of Policies.   

8
Dissemination and Implementation

8.1
Dissemination

Once approved, this policy will be brought to the attention of relevant staff as per the Policy for Development and Management of Policies, section 8 and Appendix C Plan for Dissemination.  
This policy is available in alternative formats, such as Braille or large font, on request to the author of the policy.
8.2
Implementation of Policies

The Policy will be disseminated through the Consultants; Clinical Directors; Directorate Manager; Matrons; and Ward Managers via emails and meetings.  

9
Document Control including Archiving
The register and archiving arrangements for policies will be managed by the Compliance Unit.   To retrieve a former version of this policy the Compliance Unit should be contacted.

10
Monitoring Compliance and Effectiveness
This policy will be monitored for compliance with the minimum requirements outlined below.   
10.1 Process for Monitoring Compliance and Effectiveness
	Evidence
	Monitoring /Who by
	Frequency

	a. Standard precautions maintained at all times & recorded on nursing and IPT documentation
	By IPT and dedicated responsible health care worker
	Daily when inpatient

	b. Effective hand hygiene
	Hand hygiene audits completed by ward/ department staff
	Monthly

	c. Environmental cleanliness – via environmental audits
	Monit audits completed by domestic teams

PEAT inspections completed by PEAT teams
Matrons environmental audit
	According to risk category for each ward/ department

	d. Clinical equipment cleaning
	Saving Lives High Impact Intervention 8 – cleaning clinical equipment completed by ward/ department staff

Matron Environment Audits completed by matrons
	Monthly


10.2
Standards/Key Performance Indicators
11
Training

See section 11 of the Policy for Development and Management of Policies for details of the statutory and mandatory training arrangements.   

12
Trust Associated Documentation
YHFT Policy for the Development and Management of Policies CORP.RL.10
YHFT [version 8] Infection Prevention Hand Hygiene Policy CLIN.IC.12
YHFT [version 4] Infection Prevention Standard Precautions Policy CLIN.IC.6
13 
External References

http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@ab/documents/digitalasset/dh_129681.pdf - Transmissible Spongiform Encephalopathy Agents: Safe Working and the Prevention of Infection: Part 4 Published: 2 June 2003 Revised and updated: January 2011

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4007012.

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_073486, 

http://webarchive.nationalarchives.gov.uk/+/www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_093762 
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_11028
14
Appendices
Appendix 1 - Categorisation of patients by risk
Appendix 2 – Annex J advice for pre assessment of surgical patients
Appendix 3 - Hospital care of CJD/vCJD patients 

Appendix 4 - Disposal of clinical waste from patients with, or “at increased risk” of, CJD or vCJD*
Appendix 5 - Handling of instruments – patients with, or “at increased risk” of, CJD (other than vCJD)
Appendix 6 - Handling of instruments – patients with, or “at increased risk” of vCJD
Appendix 7 - Distribution of TSE infectivity in human tissues and body fluids 
Appendix 8 – Equality Impact Assessment Tool
Appendix 9 – Checklist for the Review and Approval
Appendix 10 - Plan for dissemination of policy
Appendix 1 Table 1
Adapted from Transmissible Spongiform Encephalopathy Agents: Safe Working and the Prevention of Infection: Part 4 Published: 2 June 2003 Revised and updated: January 2011

Categorisation of patients by risk 
	Patient groups 

	Symptomatic patients 
	• Patients who fulfil the diagnostic criteria for definite, probable or possible CJD or vCJD 

• Patients with neurological disease of unknown aetiology, who do not fit the criteria for possible CJD or vCJD, but where the diagnosis of CJD is being actively considered 



	Patients “at increased risk” from genetic forms of CJD 
	• Individuals who have been shown by specific genetic testing to be at significant risk of developing CJD. 

• Individuals who have a blood relative known to have a genetic mutation indicative of genetic CJD; 

• Individuals who have or have had two or more blood relatives affected by CJD or other prion disease 



	Patients identified as “at increased risk” of CJD/vCJD through iatrogenic exposures 
	• Recipients of hormone derived from human pituitary glands, e.g. growth hormone, gonadotrophin, are “at increased risk” of transmission of sporadic CJD. In the UK the use of human-derived gonadotrophin was discontinued in 1973, and use of cadaver-derived human growth hormone was banned in 1985. However, use of human-derived products may have continued in other countries after these dates. 

• Individuals who underwent intradural brain or intradural spinal surgery before August 1992 who received (or might have received) a graft of human-derived dura mater are “at increased risk” of transmission of sporadic CJD (unless evidence can be provided that human-derived dura mater was not used). 

• Individuals who have had surgery using instruments that had been used on someone who went on to develop CJD/vCJD, or was “at increased risk” of CJD/vCJD; 

• Individuals who have received an organ or tissue from a donor infected with CJD/vCJD or “at increased risk” of CJD/vCJD; 

• Individuals who have been identified prior to high risk surgery as having received blood or blood components from 80 or more donors since January 1980 

• Individuals who have received blood from someone who went on to develop vCJD; 

• Individuals who have given blood to someone who went on to develop vCJD; 

• Individuals who have received blood from someone who has also given blood to a patient who went on to develop vCJD; 

• Individuals who have been treated with certain implicated UK sourced plasma products between 1980 and 2001


Recipients of ocular transplants, including corneal transplants, are not considered to be “at increased risk” of CJD/vCJD. 
Appendix 2
ANNEX J 
Assessment to be carried out before surgery and endoscopy to identify patients with, or at risk of, CJD and vCJD 

Summary of advice (revised 1 May 2008) 
Annex J has been updated to provide a clear and pragmatic assessment of CJD and vCJD risk prior to surgery or endoscopy. 

There are growing numbers of patients who have been informed that they are at increased risk of CJD or vCJD. Thus it is now recommended that all patients about to undergo any surgery or endoscopy should be asked if they have ever been notified as at risk of CJD or vCJD for public health purposes. This recommendation is outlined in paragraphs J1 and J2. 

In addition, those patients about to undergo surgery or endoscopy which may involve contact with tissues of potentially high level TSE infectivity (“high risk tissues”) should be assessed for CJD/vCJD risk through a set of detailed questions relating to possible exposure to CJD/vCJD. These questions are outlined in Table J1 and paragraphs J3 to J6. 

New information has also been added in three key areas: 

Treatment with human pituitary-derived gonadotrophin – the use of human pituitary-derived gonadotrophin treatment was discontinued in the UK in 1973, but may have continued in other countries after that time 

Emergency surgery or endoscopy involving contact with high risk tissues – if the patient, a family member, or someone close to the patient is unable to answer the CJD/vCJD risk questions as outlined in Table J1 then the patient’s general practitioner (GP) should be contacted for information concerning the patient’s CJD risk following the surgery or endoscopy. All instruments used during the surgery or endoscopy should be quarantined until the information is obtained 

What to do if a patient is identified as potentially at risk of CJD/vCJD – paragraph J6 outlines the actions that should be taken if a patient is identified as at risk of CJD/vCJD following the questions in Table J1 
Recommendation for all surgical and endoscopy patients 
J1. At a local level a policy should be put in place to ensure that patients who have been notified they are at increased risk of CJD/vCJD are identified before surgery or endoscopy, thus allowing the appropriate infection control procedures to be followed. 

All patients about to undergo any elective or emergency surgical or endoscopic procedure should be asked the question: 

“Have you ever been notified that you are at risk of CJD or vCJD for public health purposes?” 
The CJD Incidents Panel has identified a number of individuals who are at risk of CJD or vCJD for public health purposes (see paragraphs J14 – J18). 

J2. The actions to be taken following the patient’s response to the above question are: 

	Patient’s response 
	Action 

	No 
	Surgery or endoscopy can proceed using normal infection control procedures unless the procedure is likely to lead to contact with high risk tissue. 

	Yes 
	Please ask them to explain further. 

Special infection control precautions should be taken and the local infection control team should be consulted for advice. 



	Unable to respond 
	Surgery or endoscopy can proceed using normal infection control procedures unless the procedure is likely to lead to contact with high risk tissue. If this is the case, please refer to the additional recommendations for high risk procedures from paragraph J3 onwards, with particular reference to paragraphs J7 – J10. 


The patient’s response should be recorded in their medical notes for future reference. 
Additional recommendations for surgery and endoscopy which may involve contact with high risk tissue 
N.B. These recommendations are applicable in particular to those assessing patients in neurosurgical and ophthalmic surgical departments 
J3. As well as asking all patients whether they have been notified as being at risk of CJD/vCJD for public health purposes, clinicians assessing patients who are coming in for procedures that will involve contact with high risk tissues should ask supplementary questions (as outlined in Table J1) to further assess CJD risk. 

J4. Tissues assumed or proven to have high level infectivity for CJD and vCJD are: 

· Brain 

· Spinal cord 

· Dura mater 
· Cranial nerves, specifically: 

· The entire optic nerve 

· Only the intracranial components of the other cranial nerves 

· Cranial nerve ganglia 

· Posterior eye 

· Pituitary gland 

J5. Table J1 outlines recommended questions to further assess CJD risk. It is recommended that patients are asked these questions prior to elective or emergency surgical or endoscopic procedures likely to involve contact with tissues of potentially high infectivity. Paragraph J6 outlines the action to take based on the patient’s responses. 
Table J1 – CJD risk questions for patients about to undergo elective or emergency surgical or endoscopic procedures likely to involve contact with tissues of potentially high level infectivity 
	Question to Patient 
	Notes to clinician 

	1 
	Have you any history of CJD or other prion disease in your family? If yes, please specify. 
	Patient should be considered to be at risk from familial forms of CJD linked to genetic mutations if they have or have had: 

i) Genetic testing, which has indicated that they are at significant risk of developing CJD or other prion disease; 

ii) A blood relative known to have a genetic mutation indicative of familial CJD; 

iii) 2 or more blood relatives affected by CJD or other prion disease 

	2 
	Have you ever received growth hormone or gonadotrophin treatment? 

If yes, please specify: 

i) whether the hormone was derived from human pituitary glands 

ii) the year of treatment 

iii) whether the treatment was received in the UK or in another country 
	Recipients of hormone derived from human pituitary glands, e.g. growth hormone or gonadotrophin, have been identified as at risk of CJD. 

In the UK, the use of human-derived growth hormone was discontinued in 1985 but human-derived products may have continued to be used in other countries. 

In the UK, the use of human-derived gonadotrophin was discontinued in 1973 but may have continued in other countries after this time. 

	3 
	Have you had surgery on your brain or spinal cord at any time in the past? 
	(a) People who underwent neurosurgical procedures or operations for a tumour or cyst of the spine before August 1992 may have received a graft of dura mater and should be treated as at risk, unless evidence can be provided that dura mater was not used. 

(b) NICE guidance emphasises the need for a separate pool of new neuro endoscopes and reusable surgical instruments for high risk procedures on children born since 1st January 1997 and who have not previously undergone high risk procedures. These instruments and neuro endoscopes should not be used for patients born before 1st January 1997 or those who underwent high risk procedures using reusable instruments before the implementation of this guidance. 


J6. The actions to be taken following the patient’s response to the above questions are: 

	Patient’s response 
	Action 

	No to all questions 
	Surgery or endoscopy can proceed using normal infection control procedures. 

	Yes to any of the questions 
	Further investigation into the nature of the patient’s CJD risk should be undertaken by medical staff. The patient’s CJD risk should be confirmed or rejected. Confirmation or rejection of CJD risk should be recorded in the patient’s medical notes for future reference. Patients will be flagged as being of risk of CJD or vCJD
If the patient is found to be at risk of CJD or vCJD following investigation, or the risk status is unknown at the time of the procedure, special infection control precautions should be taken, and the local infection control team should be consulted for advice. If the patient is found to be at risk of CJD or vCJD they should be referred to their GP, who will need to inform them that they are at risk of CJD or vCJD and provide them with further information and advice. This is available from the CJD Incidents Panel: 

http://www.hpa.org.uk/infections/topics_az/cjd/information_documents.htm 

	Unable to respond 
	See paragraphs J7 – J10 for advice. 


The patient’s response should be recorded in their medical notes for future reference. 
Emergency surgery or endoscopy which may involve contact with high risk tissue 
J7. In the event that a patient about to undergo emergency surgery or endoscopy is physically or otherwise unable to answer any questions, a family member or someone close to the patient (in the case of a child, a person with parental responsibility) should be asked the CJD risk questions as set out in Table J1 prior to the surgery or endoscopy. 

J8. If the family member or someone close to the patient is not able to provide a definitive answer to the CJD risk questions, the surgery or endoscopy should proceed but all instruments should be quarantined following the procedure. 

J9. The patient’s GP should be contacted after the surgery or endoscopy, and enquiries made as to whether the patient is at risk of CJD/vCJD according to the CJD risk questions as set out in Table J1. 

J10. The actions to be taken following the GP’s response to the questions in Table J1 are: 

	GP’s response 
	Action 

	No to all questions 
	The instruments can be returned to routine use after undergoing normal decontamination processes. 

	Yes to any of the questions 
	Further investigation into the nature of the patient’s CJD risk should be undertaken by medical staff, and the patient’s CJD risk confirmed or rejected. Confirmation or rejection of CJD risk should be recorded in the patient’s medical notes for future reference. 

If the patient is found to be at risk of CJD or vCJD following investigation then the quarantined instruments should be destroyed. Alternatively, instruments destined for disposal may instead be retained for research.
The patient’s GP should inform the patient that they are at risk of CJD or vCJD and provide them with further information and advice. This is available from the CJD Incidents Panel: 

http://www.hpa.org.uk/infections/topics_az/cjd/information_documents.htm 

	Uncertain about any of the questions 
	The instruments should be kept in quarantine. The local infection control team should carry out a risk assessment, and they may wish to involve the local Control of Communicable Disease Consultant in this process. The outcome of the risk assessment should determine whether or not to return the instruments to routine use. 


Additional actions to be taken during pre-surgery assessment for CJD risk 
J11. In addition to asking the patient CJD/vCJD risk questions, the following actions should also be carried out before any surgical or endoscopic procedure involving contact with high risk tissue. The clinician undertaking the pre-surgery assessment should: 

Check the patient’s medical notes and/ or referral letter for any mention of CJD/vCJD status 

Consider whether there is a risk that the patient may be showing the early signs of CJD or vCJD, i.e. consider whether the patient may have an undiagnosed neurological disease involving cognitive impairment or ataxia 

J12. These actions, in conjunction with the CJD risk questions, will minimise the chance of a CJD incident occurring and therefore greatly reduce the risk of transmission of CJD/vCJD to subsequent patients. 

Infection control guidance 
J13. There are special infection control precautions that should be taken in healthcare for patients with, or at risk of, CJD/vCJD. 
Patients at risk of CJD or vCJD for public health purposes 
J14. As outlined in Table 4A in Part 4, a number of patients have been identified as at risk for public health purposes on the recommendations of the CJD Incidents Panel. Paragraphs J15 to J17 provide some further information on these individuals and the steps taken to ensure that medical staff are informed of their risk status. 

J15. This group of patients includes individuals identified to be at risk of: 

CJD/vCJD due to exposure to certain instruments used on a patient who went on to develop CJD/vCJD, or was at risk of CJD/vCJD; 

CJD/vCJD due to receipt of tissues/ organs from a donor later identified as at risk of or suffering from CJD/vCJD; 

vCJD due to receipt of blood components or plasma derivatives from donor(s) later identified as at risk of or suffering from vCJD; 

vCJD due to the probability they could have been the source of infection for a patient transfused with their blood who was later found to have vCJD 

J16. When someone is notified that they are at risk of CJD or vCJD, they are asked to take certain precautions to reduce the risk of spreading the infection to others. These include: 

· Not donating blood, tissue or organs; 

· Informing medical and dental carers if they need to undergo an invasive procedure; 

· Informing a family member or someone close to them, in case they need emergency surgery or endoscopy in the future 

J17. The individual’s GP is asked to record the patient’s CJD risk status in their primary care records. The GP should also include this information in any referral letter should the patient require invasive medical procedures. 

J18. Further information on the work of the CJD Incidents Panel is available on the HPA website: http://www.hpa.org.uk/infections/topics_az/cjd/menu.htm 
Training 
J19. Trusts should ensure that the healthcare workers conducting the pre-surgery assessment receive the instruction and/or training necessary to understand the underlying reasons for asking these questions. It is crucial that these questions are asked in a manner that does not cause undue anxiety, and therefore the questioner should be prepared and able to reassure the patient, and provide further information if needed.
www.advisorybodies.doh.gov.uk/acdp/tseguidance/tseguidance_annexj.pdf (accessed & adapted March 2012)

Appendix 3 

Hospital care of CJD/vCJD patients
There is no evidence that normal social or routine clinical contact of a CJD/vCJD patient presents a risk to healthcare workers, relatives and others. Isolation of patients with CJD/vCJD is not necessary, and they can be nursed in an open ward using standard infection control precautions in line with those used for all other patients.  All cases must be reported to IPT.
· Sample taking and other invasive medical procedures 
When taking samples or performing other invasive procedures, the possible infectivity of the tissue(s) involved must be considered, and if necessary suitable precautions taken. Information on tissue infectivities for CJD/vCJD is included in Table 5. It is important to ensure that only trained staff who are aware of the hazards, carry out invasive procedures that may lead to contact with medium or high risk tissue. 
When taking biopsy specimens of medium or high risk tissue, for example tonsil biopsy in a patient with suspected vCJD, or intestinal biopsy in a patient “at increased risk” of vCJD, every effort should be taken to minimise the risk of infecting the operator or contaminating the environment. 

Samples from patients with, or “at increased risk” of, CJD/vCJD must be marked with a ‘Biohazard’ label, inform the laboratory in advance that a sample is being sent. 
· Spillages 
When a spillage of any fluid (including blood and CSF) from a patient with, or “at increased risk” of, CJD/vCJD occurs in a healthcare setting follow standard infection control precautions, spillages should be cleared up as quickly as possible, keeping contamination to a minimum. Disposable gloves and an apron must be worn when removing such spillages. 

For spillages of large volumes of liquid, absorbent material must be used to absorb the spillage.

Standard disinfection for spillages (e.g. 10,000ppm chlorine-releasing agent) should be used to decontaminate the surface after the spillage has been removed. 

Any waste (including cleaning tools such as mop heads and PPE worn) should be disposed of as hazardous waste. See Table 2.
Hazardous waste 
Waste known or suspected to be contaminated with transmissible spongiform encephalopathy (TSE) agents, including CJD, must be disposed of by high temperature incineration in authorised facilities. Additional guidance on the management of TSE-infected waste is given in the Department of Health’s ‘Transmissible spongiform encephalopathy: Safe working and the prevention of infection.’ See Table 2.
· Childbirth
In the event that a patient with, or “at increased risk” of, CJD or vCJD becomes pregnant, it is important to ensure that patient confidentiality is properly maintained, and that any action taken to protect public health does not prejudice individual patient care. Childbirth should be managed using standard infection control procedures. The placenta and other associated material and fluids are designated as low risk tissues, and should be disposed of as hazardous waste, unless they are needed for investigation. 

· Bed linen 
Used or fouled bed linen (contaminated with body fluids or excreta), should be washed and dried in accordance with trust Laundry policy
 York Teaching Hospital NHS Foundation Trust. No further handling or processing is necessary. 

· Occupational exposure 
There have been no confirmed cases linked to occupational exposure. The highest potential risk in the context of occupational exposure is from exposure to high infectivity tissues through direct inoculation, for example as a result of sharps injuries, puncture wounds or contamination of broken skin, and exposure of the mucous membranes. See hospital Needlestick, Sharps and Splash Injuries Policy. York Teaching Hospital NHS Foundation Trust
· Surgical procedures and instrument management 
For all patients with, or “at increased risk” of, CJD or vCJD, the following precautions should be taken for surgical procedures: 
· Wherever possible the intervention should be performed in an operating theatre; 

·  Only the minimum number of healthcare personnel required should be involved; 

· Single us protective clothing must be worn, i.e. liquid repellent operating gown, over a plastic apron, gloves, mask and goggles, or full-face visor; all PPE to be disposed as hazardous waste.
· Single-use disposable surgical instruments and equipment should be used where possible, and subsequently destroyed by incineration.
· Effective tracking within TSC/CSSD of re-usable instruments should be in place, so that instruments can be related to use on a particular patient should a ‘look back’ exercise be required.

Appendix 4 Table 2
Disposal of hazardous waste from patients with, or “at increased risk” of, CJD or vCJD* 
** Tissues and materials deemed to be low risk include body fluids such as urine, saliva, sputum, blood, and faeces. Blood from vCJD patients is considered to be low risk except when transfused in large volumes. 
	Diagnosis of CJD 
	High or medium risk tissue* 
	Low risk tissue and body fluids** 

	Definite 
	Incinerate 
	Normal hazardous waste disposal 

	Probable 
	Incinerate 
	Normal hazardous waste disposal 

	“At increased risk” 
	Incinerate 
	Normal hazardous waste disposal 


Appendix 5 Table 3
Handling of instruments – patients with, or “at increased risk” of, CJD (other than vCJD)   
	Tissue Infectivity 
	Status of patient 

	
	Definite or probable 
	Possible 
	At increased risk 

	High* 
Brain 

Spinal cord 

Cranial nerves, specifically the entire optic nerve and the intracranial components of the other cranial nerves 

Cranial ganglia 

Posterior eye, specifically the posterior hyaloid face, retina, retinal pigment epithelium, choroid, subretinal fluid and optic nerve 

Pituitary gland 
	Single use or 

Destroy or 

Quarantine for re-use exclusively on the same patient 
	Single use or Quarantine for re-use exclusively on the same patient pending diagnosis 
	Single use or 

Destroy or 

Quarantine for re-use exclusively on the same patient 

	Medium 
Spinal ganglia 

Olfactory epithelium 
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 
	Single use 

or 

Quarantine for re-use exclusively on the same patient pending diagnosis 
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 

	Low 
	No special precautions 
	No special precautions 
	No special precautions 


Appendix 6 Table 4
Handling of instruments – patients with, or “at increased risk” of vCJD
*Although dura mater is designated low infectivity tissue, procedures conducted on intradural tissues (i.e. brain , spinal cord and intracranial sections of cranial nerves) or procedures in which human dura mater has been implanted in a patient prior to 1992, are high risk and instruments should be handled as such.
	Tissue Infectivity 
	Status of patient 

	
	Definite or probable 
	Possible 
	At increased risk 

	High* 
Brain 

Spinal cord 

Cranial nerves, specifically the entire optic nerve and the intracranial components of the other cranial nerves 

Cranial ganglia 

Posterior eye, specifically the posterior hyaloid face, retina, retinal pigment epithelium, choroid, subretinal fluid and optic nerve 

Pituitary gland 
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 
	Single use 

or 

Quarantine for re-use exclusively on the same patient pending diagnosis 
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 

	Medium 

Spinal ganglia 

Olfactory epithelium 

Tonsil 
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Spleen 

Thymus 

Adrenal gland 

Lymph nodes and gut-associated lymphoid tissues
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 
	Single use 

or 

Quarantine for re-use exclusively on the same patient pending diagnosis 
	Single use 

or 

Destroy 

or 

Quarantine for re-use exclusively on the same patient 

	Low 
	No special precautions 
	No special precautions 
	No special precautions 


Appendix 7 Table 5
Distribution of TSE infectivity in human tissues and body fluids 
Key: +ve = tested positive -ve = tested negative 

NT = not tested P = infectivity proven in experimental transmission studies 

	Tissue 
	Presence of abnormal prion protein and level of infectivity 

	
	CJD other than vCJD 
	vCJD 

	PrPTSE detected 
	Assumed level of infectivity 
	PrPTSE detected 
	Assumed level of infectivity 

	Brain 
	+ve 
	High P 
	+ve 
	High P 

	Spinal cord 
	+ve 
	High P 
	+ve 
	High P 


	Cranial nerves, specifically the entire optic nerve and only the intracranial components of the other cranial nerves 
	+ve 
	High 
	+ve 
	High 

	Cranial ganglia 
	+ve 
	High 
	+ve 
	High P 

	Posterior eye, specifically the posterior hyaloid face, retina, retinal pigment epithelium, choroid, subretinal fluid, optic nerve 
	+ve 
	High P 
	+ve 
	High 

	Pituitary gland 
	+ve 
	High (?) 
	+ve 
	High (?) 

	Spinal ganglia1
	+ve 
	Medium 
	+ve 
	Medium P 

	Olfactory epithelium 
	+ve 
	Medium 
	NT 
	Medium 

	Dura mater2
	-ve 
	Low 
	+ve4
	Low 

	Tonsil 
	-ve 
	Low 
	+ve 
	Medium P 

	Lymph nodes and other organised lymphoid tissues containing follicular structures 
	-ve 
	Low P 
	+ve 
	Medium P 

	Gut-associated lymphoid tissue 
	-ve 
	Low 
	+ve 
	Medium 

	Appendix 
	-ve 
	Low 
	+ve 
	Medium 

	Spleen 
	+ve 
	Low P 
	+ve 
	Medium P 

	Thymus 
	-ve 
	Low 
	+ve 
	Medium 

	Anterior eye and cornea 
	-ve 
	Low 
	-ve 
	Low 

	Peripheral nerve 
	+ve 
	Low 
	+ve 
	Low 

	Skeletal muscle 
	+ve 
	Low 
	+ve 
	Low 

	Dental Pulp 
	-ve 
	Low 
	-ve 
	Low 

	Gingival Tissue 
	NT 
	Low 
	-ve 
	Low 

	Blood and bone marrow 
	NT 
	Low 
	-ve 
	Low 

	CSF3
	-ve 
	Low P 
	-ve 
	Low 

	Placenta 
	-ve 
	Low 
	-ve 
	Low 

	Urine 
	-ve 
	Low 
	-ve 
	Low 

	Other tissues 
	-ve 
	Low P 
	+ve4
	Low 


1Spinal ganglia have a high assumed level of infectivity in the WHO Guidelines. However, unpublished results on the infectivity of spinal ganglia indicate that this tissue is of medium infectivity. 

Appendix 
8 
Equality Impact Assessment Tool 

To be completed when submitted to the appropriate committee for consideration and approval.

	Name of Policy:
	


	
	
	

	1.
	What are the intended outcomes of this work?

Include outline of objectives and function aims



	2
	Who will be affected?  e.g. staff, patients, service users etc


	3
	What evidence have you considered?

 List any examples of good practice you have used in putting this policy together, ensuring consideration to the ability to implement the policy by he following groups has been given



	a
	Disability 


	b
	Sex 


	c
	Race 


	d
	Age 

	e
	Gender Reassignment  


	f
	Sexual Orientation 

	g
	Religion or Belief 


	h
	Pregnancy and Maternity

	i
	Carers 

	j
	Other Identified Groups                          

	4.
	Engagement and Involvement                  


	a.
	Was this work subject to consultation?
	

	b.
	How have you engaged stakeholders in constructing the policy
	

	c.
	If so, how have you engaged stakeholders in constructing the policy
	

	d.
	For each engagement activity, please state who was involved, how they were engaged and key outputs



	5.
	Consultation Outcome
Now consider and detail below how the proposals impact on elimination of discrimination, harassment and victimisation, advance the equality of opportunity and promote good relations between groups

	a
	Eliminate discrimination, harassment and victimisation
	

	b
	Advance Equality of Opportunity


	

	c
	Promote Good Relations Between Groups
	

	d
	What is the overall impact?
	

	
	Name of the Person who carried out this assessment:



	
	Date Assessment Completed

	
	Name of responsible Director


If you have identified a potential discriminatory impact of this procedural document, please refer it to the Equality and Diversity Committee, together with any suggestions as to the action required to avoid/reduce this impact.

Appendix 9

Checklist for the Review and Approval

To be completed and attached to any document which guides practice when submitted to the appropriate committee for consideration and approval.

	
	Title of document being reviewed:
	Yes/No/Unsure
	Comments

	1
	Development and Management of Policies

	
	Is the title clear and unambiguous?
	
	

	
	Is it clear whether the document is a guideline, policy, protocol or procedures?
	
	

	2
	Rationale

	
	Are reasons for development of the document stated?
	
	

	3
	Development Process

	
	Is the method described in brief?
	
	

	
	Are individuals involved in the development identified?
	
	

	
	Do you feel a reasonable attempt has been made to ensure relevant expertise has been used?
	
	

	
	Is there evidence of consultation with stakeholders and users?
	
	

	
	Has an operational, manpower and financial resource assessment been undertaken?
	
	

	4
	Content

	
	Is the document linked to a strategy?
	
	

	
	Is the objective of the document clear?
	
	

	
	Is the target population clear and unambiguous?
	
	

	
	Are the intended outcomes described?
	
	

	
	Are the statements clear and unambiguous?
	
	

	5
	Evidence Base

	
	Is the type of evidence to support the document identified explicitly?
	
	

	
	Are key references cited?
	
	

	
	Are the references cited in full?
	
	

	
	Are local/organisational supporting documents referenced?
	
	

	5a
	Quality Assurance

	
	Has the standard the policy been written to address the issues identified?
	
	

	
	Has QA been completed and approved?
	
	

	6
	Approval

	
	Does the document identify which committee/group will approve it?
	
	

	
	If appropriate, have the staff side committee (or equivalent) approved the document?
	
	

	7
	Dissemination and Implementation

	
	Is there an outline/plan to identify how this will be done?
	
	

	
	Does the plan include the necessary training/support to ensure compliance?
	
	

	8
	Document Control

	
	Does the document identify where it will be held?
	
	

	
	Have archiving arrangements for superseded documents been addressed?
	
	

	9
	Process for Monitoring Compliance 

	
	Are there measurable standards or KPIs to support monitoring compliance of the document?
	
	

	
	Is there a plan to review or audit compliance with the document?
	
	

	10
	Review Date

	
	Is the review date identified?
	
	

	
	Is the frequency of review identified? If so, is it acceptable?
	
	

	11
	Overall Responsibility for the Document

	
	Is it clear who will be responsible for coordinating the dissemination, implementation and review of the documentation?
	
	


	Individual Approval

	If you are happy to approve this document, please sign and date it and forward to the chair of the committee/group where it will receive final approval.

	Name
	
	Date
	

	Signature
	

	Committee Approval

	If the committee is happy to approve this document, please sign and date it and forward copies to the person with responsibility for disseminating and implementing the document and the person who is responsible for maintaining the organisation’s database of approved documents.

	Name
	
	Date
	

	Signature
	


Appendix 10 
Plan for dissemination of policy

To be completed and attached to any document which guides practice when submitted to the appropriate committee for consideration and approval.

	Title of document:
	

	Date finalised:
	

	Previous document in use?
	

	Dissemination lead
	

	Which Strategy does it relate to?
	

	If yes, in what format and where?
	

	Proposed action to retrieve out of date copies of the document:
	Compliance Unit will hold archive


Dissemination Grid 

	To be disseminated to:
	1) 

	2)

	Method of dissemination
	
	

	Who will do it? 
	
	

	And when?
	
	

	Format (i.e. paper
or electronic)
	Electronic
	


Dissemination Record 

	Date put on register / library 
	

	Review date
	

	Disseminated to
	

	Format (i.e. paper or electronic)
	

	Date Disseminated
	

	No. of Copies Sent
	

	Contact Details / Comments
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