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General information
All questions in this section must be answered. If a question is not applicable, please provide a reason why it does not apply.

Name of establishment: 

HTA licence number:

1. Who is the Designated Individual for the post mortem licence (name and job title)?

2. Who is the licence holder? If there is a corporate licence holder (e.g. Trust or council), who is the contact (name and job title)?

3. Are there any Persons Designated named for the licence (names and job titles)?

4. Place an “X” beside each activity carried out at the establishment:
a. 
The making of a post-mortem examination 

b. 
The removal from the body of a deceased person (otherwise than in the course of carrying out an anatomical examination or making a post mortem) of relevant material, for use for a Scheduled Purpose other than transplantation

c. 
Storage of the body of a deceased person, or relevant material which has come from a human body, for use for a Scheduled Purpose

5. If the establishment has any satellite sites, please provide the site name, address/s and which activity/ies is/are carried out at each site (indicate a, b, and c as in Question 4).
6. Is your establishment inspected/audited by independent agencies e.g. CPA?

7. If post-mortem examinations are carried out at the establishment, please provide the following information as applicable:

a. Number of consented post mortems per annum

b. Number of coronial (including Home Office) post mortems per annum

c. Do you conduct known high risk cases? (Y/N) 

d. Do you conduct paediatric post mortems? (Y/N)

8. Do you send bodies to other establishments for post-mortem examination? (Y/N) 

9. Do you send whole organs or tissue, including blocks and slides, to other establishments for analysis? (Y/N) 

10. Do you have visiting pathologists (e.g. Home Office pathologists/independent/locum pathologists)? (Y/N)

11. Does anyone take organs or tissue from the mortuary (independent pathologists, research, transplant teams)? (Y/N)

12. Are bodies transferred to you from other establishments for post-mortem examination? (Y/N) 

13. Are whole organs or tissue, including blocks and slides, sent to you from other establishments (this includes for laboratory analysis and pathological examination)? (Y/N)

14. Do you store whole organs or tissue, including blocks and slides, on behalf of other establishments/pathologists? 

15. Staffing in the mortuary:

a. Number of APTs? 

b. Number of staff pathologists? 

 Assessment
	
	Standard
	Comments
	SOP/Policy/Document name, reference number and date of last review
	Level of compliance

(1, 2, 3, 4, N/A)

	Consent standards


	(Y/N)

	
	
	 

	Consent is obtained in accordance with the requirements of the Human Tissue Act 2004 (HT Act) and as set out in the code of practice
	C1


	
	
	

	Is there a documented policy which governs consent for post-mortem examination and the retention of tissue, which reflects the requirements of the HT Act and the latest version of the HTA Code of Practice on consent?

Is there a documented SOP detailing the consent process (including who is able to take consent, what training they must receive, and what information must be provided to those giving consent for post-mortem examination)?

Does written information about the consent process (provided to those giving consent) reflect the requirements of the HT Act and the latest version of the HTA Code of Practice on consent?


	
	
	
	

	Information about the consent process is provided and in a variety of formats
	C2
	
	
	

	Are relatives given an opportunity to ask questions?

Are relatives given an opportunity to change their minds and is it made clear who should be contacted in this event?

Does information give clear guidance on options for how tissue may be handled after the post-mortem examination (repatriated with the body, returned to the family for burial/cremation, disposed of or stored for future use)?

Where consent is sought for tissue to be retained for future use, is information provided about the potential uses in order to ensure that informed consent is obtained?

Is information on the consent process available in different languages, or is there access to interpreters/translators? 

Is the information available in different formats (e.g. Braille, DVD)?
	
	
	
	

	Staff involved in seeking consent receive training and support in the implications and essential requirements of taking consent
	C3
	
	
	

	Is there a training programme for taking consent for post-mortem examination and tissue retention which addresses the requirements of the HT Act and HTA code of practice on consent?

Is refresher training available (e.g. annually)?

Is attendance at consent training documented?

If untrained staff are involved in consent taking, are they always accompanied by a trained individual?


	
	
	
	


	
	Standard
	Comments
	SOP/Policy/Document name, reference number and date of last review
	Level of compliance

(1, 2, 3, 4, N/A)

	Governance and Quality Systems standards

	(Y/N)
	
	
	

	All aspects of the establishments work are supported by ratified documented policies and procedures as part of the overall governance process
	GQ1
	
	
	

	Do documented policies and SOPs cover all mortuary/laboratory procedures relevant to the licensed activity? These may include:

· post-mortem examination, including the responsibilities of the APTs and Pathologists (e.g. evisceration) and management of high risk cases

· record keeping 

· receipt and release of bodies, which reflect out of hours arrangements

· lone working in the mortuary

· transfer of bodies and tissue (including blocks and slides) to other establishments or off site

· ensuring that tissue is handled in line with documented wishes of the relatives

· disposal of tissue (including blocks and slides)

Note that individual SOPs for each activity are not required. Some SOPs will cover more than one activity.

Are policies and procedures regularly reviewed (for example, every 1-3 years)?

Is there a system for recording that staff have read the latest versions of these documents?

Are deviations from documented SOPs recorded?
Do mortuary staff regularly attend meetings where issues relating to the licensed activities are discussed?

	
	
	
	

	There is a documented system of quality management and audit
	GQ2
	
	
	

	Is there a quality manual which includes activities in the mortuary?

Are policies and SOPs version controlled (are only the latest versions available for use)?

Is there a schedule for audits to be carried out?

Are both vertical and horizontal audits carried out?

Do audits include compliance with documented procedures, records (for completeness) and traceability?

Do audit findings document who is responsible for follow up actions, and the timeframe for completing those actions? 
Are regular audits of tissue being stored at the establishment carried out ensure that staff are fully aware what material is held and why?


	
	
	
	

	Staff are appropriately qualified and trained in techniques relevant to their work and are continuously updating their skills
	GQ3
	
	
	

	Are all staff appropriately trained/qualified or supervised?

Do all staff have annual appraisals?

Are staff given opportunities to attend training courses, either internally or externally?

Is attendance by staff at training events recorded?

Is there a documented training programme for new mortuary staff (e.g. competencies checklist)?
	
	
	
	

	There is a systematic and planned approach to the management of records
	GQ4
	
	
	

	Is there a system for managing records which includes which records must be maintained, how they are backed up, where records are kept, how long each type of record is retained and who has access to each type of record?

Are there documented SOPs for record management?


	
	
	
	

	There are documented procedures for donor selection and exclusion, including donor criteria.
	GQ5
	
	
	

	This standard is not applicable at post mortem establishments.
	
	
	
	

	A coding and records system facilitates traceability of bodies, body parts, tissues and cells, ensuring a robust audit trail.
	GQ6
	
	
	

	Are bodies tagged/labelled upon arrival at the mortuary?


	
	
	
	

	Is there a system to track each body from admission to the mortuary to release for burial or cremation (e.g. mortuary register, patient file, transport records)?
	
	
	
	

	Are organs or tissue taken during post mortem examination fully traceable, including blocks and slides? 
The traceability system ensures that the following details are recorded:

· material sent for analysis on or off-site, including confirmation of arrival

· receipt upon return to the laboratory or mortuary

· number of blocks and slides made

· repatriation with a body

· return for burial or cremation

· disposal

· retention for future use


	
	
	
	

	Are multiple identifiers used, including at least one unique identifier (e.g. post mortem number, name, dates of birth/death, etc) to identify bodies and tissue? 


	
	
	
	

	There are systems to ensure that all adverse events, reactions and / or incidents are investigated promptly
	GQ7
	
	
	

	Are staff trained in how to use the incident reporting system?

Do staff know how to identify incidents and near-misses which must be reported? 

Does the incident reporting system clearly outline responsibilities for reporting, investigating and follow up for incidents?
Does the incident reporting system ensure that follow up actions are identified (i.e. corrective and preventative actions) and completed?

Is information about incidents shared with all staff (including the reporter) to avoid repeat errors?


	
	
	
	

	Risk assessments of the establishments practices and processes are completed regularly and are recorded and monitored appropriately
	GQ8
	
	
	

	Are all procedures related to the licensed activities (as outlined in standard GQ1) risk assessed? 

Do risk assessments include risks associated with non-compliance with HTA standards as well as health and safety risks?

Are risk assessments reviewed regularly (along with SOPs, for example every 1-3 years)?

Do risk assessments include how to mitigate the identified risks? This includes outstanding actions which need to be taken, who is responsible for each action, deadlines for completing actions and confirmation that actions have been completed?

	
	
	
	

	Premises, facilities and equipment standards

	(Y/N)
	
	
	

	The premises are fit for purpose
	PFE1
	
	
	

	Is there sufficient space for the activities to be carried out?

Are refrigerated storage units in good working condition? 

Are surfaces made of non-porous materials?

Are the premises in reasonable condition (structure and cleanliness of floors, walls, entranceways)?
Are the premises secure (e.g. is there controlled access to bodies, tissue, equipment and records)?


	
	
	
	

	Environmental controls are in place to avoid potential contamination
	PFE2
	
	
	

	Is there clear separation of clean, transitional and dirty zones (e.g. doors, floor markings, signs)?

Is appropriate PPE available and routinely worn by staff?

Is adequate critical equipment and/or PPE available for high risk post mortems?
Are there documented cleaning and decontamination procedures? 
Is there a documented cleaning schedule and records of cleaning and decontamination?


	
	
	
	

	There are appropriate facilities for the storage of bodies, body parts, tissues and cells, consumables and records.
	PFE3
	
	
	

	Is there sufficient capacity for storage of bodies, organs and tissues?
Are temperatures of fridges and freezers monitored, on a regular basis?
Are there documented contingency plans in place should there be a power failure, or overflow?
Are bodies shrouded whilst in storage?
Is there separate storage for infants and babies? If not, are special measures taken for the bodies of infants and babies?

	
	
	
	

	Systems are in place to protect the quality and integrity of bodies, body parts, tissues and cells during transport and delivery to a destination
	PFE4
	
	
	

	Are there written agreements in place with any external parties (e.g. undertaker, or courier) who transport bodies and/or tissue behalf of the establishment (laboratory or mortuary)?

Note that coroners usually have their own agreements with external parties for transportation bodies and tissue;, however, documentation for traceability purposes must still be maintained by the establishment for these cases.

	
	
	
	

	Are there documented procedures for transportation of bodies and tissue anywhere outside the mortuary (e.g. lab, other establishment), including record-keeping requirements?


	
	
	
	

	Equipment is appropriate for use, maintained, quality assured, validated and where appropriate monitored?
	PFE5
	
	
	

	Are items of equipment in the mortuary in a good condition and appropriate for use?
· fridges / Freezers

· hydraulic trolleys

· post mortem tables

· hoists

· saws (manual and/or oscillating)

· PPE for high risk cases (e.g. respirators)
Are there items in the post-mortem suite that are made of porous materials (e.g. head blocks)?

Are maintenance/service records kept for equipment, including fridges/freezers, trolleys, post mortem tables (if downdraught) and post mortem suite ventilation?

Note: These records may be held by the mortuary or centrally by the Trust, e.g. Estates Department.

	
	
	
	

	Disposal Standards
	(Y/N)
	
	
	

	There is a clear and sensitive policy for disposing of human organs and tissue
	D1
	
	
	

	Is there a documented Trust or mortuary/laboratory policy for the disposal of human tissue that includes the requirements of the HTA code of practice on disposal?

Are there documented procedures for disposal of human tissue, including blocks and slides, in the mortuary and/or laboratory?

	
	
	
	

	The reason for disposal and the methods used are carefully documented
	D2
	
	
	

	Are systems in place that ensure tissue is disposed of in accordance with the documented wishes?
Do disposal records include the date, method and reason for disposal? 

Is tissue disposed of in a timely fashion? 

Note: this means that tissue is disposed of as soon as reasonably possible once it is no longer needed (e.g. when the coroner’s or police authority ends or consented post-mortem examination is complete).
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