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A. Service Specification
 
Mandatory headings 1 – 4: mandatory but detail for local determination and agreement
Optional headings 5-7: optional to use, detail for local determination and agreement.

All subheadings for local determination and agreement


	Service Specification No.
	

	Service
	East Lancs Community DVT Service Pilot

	Commissioner Lead
	

	Provider Lead
	

	Period
	May 2018 to 1st October 2019

	Date of Review
	1st April 2019



	1.	Population Needs

		
1.0 	National/local context and evidence base

National Context and Background
The NHS supports the need to develop improved access to diagnostic tests as part of   the drive to reduce waiting times and provide responsive and accessible care and treatment closer to home in the community. This approach is supported by the Royal College of Radiologists and Royal College of General Practitioners as part of a strategy to deliver care at the right stage of the patient care pathway.
Venous thromboembolic (VTE) disease covers a spectrum ranging from asymptomatic deep vein thrombosis (DVT) to fatal pulmonary embolism (PE). VTE disease is the result of a blood clot (a thrombus) forming in a vein which dislodges and travels in the blood (an embolus). If the blood clot travels to the lungs, this can lead to a potentially fatal PE. Even if blood clots are non-fatal, they can still result in long-term illness, including venous ulceration and development of a post-thrombotic limb (chronic pain, swelling and skin changes in the affected limb) and have a significant impact on quality of life. 
Acute deep vein thrombosis (DVT) is a common and potentially life threatening disorder. National prevalence of Deep Vein Thrombosis (DVT) suggests an incidence of 1:1,000 per annum. Whilst accurate figures for DVTs presenting in Primary Care are difficult to find, studies of referral of swollen legs/suspect DVT have shown conversion rates from suspicion to proven between 33% and 50%. Therefore Deep Venous Thrombosis (DVT) is an important cause of illness and death with seven out of ten deaths from the estimated 60,000 deaths from venous thromboembolism (VTE) each year that could potentially be prevented.
Traditionally patients with a suspected DVT have been assessed, diagnosed, treated and followed up in secondary care, however with the arrival of new treatments and development of primary care diagnostics DVT can now often be efficiently and safely managed within the community reducing secondary care attendances, and admissions and secondary care follow up care as well as supporting early hospital discharge. Over 75% of patients with suspected DVT present during working hours (O’Shaunessy 2000) and up to 40% of referrals can be expected to be negative (Walsh et al. 2002).
This service specification sets out the local vision to provide a holistic Community DVT Service which will be delivered as a one stop shop approach for patients with suspected DVT.  The local service pilot is for suspected Deep Vein Thrombosis (DVT) patients living in the East Lancashire areas (Hyndburn, Ribblesdale, Burnley, Pendle and Rossendale).    The service provision will generally be for patients aged 18 years and over who are registered with an East Lancashire CCG GP Practice. The service will provide increase accessibility and equitability via a high quality, safe and streamlined pathway which provides better value for money to the CCG.  
The service will provide a patient centred approach to supporting patients in a community setting/s to provide timely and effective diagnostics, prescribing and patient treatment for suspected and confirmed non –complex DVT and lower limb treatment.  This will include patient education, support and advice on the longer term management of DVT and related conditions.  The service will be delivered as a pilot and will act as a test bed of learning and introduce innovative practice in East Lancashire.
Local Context
The current service model in East Lancashire is delivered via a historically commissioned secondary care based model with a primary care Local Enhanced Service (LES) in place to support referrals from Primary Care. In 2016-17, 656 suspected and confirmed DVT patients were admitted and managed by East Lancashire Hospital Trust (ELHT) via the Elective Treatment Centre at Burnley General Hospital.
The current patient pathway is inconsistent and complex and requires significant improvements to ensure that the patient experience is improved and is delivered in line with NICE guidelines and in line with the East Lancashire Medicines Management Board (ELMMB) policies and protocols.  Due to an accumulation of local issues and concerns a service review meeting was held in Sept 2017 where a collaboration of providers and commissioners, Clinical Leads for East Lancashire agreed a new and innovative community based service model.  A key influence of this model has been the successful Community DVT Service delivered in Blackburn with Darwen.  
East Lancashire CCG have reviewed the local position and other best practice models and have agreed to commission a pilot for up to 18 months to provide an innovative one stop shop community based service which is provided on a 5 day basis from key sites across East Lancashire.
[bookmark: _GoBack]The service must be compliant and be up to date to ensure it delivers within NICE guidelines and provide a streamlined pathway for the effective and efficient management of patients referred from Primary, Community, Secondary and GP Out of Hours Services.  All complex and weekend patients will be referred directly to secondary care as per the agreed local protocol and pathway.

	2.	Outcomes

	
2.1	NHS Outcomes Framework Domains & Indicators

It is expected that by delivering the service, Provider/s will be able to deliver the following outcomes:

	Domain 1
	Preventing people from dying prematurely

· To ensure patients are diagnosed appropriately in Primary Care, and suitable patients are referred for a scan as per NICE guidance.
	X

	Domain 2
	Enhancing quality of life for people with long-term conditions
· Patients with low risk for DVT can have DVT ruled out in Primary Care
	X

	Domain 3
	Helping people to recover from episodes of ill-health or following injury
· To encourage good communications between primary and secondary care in relation to DVT care.
	X

	Domain 4
	Ensuring people have a positive experience of care
· To provide a positive experience for patients by seeing, diagnosing and treating in Primary Care, thereby reducing inconvenience and avoiding onward referral.
	X

	Domain 5
	Treating and caring for people in safe environment and protecting them from avoidable harm
· To provide care according to NICE recommended pathways
	X



2.2	Local defined outcomes

Based in defined community locations across East Lancashire, the medically led Community DVT service pilot will offer a holistic approach to the assessment, diagnosis, treatment and management of patients presenting with a suspected DVT and/or lower limb related conditions.

The new service will include:

· One stop shop approach of a community based service delivered across one or two sites (to be determined) in East Lancashire.  
· 5 day service, delivered from 8am to 8pm (Monday to Friday) due to low levels of secondary care attendance at weekends.  The service will provide whole leg scan.
· One service pathway with a referral process linked to EMIS for a streamlined patient pathway to achieve efficient and safe patient referral and management.
· Service to manage the full patient journey in compliance with agreed local patient pathways and protocols which includes up to 3 months patient management from initial referral.  This will include initial and follow up appointments, prescribing, ultrasound scan, self-help advice and education etc. in compliance with NICE recommendations for unprovoked DVTs.  This will include other related conditions  causing leg swelling redness and pain including thrombophlebitis, cellulitis,  ruptured bakers cysts, superficial skin infections etc.   
· Unconfirmed DVT patients will be discharged back to their regular GPs for further review and treatment.
· Provide diagnostics, prescribing and ultrasound scan to 100% of referred patients between 4 and 24 hours of being requested by health professional (referrer).
· Agree a local pathway from A&E/UCC/Elective Treatment Centre to deflect non-emergency and non-complex patients to the community DVT Service.  This is in support of managing demand and flow from A & E and managing patients closer to home.
· Increase accessibility and equitability via a high quality and safe pathway, providing an innovative service which is better value for money which is responsive to patients needs and predicted demand;
· To ensure compliance with NICE Guidance for the management of venous thromboembolic diseases and the role of thrombophilia testing (CG144 June 2012);
· To actively promote and encourage the utilisation of the service across all East Lancashire GP’s through local campaigns and communication on an on-going basis.
· To refer discounted DVT patients onto other community service pathways for longer term management as clinically appropriate and in agreement with the patient e.g. cellulitis pathway/healthy legs café.
· To refer all complex patients to secondary care (via agree protocols and pathway).  These pathways have been agreed at Blackburn with Darwen and it is expected that they will be replicated across East Lancashire and in line with ELHT Venous Thromboembolism (VTE): Diagnosis & Management (Non Obstetric) Policy in (appendix B).
· To lead on the development of local DVT protocols and patient pathways and ensure these are promoted and embedded across East Lancashire Localities to encourage appropriate referral in a timely manner to the service.
· To provide support to primary care to improve the quality of referrals and provide training and education on the identification of suspected DVT patients and on-going patient management if required/requested.
· Ongoing service development and an innovative approach to future service delivery in line with commissioning intentions through 6 monthly provider evaluations against outcomes and service achievements/learning.
· Increase accessibility and equitability via a high quality standard, streamlined pathway, provide better value for money, and provide a more accessible and better patient experience delivered closer to home.
· To actively promote and encourage the utilisation of the service across East Lancashire GP Practices through local campaigns and a robust communications plan.


The anticipated local outcomes are:
· An increased number of patients with suspected DVT’s diagnosed, assessed, treated and managed within a community setting, with the service managing an anticipated total of 443 patients per annum. 
· Improve the patient experience, through patient surveys and feedback measured via the Quality reporting in schedule 4 performance reporting, delivered by a standardised local pathway to reduce variation in service.
· A reduction in the number of confirmed and suspected DVT patients accessing secondary care of approximately 85%, which will be achieved through deflection from GP’s and Accident and Emergency, Urgent Care Centre’s, GP Out of Hours Service.
· Service to manage 95% of patients referred to the service per annum.
· 100% of patients offered diagnostics including an ultrasound scan, prescribing, diagnostics and patient appointment within 4-24 hours to ensure the service is delivered within NICE guidance.
· To deliver a high quality, innovative, cost efficient and better value for money service that is more responsive to patients needs and predicted demand.


	3.	Scope

	
3.1	Aims and objectives of service

The aim of this one- stop shop service is to provide a highly accessible and responsive diagnostic and treatment service to suspected DVT patients across East Lancashire (Hyndburn, Burnley, Pendle, Rossendale and Ribblesdale) for a period of up to 3 months.  All patients should be referred onwards to the most appropriate clinician/service or discharged should they require on-going clinical support after this time. 

Aims

· To standardise and streamline referral and patient pathways of care across the East Lancashire health economy for patients presenting with suspected DVT.
· To ensure there is timely access to safe and effective one stop shop service community based innovative service.
· To provide a positive experience for patients by seeing, diagnosing and treating in in an accessible community setting, thereby reducing inconvenience and avoiding onward referral.
· To deliver care closer to home and support a reduction in unnecessary attendances and admissions for suspected and confirmed DVT in secondary care.
· Promote the efficient use of health funds, freeing up resources to re-invest into health provision by the CCG.
· Provide a cost effective and efficient service which delivers value for money.


Objectives

The objectives of the community DVT service pilot is to provide;

· Access - Provide the right service for patients at the right time, in the right place, by the right professional.
· Capacity - Optimise appropriate use of resources removing inefficiencies in the system.
· Quality - Improve access, quality and patient centred care within the community.
· Value for money - To ensure that the Community DVT Service is able to provide value for money and is cost effective in comparison with other similar services.
· Collaboration- The service works within a collaborative Pennine Lancashire approach to support a robust, streamlined and consistent patient pathway over a 5 day period  on an in and out of hours basis with strong links to secondary care.
· Effective - Ensure that the service is focused on delivering the best outcomes in a timely manner for patients.
· Standardised - Ensure that the service provided is maintained to a consistently high and equitable standard to all.

3.2	Service description/care pathway

The Community DVT Service pilot will deliver a one stop shop innovative approach and provide an accessible and locally delivered service based in a community setting.  The service will receive referrals for suspected DVT patients from a range of sources including Primary, Community, Secondary Care and Out of Hours Services.  

The service pilot will be delivered on a 5 day basis (Monday to Friday) from 8am to 8pm and will receive suspected DVT patients via direct referral from patients with a registered East Lancashire GP.  This will include referrals from a range of health settings via EMIS, email, fax and telephone.  The service will provide clinical assessment, diagnosis, treatment and on-going review appointments to patients for up to 3 months. 

	Following the 3 months patients are expected to be discharged back to their GP for on-going support and prescribing or onward referral to a more suitable clinical service to meet the on-going longer term needs of the patient.  The in and out of hours referral pathway should be developed to include the ‘step down’ of patients referred from secondary care, predominantly via A & E, as part of the East Lancashire Hospital Trust  Venous Thromboembolism (VTE): Diagnosis & Management (Non Obstetric) Policy ( see appendix B.



The service pilot is responsible for the onward referral of clinically inappropriate patients back to their GP or onwards to other community/primary care services such as the Healthy Legs Service/district nursing service. The service will refer complex patients to secondary care as outlined in NICE guidance and via agreed local pathways and policies.

Patients with suspected DVT will be scored against the Wells Diagnostic Algorithm.  The service is responsible for the initiation of the anticoagulant, blood sample (D-Dimer Quantitative test) and ultrasound scan as part of the services own protocol for the management of suspected DVT patients.  The service must provide initial dosing regimes upon referral and ensure patients are transferred to longer duration treatments where appropriate (in line with locally agreed pathways).

3.3 Exclusions and national guidance

The default position for patients with criteria listed below, or for any patient that a clinician and or the patient feels is not suitable to follow this care pathway, should be immediately referred to Secondary Care services.  

· Active cancer within 6 months - consider for LMWH e.g. tinzaparin.  (When considering LMWH, primary care clinician to ensure that treatment is in accordance with the NPSA advice ‘Reducing treatment dose errors with low molecular weight heparins (July 2010) and local prescribing guidance.  


The service is required to adhere to NICE Guidance which includes assessment, timeliness of treatment which includes:

· Venous thromboembolic diseases: diagnosis, management and thrombophilia testing (CG144 June 2012) which outlines the diagnosis, treatment, patient information, self management and monitoring, investigations for cancer and thrombophilia testing and Technology Appraisals. 

· Venous Thromboembolism in adults: diagnosis and management (QS29 March 2013) which outlines the quality standard for diagnosing and treatment venous thromboembolism (VTE) in adults.

· Rivaroxaban for the treatment of deep vein thrombosis and preventions of recurrent deep vein thrombosis and pulmonary embolism (TA261 July 2012)

· Registration with the Care Quality Commission

The service pilot must be managed and delivered in accordance with the rights, principles and values set out in the NHS Constitution.


NICE guidance (CG 144) outlines that patients in whom DVT is suspected and with a likely two-level DVT Wells score of 1 or more should either receive:

a proximal leg vein ultrasound scan carried out within 4 hours of being requested and if the result is negative a D-dimer test
or
a D-dimer test and an interim 24-hour dose of a parenteral anticoagulant (if a proximal leg vein ultrasound scan cannot be carried out within 4 hours) and a proximal leg vein ultrasound scan carried out within 24 hours of being requested.

The Provider must not discriminate between or against patients or carers on the grounds of gender, age, ethnicity, disability, religion, sexual orientation or any other non-medical characteristics. The DVT service must be inclusive of those with dementia. The Provider must provide appropriate assistance and make reasonable adjustments for patients and carers who do not speak, read or write English or who have communication difficulties; 

A minimum of verbal consent should be obtained for patients at all stages from clinical assessment, diagnosis and treatment to follow up management. Consent must be recorded in the patients’ own records, compliance with the Mental Capacity Act is essential. A chaperone must be available if required by the patient.


3.4  Clinic register

The service must maintain an up to date secure electronic register compliant with NHS data protection legislation of all patients referred and treated within the service including their medication, names, dates of birth and registered GP practice. Transfer of relevant data to and from patients own GP practices must be electronic and in accordance with NHS data protection legislation.

3.5  Call and Recall

Systematic call and recall must take place for patients being actively treated and managed within the service. There must be a process in place highlighting action to be taken in the event of a patient DNA. The service must follow up all patients who fail to attend.

3.6  Professional links

The service must work closely with other healthcare professionals involved in the care of GP registered patients referred to the service and ensure there is a safe and secure method of transferring relevant patient electronic data in line with secure NHS IT regulations.

3.7  Staffing

There must be a dedicated operational clinical lead within the Community DVT service to manage the contract, have financial and operational responsibility which includes sustainability of the service 365 days a year. The service must ensure attendance at all contract monitoring meetings and other service and performance related meetings as requested by the Commissioner. 

A service’s business continuity plan must provide adequate details of staff and resources to cover periods of holidays, sickness and other scenarios to ensure that the service is maintained and sustainable throughout the term of the contract.

All staff involved in the provision of this service must be appropriately qualified and trained with evidence of competencies assessed in line with national training courses or equivalent, this includes DBS compliance.

All medical staff providing the service must maintain and provide evidence of membership of a recognised defence body and have sufficient professional indemnity insurance to cover the provision of this service and meet in full any claims made against them as individuals.

Any nursing staff supporting the service must be registered with the NMC and have the required expertise and qualifications to support the medical staff. Nursing staff must be able to demonstrate their continuing professional development with a system for mentoring in place. 
All clinical staff involved in the provision of the service must be up to date in terms of annual mandatory resuscitation/basic life support training.

All evidence of training and competence must be provided to the CCG on commencement of the service and annually on the 1st April in line with the Quality schedule requirements in the contract.

It is expected that administrative staff undertake a range of support functions.

3.8  Individual Patient Management Plans

Patients must be fully involved in the planning of their treatment plan. The Provider must provide each patient with an individual management care plan indicating the diagnosis, planned duration of treatment and management arrangements. This information must include out of hours emergency contact details.

3.9  Prescribing

The service must be responsible for all prescribing activity associated with the service delivery and will be provided with a dedicated prescribing code to ensure safe and consistent monitoring of the prescribing activity and budget.  This will be charged and monitored by the CCG’s EPACT system.

Prescribing will include anticoagulation such as Tinzaparin, Rivaroxaban, antibiotics and other medication as clinically appropriate. The Provider must have a named clinical lead to ensure that all prescribing is within national and locally agreed guidelines and NICE treatment pathways. All prescribers must adhere to both legal and good practice guidance on prescribing and medicines management in line with the Medicines Act and associated legislation and regulations.

The service must comply with all statutory regulatory requirements and have robust, auditable systems in place to cover responsibility, reconciliation, record keeping and disposal requirements for the movement of drugs for which they are responsible.

The service shall record and report significant events and trends on near misses to the Commissioner regarding prescribing or medicines management.

Pharmacy support must be available to augment the Service and to oversee and provide medicines advice for patients where required. Advice on complex drug regimes in patients with co-existing conditions will be provided accordingly.  Pharmacy services will provide advice on the following issues:-  

· Ensure prescribing is in line with East Lancashire Joint Medicines Formulary available at www.elmmb.nhs.uk 
· Ensure licensed products are prescribed in line with NICE guidance
· Ensure supplies are made in accordance with locally agreed pathways with robust communication mechanisms between primary and secondary care.
· Ensure appropriate liaison between GP’s, practice pharmacists, secondary care and community pharmacists.
· Ensure robust governance arrangements are in place within the DVT service
· Ensure patient education, advice and support are available at, and point of dispensing

The Provider must ensure that prescribing within the Service is safe, clinically effective and cost efficient.

Prescribing decisions and recommendations must only be made by suitably qualified medical or non-medical independent prescribers. All independent prescribers must adhere to local, DoH and professional body Medicines Management standards.

All costs associated with the delivery of the service are included within the tariff and any prescribing costs should not be funded through the prescribing budget.  Any deviation from the agreed budget must be communicated to the CCG at monthly contract monitoring meetings.

3.10  Pathway and referral

The Service is responsible for agreeing and implementing a new Community DVT pathway with key partners, stakeholders and providers across the East Lancashire footprint and health economy.

Providers and referrers must adhere to a clear referral criteria, meeting the minimum standard established by the Commissioner in order to assist the clinical decision making process for the patient designed to achieve the best and quickest diagnostic outcome.

The Provider must triage all referrals received on a daily basis via a single point of access and if deemed appropriate offer an appointment within 4 -24 hours (Monday to Friday).

If clinical assessment and following an appropriate diagnostic test DVT is confirmed then the service is responsible for commencing treatment in line with NICE guidance and arranging appropriate follow up appointments and on-going management for the patient. The community DVT service will provide on-going support and patient management for up to a 3 month period and will provide appropriate feedback and communication to the patients GP. The Provider is responsible for ensuring that the patient’s registered Practice is provided with all appropriate clinical details for inclusion in the patient’s central record.

	It is recognised that there may be some instances where patients will be considered too complex to be retained within the community setting for DVT treatment and will be referred to secondary care via a robust and streamlined pathway for further investigation in line with the ELHT Venous Thromboembolism (VTE): Diagnosis & Management (Non Obstetric)  Policy.



Patients referred to the service must have access to written service information in an appropriate format, and be offered choice of appointment including location at designated sites agreed between the Commissioner and Provider across East Lancashire, thereby promoting equity of access and improving people’s geographical and timely access to services.  Patients will be provided with self-care and self-management information, education and advice in order to support their condition management to aid their understanding of the condition and prevention of further re-occurrence.

3.11  Demand Management

The service provider is expected to work with Commissioners in the development of demand management approaches including the introduction of any demand and referral management or quality related scheme/service.  Providers will be expected to collaborate and work in conjunction with Commissioners and other key stakeholders in order to implement any new changes or new pathways and protocols required.

The service provider must determine how to manage patients referred to the service within the defined timescales to ensure that communication regarding any serious untoward diagnosis is not delayed.

3.12  Patient complaints

Complaints should be documented and acted on according to the Providers written complaints policy and as agreed by the Commissioner. The Provider must share details of patient complaints plus any sequential action plans with the Commissioner at each quarterly contract review meeting.

3.13 Patient experience

The service provider must undertake a quarterly patient experience survey as agreed with the Commissioner inclusive of patient experience, patient satisfaction, waiting times and ease of access. The survey should constitute at least 20% of the patients using the service within the timeframe. The results from the patient survey must be included in the quarterly performance monitoring report to the Commissioner in line with schedule 4.

3.14 Service costs

All staff costs, administration costs, management fees, staff training/travelling, premises, prescribing, equipment and maintenance are included in the contract value.
 
3.15 Acceptance criteria

The Service must be available to all adult patients over the age of 18 registered with an East Lancashire GP.

3.16 Exclusion criteria
· Patients are excluded from receiving this service if they are not registered with an East Lancashire GP.
· Pregnant or immediate post-partum patients.
· Patients aged <18 years.
· Patients with symptoms of pulmonary embolus.
· Patients prescribed with drugs contradicting those used for treatment of DVT.
· Patients with a Systolic BP >180 mmHG or diastolic >15 mmHG.
· Patients with known liver failure.
· Patients with suspected cancer.
· Patients with potential haemorrhagic conditions e.g. 
GI bleed or intracranial bleed in previous 4 weeks
Oesophageal varices
Proliferative retinopathy
Bleeding disorders or platelets <90 x 109L
HAS-BLED score greater or equal to 3

3.17 Interdependencies
The service provider must develop their relationships with other Providers to become an integrated member of the Health and Social Care community. This includes secondary care, GP Out of Hours, Community Services and the Third Sector organisations providing help and support for patients within the community. The development of local clinical networks must be encouraged with the aim of providing complementary services to support care closer to home within the community. The role of service users as key stakeholders will be an important component in the service development and providers must ensure effective mechanisms are in place for their involvement and develop a positive relationship with any local involvement network.
· Primary Care – registered GPs
· Community and hospital Pharmacists
· East Lancashire Hospital Trust-Haematology, medical and vascular departments
· Community services e.g. Healthy Leg Services
· Equipment suppliers

3.18 Reporting
Providers must provide to Commissioners detailed monthly and quarterly referral statistical and audit information to allow performance monitoring of the clinical pathway, this will be line with agreed schedule 4 and 6 requirements. 
All information and reports are subject to requirements such as Data Protection and Freedom of Information.
The Provider must ensure that Diagnostic Reports are produced according to the guidance set out within the document ‘Standards for the Reporting and Interpretation of Imaging Investigations’ as published by the Royal College of Radiologists and as updated periodically.
Diagnostic reports will provide the referrer with a differential diagnosis wherever possible-this will be based upon the clinical examination and diagnostic tests undertaken.
Any images and reports must be stored in an electronic format in accordance with The Royal College of Radiologist ‘Retention and Storage of Images and Radiological Patient Data’ publication ideally via a Picture Archiving and Communication System (PACS).
3.19 Equipment
Equipment used within the service must be up to date and compliant with minimum service standards. The Provider is expected to demonstrate that all equipment used is safe, effective, fit for purpose, regularly calibrated and maintained. Equipment must be regularly maintained, in line with manufacturers’ recommendations. The Provider must have contingency arrangements in place for any mechanical equipment breakdown. Accessory equipment, such as examination couches and stools must be of appropriate standard and ergonomic design to prevent injury.
3.20 IM&T
When electronic data is transferred by the service to GPs or secondary care via EMIS, PACS or other image store there must be appropriate NHS encryption software in place supported by detailed standard operating procedures and protocols. 
3.2.18 Facilities and Estate
It is anticipated that the service will be provided from locations in East Lancashire, each site must be compliant with CQC and DDA regulations and evidence provided to the Commissioner on commencement of the service.

	4.	Applicable Service Standards

	
4.1	Applicable national standards (eg NICE)

NICE Guidance CG 144 Venous Thromboembolism Diseases
NICE Guidance CG92 Venous Thromboembolism: Reducing the Risk
NICE Guidance TA261 Rivaroxaban for the treatment of DVT and Pulmonary Embolism
Registration with the Care Quality Commission

4.2	Applicable local standards

· Staff undertaking diagnostic tests, assessments, initiating and administering treatment must provide appropriate evidence of appropriate training undertaken and competence.
· The Provider must evidence adequate facilities and equipment available to provide the service
· The Provider must utilise existing mechanisms in place to report adverse incidents to the Commissioner 
· The Provider must comply with Safeguarding procedures
· The Provider must comply with the Mental Capacity Act
· The Provider must provide monthly performance monitoring data and quarterly quality monitoring information including service audits to be agreed with the Commissioner in line with schedule 4 and 6 requirements



	5.	Applicable quality requirements and CQUIN goals

	
5.1 Applicable CQUIN goals (See Schedule 4 Part [E])

There is no CQUIN scheme for this contact and CQUIN money has been included within the agreed cost per case.



	6.	Location of Provider Premises

	
The Provider’s Premises are located at:

CQC compliant sites across East Lancashire as agreed between the Commissioner and Service provider.


	7.	Individual Service User Placement
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8. Hospital Acquired VTE management and reporting included
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Venous Thrombo- Embolism (VTE): Diagnosis and Management

1 Introduction

An estimated 25,000 people in the UK die from preventable hospital-acquired venous
thromboembolism (VTE) every year. A UK survey suggested that 71% of patients assessed to be
at medium or high risk of developing deep vein thrombosis (DVT) did not receive any form of
mechanical or pharmacological VTE prophylaxis. DVT occurs in more than 20% of patients having
major surgery and more than 40% of patients having major orthopaedic surgery. It is commonly
asymptomatic. However, the condition can lead to sudden death due to Pulmonary Embolism (PE),
or cause long-term morbidity due to chronic venous insufficiency, venous ulceration and
development of post-thrombotic syndrome (PTS). The estimated risk of fatal PE following high-risk
surgery is said to be between 1 and 5%. Most commonly, postoperative PE occurs a few days to a
week or two after operation, when recovery is well underway. Appropriate VTE risk assessment on
admission to hospital, use of appropriate VTE prophylaxis, high clinical suspicion of VTE when
symptoms present and avoidance of delay in initiating management can reduce this risk.

2 Assessment and Documentation of Risk of developing VTE

All patients must have a formal VTE risk assessment on admission and appropriate VTE
prophylaxis must be prescribed and administered soon after this. Please refer to Trust guideline
on Venous Thromboembolism(VTE): Reducing the Risk/Prophylaxis for further details on
General Advice on VTE Prevention, Guidance on Use of Specific Methods to Prevent VTE
including pharmacological and mechanical methods and other details on prophylaxis and
preventive strategy and Appendix one for the risk assessment tool.

For emergency admissions the risk must be assessed of the time of admission and
documented within the Generic Assessment Document (GAD). For elective admissions the
risk must be assessed at the pre-operative assessment visit and documented within the
Elective Admission Care Plan. Once the risk has been identified and documented the speciality
specific strategy of VTE prophylaxis must be followed. Any decision not to follow this must be
discussed with consultant and documented clearly with reasons within patient’s medical notes.
This assessment of risk must be repeated in 24 hours for all in-patients to identify if there is a
change in their clinical condition. This risk assessment template above will not be required for
use if VTE was the suspected Diagnosis on admission in which case, the VTE diagnosis and
Management Pathway needs to be used ( Example: Wells score as in pages 6 &8) for
assessment of suspected DVT/PE by GP referral or decision unit. To access the full NICE
guidance CG 144 please refer to https://www.nice.org.uk/guidance/cql144

3 Quality Statements

Quality statement 1. People with suspected DVT are offered an interim therapeutic dose of
anticoagulation therapy if diagnostic investigations are expected to take longer than 4 hours from
the time of first clinical suspicion.

Quality statement 2: People with suspected DVT have all diagnostic investigations completed
within 24 hours of first clinical suspicion to ensure prompt treatment if the diagnosis is confirmed,
and to avoid unnecessary repeat doses of anticoagulants if diagnosis is excluded.

Quality statement 3: People with suspected PE are offered an interim therapeutic dose of
anticoagulation therapy if diagnostic investigations are expected to take longer than 1 hour from
time of first clinical suspicion as consequences of missing a diagnosis of pulmonary embolism (PE)
are severe and if a PE is left untreated there is a high risk of mortality. Immediate interim treatment
with anticoagulant is recommended if PE is suspected and confirmatory test is not immediately
available.

Quality statement 4: People with proximal DVT are offered below-knee graduated compression
stockings within 3 weeks of diagnosis to help prevent post-thrombotic syndrome. It is important that
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stockings are applied within 3 weeks of diagnosis to ensure they are effective and allows for
swelling to reduce in order for stockings to be fitted.

Quality statement 5: People with unprovoked DVT/PE who are not already known to have cancer
are offered timely investigations for cancer as a significant proportion of people with a new
unprovoked DVT/PE may have undiagnosed cancer. In addition, the occurrence of cancer related
VTE is associated with a poorer prognosis.

Quality statement 6: People with provoked deep vein thrombosis or pulmonary embolism are not
offered testing for thrombophilia. Thrombophilia testing does not provide benefit and is
unnecessary for people with provoked DVT/PE

Quality statement 7: People with active cancer and confirmed proximal DVT/PE are offered
anticoagulation therapy. In people with cancer, anticoagulation can lead to improved prognosis
including a reduction in the risk of recurrent DVT/PE

Quality statement 8: People without cancer who receive anticoagulation therapy have a review
within 3 months of diagnosis of confirmed proximal DVT/PE to discuss the risks and benefits of
continuing anticoagulation therapy, as anticoagulation therapy carries potential risks such as
bleeding.

Quality statement 9: People with active cancer who receive anticoagulation therapy have a review
within 6 months of confirmed DVT/PE to discuss the risks and benefits of continuing anticoagulation
therapy.

4 Procedure to be followed if VTE Suspected
See flow charts below for Management of a Patient once a positive diagnosis has been made in
line with National recommendations/NICE guidance

Diagnosing VTE: Flow chart below summarises the Diagnostic pathway

1
Patient with signs or
symptoms of venous
thromboembolism (VTE)

2 7 6 B 7 T
Patient with signs or Patient with signs or Patient with signs or
symptoms of deep vein symptoms of both DVT and symptoms of pulmonary
thrombosis (DVT), such as a PE embolism (PE), such as chest
swollen or swollen and pain, shortness of breath or
painful leg haemoptysis
3 8
Two-level DVT Wells score Two-level PE Wells score
DVT likely based on two-level DVT unlikely based on two- PE likely based on two-level PE unlikely based on two-
Wells score level Wells score Wells score level Wells score

East Lancashire Hospital NHS Trust — Policies & Procedures, Protocols, Guidelines
ELHT/CP17 v1.5 2016
Page 5 of 25





5 Two level DVT Wells score

This is a simple tool (illustrated below) which helps to calculate the DVT probability score for each
patient easily and to reach a conclusion whether based on this calculation, DVT is likely or Unlikely.
Please see appendix 8 for the Comprehensive Trust DVT pathway with full details and checklist
tool. The pathway for “DVT Likely” probability score is also summarised in section 6.

Two level DVT Wells score

Clinical feature Points Patient score

Active cancer (treatment ongoing, within 6 months, or palliative) 1

Paralysis, paresis or recent plaster immobilisation of the lower
extremities

Recently bedridden for 3 days or more or major surgery within
12 weeks requiring general or regional anaesthesia

Localised tenderness along the distribution of the deep
venous system

Entire leg swollen 1

Calf swelling at least 3 cm larger than asymptomatic side 1

Pitting oedema confined to the symptomatic leg 1

Collateral superficial veins (non-varicose) 1

Previously documented DVT 1

An alternative diagnosis is at least as likely as DVT -2

Clinical probability simplified score

DVT likely 2 points or more

DVT unlikely 1 point or less

Take into consideration alternative diagnosis in patients with

» Unlikely two level DVT Well score and negative D-Dimer test or Positive D-
Dimer test and negative Proximal leg vein ultrasound scan

» Likely two level DVT Wells score and negative proximal leg vein ultrasound
scan and negative D-Dimer test or repeat negative proximal leg vein
ultrasound scan

» Advise this group of patients it is not likely to be DVT, discuss with them signs
and symptoms of DVT and where to seek further medical help
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6

Deep vein thrombosis (DVT) likely based on two level Wells score (Please refer

to Appendix 8 for full details of the DVT Pathway with the checklist tool incorporated within and appendix 4
for manufacturer’s recommended Rivaroxaban pathway)

* Consider further investigations for
cancer with an abdomino-pelvic CT
scan (and a mammogram for
women) in all patients aged over 40
years with a first unprovoked DVT
or PE who do not have signs or
symptoms of cancer based on
initial investigation

Patient with a twe-level DVT
Wells score of 2 points or
mara (DVT likely]

|

|s a proximal beg vein
ultrasownd scan avallable

Yas

Proximal leg vein ultrasound
scan

within 4 hours of being
requested?

b

* |f Proximal leg vein
Ultrasound scan is
positive — Diagnose
DVT and Treat

* Local ELHT Consensus on the D-
dimer cut off value is 500ng/mL Value
>/= 500 ng/mL is considered as a
Positive D-Dimer test. The assay used
at ELHT is a latex based assay called
Hemosil.

* D-Dimer test must only be requested
when there is a suspicion of VTE and a
positive result mandates further tests

Mo

[-dimer test and interim
24-hour dose of parenbaral
anticoagulation

Was the proximal leg vein

ultrascund scan positive? "
Ne
Ddimer test
12
Was the D-dimer test
pasitive?
LTEE |
r
Repeat the proximal leg wein
ultrasound scan 68 days 13
later Mo
20
Aivige the patient it s not
likety they have DVT. Discuss
with them the signs and
H Mo symptoms of OVT, and when MO
Was the repeat proximal leg [~  and where to seek further '
vein ultrasound Scan —_ medical help. Take inbo
positive? consideraticn alternative
dizgnoses
Yes
L
- Diagnose DYT and treat
Treating vendus 1T
thromboembolism

* |In patient admitted for other
reasons, If concurrent investigation/s
for coexisting problems identifies
likelihood of VTE, Patients may
enter any part of this pathway which
is clinically appropriate

R
Proximal leg wein ultrasound
scan within 24 hours of being
requesied
S
Wias the proximal leg vein Yes 4
ultrasound scan positive? — Dizgnose DVT and treat
Treating wvanous
thromboembolism
Mo
ks
Wias the D-dimer test
positive?
Yes
14
Repeat the proximal beg vein
ultrasound scan 68 days
Later
15 J’
‘Was the repeat proximal leg
vein ultrasound scan —_
pogitive?
fes Mo
2 -

Diagnosa OVT and treat Advise the patient it ks nat
likely they hawve DVT, Discuss
with thesm the signs and
symptems of DVT, and when
and where o seek further

medical help, Take into
consideration albernative
diagnoses
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7

Hospital Acquired VTE

For all confirmed VTE (DVT/ PE) ask the question whether the patient been admitted in hospital in
the last 3 months. If they are, then they are categorised as Hospital Acquired VTE (HAVTE). If so:

8

This should trigger root cause analysis for HAVTE

Incident must be reported by IR1 as per governance processes.

Root cause analysis report must be submitted within 4 weeks of diagnosis.

Trust RCA/SIRI template which has VTE RCA specific queries incorporated within must be
used to complete RCA.

RCA must include a robust action plan to prevent avoidable recurrence of HAVTE
Lessons learnt from RCA must be shared through appropriate forums as per Trust
processes and reported to VTE committee

All Divisions& Directorates should have their own agreed processes in place for monitoring
and reporting of HAVTE within Divisions through Quality & Safety Committees and centrally
through Trust VTE committee. This should take into account the data from the central online
hub reporting provided by Information department and weekly data on diagnosed VTE
provided by radiology department.

Two level PE Wells Score

This is a simple tool (illustrated below) which helps to calculate the PE probability score for each
patient easily and to reach a conclusion whether based on this calculation, PE is likely or Unlikely.
The pathway for “PE Likely” probability score is summarised under section 9 and pathway for “PE
Unlikely” under section 10. Advise group of patients where it is not likely to be PE, regarding signs
and symptoms of DVT and where to seek further medical help and consider alternative diagnosis

Clinical feature Points Patient score
Clinical signs and symptoms of DVT (minimum of leg swelling and 3
pain with palpation of the deep veins)
An alternative diagnosis is less likely than PE 3
Heart rate > 100 beats per minute 15
Immobilisation for more than 3 days or surgery in the previous 15
4 weeks '
Previous DVT/PE 15
Haemoptysis 1
Malignancy (on treatment, treated in the last 6 months, or palliative) 1
Clinical probability simplified scores
PE likely More than 4 points
PE unlikely 4 points or less
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PE Likely with two level wells score

1
Patient with a two-level PE
* If concurrent Wells score of more than
investigation for 4 points [PE likely)
coexisting problems
identifies likelihood of
VTE, Patients may enter
into any part of this
pathway which is 2 =
clinically appropriate Is CTPA suitable and
available immediately?
No
Yes
3 Immediate interim parenteral
CTPA (or a ViQ SPECT ar ; ;
planar scan) ¢——  anticoagulation therapy
]

Was the CTPA (or VIQ SPECT
or planar scan) positive?

Yes

'

Diagnose PE and treat

ey

Treating VTE

* Consider further investigations
for cancer with an abdomino-pelvic
CT scan (and a mammogram for
women) in all patients aged over
40 years with a first unprovoked
DVT or PE who do not have signs
or symptoms of cancer based on
initial investigation

Is DVT suspected?

Mo

Yes

Consider a proximal lag vein
ultrasound scan

Patient with signs or
symptoms of deep vein

thrombosis
10 ah

Mo

b

Advise the patient it is not
likely they have PE. Discuss
with them the signs and
symptoms of PE, and when
and where to seek further
medical help. Take into
consideration alternative
diagnoses
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10 PE Unlikely based on two level Wells score

Patient with a two-level PE
* Local ELHT Consensus on the D-
dimer cut off value is 500ng/ml. Value Wells score of 4 Fni“ts or less

>/= 500 ng/ml is considered as a (PE unlikely)
Positive D-Dimer test. The assay used
at ELHT labs is a latex based assay
called Hemosil.

* D-Dimer test must only be requested
when there is a suspicion of VTE and a
positive result mandates further tests

D-dimer test

* |f concurrent
investigation for 3 L
coexisting problems Was the D-dimer test
identifiesllikelihood of positive? —
VTE, Patients may
enter into any part of
this pathway which is
clinically appropriate

Yes

Is CTPA suitable and
available immediately?

an
Yes s

3 Immediate interim parenteral

CTPA (or a VIQ SPECT or ¢ anticoagulant therapy
planar scan)

No

ol

Advise the patient it is not
likely they have PE. Discuss
. with them the signs and
Was the CTPA (or V/Q SPECT NO symptoms of PE, and when
or planar scan) positive? and where to seek further
medical help. Take into
consideration alternative
diagnoses

10

gt

Yes

Diagnose PE and treat

\

Treating VTE
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11 Treatment of VTE

11.1 Pharmacological interventions
Please refer to Appendix 1 and 2 for the treatment dosage regimen of various anticoagulants
available in ELHT. Also please refer to Appendix 3 for Treatment pathway of DVT using
Rivaroxaban recommended by Manufacturer in line with NICE guidance

Heparins and/or Fondaparinux:

Offer a choice of low molecular weight heparin (LMWH) ( dose of Tinzaparin in table 3
below) or Fondaparinux to patients with confirmed proximal DVT or PE. Choice of LMWH
or Fondaparinux should be decided taking into account comorbidities, contraindications,
drug costs and patient preferences with the following exceptions:

For patients with severe renal impairment or established renal failure (estimated glomerular
filtration rate [eGFR] <30 mL/min/1.73m2) offer unfractionated heparin(UFH) with dose
adjustments based on the APTT (activated partial thromboplastin time) or LMWH with dose
adjustments based on an anti-Xa assay.For patients with an increased risk of bleeding
consider Unfractionated Heparin (UFH).

For patients with PE and haemodynamic instability, offer UFH and consider- Thrombolytic
therapy (see section 11.2 on thrombolytic therapy)

Start the LMWH, fondaparinux or UFH as soon as possible and continue it for at least 5
days or until the international normalised ratio (INR) (adjusted by a vitamin K antagonist
[VKA]; see recommendation below on VKA for patients with confirmed proximal DVT or PE)
is 2 or above for at least 24 hours, whichever is longer.

Offer LMWH to patients with active cancer and confirmed proximal DVT or PE, and continue
the LMWH for 6 months. At 6 months, assess the risks and benefits of continuing
anticoagulation.

Offer a Vitamin K antagonist (VKA) beyond 3 months to patients with an unprovoked PE,
taking into account the patient's risk of VTE recurrence and whether they are at increased
risk of bleeding.

Discuss with the patient the benefits and risks of extending their VKA treatment. Consider
extending the VKA beyond 3 months for patients with unprovoked proximal DVT if their risk
of VTE recurrence is high and there is no additional risk of major bleeding. Discuss with the
patient the benefits and risks of extending their VKA treatment.

For patients who may prefer alternatives to LMWH due to animal nature of origin,
Fondaparinux or one of the novel oral anticoagulants (NOACS) may be an alternative option
to consider, based on clinical judgement after discussing their suitability, advantages and
disadvantages with the patient. ( Please note: NOACS or Fondaparinux are not
recommended in those with active cancer)

Apixaban:

Apixaban (Eliquis, Bristol-Myers Squibb and Pfizer) is an anticoagulant which directly
inhibits factor X (factor Xa), inhibiting thrombin formation and the development of thrombi
(blood clots). It is administered orally.

To treat deep vein thrombosis (DVT) or pulmonary embolism (PE), 10 mg apixaban should
be taken twice a day for the first 7 days, followed by 5 mg twice a day for at least 3 months.
For the prevention of recurrent disease, people who have completed 6 months of treatment
for DVT or PE should take 2.5 mg twice a day.
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The summary of product characteristics states that apixaban should be used with caution
in people with severe renal impairment. The most frequent adverse reactions to apixaban
are bleeding, bruising, nausea and anaemia. For full details of adverse reactions and
contraindications, see the summary of product characteristics.

Dabigatran etexilate:

Dabigatran etexilate (Pradaxa, Boehringer Ingelheim) is an oral direct thrombin inhibitor that
specifically and reversibly inhibits thrombin, a key enzyme in blood clot formation. It is
licensed for the treatment of deep vein thrombosis (DVT) and pulmonary embolism (PE),
and prevention of recurrent DVT and PE in adults.

The recommended dosage of dabigatran etexilate is 150 mg twice daily following treatment
with a parenteral anticoagulant for at least 5 days. For people aged 80 years or older and
for people having verapamil, the recommended dose is 110 mg twice daily. In people aged
75-80 years, people with moderately reduced kidney function, people with gastritis,
esophagitis or gastroesophageal reflux, and people at increased risk of bleeding, either
dose can be given based on an individual assessment.

Dabigatran etexilate is contraindicated in people with severely reduced kidney function.The
most common adverse reaction to dabigatran etexilate is bleeding, although indigestion is
also common. For full details of adverse reactions and contraindications, see the summary
of product characteristics.

Rivaroxaban:

Rivaroxaban is indicated for the 'treatment of deep vein thrombosis (DVT), and prevention
of recurrent DVT and pulmonary embolism (PE) following an acute DVT in adults'.

For the initial treatment of acute deep vein thrombosis, the recommended dosage of
rivaroxaban is 15 mg twice daily for the first 21 days followed by 20 mg once daily for
continued treatment and prevention of recurrence.

The duration of treatment recommended in the summary of product characteristics depends
on bleeding risk and other clinical criteria: short-term treatment (3 months) is recommended
for those with transient risk factors such as recent surgery and trauma, and longer treatment
for permanent risk factors or idiopathic (unprovoked) deep vein thrombosis. The summary
of product characteristics further states that experience with Rivaroxaban in this indication
for more than 12 months is limited.

A reduced dosage of 15 mg twice daily for 21 days followed by 15 mg once daily should be
used in people with moderate (creatinine clearance 30—-49 mL/min) or severe (creatinine
clearance 15-29 mL/ min) renal impairment. For full details of side effects and
contraindications, see the summary of product characteristics.

Also please refer to Appendix 3 for Treatment pathway of DVT using Rivaroxaban

recommended by Manufacturer in line with NICE guidance

Edoxaban:

Edoxaban is an anticoagulant that directly inhibits factor X (factor Xa), which is a key
component in the formation of blood clots. Edoxaban has a marketing authorisation for the
treatment of deep vein thrombosis (DVT) and pulmonary embolism (PE), and prevention of
recurrent DVT and PE in adults.

It is administered orally. The recommended dosage of is 60 mg once daily, or 30 mg once
daily in specific patient groups (people with renal impairment, low body weight [60 kg or
less], or concomitant use of potent permeability glycoprotein [P-glycoprotein] inhibitors such
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as Clarithromycin, Ketoconazole etc.:), following treatment with a parenteral anticoagulant
for at least 5 days.

e The summary of product characteristics includes the following adverse reactions for
edoxaban: bleeding, anaemia, nausea, rash, hepatobiliary disorders (increased blood
bilirubin and gamma-glutamyl transferase) and abnormal liver function test. For full details
of adverse reactions and contraindications, see the summary of product characteristics.

11.2 Thrombolytic therapy
*Discuss with Vascular Surgical and Interventional Radiology team when this option
is considered

Deep vein thrombosis: Consider catheter-directed thrombolytic therapy for patients with
symptomatic iliofemoral DVT who have:

o symptoms of less than 14 days' duration and

e good functional status and

¢ alife expectancy of 1 year or more and

e alow risk of bleeding.
Pulmonary Embolism: Consider thrombolytic therapy for patients with PE and
Haemodynamic instability. DO NOT offer to patients with PE and haemodynamic stability

11.3 Mechanical interventions
Proximal deep vein thrombosis or pulmonary embolism
o Offer below-knee graduated compression stockings with an ankle pressure greater than 23
mmHg to patients with proximal DVT a week after diagnosis or when swelling is reduced
sufficiently and if there are no contraindications, and:

o Advise patients to continue wearing the stockings for at least 2 years ensure that the
stockings are replaced two or three times per year or according to the manufacturers'
instructions. Advise patients that the stockings need to be worn only on the affected leg or
legs. Do not offer elastic graduated compression stockings to prevent post-thrombotic
syndrome or VTE recurrence after a proximal DVT. This recommendation does not cover
the use of elastic stockings for the management of leg symptoms after DVT.

11.4 Temporary Inferior vena caval Filters

e Offer to patients with proximal DVT or PE who cannot have anti coagulation treatment.
Consider for patients with recurrent proximal DVT or PE despite adequate anticoagulation
treatment (after considering alternatives)

o Ensure strategy for removing filter at earliest possible opportunity is planned and
documented when filter is placed

12 Investigations for cancer
Consider further investigations for cancer with an abdomino-pelvic CT scan (and a
mammogram for women) in all patients aged over 40 years with a first unprovoked DVT or
PE who do not have signs or symptoms of cancer based on initial investigation

13 Thrombophilia testing
Thrombophilia is a major risk factor for VTE. It is an inherited or acquired prothrombotic state that
predisposes to VTE.
o Consider testing for antiphospholipid antibodies in patients who have had unprovoked DVT
or PE if it is planned to stop anticoagulation treatment in exceptional cases where
this might be the case.
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e Consider testing for hereditary thrombophilia in patients who have had unprovoked DVT or
PE and who have a first-degree relative who has had DVT or PE if it is planned to stop
anticoagulation treatment in exceptional cases where this might be the case.
¢ Do not offer to patients who are continuing anti coagulation treatment
Do not offer to patients who have provoked DVT or PE
e Do not routinely offer to first degree relatives of people with history of DVT or PE and
thrombophilia
e Do not offer to patients with retinal vein occlusion
¢ Do not offer to patients with CVC thrombosis
¢ Do not offer in arterial thrombosis
Please refer to separate Maternity services guideline on VTE for management of Anti Phospholipid
syndrome in pregnancy.

14 Management of Central Venous Catheter Associated Thrombosis
Please refer to Appendix 4 for details

15 Planning for discharge & Information provision
Offer patients and/or their families or carers verbal and written information on:
e signs and symptoms of DVT and PE
¢ Importance of seeking medical help and who to contact if DVT, PE or other adverse event
suspected.

If discharged with VTE treatment, also offer patients and/or their families or carers information on:
e correct use and duration of VTE treatment at home
e importance of using VTE treatment at home correctly and for recommended duration
e signs and symptoms of adverse events related to VTE treatment
o who to contact if they have problems using VTE treatment at home.

If discharged with anti-embolism stockings, ensure that the patient:
e understands the benefits of wearing them
e understands the need for daily hygiene removal
e s able to remove and replace the stockings or has someone who can do this
e knows what to look for, such as skin marking, blistering or discolouration, particularly over
heels and bony prominences
¢ knows who to contact if there is a problem.

If discharged with pharmacological or mechanical VTE treatment or prophylaxis ensure
¢ the patient is able to use it or has someone who can do this
e the patient’s GP is notified
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Appendices:

Appendix 1: Treatment dose of anticoagulants

Anticoagulant Dosage Cautions/other

Tinzaparin 175 units/kg body weight once daily Please see Tinzaparin chart in
appendix

*See Appendix 2 May need twice daily dosage

for details on
Treatment dosing
schedules

regimen in those at very high
extremes of weight. Please check
with haematology

Also Check side effects under
summary of product characteristics

Fondaparinux

2.5mgs Subcutaneously once daily

Check side effects under summary
of product characteristics

Apixaban

To treat deep vein thrombosis (DVT) or pulmonary
embolism (PE), 10 mg apixaban should

be taken twice a day for the first 7 days, followed by 5 mg
twice a day for at least 3 months. For the prevention of
recurrent disease, people who have completed 6 months
of treatment for DVT or PE should take 2.5 mg twice a day.

Check side effects under summary
of product characteristics

Rivaroxaban

Check side effects under summary
of product characteristics

Dabigatran Etexilate

150 mg twice daily following treatment with a parenteral
anticoagulant for at least 5 days.

For people aged 80 years or older and for people having
verapamil, the recommended dose is 110 mg twice daily.

In people aged 75-80 years, people with moderately
reduced kidney function, people with gastritis, esophagitis
or gastro-esophageal reflux, and people at increased risk
of bleeding, either dose can be given based on an
individual assessment.

Check side effects under summary
of product characteristics

Edoxaban

The recommended dosage of is 60 mg once daily, or 30
mg once daily in specific patient groups (people with renal
impairment, low body weight [60 kg or less], or
concomitant use of potent permeability glycoprotein [P-
glycoprotein] inhibitors), following treatment with a
parenteral anticoagulant for at least 5 days.

Check side effects under summary
of product characteristics

Note: At the time this part of the guideline was updated (January 2016) some types of LMWH did not have a UK marketing
authorisation for 6 months of treatment of DVT or PE in patients with cancer. Prescribers should consult the summary of
product characteristics for the individual LMWH and make appropriate adjustments for severe renal impairment or
established renal failure._Informed consent for off-label use should be obtained and documented. Although this use
is common in UK clinical practice, at the time this part of the guideline was updated none of the anticoagulants had a UK
marketing authorisation for the treatment of DVT or PE beyond 6 months in patients with cancer. Informed consent for
off-label use should be obtained and documented
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Appendix 2: Treatment dose of Tinzaparin for VTE

Once Daily Dosage at 6pm

Bodyweight Prescribed Dose Injection Volume
(Stones/bs)  (Anti-factor Xa IU)*

0 up 100w 0wl

0.8mL syringe 1375 15,0001U . 75mlL

0.70mL
.

55 14113 17,0001U (0. ESml

105 1677 1E,0001U (0. Sl
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Appendix 3: Contraindications for Heparins, Monitoring & Precautions

Contraindications (conditions where LMWH can increase risk of bleeding):
Listed below

Active bleeding or baseline INR > 1.5 — seek advice

Acquired bleeding disorders (such as acute liver failure)

Patients who are receiving therapeutic anticoagulation e.g. warfarin
Thrombocytopenia (platelets < 75 x 10°%/L)

Acute stroke

Uncontrolled systolic hypertension (230/120 mmHg or higher)

Untreated inherited bleeding disorders (such as haemophilia and von Willebrand's
disease)

History of heparin induced thrombocytopenia

Renal failure (creatinine clearance <20mLs/min) — seek advice

Recent cerebral haemorrhage or acute cerebral infarct

Oesophageal varices

Active peptic ulcer disease

Severe liver disease

Recent neurosurgery/eye surgery ( ear surgery — seek advice)

Endocarditis

Patients with ruptured cranial or spinal vascular malformations (for example intra-cranial
aneurysms) should not be offered pharmacological prophylaxis until lesion has been
secured

Hypersensitivity to active ingredients

Lumbar puncture/epidural/spinal anaesthesia expected within the next 12 hours
Lumbar puncture/epidural/spinal anaesthesia within the previous 4 hours

Monitoring Requirements for LMWH or unfractionated heparin:

Heparin Induced thrombocytopenia (HIT) is a possible complication of treatment with
heparins. The immune-mediated type usually occurs 7-11 days (up to 20 days) after
initiating treatment. Monitoring platelet count is therefore recommended.

Patients who are to receive any type of heparin require a baseline platelet count on the day
of starting treatment. Tinzaparin is contra-indicated where platelet count is <75 x 10°L
Patients exposed to heparin in the last 100 days should have a baseline platelet count
and another check 24 hours after starting heparin. No further monitoring is required during
or following treatment unless clinically indicated (e.g. following cardiopulmonary bypass)

If the platelet count falls by 30% or more or the patient develops new thrombosis or skin
allergy or any other of the rarer manifestations of HIT between day 4 and 14 consider a
diagnosis of Heparin induced thrombocytopenia and discuss with a haematologist
URGENTLY.

There is NO need to monitor the anticoagulant activity of tinzaparin (e.g INR or APTT).

Precautions with Epidural Catheters, Spinal Anaesthesia and Lumbar Puncture for
concurrent prophylactic LMWH:

Insertion/removal of an epidural catheter or performance of a lumbar puncture should be delayed
forl2 hours after LMWH administration unless the benefit of insertion/removal of the catheter is felt
to outweigh the risk of epidural haematoma, is discussed with the patient and consultant
anaesthetist, and recorded clearly in the medical notes. Dosing with LMWH should be delayed for
4 hours after any such procedure above.
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Appendix 4: Treatment Pathway of DVT using Rivaroxaban
(Recommended by manufacturer in line with NICE guidance)

| Primary/secondary care il Secondary care ‘

St . .. - I —
P OVTunbkely@to1) | [ DVT likedy (22)
St ... - ,
TR, D-dimer test i
- 1
Negative’ Positive’
= T o T K e i Startrivaroxaban

i delay in Imaging luy;m.hllmnm*ls bd
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Appendix 5: Process for Monitoring and Reporting HAVTE within Divisions

Process for identifying patients with a potential HA VTE is detailed below in sequence. On receipt
of this data the Divisional governance lead/nominated deputy on their behalf identifies via PAS all
potential hospital acquired VTE by checking the patient’'s movements during admission and any
prior admissions within 90 days and also reviews and cross checks the data within the online
information hub data on VTE/HAVTE provided by Information department. Once probable HAVTE
is identified through this process, then the following sequence of events need to be implemented
until RCA is completed, logged into Datix, submitted to monthly Serious Incident review Group
(SIRG) where final RCA is approved and assurance received on action plans being monitored until
completion through Divisional governance teams. Some part of the sequence may vary within
Divisions subject to local arrangements agreed through Divisional Quality & Safety Committees

*Weekly Report recieved by Divisions utilising intelligence from Radiology PACS System

eInformation is logged on to a divisional spreadsheet database by Divisional governance
lead/nominated deputy who also reviews online VTE/HAVTE data in hub at same time

e|dentify possible HA VTE, Review RXR numbers via PAS and track patient
spell/admissions and identify Consultant - by Divisional governance lead/nominated
deputy

eConsultants are then emailed — with an attached blank RCA to be completed and
returned. The timescale for completion of RCA is 1 month

e|f not HA VTE - Consultant to email back by Divisional governance lead/nominated
deputy advising accordingly

eConsultant response is logged on a spreadsheet. If identified as a HA VTE then an IR1 is
required to be completed by consultant/nominated deputy

€C€€€€ €

eCompleted RCA report is logged into Datix and submitted to Monthly SIRG -Serious
Incident Review Group Meeting for final approval and assurance on monitoring of action
plans by Divisional governance team is recieved
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Appendix 6: Management of Central Venous Catheter Associated Thrombosis
Author: Consultant Haematologist Lead for VTE Committee, ELHT Hospitals

Central Venous catheter (CVC) associated thrombosis represents a major problem in
haematology and oncology practice. Long term CVC, are commonly used in patients with
malignancies, who require intravenous administration of supportive care treatment and of course,
chemotherapy. CVC associated thrombosis can lead to pulmonary embolism in 10-15% of
patients and loss of central venous access in 10% of patients. Catheters should be inserted on
the right side, in the jugular vein. The distal extremity of the central catheter should be located at
the junction of the superior vena cava and the right atrium. To date, published data and clinical
experience suggest that catheter related thrombaosis is associated with a low risk for thrombosis
recurrence and post-thrombotic syndrome. Therefore, conservative treatment is recommended. If
venous thrombosis is suspected, it needs to be confirmed with a Doppler ultrasound.

Causes: Injury to the vein wall caused by the presence of a foreign body or drugs with irritant
potential, decreased blood flow due to stroke or mastectomy, increased blood viscosity due to
dehydration or unsatisfactory catheter tip position

Signs and Symptoms: Oedema of arm, shoulder, neck or face, distended arm or neck veins,
bleeding at exit site, cyanosis and pain in shoulder

Complications: Pulmonary Embolism, infection of the thrombus, CVC dysfunction, post
thrombotic syndrome, recurrent thrombosis and subsequent loss of IV access

Recommendations:

1) The CVC can be kept in place if it is functional, well positioned and non-infected with good
resolution of symptoms under close surveillance. Whether the CVC is kept or removed, no
standard approach in terms of duration of anticoagulation is established.

2) For the treatment of symptomatic CRT (catheter related thrombosis) in cancer patients,
anticoagulant treatment is recommended for a minimum of 3 months. LMWH is suggested, even
though oral VKA can be used.

3) If the CVC is non-functional and needs to be removed, anticoagulation with LMWH can be
given for 4-5 days, before removing it in order to avoid clot embolisation. The length of
therapy after removal of CVC'’s, has not been established with certainty. According to the severity
of thrombosis, a minimum duration of anticoagulation of 3 months of therapy is usually advised.
4) Use of anticoagulation for routine prophylaxis of CRT (catheter related thrombosis) is not
recommended.
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Appendix 7: Training & Monitoring compliance with this Guideline

As a minimum VTE risk assessment, principles of VTE risk reduction, diagnosis and management
requirements are included within Core Mandatory Training for staff. All staff receive are expected
to update this training on an annual basis. Information is also available on the Trust Intranet site.

All Divisions & Directorates are committed to ensure compliance with this Trust guideline.
Leadership accountability, Roles and responsibilities within Divisions & Directorates are to be

locally agreed through the respective Quality & Safety Committees which are also to monitor the

reporting arrangements and provide assurance to the Trust Patient Safety & Risk Assurance
committee through the VTE committee (which functions as a sub —committee of the PSRA).

How When Where reported
a. How patients are assessed Submission to UNIFY
for th_elr r|s|_< of t_jeveloplng UNIFY submission of Organisational monthly by Information
VTE including timescales d . ; Department
ata on number of inpatients
admitted in month who have been Bi-monthly reports from
risk assessed for VTE using the A .
national tool within policy timescale Divisions to VTE committee
Each month by Divisional Governance
Leads & Divisional Director
Bi-monthly reports to Patient
Safety & Risk Assurance
Committee by Chair of VTE
Committee
An audit reporting the policy
requirements (reflecting NICE Clinical Audit manager and
Quality standards and Clinical Reporting Bi- Chair of VTE Committee to
Guidance) of a specific number of poring report to Patient Safety &
e i annually p .
admissions for a specific timeframe. Risk Assurance Committee
Audit to include no less than 100 through VTE Committee
admissions
b.  Prophylactic regimen for High
Risk Patients An audit reporting the policy
requirements (reflecting NICE Clinical Audit manager and
Quality standards and Clinical Reporting Bi- Chair of VTE Committee to
Guidance) of a specific number of annuall report to Patient Safety &
admissions for a specific timeframe. Y Risk Assurance Committee
Audit to include no less than 100 Through VTE Committee
admissions
c. Procedure to be followed if An audit following review of at least Clinical Audit manager and
VTE suspected 30 pati 9 ) . . Chair of VTE Committee to
patients where VTE is suspected Reporting Bi report to Patient Safety &
S&i\{;ﬁs confirmed for specified annually Risk Assurance Committee
) Through VTE Committee
d. Procedure to be followed if Divisional Bi-Monthly
Hospital Acquired VTE Submission of reports on confirmed Reporting Bi- reporting to VTE committee
confirmed HAVTE who had completed RCA ( monthly by Divisional Governance
100% of HAVTE MUST have RCA Leads & Divisional Director
completed)
Audit of RCA reports following gugiﬁjlfp\‘/l#jg rg::%gitet;gqg
review of HAVTE where review of at | Reporting Bi- -
least 30 patients where HAVTE is annuall report to Patient Safety'&
p y
confirmed for specified time frame Risk Assurance Com_mlttee
Through VTE Committee
e. Management of the Patient Clinical Audit manager and
once a positive Diagnosis has | An audit following review of at least Chair of VTE Committee to
been made for VTE 30 patients where VTE is suspected Reporting Bi- report to Patient Safety &
and VTE is confirmed for specified annually Risk Assurance Committee
time frame. Through VTE Committee
f. How the organisation Trains
staff in line with the training See Audit for HR42
needs analysis .
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Appendix 8: Comprehensive ELHT DVT PATHWAY (also AMU Pathway)

Patient with suspected DVT presents to Healthcare Professional at ELHT

Low and Medium probability WELLS 0-1

L

Full History (including provocation factors) clinical assessment and 2 level Wells Score

High probability WELLS 2 or more

!

) Imaging MUST be performed in these cases regardless of D-Dimer ( D
D Dimer undertaken Dimer to be performed if unable to get Doppler scan <4 hours)

Negative Positive

7 V

Assess the patient and give alert card.

i

If D Dimer is done in ED/UCC

—

Negative

v

Positive

v

*DVT unlikely S llina details in alert card Assess the patient and give alert card. See
Advise the ee counseliing details in alert car counselling details in alert card. Commence
patient that it is V] Rivaroxaban 15mg bd for 7 days (if
not likely to be contraindicated consider LMWH or other)
DVT. Consider Commence on Rivaroxaban 15mg bd for
alternative 7 days (if contraindicated consider \l/
diagnosis and LMWH or other) Refer for Doppler Scan
treat as v
appropriate. / \
If symptoms Refer for Doppler Scan
persist, advise Positive .
patient to see /\ Negative
GP. N .
Positive SYANS \I,
J/ \l/ Continue Rivaroxaban at Stop Treatment
. appropriate dose — see Repéegltdscan In
. : . i -8 days.
Prescribe Rivaroxaban (if 2R DIl dosing footnote y
contraindicated consider LMWH \l/ \L
h
or other) Stop Treatment T /
See * DVT Unlikely advice ,
4 Positi Negative
¥ ositive DVT Unlikely
Unprovoked DVT J Recomence R|Var0xaban See * DVT
Unlikely advice
Vv y
CXR PSA —Male Ca 125 - Female lleofemoral DVT — Refer to vascular services.
\1, Bleep vascular surgeon/vascular ST3 on Call

Review in acute medical review clinic. Consider USS
abdomen and pelvis. If first unprovoked DVT and
over 40 yrs of age CT scan abdomen and pelvis and
mammogram if female. Consider Thrombophilia
screen after treatment

|

Oncology patients should be treated with
Tinzaonarin not Rivaroxabhan

]shir\ CrCl- Creatinine Clearance

/Dosing Schedule for DVT treatment for patients With\
normal renal and hepatic function
Day 1to Day 21: 15mg twice daily
Day 22 onwards: 20mg once daily
CrCl <15 ml/min - use not recommended.
CrCl 15 - 49 ml/min - reduce the dose to 15mg once daily
CrCI 50 - 80 ml/min - no dose adjustment is necessary in
patients with mild renal impairment.

If DVT high clinical suspicion and Doppler negative review in ambulatory care for
re -assessment in 7 days






Provocation factors:

Thrombophilia
Age greater than 60 years old
Obesity
Acute medical illness causing reduction in usual mobility
Bedridden more than or equal to 3 days
Smoker
Oral contraceptive pill
History of past medical or family history of thromboembolic disease
Surgery in last 4 weeks
. Travel more than 5 hours in last 5 weeks
. Cancer
. Pregnancy/recent child birth
. IV drug abuse
. HRT treatment
. This list is not exhaustive and please take into consideration any other relevant factor (
refer to Trust policy CP17 V1.4)
Contraindication for outpatient pathway using Rivaroxaban
e Pregnancy
e Breast Feeding
e Post Partum
e Recurrent DVT on treatment
e Symptoms n more than 2 weeks duration
e Age less than 18 years old
e Symptoms of PE
o Known liver failure
e Bleeding disorders or platelets < 90 x 109/L
e Prescribed contraindicated interacting drugs
e Anticipated compliance problems even with support
e Potential bleeding risk —
o Gl Bleed or intracranial bleed in last 4 weeks
o Oesophageal varices
o Proliferative retinopathy

* Creatinine clearance less than 15ml/min( please check eGFR and S Creatinine results
with lab if possible)

©oNoOLDNE

e e N e
g P WODNNPEFE O

Dosing Schedule for DVT treatment in patients with normal renal& hepatic function
Day 1 to Day 21: 15mg twice daily

Day 22 onwards: 20mg once daily

CrCI < 15 ml/min - use not recommended.

CrCl 15 - 49 ml/min - reduce the dose to 15mg once daily

CrCI 50 - 80 ml/min - no dose adjustment is necessary in patients with mild renal impairment.

If DVT confirmed in lower limb consider graduated elasticated stockings for 2 years to
reduce post phlebitis syndrome
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Appendix 8- continued

1

Counselling Checklist for Rivaroxaban

Discuss the reason for treatment, the potential duration and check that the patient is in

agreement with the treatment and has been offered warfarin/tinzaparin as an option.

2

Nookwn

2

The patient and/or carer must be counselled, using the Xarelto: A patient’s guide to
DVT treatment leaflet and alert card. Hand these to the patient/carer.

Patient alert card — go through each point, keep at hand
Carry the card on person and show to healthcare professionals;
Dose and duration of treatment
Possible side effects and what to do
Impact on dental treatment
Advice on planning pregnancy or becoming pregnant
Effect on sports and travel
When and how to seek medical help
Importance of compliance
Non-reversibility of rivaroxaban and bleeding risk
Missed dose advice
Avoid OTC aspirin/ibuprofen where possible
Take with food(but no other dietary restrictions)
Need to request GP to arrange further supply (after initial 4 weeks of treatment) when
discharged from ELHT care (if DVT confirmed)
Expect dose change from 15mg twice daily to 20mg once a day after 3 weeks (if DVT
confirmed)
Drug interactions with Rivaroxaban
* Rivaroxaban should NOT be prescribed with potent CYP3A4 and P-gp
inhibitors such as systemic azole-antimycotics (e.g. ketoconazole,
itraconazole, voriconazole and posaconazole) and HIV protease inhibitors
(e.g. ritonavir).
» Use with caution in patients concomitantly receiving other drugs that are
potent inhibitors of CYP3A4. The manufacturers say the increase in
rivaroxaban blood levels caused by clarithromycin are not considered clinically
relevant; but if possible use an alternative antibiotic.
» Use with caution/avoid co-prescribing with NSAIDs, antiplatelets, SSRIs and
other drugs that can cause gastric irritation or gastric bleeding e.g. SSRIs.
» See separate advice on prescribing anticoagulants with antiplatelet.
* For patients at risk of ulcerative gastrointestinal disease an appropriate
prophylactic treatment may be considered.
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Appendix 8- continued

Pre-test probability of DVT Two level DVT Wells Score

Clinical Feature Points
Active cancer ( treatment on going, within 6 months or 1 0O
palliative)
Paralysis, paresis or recent leg plaster 1 0O
Recently bedridden for 3/7 or more, or major surgery within |1 O
12 weeks requiring general or regional anaesthesia
Tenderness along distribution of the deep venous system 1 0O
Entire leg swollen 1 0O
Calf swelling 3 cm larger than asymptomatic side 1 0O
Pitting oedema confined to/worse in the symptomatic leg 1 0O
Collateral superficial veins (non-varicose) 1 0O
Previously documented DVT 1 0O
An alternative diagnosis is at least as likely as DVT -2 0O
Total Score
Clinical probability simplified Points
score
DVT likely 2 points or more
DVT unlikely 1 point or less
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