Appendix C(iv): Full Application for national commissioning and designation
For guidance on how to complete each section, please refer to the corresponding question number in the accompanying Notes for completion.

For further detail on the process of considering full applications, please refer to the Framework for decision making on national commissioning.

	Section A: Introductory information

	1. Full name of proposed service 
Diagnosis and management of atypical, severe and complex osteogenesis imperfecta (OI) in children



	2. Short title for proposed service 
Complex Childhood OI



	3. Brief description of proposed service

A multidisciplinary approach to diagnosis and management of infants and children with severe, complex or atypical osteogenesis imperfecta is required to achieve optimal outcomes. Frequent inputs are needed from specialist nursing, physio- and occupational therapy and medical staff who must work closely with local centres, schools and other services.  


	4. Additional information requested at outline stage (if any)
Applicants should respond to any information requests made following the review of their outline application.



	

	Section B: Patients’ need for the proposed product, service or technology

	5. Summary of the patients’ need

The fundamental defect in the majority of OI sufferers lies in one of the two genes encoding type I collagen, the major structural protein of bone and ligaments.  Whilst in mild forms of OI, the primary problem is inadequate amounts of normal type I collagen, in the more severe forms of the disease, the collagen that is produced is both inadequate in amount and defective in structure.  The effect on the skeleton is to produce bones that are architecturally inadequate for normal loads and that break and deform readily.  In addition, the ligaments stretch more easily, allowing dislocation and subluxation of joints, requiring the use of muscle strength to maintain normal joint alignment.  All the bones of the skeleton are affected, so that vertebrae suffer crush fractures that are lead to shortening of the vertebral column and predispose to significant scoliosis and kyphosis, resulting in a small chest of abnormal shape and a risk of cardiorespiratory compromise.  Softening of the base of the skull with protrusion of the odontoid peg may result in brain stem compression.  Less severely, but still significantly affecting quality of life, joint hypermobility results in ready fatiguability of many muscle groups, so that mobility and the performance of the ordinary tasks of everyday living are impaired.  All of the affected individuals suffer from bone pain.
To address these issues requires a multidisciplinary approach.  The strengthening of bone tissue, reduction of fracture risk and rebuilding of crush fractured vertebrae and relief of bone pain are all outcomes reported from the institution of bisphosphonate therapy in the setting of comprehensive care for these patients. The other elements of care required are surgical intervention to straighten bowed limbs, correct scoliosis and stabilise basilar invagination resulting from the softening of the skull base; physiotherapy to strengthen muscles and maintain or improve the range of movement of joints; occupational therapy to address issues of aids to mobility, correct seating position and activities of daily living; psychology to address the issues that attend any family whose child has a chronic, disabling condition; clinical nurse specialist support to coordinate care and educate families and non-specialised staff; genetic counselling and testing for families with an affected child where there is concern regarding future pregnancies, or where atypical features are present.
Current provision for children across the UK is inconsistent and does not attract a specialist tariff that covers the multidisciplinary input required.  The proposed service would enable children and families to access uniformly high quality services appropriate to their needs in the designated centres with peripatetic outreach and additional local support.

Specific outcome measures that will reflect the success of the nationally-commissioned service are:-

1) 50% reduction in fracture frequency

2) incidence of basilar invagination

3) incidence of scoliosis progressing beyond 30 degree Cobb angle

We would expect to see a reduction over a ten year period of 15% in the age-standardised prevalence of basilar invagination and progressive scoliosis; that means that if our early life interventions including early positioning, bisphosphonate therapy and graded change from supine to sitting are successful, a smaller proportion of children will develop these complications as they grow older.  Further definition of basilar invagination (in terms of the extent of bony deformity and its functional effects on neural tissue) will become available as the routine monitoring for this complication of OI is undertaken.



	6. Description of the current provision

Diagnosis of OI is based on clinical criteria, referring primarily to the Sillence classification (types I-IV) with occasional children diagnosed with rarer types (V-VIII).  The diagnosis of rarer forms is partly based on clinical features, but also on bone biopsy analysis (types V and VI) and genetic testing. Types VII and VIII have defects in the genes CRTAP and LEPRE1, as opposed to COL1A1 and COL1A2 in most children with types I-IV. Some children do not fit clearly within the standard classification and have no detectable mutation.

Care of children with OI is delivered in several centres (8+) across England.  There are 310 children classified as moderate or severe, with almost all receiving bisphosphonates; 257 (i,e, >80%) of these are managed within the four named centres. Children typically receive pamidronate by intravenous infusion, nursing and therapy input during in-patient visits and surgical interventions as required.  Appropriate experienced therapy provision, including physiotherapy, occupational therapy, speech and language therapy, psychology and clinical nurse specialist input, is limited in most centres due to lack of funding. Surgical provision is provided in most centres by paediatric-trained staff, but expertise in assessment for intramedullary rodding, skull base surgery and scoliosis surgery in such children varies between centres.  Diagnosis, and in some instances exclusion, of OI is supported by bone biopsy in Sheffield and Birmingham.  Bone biopsy analysis and genetic testing are performed in CPA-accredited laboratories in Sheffield. Gene dossiers are approved for OI types II-IV.

	7. Description of the proposed product, service or technology
The service will be delivered in four designated centres; London (GOSH), Birmingham, Bristol and Sheffield.  There will be a dedicated team established in each centre, comprising lead paediatrician and orthopaedic surgeon, a specialist nurse, physio- and occupational therapist and psychologist with specialist social worker input. Additional input will be provided to each family from existing (non-OI) services in respect of speech and language therapy, orthotics and dietetics.  This means that we do not expect the time required for that input to form the majority of the workload for a single designated individual initially, but will be provided by a member of that therapy service with experience in working with children with OI.  These additional specific inputs are recognised in the request for staffing.  It is expected that those staff will eventually form part of the OI team.

Affected children often need frequent therapy input; we propose that there should be a significant peripatetic element to reflect this need. Patients will be managed whenever possible in shared care arrangements with local providers.  Each of the designated centres will thus provide an outreach service to their neighbouring regions which will include input from all team members where appropriate. 

Additional input from spine (for scoliosis) and neurosurgical (for basilar invagination and hydrocephalus) teams in the designated centres will be required whilst fracture management, clinical genetics (screening for atypical OI), genetic counselling (in cases that are not atypical), pain management and some clinical psychology should be delivered locally.  The designated centres will provide facilities for taking the samples needed in atypical cases (defined below).  Genetic testing and review of bone biopsies performed for diagnostic purposes will be undertaken in Sheffield, where expert analytical facilities are in place.  Genetic testing will be undertaken in all the cases of atypical OI (see below), but local decisions will be made concerning the need for testing in non-atypical cases.

Definition of "severe":-

Neonates with multiple long bone fractures:-

Children/infants with

1) six or more vertebrae crush-fractured/deformed (more likely to progress to scoliosis according to published data)

2) multiple limb deformities resulting in corrective surgery and attendant frequent OT/PT input

3) intractable bone pain despite intravenous bisphosphonate therapy

Definition of "complex":-

Children/infants who have

1) cranio-cervical malformations such as hemivertebrae/fusion resulting in altered CSF flow

2) basilar invagination resulting in neurological symptoms

3) scoliosis requiring corrective surgery

4) Ilizarov or similar corrective surgery

5) complications of bisphosphonate therapy e.g. osteonecrosis of the jaw (not yet reported in any child)

Definition of “atypical”:-

Children/infants who have two or more of the clinical features of OI including fractures, hypermobility, growth failure or typical facies, but additionally have atypical features – unusual facies; craniosynostosis; arthrogryposis; cystic bone disease; hypertrophic callus formation; lack of response to bisphosphonate therapy – or recognised features of disorders classified as OI types V-VIII, Bruck syndrome, Cole-Carpenter syndrome, Caffey’s disease.

Whilst there are no universal treatment protocols for the use of bisphosphonates in children with OI, most centres use a variation of the Montreal protocol for pamidronate infusion, as outlined in section 11.1 under “elective admission”.  

Transition to adult care for these individuals is often difficult, as services for adults are not generally configured to provide the multidisciplinary service appropriate to their needs.  Consequently, some young adults are reluctant to move from the relative security of the service that has supported them through their childhood years.  Clear transition arrangements will be put in place at each centre but inclusion of services for adults is beyond the scope of this submission. The number of young adults (18 years and over) currently seen in each centre is Birmingham 0; Bristol 2; London 13; Sheffield 5.

The care pathways for the children fulfilling the criteria for entry to the service are detailed in the accompanying process maps and supporting information.  The inclusion of specialist social worker support will provide a means to ensure that liaison with other service providers e.g. in Local Authorities is effective at meeting the whole of the needs of the patient and their family.
Colleagues actively involved in the management of children with bone disease, including children with OI, will have been informed already concerning the establishing of the service.  Many are already engaged in terms of establishing the hub and spoke arrangements for shared and peripatetic care.  For colleagues not actively engaged with the medical treatment of these children we will advertise the service through professional groups including the Royal Colleges of Paediatrics and Child Health, General Practice and Surgery, as well as societies such as the British Society of Children’s Orthopaedic Surgeons, the British Paediatric and Adolescent Bone Group, the British Society for Paediatric Rheumatology, and through the Brittle Bone Society.

	

	Section C: Core criteria of the framework

	Clinical benefits:

	8.1. Evidence for clinical effectiveness and potential  for health gain of the proposed product, service or technology

(for further details see question 8.1, page 6 in the Notes for completion)

All the data available from 5 published RCTs indicate an approximate 50% (range 38-62%) reduction in fracture frequency for children with OI receiving bisphosphonates in a specialised care setting. Our own unpublished data from the largest trial of bisphosphonates in children with OI yet undertaken (POISE study; n=141) recruiting largely moderately affected children (two thirds had had six or fewer fractures prior to trial initiation) showed a similar fracture rate reduction of 47%.
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This multicentre study enrolled children with OI in the setting of specialised clinical services including physio and occupational therapy, as had the previously published studies.  

	8.2. Clinical safety and risk record of the proposed product, service or technology
(for further details see question 8.2, page 8 in the Notes for completion)

Adverse events in the POISE study are listed below
Placebo 
(N=49) 
Risedronate 
(N=94) 
Category 
n  (%)  nAE 
n  (%)  nAE 
AEs                                       
47  (95.9%) 259 
86  (91.5%) 523 
Serious AEs                               
8  (16.3%)  15 
11  (11.7%)  18 
Withdrawn due to AEs                      
0   (0.0%)   0 
1   (1.1%)   1 
UGI AEs[a] 
13  (26.5%)  24 
23  (24.5%)  26 
Moderate to severe UGI AEs[a]             
2   (4.1%)   2 
2   (2.1%)   2 
Vertebral clinical fracture AEs           
0   (0.0%)   0 
0   (0.0%)   0 
Non-vertebral clinical fracture AEs       
24  (49.0%)  38 
29  (30.9%)  42 
nAE = number of adverse events within

 the specified category and treatment. 

[a] UGI=Upper gastrointestinal.
Essentially, there was no difference in the frequency of any adverse event with the exception of fracture which occurred more often in the placebo group.  In adult post-marketing studies the frequency of adverse events leading to discontinuation of therapy is often cited as 30%.  Over the last 10 years we have treated over 150 children with OI using bisphosphonates and discontinued therapy on the grounds of side effects on three occasions; once for disabling back pain, twice for eye discomfort that could have been episcleritis, but which settled and did not return following the reinstitution of therapy.


	8.3. Details on the severity of the target condition(s). Evidence of the capacity of the target patient group(s) to benefit from the proposed product, service or technology
(for further details see question 8.3, page 8 in the Notes for completion)

This service will treat only children with severe, complex and atypical OI as indicated in section 7.  The lifetime burden of fractures in affected individuals is difficult to estimate accurately, as many individuals cease to access medical services once they are able to immobilise the fractured part and self-medicate with adequate analgesia.  Severely affected adults tell us they believe they may have had 2-300 fractures altogether.  Scoliosis occurs in as many as one third of individuals with moderate to severe OI and appears more common in those with six or more crush fractured vertebrae.  It is at present unclear whether the timely introduction of bisphosphonates, in concert with other multidisciplinary interventions, will impact on this, but published data suggests that multidisciplinary team management does improve vertebral body size and shape over time.  Providing building blocks that are regularly sized and shaped seems a logical first step to preventing scoliosis and kyphosis.  Similarly it is unclear to what extent skull base softening leading to basilar invagination is affected by multidisciplinary input.  However, the published data from studies of iliac crest bone biopsies in treated children indicate reduced cortical porosity and increased cortical thickness following bisphosphonate use over a period of years. This will inevitably lead to strengthening of bone, and the expectation of a reduction in base of skull deformity when combined with measures to improve overall skull shape (early side-lying) and reduced downward pressure on the skull base (graded introduction of seating).


	Societal benefits:

	9.1. Details on the equity impact of the proposed product, service or technology on patients and the wider society
(for further details see question 9.1, page 9 in the Notes for completion)
Children with severe, complex and atypical OI are significantly disabled and their access to medical, care and educational services varies significantly across the country, according to the personal testimony of the patients that we see.  At the present time, no part of the country provides the full range of support services detailed within the proposed application.
No formal equality impact assessment has been undertaken.  The Brittle Bone Society are fully engaged with and supportive of the application.  


	9.2. Details on the impact of providing the proposed product, service or technology on further research and innovation
(for further details see question 9.2, page 9 in the Notes for completion)

Three of the four proposed designated centres have collaborated previously on studies to assess the use of bisphosphonates in children with OI, and all have contributed to a Delphi process to create a new OI assessment tool. The proposed creation of a database common to all four centres will provide the opportunity to undertake further targeted research as new therapeutic agents emerge, providing accurate phenotypic data and a critical mass of patients alongside the necessary clinical expertise. Creation of the database will also be a major “selling point” for potential research funders, pharma or otherwise, since access to appropriate patient numbers for functional outcome studies is often a major issue in clinical trials.
In particular the use of anti-resorptive agents that do not linger in the skeleton (in contrast to the bisphosphonates) and the use of bone anabolic agents (so far not explored at all in this group) would be facilitated. Additional opportunities in the area of aids to mobility have already been identified.
By strengthening the research base regarding the effectiveness of interventions, we can identify cost-savings attributable to prevention of fracture, reduction in surgical interventions for scoliosis and skull base surgery.  In addition, in the longer term, there will be wider gains to society in terms of reduced social care provision, and to the individual in terms of quality of life and access to work.


	Financial impact: 

	10.1. Average annual cost per patient or cost per activity unit
(for further details see question 10.1, page 11 in the Notes for completion)



	10.2. Total net cost of the proposed product, service or technology to the NHS
(for further details see question 10.2, page 11  in the Notes for completion)



	10.3. Value for money of the proposed product, service or technology, for all proposed centres, compared to clinical alternatives
(for further details see question 10.3, page 12  in the Notes for completion)



	Plans for delivery of provision in the best possible way:

	11.1. Outline of plans to meet quality and governance standards, provide for the entire national caseload, strengthen the evidence base, and improve safety and patient experience
(for further details see question 11.1, page 13 in the Notes for completion)
We have constructed a set of standards, based on the NCG Craniofacial Standards document, which will ensure that we have a clear basis for meeting clinical quality and governance standards.  There are  standards detailed for each element of the service under the following headings:
Topic 1. Patient Centred Care

Topic 2. The Specialist Team

Topic 3. Elements of the Service

Topic 4. Referral Times and Communication with PHCT

Topic 5. Treatment

Topic 6. Occupational Therapy Standards

Topic 7. Physiotherapy Standards

Topic 8. Psychology Standards

Topic 9. Orthopaedic Standards

Topic 10. Neurosurgical Standards

Topic 11. Clinical Genetic Standards

Topic 12. Pathology Standards

Topic 13. Audit and Clinical Governance

Topic 14. Research and Development

Topic 15. Management and Organisation of the severe, complex and atypical Osteogenesis Imperfecta Services

The numbers of children in each of the designated centres fulfilling the definitions as stated above are as follows:-

· Sheffield: complex/severe, 43: atypical, 7.

· Birmingham: complex/severe, 26: atypical, 9.

· Bristol: complex/severe,  30: atypical,  7.

· London: complex/severe; 44; atypical, 10 

The activity currencies to be used will be:-

· Outpatient –1st attendance, 

· Outpatient – follow-up attendance, therapy visits and peripatetic visits, whether school home or hospital.  The costs attributable to MDT meetings and telephone consultations will be incorporated into this currency, but these activities will not be separately counted

· Intensive therapy – therapy from both occupational and physiotherapists for 4 hours each day; can be delivered in in-patient, out-patient or home (peripatetic) settings.  May be delivered as single days or combined to provide up to one week’s worth of input
· Inpatient admission –includes 2-3 day stay, daycase therapy or investigation, central venous catheter insertion, and non-elective admissions

· Molecular diagnosis and bone histology (Sheffield only)

Indication of frequency of contact shown below

· Outpatient - 1st attendance.  Expected 8-10 per year per centre for older children, 2-4 for infants with complex/severe/atypical OI.  Subsequent management likely to be through in-patient route for complex/severe patients.  Atypical patients may be managed as in- or out-patients.

· Outpatient - follow-up attendance.  Some of the existing cohort of older children are managed in out-patients.  They are usually receiving risedronate; some are shared care on iv pamidronate with a local hospital.  These patients are seen annually or six monthly. All children within the NCG service will be reviewed at least annually by the relevant NCG centre, even if their bisphosphonate therapy is administered locally.
· Outpatient – therapy. Patients who live local to a specialist centre receive outpatient appointments and community visits (where appropriate).  The specialist centre is their local team.  Physiotherapy is provided on an individual needs basis and may take place weekly, fortnightly or monthly for review.  A typical follow up assessment and treatment would take 1 hour.  Patients who are electively admitted for bisphosphonate therapy often receive physiotherapy exercise programs; these can be monitored by the patient’s local physiotherapist if available.  Many patients do not have access to local physiotherapy.  This may be due to long community waiting lists or previous bad experience of local therapy input.  These patients are currently offered intermittent outpatient therapy, as required to monitor ongoing exercise programs. As the service develops we would expect that more of this input would be delivered locally with peripatetic and telephone support from the designated centres. Input from the paediatric clinical psychologist would include the elements noted in the supporting material documents for each of the processes.
· Intensive therapy equivalent to one week annually per patient.  Major input of occupational and physiotherapists’ time - typically 4 hours per day for each therapist.

· Elective admission – Inpatient includes 2 or 3 night stay.  For infants, 6 times in first year, 5 times in second year, 4 times/yr thereafter, each visit lasting 2-3 days.  For older children 4 times per year, each visit lasting 2-3 days.  Typical treatment dose over a year is 12mg/kg initially, falling over time to 6 mg/kg/yr as vertebral crush fractures resolve and bone mass increases with treatment. OT/PT/psychology delivered during admission as well as iv bisphosphonate.

· Elective admission – Daycase.  For bone biopsy in atypical OI where diagnosis is unclear and prior to initiating bisphosphonate therapy.  For zoledronic acid in children with intractable pain unresponsive to pamidronate.  OT/PT intervention delivered during admission.  Occasional children who have been on pamidronate for a number of years may have had their dose of treatment reduced to the extent that it can be administered over one day.

· Non-elective admission.  For fracture management, or complications of cranial or spinal deformity.  OT/PT intervention post fracture.

· School, nursery, outreach clinic and home visits. School visits for local patients are arranged as appropriate.  Visits may include classroom observation, postural or classroom realignment, PE observation, exercise provision or adaptation of ongoing PE lessons.  A typical visit may be 1-2 hours.  Patients who are not local to specialist centre may require school input, if local therapy services are not well informed about OI, or available.  In this circumstance one off visits are offered to educate the new school or nursery.  The visit usually incorporates a talk to large members of school staff and an examination of the school campus with regard to the physical needs of the child. This visit when required is often longer 2 hours +.  Outreach clinics will typically be a total of four times annually in non-designated centres with PT/OT/CNS support, providing both direct clinical input and teaching/training for local staff.

· Telephone consultation.  For all members of MDT.  Need to record number of calls.

· Diagnostic testing in atypical OI.  Molecular diagnostic testing would initially comprise screening at DNA and protein levels for abnormalities in type I collagen.  If this were negative, further testing for defects in specific genes relevant to the conditions listed under atypical OI would be undertaken, where the gene is known.  Bone histology can be informative in some cases where the gene is not known e.g. OI V and VI.

To effectively assess the impact of the service it will be necessary to collect baseline data not only on the specific outcomes of interest but also concerning those factors that might modify the effect of any interventions.  We have existing proformas for capturing data for clinical trial purposes which can be modified to collect the data on a regular basis.  Data will entered on a six monthly basis for each patient to summarise their clinical status and provide a clear assessment of their long term progress.

In addition, we would expect to initiate clinical trials of anti-resorptive and possibly bone anabolic agents during the next five years.  Data collected in the course of such studies will be incorporated into the common database and form part of the reporting of clinical outcomes.  
Regular meetings of the teams from the four centres will take place to share experience of local variations in all elements of provision of care and their impact on outcome, discuss and adopt best practice and ensure a coordinated approach.  Providing designated centres for these children in the proposed geographically distributed manner will reduce patient journey times and improve access.  This is of particular relevance as some parents will also have the condition and find long journeys difficult.  The collection of safety and adverse event data will be improved by the establishment of the common database, and dissemination of information regarding potential safety issues enhanced.


	11.2. Evidence that the proposed configuration of provision can operate in an economically efficient way and avoid waste of NHS resources
(for further details see question 11.2, page 14 in the Notes for completion)

The four designated centres already have experience with multidisciplinary management of children with osteogenesis imperfecta. Coordinated care provision between physicians, surgeons and therapists will be improved under the proposed model through multidisciplinary clinics, and dedicated time for team meetings and specialist radiology and genetics input where indicated.

Concentration of resources into the four designated hub centres with outreach to additional spoke centres will enable the building of additional expertise as well as its dissemination; cascading the expertise both within the designated centres and elsewhere to less severely affected patients not included within NCG provision will have knock-on effects in terms of quality of care and cost savings in respect of fracture risk reduction and possibly prevention of surgical intervention for limb deformity.  Such dissemination of experience and further education will be accomplished through regular (6 monthly) meetings of the NCG teams and an annual meeting to which members of the spoke teams will be invited.


	11.3. Outline of plans to ensure continuity of provision of the proposed product, service or technology for the entire commissioning period (5 years)
(for further details see question 11.3, page 14 in the Notes for completion)



	11.4. Outline of plans to make the product, service or technology available and accessible to all eligible patients
(for further details see question 11.4, page 14 in the Notes for completion)
Patients in Scotland will access services through Glasgow Royal Infirmary (Prof F Ahmed); patients in Wales will access services through Professor J Gregory, Dept of Child Health, Wales School of Medicine, Cardiff.  The proposed configuration arose from an exercise conducted by the British Paediatric and Adolescent Bone Group to identify the geographical distribution of patients fulfilling the stipulated criteria.  The four selected centres between them see over 80% of these children already.  The remaining children will be seen at spoke centres with intermittent review at designated centres when issues relating to surgical intervention require their review by either the spine or base of skull surgical teams.
Children meeting the criteria for access to NCG services will be referred in the main from secondary or tertiary care; some may be referred antenatally.  Review in the designated centre will be followed by institution of appropriate therapy by the multidisciplinary team.

Plans for outreach clinics and peripatetic work either in the home or in schools are detailed below:-
1. Outreach clinic in peripheral/spoke setting

NCG team will comprise physician, clinical nurse specialist, occupational and physiotherapist.  It would be expected that clinical support would be given by the peripheral/spoke centre in terms of clinic nurse and access to radiology services including plain x-rays and DXA for the assessment of bone density.  
Where children within the NCG service were receiving bisphosphonate infusions in their local centre, the activity would remain with the NCG service and costs would be charged to the designated NCG centre responsible for that child.

2. Home visits

The visit team will usually comprise the occupational and physiotherapists.  A visit will be undertaken when there is a need to assess provision of aids to daily living, including mobility aids, that cannot be undertaken in a clinincal setting, or where there is a need to assess the suitability of accommodation and the need for adaptations.  It may be necessary for the clinical nurse specialist to visit as well on occasion. 

3. School visits
The visit team will usually comprise the occupational and physiotherapists and clinical nurse specialist.  The purpose of the visit will be to ensure that appropriate provision is being made for the child within the school environment and provide education and support for school staff.
In each case, there will be discussion between the visiting team and the host(s) regarding the future sharing of information and plans for reassessment at an appropriate interval if required.

	

	Section C: Support for the application

	12. Support for the application


	13. Potential opposition to the application
We think it unlikely that there will be opposition from professional bodies to the application, since the selection of designated centres was undertaken as an open exercise with BPABG.  It is likely that concern will be expressed by parents and carers over the selection of the designated centres if they live far from the nearest one e.g. Cumbria, North-East England.  It is hoped that the clear commitment to delivering services through spoke arrangements will reassure families; indeed many of the children accessing the service currently travel significant distances to do so, and these arrangements may actually reduce this burden for the families.


	14. Any other relevant information





