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Introduction

In 2006 the Irish government spent €35m on Food$Sgecial Medical Purposes (FSMP) under
the states General Medical Scheme (GMS), accouing.72% of GMS spending. There is
increasing concern, both in Ireland and internatign of widespread inappropriate over-
prescribing of nutrition products resulting in unassary healthcare spending (NMIC, 2004,
Loane et al, 2004, Okechukwu, 2008). Further i®, tireland does not have a national Clinical
Practice Guideline on the provision of nutritiorpport, and the process of product approval and
listing for reimbursement under the GMS scheme risbeen reviewed since the late 1990s.
This paper takes a look at current Irish policy gmdctice relating to the provision of FSMP
within primary care, reviews the evidence, compaties Irish situation to international

guidelines and best practices, and suggests apgi®future steps for Irish policy makers,.

Approach and Methods

The paper is divided into four partsPart A defines Foods for Special Medical Purposes
(FSMP) and describes the most recent internatigonalelines for their use. Information was
accessed from appropriate government and Europebsites.Part B looks at evidence for the
effectiveness of Oral Nutrition Supplements (ON&3, a special sub-category of FSMP, it
describes current prescribing practices in Ireland elsewhere, and looks at available economic
analysis supporting the use of FSMP. Recent sygtemeviews, Pubmed and the Cochrane
library were searched for relevant data. Givenduality of recent systematic reviews into the
effectiveness of foods for particular nutritionalrposes (PARNUTS), an additional systematic
review of the literature was not considered necessatlyeraavailable literature since 2005 was

reviewed and included as appropriateart C describes the current procedure for the approval



and listing of FSMP to be reimbursed under thenIfE8VS and compares it to procedures under
other national health schemeBart D attempts to assess the importance of policy eticel to
FSMP within the Irish context. provides suggestiémsIrish policy makers as they begin to
evaluate current Irish policies and guidelinestfa use of FSMP in primary care and describes

leadership action steps that might be considereemising the policy.

To best determine which countries are most comparéd the Irish situation, relevant
authorities, responsible for the governance of $vaffis intended for particular nutritional uses,
within each of the EU member states were contdayesmail at:

(http://ec.europa.eu/food/food/labellingnutritiontiitional/list auth art9 en.pyf

Of twenty-five countries emailed, Germany, Swedglgium, Cyprus, Iceland, Slovakia, Malta,
and Latvia replied within the timeframe of the maj All the necessary information relating to
policy and process in the UK was available on therldvWide Web and direct contact with
authorities in Australia and Canada added to tla@ahle information on the process of product
reimbursement in each of these countries. In amdit direct contact, government websites and
peer reviewed journals were also accessed foraetgwoduct reimbursement information. The
relative low response to the request for informafimm EU countries was likely due in part to
language differences, the short time-frame of thgept and also inconsistencies, within each
country, as to who has ownership of the issue MES This last issue will be discussed later in

the document.



Part A

Terminology

The terminology, surrounding the area of food prigldor particular dietary purposes, is rather
complex and has contributed, at least anecdotadlynuch of the confusion among doctor’s,
nurses and policy makers as how best to providdtioat support to sick and convalescing
patients. The concept of “foods for special dietaurposes” was first defined, in the US, after
WWII and later refined to include the following tes:

* Foods for supplying particular dietary needs whiekist by reason of a physical,
physiological, pathological or other condition, Inding but not limited to the conditions
of diseases, convalescence, pregnancy, lactatidlergec hypersensitivity to food,
underweight, and overweight

» Foods for supplying particular dietary needs wheotist by reason of age, including but
not limited to the ages of infancy and childhood

* Foods for supplementing or fortifying the ordinaoy usual diet with any vitamin,
mineral, or other dietary property. Any such pauar use of a food is a special dietary
use, regardless of whether such food also purgorte or is represented for general use

* Products used as an artificial sweetener in a foext;ept when specifically and solely
used for achieving a physical characteristic in flo®d that cannot be achieved with
sugar or other nutritive sweetener, shall be coesed a use for regulation of the intake
of calories and available carbohydrate, or for usethe diets of diabetics and is

therefore a special dietary use (Talbot, 1991)



The scientific community at large has, in recenarge settled on a number of terms and
definitions. The overarching term, encompassihdoald products manufactured for particular
nutritional purposes, alRARNUT S (Foodstuffs intended for particular nutritional ugesThis
is the term most commonly used in the literature e official term used in all EU regulations.
The broad EU definition of PARNUTS is:
“Food which, owing to its special composition oropess of manufacture, is clearly
distinguishable from food intended for normal cangtion, and is sold in such a way as to
indicate its suitability for its claimed nutritiohaurpose.”

S.I' No. 579 of 2006

(http://www.fsai.ie/leqgislation/food/eu docs/Parri@sner

al provisions/SI1579 2006.pdf

PARNUTS are sub-divided into six categories acaggdo EU regulation, the most important of
which, in terms of eligibility for reimbursemens$,kFSM P (Foods for Special Medical Purpoges
for which specific EU and national regulations éxiBoods for Special Medical Purposes

(FSMP) are defined in EU regulation as:

“A category of foods for particular nutritional usespecifically processed or formulated and
intended for the dietary management of patientstartae used under medical supervision. They
are intended for the exclusive or partial feedirighatients with a limited, impaired or disturbed
capacity to take, digest, absorb, metabolise oretecordinary foodstuffs or certain nutrients
contained therein or metabolites, or with other matly-determined nutrient requirements,
whose dietary management cannot be achieved oniydalfication of the normal diet, by other

foods for particular nutritional uses, or by a comdtion of the two.”



Statutory Instrument No. 64  of

2001 http://www.irishstatutebook.ie/2001/e

n/si/0064.htm

In addition to dietary Foods for Special Medicalrpases (FSMP), other categories of
PARNUTS as outlined in EU regulation include- feWl@n formulae; processed cereal-based
foods and baby foods for infants and young chilgdfend intended for use in energy-restricted
diets for weight reduction; foods intended to mibet expenditure of intense muscular effort,
especially for sports-men and sports-women; andddor persons suffering from carbohydrate-

metabolism disorders (e.g. diabetes).

Enteral Nutrition is defined as the administration of a nutrientigoh orally or by means of a

feeding catheter with the purpose of contributiodghte supply of all or part of the body’s food

requirements. Enteral Nutrition is really the diaiterm to describe the administration of dietary
Foods for Special Medical Purposes (FSMP). Thm tenteral nutrition is increasingly seen in
relation to “organ specific nutrition” and “diseaspecific nutrition” (Hernandez, 2006). Oral

Nutritional Supplements (ONS) and tube feedingrarges to enteral feeding. There is much
variability in the literature as to correct usetlos term. Many investigators choose to include
only tube feeding when referring to the term “eaker However, the most recently developed
European guidelines define “Enteral Nutrition” asluding both oral supplementation and tube
feeding. For the purpose of this document, ON$ Ivél considered a type of enteral nutrition

and come under the heading FSMRarenteral Nutrition refers to intravenous feeding, usually,



but not always, administered in the hospital sgttiRarenteral nutrition is not the subject of this

paper.

Recent guidelines on the provision of nutrition support in adults

Recent guidelines on the provision of nutrition o in adults were developed by the UK
National Institute for Health and Clinical Excelten (NICE) and the European Society for
Clinical Nutrition and Metabolism (ESPEN) respeetiv  Both of these groups conducted
systematic reviews of the literature and producethgrehensive evidence-based guidelines
including the use of FSMP as part of nutrition supp Both NICE and ESPEN are expert

organizations respected in the scientific commuaitgt among governments worldwide.

In 2006, the UK National Institute for Health andini@al Excellence (NICE) developed
comprehensive guidelines dtutrition Support in Adults.The full guidelines can be found at

www.nice.org.uk/CG032. The guidelines were developed by a multidisogaly team of

healthcare professionals and are internationaltpgeized. The group’s recommendations are
based on RCTs, meta-analysis, clinical experieexqgeertise and consensus. Databases searched
included the Cochrane library, Medline, Embase aBinAllied and Complementary medicines,
and the British Nursing Index. The guidelines dibgcgeneral and specific indications for when
and what kind of nutrition support should be pr@ddo patients. It discusses the necessary
training required for health care staff involvednatrition support and explains the importance
of a multidisciplinary approach to providing nuwit support. The guidelines emphasize the
importance of screening as well as monitoring amdluation and recommend that those

receiving oral nutrition support and/or enteral gufeeding in the community should be



monitored and evaluated every 3—6 months or maguently if there is any change in their

clinical condition.

The most comprehensive evidence and consensus Gésathl Practice Guidelines (CPG) on
enteral nutrition (including ONS and Tube feeds)dpecific groups/diseases were developed by
experts at the ESPEN between 2004 and 2005. Tibdeloes provide comprehensive data on a
range of diseases /groups and include indicatiomstraindications, screening tools, application
and type of formula to be provided based on thdenge and clinical expertise of professionals
in each area. Diseases/groups covered by the EEFENinclude cardiology and pulmonology,
gastroenterology, geriatrics, hepatology, wastmgfiV, intensive care, non-surgical oncology,
pancreas and renal failure. The guidelines makesmexific distinction between primary
secondary and tertiary nutrition support and are ailable at

http://www.espen.org/npages/nespenguidelines.Hindividual papers provided in reference

section).

Other guidelines in the area of nutrition suppoet generally adapted from the two guidelines
described above. Guidelines that are not evidease<band peer-reviewed were not considered

for inclusion in this report because their credlipitould not be established.

Part B

The Evidencefor Oral Nutrition Supplements (ONS)

Oral Nutrition Supplements (ONS) are a sub-categbfySMP. They account for up to 60% of

Irish health care spending on FSMP (PCRS, 2006)tharkefore warrant particular attention.



Some suggest that dietary counseling should prettedase of ONS due to the fact that advice
can be individually tailored and may be associatéth lower economic costs to the health
service (Thomas, 2001). Others contend that ONs8riple and more convenient. A number of
studies have highlighted compliance as a signifiggoblem with the use of ONS (Keale et al
1997; Munro 1998; Pearl et al 2002). Despite g&rgl uncertainties on some issues, evidence
is growing demonstrating that nutritional suppletsecan confer improved clinical outcomes,
increased function and decreased weight loss {(@trat al, 2003). Stratton, Elia and colleagues
at the University of Southampton in the UK have duected a number of reviews and meta-
analyses on the impact that ONS has on outcomggeicific client groups across different care
settings (Stratton and Elia, 2007, 2000 & 1999at8in, 2005 & 2000). Meta-analysis indicate
significant reductions in mortality (odds ratio 9.8% CI 0.48, 0.72), n 3258) and complication
rates (odds ratio 0.41 (95% CI 0.31, 0.53, n 17%dif) ONS versus routine care (Stratton 2005).
Most recently Stratton and Elia (2007) consolidatedeen systematic reviews in a “review of
reviews” on the use of ONS in clinical practice coling increasing evidence to support the
use of ONS in clinical practice, particularly irdimiduals with a BMI <20 kg/r acutely ill and

older patients.

With regards to ONS, the previously described NI@&idelines concluded that
“although the studies identified were small with rked heterogeneity in study
populations and outcomes, they do show improvedomsés for malnourished patients
given oral nutritional supplements. These benefiése somewhat inconsistent but our

meta-analysis shows that the use of oral nutriticmgplements in such patients leads to



statistically significant improvements in body weigalong with reductions in

complications and mortality.”

In contrast to the more cautious endorsement,Heruse of ONS, given by the NICE
guidelines, the European Society for Clinical Nidni and Metabolism (ESPEN)
guidelines provide the following more compellingdersement for ONS and tube feeds-
“The general indication and effectiveness of ONS8 anteral tube feeding in patients
who cannot fulfill their substrate needs adequaitslywvell established and the whole
consensus group strongly agreed on this. Althoaghhe authors of the various sections
conclude, results may vary according to diagnopisor nutritional status, age, the
technical adequacy of treatment, and patient selectin some areas, evidence for
specific questions like timing and composition wtfeeal nutrition is still lacking upon
which to make level A recommendations and muchtipeacas in other areas of
medicine, is guided by level C evidence. Furthadiss are clearly required in these

areas”.

Current use of ONS and prescribing practicesin Ireland

Within Ireland, the National Medicines Informati@entre (NMIC) (Bulletin 2004) looked at the
role of Oral Nutritional Supplements (ONS) in primeacare, with a particular focus on the
elderly in the community, and found a marked inseeia the prescribing of ONS in recent years.
The report questioned the suitability of ONS fod@spread use in Ireland given that most of the
evidence, at that time, was limited to specificications and sub-groups. The report also

highlighted probable extensive misuse of ONS in thanagement of the elderly in the
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community. There is no published evidence to supihe routine use of ONS in the “healthy
elderly” and as described in the NMIC article thésemounting evidence in Ireland, and

elsewhere, of the inappropriate prescribing of ONS.

Community dietitians in what was the Irish Midlartdealth Board (MHB) carried out a number
of exploratory studies on the prescribing and us@ral Nutritional Supplements (ONS) in the
community including an ongoing pilot project to irmpe GP and PHN knowledge and use of
ONS. Loane et al (2004) published a study whigdessed trends, decision-making processes
and the monitoring of the use of ONS for older gras in a community within the midlands.
The investigators also looked at whether standeadtiges, including nutritional assessment and
appropriate indicators, exist in prescribing ONS$hw the community in question. The study
involved a telephone questionnaire administere@ot&P’s and 120 PHNs. The results suggest
an increasing trend in the prescribing of ONS tteopatients within the community, inadequate
screening and assessment of patients, poor knowlefithe composition of ONS, inadequate
counseling to patients, and poor monitoring of theed for continued use of ONS once
prescribed or recommended. The study raises aesicegarding the current practice of ONS
prescribing and monitoring in the community and gasys the need for guidelines for health
professionals. The usual limitations of telephorterviews as well as generalizability apply to
this work but it provides an important insight intarrent practices in Ireland. Kennelly et al
investigated the demographics of those prescribd® @ a community setting (Kennelly et al,
2006). Ten GPs involving 78 patients, prescribedSOwere involved in the study. Older
female patients suffering multiple chronic diseasese most likely to be prescribed ONS and

some patients not at risk of malnutrition were fouo be prescribed ONS. The investigators
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concluded that nutritional assessment before phesgr ONS is necessary in the community
setting. In another study of 78 adult patientsspribed ONS by ten GPs in Co. Westmeath,
Ireland, Kennelly et al describe a range of sd@ealors which compromise the nutritional status
of the elderly. The social factors cited includeial isolation, difficulty accessing and preparing
food, and support financial difficulties. The amth suggest establishing multidisciplinary
community support teams as well as increased trgiand education for primary health care
professionals to address social issues which magpommise nutritional status (Kennelly,
Unpublished). In an ongoing pilot project, Kengedhd colleagues provide evidence that once-
off educational interventions may improve the kneage and practice of the use of ONS in a
community setting (Kennelly et al 2008). The imigetors implemented an educational
intervention that incorporated the nutrition sciagrtool ‘MUST”, to assess the knowledge and
practice of GPs and nurses in the community. Altot 14 GPs and 82 nurses patrticipated in the
intervention which involved twenty-two educatiorsdssions over a three-month period. Six
months post-intervention, 80% of participants régabithat ‘MUST’ was an acceptable tool for
their work setting; sixty-nine percent reported giang their patients more frequently as a result
of the intervention; and 46% reported providing rayppiate advice on ONS to patients at risk of
malnutrition. Despite the small size of these Esidtaken together, they represent the best
picture of current use of ONS in Irish communitytisgs and offer a model to improve the

knowledge and skills of primary health care prof@sals in the area of ONS.

A recent doctoral thesis, from Trinity College Dmb{Okechukwu, 2008), looked at the patterns

of prescribing of ONS in Ireland, and how they vaocording to the profiles of patients who

receive them. The study examined the Primary CRegmbursement Service (PCRS)
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prescription database for the Eastern Region He¥®lthority (ERHA), from January 2004 to
December 2004 and found that prescribing of ONS st gly associated with increasing age,
residence in nursing home facilities and decreasaojpeconomic status. The investigators also
suggested that prescribing of ONS may have beewr associated with the presence of chronic
diseases than with diagnosed undernutrition. Eselts of this study add weight to the work
from the midlands and to our knowledge of presongbpractices within primary care in this
country but are limited by the fact that neithes thutritional status nor the clinical diagnosis of

each patient were recorded on the GMS database.

Barr and Kane (2002) reviewed the use of nutriigomaducts in nursing and residential homes
in the Northern Health and Social Services Board$8B) area of Northern Ireland. ONS were
the most commonly used means of nutrition suppordreg the 122 nursing and residential
homes involved in the study. There was wide vartghn the monitoring of patients on ONS

and the authors called for the development of dmee to standardize the practice of
prescribing ONS to frail patients in nursing andidential homes. Although not conducted in
the Republic, this study provides a look at a campae population within a residential setting

and provides further evidence for the need for glinés and education.

Prescribing of FSM P: An inter national per spective

Despite convincing evidence-based research suggestbeneficial role for the use of FSMP,
including ONS, for the prevention and treatmentralnutrition, there is much concern over
perceived wide spread inappropriate prescribingaxfds for Special Medical Purposes (FSMP)

within primary care (NMIC, 2004; Loane et al, 20@kechukwu, 2008). There is, however,

13



little published data nationally and internatiogat definitively support this. A likely reason for
the lack of evidence is difficulty in accessingaltom patient records. Electronic databases are
still developing and mandatory recording of vitaktipnt data (such as height and weight) is not

standard practice.

For a number of reasons, prescribing of FSMP byeg#npractitioners (GPs) has greatly
increased over the years in Ireland (NMIC, 2004an® et al, 2004) the UK (Gale, 2001) and
elsewhere (Ravasco, 2004). Targeted marketinghlaynpaceutical companies directly to GPs,
an explosion of new products, and increased patiembwledge on the availability of products
have likely contributed to the increase. Howeves,h@s been shown above, there is little
monitoring of the prescribing practices of GP’sratation to FSMP and training and education
on the benefits and appropriate use of FSMP isaileble. Furthermore, as already described,
in Ireland, there may be inadequate screening aselsament of patients, poor knowledge of the
composition of ONS, inadequate counselling to pasieand poor monitoring of the need for
continued use of ONS once prescribed or recommendéun the primary care setting (Loane
et al, 2004) . Additionally, GPs report being iagdately trained in the area of ONS and often
feel pressured into prescribing products (primafigm patients, families) that they have little

knowledge of (Madigan et al, 2007, Loane et al, 00

A study by Gale et al (2001) looked at the preseglpractices of GPs in the UK during 1996
and 1997. At that time, a large proportion of @at$ prescribed FSMP were babies and young
children, many of whom had been diagnosed as suffdrom milk intolerance or failure to

thrive. Enteral feeds were most commonly prescriioetthe elderly with over half prescribed to
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elderly patients diagnosed with cardiovascularaliseor cancer. The investigators were unable
to draw any conclusions about the appropriatenepsescribing because of insufficient weight
and height data to calculate BMI (only 4% of paiiseinad body weight or height recorded prior
to prescription). Since 2001, other than the redesh doctoral thesis described above, there
have been few studies looking at prescribing peastin the area of nutritional foods. A recent
UK study found height and weight are still not iaaty monitored in patients prescribed FSMP;
patients are often prescribed ONS before otheadieneasures are employed, and patients are
often discharged from secondary care on prescr®d& which continues for years without
reassessment (Fitzgibbon, 2006). Furthermore, tange with prescribed ONS products in the
community is low (Lad, 2005). Gall et al (2001) lensed the effect of introducing guidelines
supported by education on the prescribing of ON$rimary care. This was a small study of
only 50 GP practices in the UK but it did show tleaiucation on guidelines incorporating a
Nutritional Screening Tool resulted in more appiatgr prescribing of ONS. Similarily, In a
2004 Portuguese study (Ravasco, 2004), the ratgsréscribing were higher than monitoring
rates and there appeared to be a general lackvolveament of dieticians in the provision of

nutrition support to patients.

Economic Considerationsfor the use of FSM P

A recent review by Russell (2007), using data poediby the British Association for Parenteral
and Enteral Nutrition (BAPEN), looked at evidenag the cost-effectiveness of nutritional
support in the UK. Previous reviews had conclutted the evidence for the cost-effectiveness

of nutritional support, particularly in the commtynsetting, had yet to be established (Green,
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2001, Pritchard et al, 2006). Russell estimatedttital annual cost of managing patients with
medium or high risk of disease-related malnutritiothe UK in 2003 to be at least £7.3 billion;
£3.8 billion of this was due to the treatment ofimoarished patients in hospital and £2.6 billion
was due to the treatment of those in long termtutginal care. Smaller contributions were due
to visits to general practitioners, outpatient rat@nce and the provision of nutritional support,
mainly in the community. Most of the total costérast £5 billion) were spent in the care of

individuals over the age of 65 years.

When the costs of ONS were applied to clinical ootes such as length of stay in hospital and
the incidence of complications, it was demonstrdbed cost savings can be achieved through
the use of ONS in selected patient groups (spedlific the elderly, patients undergoing

abdominal surgery, and orthopaedic surgery padiérRisssell, 2007). Russell found data from
the community to be lacking and less amenable tm@uic evaluation but suggested that in a
system of universal government healthcare, ovexahomic benefits can be achieved from the
use of ONS in the community but that in these cageshe community that bears the cost of the
intervention and usually the hospital sector thativés the financial benefits as a result of

reduced nutrition related hospital admissions.

Part C

Current proceduresfor the approval of FSMP in Ireland and other national health systems

The approval of dietary Foods for Special Medicatg@ses (FSMP) for reimbursement under
the Irish General Medical Scheme (GMS) are decigsuh by a non-drug review group of the

Primary Care Reimbursement Service (PCRS) of ibh Health Services Executive (HSE) and
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approved by the Minister for Health. Decisions ar@de once a year at an Autumn Review.
Manufacturers/Agents are invited to submit appia to PCRS each autumn. Products must
comply with criteria set out in Guidelines for Mdacturers/Distributors on Clinical Nutritional
Products Reimbursable under the GMS Scheme which developed in the 1990s. Products
must comply with EU legislation, manufacturers magbmit satisfactory results of relevant
clinical trials, submit a final sample of the proatitand must comply with agreed pricing
structures. Applications to PCRS must also inclageoduct name, category type, pack size, a
suggested Irish trade price, price in the UK andtber member state(s) and relevant exchange
rates. There is currently no procedure for havagoroduct removed from the list of

reimbursable products.

The most comparable health system, to Ireland’deims of the use and reimbursement of
FSMP, is the UK’s National Health Service (NHSh fact, current guidelines for manufactures
seeking to have non-drug items placed on the hestith care reimbursement list were modeled
on the UK guidelines at the time of developmenh the UK, the Advisory Committee on
Borderline Substances (ACBS) advises the minigtethe addition of particular foods etc. to the
National Health Service (NHS). ACBS have very relye(2008) updated their procedures for
product approval and listing under the NHS andcareently receiving stakeholder feedback on
the updated guidelines. Draft  guidelines are abdl online at

http://www.pasa.nhs.uk/PASAWeb/Productsandseniiesimaceuticals/ACBS.htm

Submissions are made to ACBS six weeks prior toABBS meetings (The committee plans to

meet twice annually). An application form alonglwa submissions guidance form is available
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to help companies in the application process. AGQB&oses considering three types of
submissions as follows:
 New formulations which the manufacturer perceiveshave well characterized and
substantiatedadvantages in terms of nutritional composition gradient tolerance /
acceptability
* Formulations which are broadly similar in compasitito existing products already on
the market and which could be considered to balskaitalternatives

» Existing products to which minor changes are predos

Manufacturers must submit product applications uratee of six categories proposed by the
ACBS; namely, nutritionally complete non-diseasecsjic enteral tube feeds; sip feeds and
nutritionally incomplete non-disease specific sepmnts and modules; disease specific
formulations e.g. for pancreatic cancer; produatsighed for the specific management of
inherited metabolic disorders; staple food prodwcts gluten free foods designed to optimize
nutritional status as part of the clinical manageinad formally diagnosed chronic disease states;
or products designed to enhance the safety andata@ptability of foods or feeds which are
prescribable in any of the above categories eigkehers. A complete quantitative formulation
as well as nutritional composition for the produmiust be provided. Details of the

manufacturing process and quality control mechasishelf life data and evidence of clinical

efficacy must also be submitted.

ACBS also provide specific guidelines for each loé tthree types of product submissions

allowed. Submissions must also include proposeézk o the NHS, product administration to
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the patient data, contraindications and precautigmeposed presentation of the product,
packaging and product samples as well as promdtpwiies. Approval for any product to be
reimbursed at NHS expense will be valid for 5 yeafbe ACBS will review the product at the
end of this period and may request resubmissiohe ACBS also propose a mechanism for

removing items from the reimbursement list.

The process for selecting and approving productseionbursement under other national health
systems appears to vary widely. Information isyviamited and where available often only
appears in the local language. A further limitatto comparing the Irish process to procedures
elsewhere is a lack of clarity (or at the leastilabte information) on whether FSMP undergo
separate or similar procedures as do the listimjagoproval of drugs for reimbursement. There
exists an abundance of information on the appboatprocesses for drug approval, and
guidelines for conducting drug trials is availalmlealmost every country. However, with regard
to FSMP, based on correspondence with relevanoatids and on the available literature, it
appears as though many countries either make tinadisn between the application process for
FSMP versus drugs, or reimburse only a very limitatchber of FSMP, involving mainly enteral

tube and parenteral feeds for nutrition specifgzdses.

Germany, Belgium, Cyprus, Sweden and Slovakia elort reimbursing FSMP under their
national health systems but the application andayab procedures are not available (at this
time) in English. The Canadian authorities provégieabundance of information but categorize
FSMP as either "Natural Health Products” or drudspending on the particular ingredient

formulation. Detailed information on the regulat@rocess for therapeutic products as well as
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guidelines on clinical trials for the approval @ftaral health products in Canada are available at

http://www.hc-sc.gc.ca/ahc-asc/pubs/hpfb-dgpsassctigerapeutic _acces-therapeutique-

eng.php Due to the fact that it was not possible to makdear comparison between the Irish

and Canadian processes, details of the Canadiaequre are not provided here.

Part D

Theimportance of developing a policy on FSM P within the Irish context

Based on the current evidence, it is clear thatlBdor Special Medical Purposes (FSMP) have
an important role to play in the provision of ntitm support. Despite the evidence as well as
relevant guidelines from NICE in the U.K and ther&pean society for clinical nutrition and

metabolism, Ireland does not have a clear polichelp guide practitioners and other health
professionals in providing appropriate nutritiorpgart through the use of FSMP. As a result,
practices are inconsistent and vary widely acrbsssiystem. In addition, there is evidence of
inappropriate prescribing of products, usually e form of over-prescribing which is costing

the Irish health service and resulting in sub-stadctare for patients. This is perhaps a good
example of where scientific consensus and availabldence are not enough to ensure good
clinical practices. In a small country, such &fdnd, with government run universal health care,

a national policy is essential for a consistenprapriate approach to healthcare practices.

Policy Recommendations

Irish policy makers should give serious considerato developing a national Irish guideline on
the clinical- and cost-effective use of FSMP todguiGPs, PHNs, dieticians and everyone

involved in providing nutrition support in the pramy care setting. The UK National Institute for
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Health and Clinical Excellence (NICE) and the Ewap Society for Clinical Nutrition and
Metabolism (ESPEN) both recently published compnshwe guidelines on nutrition support for
adults; these guidelines are evidence-based anldl ¢dmuused as a framework for an lIrish

guideline.

Revised guidelines for manufacturers, applying &veh FSMP products placed on the Irish
General Medical Scheme (GMS) list of reimbursalde-drug items, should also be considered.
The UK’'s Advisory Committee on Borderline Substad@®CBS) recently revised their

guidelines for manufacturers; given that many ef phoducts reimbursable under the Irish GMS
scheme are also listed for reimbursement by the NRSACBS guidelines are an obvious first
step in revising current Irish guidelines. In sng guidelines for manufacturers, current GMS
categories for FSMP should be clarified, perhapadnpting the newly proposed UK categories;
this would help clarify the ever-expanding list itdms currently reimbursed under the Irish
system and allow for possible future category aoiakit (for example, products designed for the

specific management of weight loss).

Rather than a narrow national guideline, dealinky anith enteral nutrition, Irish policy makers
should consider developing a broader guidelinentdude areas of Nutrition Support such as
nutrition counseling and parenteral nutrition. @tleountries have chosen to develop generic
guidelines covering primary-, secondary- and tgrtiautrition support under one guideline.
This would help to facilitate a seamless transitiorpatient care from hospital back into the

community setting.
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A comprehensive Irish guideline on the provisiomofrition support should describe the current
evidence relating to the effectiveness of FSMP utrition support; clarify the terminology
surrounding the area of PARNUTS, including a défiei definition for Oral Nutrition
Supplements (ONS); clearly define the role of thmmmunity dietitian; recommend an
appropriate malnutrition screening tool, adaptednfthe ESPEN guidelines; provide guidelines
on monitoring and evaluating patients prescribeMPSand describe procedures for the removal

of products from the GMS list.

Action Stepsfor L eaderswithin thelrish Health System

The first step should be the establishment, bynhester for health, of a multidisciplinary team
of experts, healthcare professionals and patigmesentatives to develop a national policy on
the use of FSMP in nutrition support. The inclasad all stakeholders in the development stage

is essential to the long term success of the policy

The second step is for the Irish health ministecdmmit to changing the status-quo by enacting
a policy through the publication of a national glide on the use of FSMP in Ireland. The

Health Services Executive (HSE) would be respoeditr disseminating the guideline.

Thirdly, a national guideline should be accompanimdthe provision of multidisciplinary
primary care nutrition support teams as well asesmtead education and training for doctors,
nurses and others involved in the provision of itiatr support. Training should include
information on the importance of screening; detaits nutritional needs and indications for

nutrition support; nutrition counseling educationformation on options for nutrition support
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(i.e. counseling, oral, enteral tube and parenterthical and legal concepts surrounding
nutrition support, potential risks and benefitsappropriate prescribing of ONS; and the
importance of monitoring and patient evaluationhisTsupport is necessary to ensure that the
guideline does not simply gather dust on the sisebfehealth professionals nationwide. The
HSE would be responsible for delivering this suppdtrinvolves buy-in from HSE leadership in
the form of a financial commitment to the suppa@tessary to make the policy a success on the

ground.

Finally, regulation of any policy is a necessargpsto ensure its successful implementation.
Regulatory responsibility falls once again on tekeeynment through the HSE. Both the “carrot
and stick” approach are likely to be necessary,ineentives and penalties. Monitoring and
evaluation could be aided by the continued devetgnof a primary care electronic patient
record system including, as standard, height anighwemeasurements. Developing an
electronic medical records system is costly butaaly underway in Ireland. The addition of
height and weight measurements to medical recoaigdnradd little additional cost but would
require a fundamental change in thinking and pcectparticularly in primary care. This is
perhaps where health care professional, as pubétthleaders, need to step up to the plate by

embracing the policy both in principle and practice

Conclusion
Inappropriate health care provision and inefficispending in relation to the use of FSMP is
likely to continue in Ireland until a national poliis produced and implemented. Successful

implementation is dependent on buy-in from healthdaaders right across the health care
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system. Government needs to commit to enactingliaypas well as providing funding and
regulation. The Health Services Executive (HSH)behalf of the government, must identify
appropriate pathways to disseminate a national efjuoel and to provide ongoing support,
monitoring and evaluation. Clinical nutritionistaist be willing to take on the role of educators
on the ground. Finally, practitioners must commiprinciple and fundamentally change their
current thinking and practices. Successful implaietgon of a national policy in relation to
FSMP cannot therefore be achieved with the simpteke of a pin; rather, successful
implementation requires buy-in right across thethesystem and can only be achieved through

the willingness of health care leaders to comngctivaly participate and change.
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