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Comments on 
Working document for 
Draft Commission Directive on foods intended to meet the expenditure of intense muscular effort, especially for sports people
(ref SANCO D4/HL/mm/D440182)



IDACE welcomes the proposed draft Directive as it has always supported the harmonisation of rules regarding sports foods in the European Union in order to overcome the difficulties faced by sports foods manufacturers due to the fact that national rules significantly differ between Member States



Key issues

IDACE is strongly in support of the inclusion in the directive of an additional product-category allowing those products (a number of which are already on the market) not falling in the 4 categories currently described.  Marketing of these products should be subject to a notification procedure.  This would ensure that innovation in the area of sport nutrition product is not stifled.

	IDACE supports the inclusion in the directive of three categories of electrolyte solutions instead of only one category.  These categories already exist on the market and include:  (1) carbohydrate-electrolyte solutions, (2) low calorie carbohydrate-electrolyte solutions, and (3) electrolyte solutions.


	The minimum level of carbohydrates in solid carbohydrate-rich energy foods should be lowered to 65 % of the total energy.  The proposed level of 75% is difficult to obtain and would greatly reduce the range of palatable products.  

The minimum level of carbohydrates in carbohydrate-rich energy drinks should be
 increased to 15% weight by volume instead of the level of 10% proposed.

	Claims relating to the specific nutritional and functional properties of the product for the intended use should be allowed.


	The term “sport” in combination with the name of the food or drink should be reserved to food products complying with the proposed definition for dietetic food (drink) for physical activity.





General considerations

Before commenting in details on the proposed draft, IDACE would like to remind the following points:

	The sports foods industry’s aim is to support the nutritional needs of sports people and the industry is therefore at the forefront of development and innovation and has a lot of experience and expertise to offer.


	Sportsmen are not a homogeneous category of people, therefore flexibility is needed for products intended for sportsmen.


	The SCF report on which the draft directive is based assumes sportsmen eat a balanced diet while IDACE believes this is not the case and this should be taken into consideration when addressing the question of foods intended for sportspeople.  


	The SCF report is over 3 years old and we would highlight to the Commission that sports nutrition science has moved on in the intervening period. 


	Sport science and nutrition are rapidly developing in light of recent and ongoing research.  To keep pace manufactures need to be able to formulate products to enable athletes to benefit from these developments.  



World Anti-Doping Code

IDACE supports the prohibition of substances that are listed in the “Prohibited list” of the World Anti-Doping Code produced by the World Anti-Doping Agency in products that are covered by the proposed Directive.  Products that do not contain any of these prohibited substances should be allowed to bear claims to this effect.

	If a substance is allowed by the proposed Directive, while this substance is included in the “Prohibited list” of the World Anti-Doping Code, the presence of this substance should clearly be stated on the label.





Whereas

IDACE proposed modification to the draft Directive (additions in bold, deletions stroke out)
Justification
Whereas (1)
Foods intended to meet the expenditure of intense muscular effort should meet the particular nutritional requirements of people who participate in activities that involve intense muscular effort, in particular professional sports people but also other people for example amateur sportspeople, those in the armed forces, mountaineers, and manual workers such as miners.  Such products may also be used by individuals who participate in activities that involve intense muscular expenditure during their leisure time.


IDACE “sports people” does not only cover competition athletes but also people involved in recreational sport exercising several days a week for more than 1 hour but at low physical intensity.


New whereas (6 bis)

Other product categories than those mentioned in whereas 3 and 5 present in the EU market, as well as future new categories because of the developing science are not covered by the present directive. Adequate composition and labelling rules for them should be established in the future if necessary.



This new Whereas is proposed in order to address the suggestion to include provisions regarding food categories other than the 4 ones described in Article 2.2


Articles

IDACE proposed modification to the draft Directive (additions in bold, deletions stroke out)
Justification

Article 2
1. For the purpose of this Directive, the following definition shall apply:
“foods intended to meet the expenditure of intense muscular effort” means a category of foods for particular nutritional uses specially processed or formulated and intended to meet the nutritional requirements for the expenditure of intense muscular effort, including but not limited to requirements associated with sporting activities.  

2. the “nutritional requirements of foods intended to meet the expenditure of intense muscular efforts, especially for sport foods”, must allow them to 
Train or participate in a physical activity with the correct physiological status avoiding any nutritional deficiency in the short and long term which may reduce performance and/or may impair health, whatever the practical constraints of sports,
Train or participate in a physical activity and allow the restoration of losses due to intense physical activities, which may improve recovery from fatigue and may reduce the risks of exercise induced metabolic disturbances,
Have an adequate diet to optimise performance whatever the conditions and constraints.













This proposal clarifies that the scope of this Directive should also cover sports foods specifically formulated to allow for restoration of losses and/or, optimise performance and/or avoid long-term nutritional deficiencies, for professional, amateur and recreational athletes.


Article 2
2.  Foods intended to meet the expenditure of intense muscular effort are classified in the following four categories: See note 1

Note  1 – The SCF evaluated the scientific evidence on the nutritional requirements for the expenditure of intense muscular effort and considered the specific food products that existed on the market at the end of the 1990s.  The SCF recommended specific compositional requirements for 4 categories of foodstuffs.  The SCF noted that the scientific evidence supported an ergogenic effect of caffeine and creatine but no specific compositional requirements were specified in their report for such products.

During the last few years there have been further developments in the area of products intended for use before, during and after sporting activities.  For example there are now drinks intended for sports people specifically designed for hydration but with an energy content of less than 80 kcal/l.  In addition, interested parties have asked for clarification of the situation of other product categories such as supplements, weight gain or body building powders and meal replacements with respect to the Directive.

The additional categories of products that need to be considered are not well defined.  There are two options to include other categories of products in the scope of the Directive:

a) With the involvement of stakeholders the different categories that exist on the market at the present time could be described.  The European Food Safety Authority could then be asked to give a scientific opinion on the specific compositional requirements for the different categories that have been identified.  

b) The Directive could include a category of products that would be open and that would allow existing products and new products to be marketed subject to a notification procedure.   When placing a product on the market the manufacturer or importer of a product would notify the competent authority of the Member State by forwarding a model of the label used for the product.  The manufacturer or importer would be expected to keep a file supporting the marketing of the product for the intended uses as they could be required to produce for the competent authority the scientific work and the data establishing the product’s compliance with the requirements of Article 1 (2) of Council Directive 89/398/EEC.  



Because sport science and nutrition are rapidly developing IDACE welcomes the proposal to include a provision allowing additional categories other than the ones listed in this Article 2.2.

IDACE is strongly in favour of option b) described in Note 1 because it is the most appropriate option to ensure that innovation is not stifled in specialist products produced for sports people.  Furthermore such notification procedures already exist in the framework Directive 89/398/EEC on foodstuffs intended for particular nutritional uses (Article 9) and in Directive 1999/21/EC on dietary foods for special medical purposes (Article 5).

It is assumed that applying such option would mean adding a category (e): “Other category” which would be for sports foods other than the ones described in category (a) to (d) and for which a notification procedure would be laid down.



Article 5
1. The name under which products covered by this Directive are sold shall be “dietary food for physical activity” or, if appropriate, “dietary drink for physical activity”.  If the product is intended to satisfy the nutritional requirements associated with a specific type of physical activity then the type of physical activity may be also included in the name of the product.  Where the physical activity is associated with a sport then the name of the sport for which the product is intended may be indicated in association with the name of the product.



IDACE has the opinion that the term “sport” in combination with the name of the food or drink should be reserved to food products complying with the proposed definition for dietetic food (drink) for physical activity.

2. The labelling shall bear, in addition to those provided for in Article 3 of Directive 2000/13/EC and in Directive 89/398/EEC, the following mandatory particulars:

a)  the available energy value expressed in kJ and kcal, and the content of protein, carbohydrate and fat, as well as total amount of creatine, vitamins, minerals and other nutritional substances that have been added, expressed in numerical form, per 100 g or per 100 ml of the product as sold and where appropriate per 100 g or 100 ml of the product ready for use in accordance with manufacturer’s instructions.  This information may in addition be provided per serving as quantified in the label or per portion, provided that the number of portions contained in the package is stated; 


Labelling provision applicable to the product covered by this Directive already exist in the Framework Directive on dietetic food.


The addition of added nutritional substances should be reflected in labelling in order for consumers to be well informed.


b) for products specified in points (c) and (d) of Article 2 (2) information on the origin and the nature of the protein and/or protein hydrolysates contained in the product;

The content of article 4.2.b) is already covered by standard labelling rules.

c) for creatine and products with added creatine detailed instructions for use shall be provided.  Such instructions shall result in intakes of not more than 3 5 g See note 2 creatine per day; 

Note 2 – Interested parties have requested that the maximum permitted level of regular creatine supplementation be 5g/day with the possibility for higher levels during periods of creatine loading


IDACE support a level for creatine supplementation of 5gday instead of 3g/day.  
In many efficacy studies no general adverse effects were observed related to creatine supplementation of a level of 5 g/day.  Furthermore in the retrospective studies, no changes in renal and hepatic parameters are seen after a long period of supplementation (>5g/day, months/years).  And after cessation of the (short-term) supplementation the endogenous production of creatine is restored after 4-5 weeks.
A daily dose of 2-5 g/day is expected to be without adverse health effects with respect to the application in sports  References
1.	Taes, Y.E., et al., Creatine supplementation does not affect kidney function in an animal model with pre-existing renal failure. Nephrol Dial Transplant, 2003. 18(2): p. 258-64.
2.	Harris, R.C., K. Soederlund, and E. Hultman, Elevation of creatine in resting and exercised muscle of normal subjects by creatine supplementation. Clin Sci, 1992. 83: p. 367-374.
3.	Febbraio, M.A., et al., Effect of creatine supplementation on intramuscular TCr, metabolism and performance during intermittent, supramaximal exercise in humans. Acta Physiol Scand, 1995. 155(4): p. 387-95.
4.	Vandenberghe, K., et al., Long-term creatine intake is beneficial to muscle performance during resistance training. J Appl Physiol, 1997. 83(6): p. 2055-63.
5.	Poortmans, J.R. and M. Francaux, Long-term oral creatine supplementation does not impair renal function in healthy athletes. Med Sci Sports Exerc, 1999. 31(8): p. 1108-10.
6.	Schilling, B.K., et al., Creatine supplementation and health variables: a retrospective study. Med Sci Sports Exerc, 2001. 33(2): p. 183-8.
	Chrusch et al. Creatine supplementation combined with resistance training in older men. Med. Sci. Sports Exerc,2001. 33 (12): p. 2111-2117.
	Mayhew DL et al. Effect of long-term creatine supplementation on liver and kidney functions in american college football players. Int. J. Sport Nutr and Exerc. Metabol, 2002. 12: p. 453-460
	Italian Circular 7.6.99 n.8 of the Ministry of Health “Guidelines on sport foods” allows 4-6 g/day for the first 30 days and then 3g/day.


Advised contraindications/label warnings:
Creatine supplementation is contraindicated for people with or at risk for renal dysfunction. During pregnancy and lactation creatine supplementation should be avoided due to a lack of information.


d) where appropriate, information on the osmolality or the osmolarity of the product.


The content of article 4.2.d) is already covered by article 4.3.



3.  The following description may be included in the labelling of drinks according to their osmolarity: 
- drinks with an osmolality not less than 270 mOsm/kg water and not greater than 330 mOsml/kg water may be described as “isotonic” or an equivalent description. See note 3

- drinks with an osmolality less than 270 mOsm/kg water may be described as “hypotonic” or an equivalent description

- drinks with an osmolality greater than 330 mOsml/kg water may be described as “hypertonic” or an equivalent description


Note 3 – The SCF report proposed the term “isotonic” may be applied to products with an osmolality of 270 – 330 mOsml/kg water.  The need to define criteria of terms for drinks with other ranges of osmolalities may need to be considered.









All of these terms are generally understood by sports scientists and the sports foods industry.  Information for sports people and active individuals uses and defines such terms.  For example, the terms are clearly explained on both manufacturers internet sites and independent news sites, (e.g. the Lucozade Sports Science Academy web site www.thelssa.com and BBC news http://news.bbc.co.uk/sportacademy and in popular sport science and academic text books Wooton S, 1989 Nutrition for Sport, Simon & Schuster, London, McArdle WD, Katch FI and Katch VL, 1999, Sport Exercise and Nutrition, Lippincott, Williams & Wilkins, Philadelphia).



Proposal for new Article on claims


Article X

In line with provision of Article 1.2 and 7.2 of framework Directive 89/389, claims relating to the specific nutritional and functional properties of the product should be allowed.




In view of the forthcoming Nutrition and Health Claims Regulation a statement is required in the text of the Sports Food Directive to ensure that dietetic sports foods-specific claims are exempt from the Claims Regulation, possibly under Article 4.
Sport science and nutrition are rapidly developing in light of recent and ongoing research.  To keep pace manufactures need to be able to formulate products to enable athletes to benefit from these developments.  Accordingly a rapid route for getting such concepts approved is required without having to wait for the directive to be amended.

Claims on these products are an essential part of the communication to the sports participant and to their advisors (coaches, physiotherapists, dieticians).

Claims are made on the basis of providing appropriate amounts of nutrients for the target population (i.e. individuals who are expending intense muscular effort, particularly sportsmen), the scientific evidence showing the effectiveness of product types and the technological limitations of the product form.  
Example of claims are:
	With carefully controlled levels of sodium and other electrolytes: - used on carbohydrate-electrolyte drinks designed for hydration purposes. 
	A source of protein to maximise the training gains of strength athletes - used in protein concentrates and protein enriched foods
	Specially formulated sports drinks have been shown to improve endurance performance  - used on carbohydrate-electrolytes / isotonic sports drinks
	Provides concentrated carbohydrate energy ideal to stock up muscle glycogen stores before or after exercise - used in foods / drinks rich in carbohydrate



IDACE wishes that products that are covered by the proposed Directive and that do not contain any of the substances included in the “Prohibited list” of the World Anti-Doping Code, should be allowed to bear claims to this effect.

	If a substance is allowed by the proposed  Directive while this substance is included in the “Prohibited list” of the World Anti- Doping Code, the presence of this substance should clearly be stated on the label.





ANNEX
ESSENTIAL COMPOSITION OF FOODS INTENDED TO MEET THE EXPENDITURE OF INTENSE MUSCULAR EFFORT, 
as defined in Article 2.2,product category (a) to (d)

IDACE proposed modification to the draft Directive (additions in bold, deletions stroke out)
Justification
Carbohydrate-rich energy food products 
1.  Products referred to in point (a) of Article 2 shall contain: 

Carbohydrate:  Carbohydrates shall provide at least 65 75 % of total energy See note 4

Note 4 – Interested parties have suggested that the minimum energy from carbohydrate should be 60 % or 65 %.  They indicate that in addition to carbohydrate the raw materials used in the manufacture of solid food products contain protein and lipids that make it difficult to meet the minimum threshold of 75 % energy form carbohydrate.  They also suggest that this threshold will reduce the range of acceptable, palatable products for sports people.  






For the reasons outlined in Note 4, IDACE wishes that in solid carbohydrate-rich energy food, carbohydrates provide 65% of the total energy.  This threshold would still differentiate specialist products from normal foods, as for example a standard bars typically have less than 50% energy derived from CHO.  (Further justification: CHOfd


in the case of drinks the product must have a carbohydrate concentration of at least 15 10 % of weight by volume See note 5 and, 

Note 5  – Interested parties have suggested that the minimum level of carbohydrate in carbohydrate-rich energy drinks should be greater than 10 % weight by volume.  They suggest that a higher level of carbohydrate would enable the drink to provide more energy rather than optimal fluid replacement.  They suggest that the minimum carbohydrate content should be 15 % weight by volume or should be at least 50% greater than standard soft drinks and juices which contain 10-12 % weight by volume carbohydrate.  


IDACE supports a minimum level of carbohydrates of 15% weight by volume as the vast majority of standard soft drinks and juices/nectars contain around 10% - 12% (weight/volume) carbohydrate – these are not and do not claim to be carbohydrate rich energy drinks.
 (Further justification: CHOdrinks)



metabolisable carbohydrates See note 6 shall provide at least 75 % of total energy.

Note 6  – The SCF proposed that the carbohydrate source should be metabolisable carbohydrate characterised by a high glycaemic index and gave as examples glucose, glucose polymers and sucrose.  It should be noted that the definition of a “high” glycaemic index carbohydrates and the control of it in food products, if it were to be specified in a legal provision, would pose numerous problems.  In addition, the characterisation of carbohydrates by high glycaemic index excludes fructose and interested parties have indicated fructose has been shown to be useful in foods intended for sports people.  
.




IDACE does not support the recommendation from the SCF that carbohydrates should have a high glycaemic index (GI).
The aim of the SCF’s recommendation seems to be to ensure that carbohydrates are digestible carbohydrates.  As pointed out in Note 6, a criteria on the GI would be difficult to enforce.  Indeed, the GI is measured after the administration of 50 g carbohydrate in healthy subject at rest.  The results obtained for the carbohydrate cannot be extrapolated to a complex food containing it and in sportsmen doing intense physical exercise.  The results may depend on the sport, the hydration status and large individual variations in gastric emptying.  In addition, to test products to determine their GI would require healthy volunteer studies, which are invasive and costly. (Further justification: GI)


If vitamin B1 (thiamin) is added, the product shall contain at least 0.2 mg vitamin B1 per 100 g carbohydrates

IDACE agrees with this criteria


Carbohydrate-electrolyte solutions See note 7
Note 7 – The SCF discusses carbohydrate-electrolyte solutions which are intended for rehydration.  However there exists on the market today a range of drinks produced to satisfy particular needs associated with intense muscular activity.  Interested parties have suggested that 3 electrolyte solutions should be included in the Directive:
	Carbohydrate-electrolyte solutions: designed to provide optimal hydration and carbohydrate energy before, during and after the expenditure of intense muscular effort.  It has been suggested that these products may provide energy between 80-350 kcal/l and contain 20-50 mmol sodium/litre.
	Low calorie carbohydrate-electrolyte solution: designed to provide optimal hydration before, during an after the expenditure of intense muscular effort.  It has been suggested that these products could provide a more limited amount of energy between 60-100 or 200 kcal/l and contain 20-50 mmol sodium/litre.
	Electrolyte solutions: designed to provide fluid and electrolytes for thirst quenching, general hydration and help to top up the electrolytes lost in sweat, before, during and after the expenditure of intense muscular effort.  It has been suggested that these could be energy free or have a minimum energy content of 60 kcal/l and contain 6.5-20 mmol sodium/litre.





IDACE requests that provision is made for drinks which have a lower energy and / or sodium content than the one described in the draft. IDACE fully supports provisions in Note 7.







IDACE favours a maximum level of 200kcal/l, as it is in line with the condition for the claims “low energy” laid down in the current “proposal for a Regulation on Nutrition And health Claims made on foods” (COM(2003) 424 final dated 16 July 2003.



2.  Products referred to in point (b) of Article 2 shall contain:

Energy: 	The energy content shall be at least 340 kJ/l (80 kcal/l) See note 8 and not greater than 1488 kJ/l (350 kcal/l) See note 9.

Note 8 – As indicated in note 7, it has been suggested that the minimum energy content of drinks should be lower to permit specially adapted drinks to be produced which promote hydration but which are not calorific for use by individuals who are being physically active to help reduce their weight or for individuals who need to maintain a relatively low body weight.  Certain interested parties have suggested that the electrolyte solutions might be energy free whilst others have proposed a minimum energy content of carbohydrate-electrolyte solutions of 60 kcal/l








Note 9 – It has been suggested that the maximum energy content should be up to 1100 kcal/l as the maximum of 350 kcal/l is too low for recovery drinks formulated for both energy provision and hydration.


Obesity and overweight are major issues across Europe and manufacturers have responded to consumer needs for drinks which promote hydration, but which are not "calorific".  As described in note 8, such drinks are used by individuals who are exercising to lose body weight, or who wish to maintain a relatively low body weight (e.g. athletes in weight control sports such as dancers, gymnasts, and the light-weight categories of martial arts, rowing etc.).  These low calorie drinks are specially designed to promote hydration and provide relatively low levels of carbohydrate and energy (up to 50g/L, 200kcal/L) plus sodium (150 - 1150mg/L). 

IDACE does not support the suggestion that electrolyte solutions might be energy-free, low-calorie electrolyte solutions (as described in point b) of note 7 need to contain minimum level of 60kcal/l of carbohydrate in order to ensure optimal hydration.


IDACE does not support the comments made in Note 9 and believes that the maximum of 350 kcal/l is sufficient for the intended purposes of the category “Carbohydrate-electrolyte solutions”.  As described in the SCF report, high carbohydrate concentrations can delay gastric emptying and thus the amount of fluid available for absorption and may result in gastrointestinal disturbance.  Drinks with a carbohydrate and energy intake higher than 350kcal/L are therefore not optimised for delivery of fluid to the body and are therefore not appropriate to be included in the category of carbohydrate-electrolyte / electrolyte solutions but  are covered by category “Carbohydrate-rich energy food products”. 


Carbohydrate:	Metabolisable carbohydrates shall provide at least 75 % of total energy. See note 10

Note 10 –There are some carbohydrate-electrolyte solutions that contain peptides, amino acids, or triglycerides and may contain less than 75 % of energy from metabolisable carbohydrates.  


IDACE supports this criterion.

Sodium:	The sodium content shall be at least 20 mmol/l (460 mg/l) as sodium ions (Na+) See note 11 and not greater than 50 mmol/l (1150 mg/l) as sodium ions (Na+).

Note 11 – The SCF report noted that carbohydrate electrolyte solutions should contain 460-1150 mg (20-50 mmol) sodium/l.  Interested parties have indicated that there are products on the market that are specially formulated for general hydration rather than optimal hydration and can help top up electrolytes lost in sweat.  Such products have a sodium content of 150-460 mg (6.5-20 mmol) sodium/l which interested parties have indicated will help avoid hyponatraemia.


As described in Note 11, IDACE supports the setting of a category of drinks intended for general hydration.  Such products already exist on the market and have a sodium content of 150 to 460 mg/L.


As described in Note 7, the total range of sodium level for all types of electrolyte solutions would then be 150 to 1150 mg sodium/l



Osmolality:	The osmolality shall be at least 200 mOsml/kg water and not greater than 330 mOsml/kg water.  See note 12

Note 12 – The Commission services has interpreted the SCF report comment on osmolalities of carbohydrate-electrolyte drinks as being an essential requirement.  The wording of the SCF report is not clear on this point and it states that carbohydrate electrolyte solutions “…may be formulated to cover a range of osmolalities between 200 and 330 mOsml/kg water.”.  It is not clear if the wording means that the stated range of osmolalities is an essential requirement for carbohydrate-electrolyte drinks or is optional.  
Interested parties have requested that the osmolality of electrolyte solutions should not be specified in the Directive.







IDACE requests that the specification for product osmolality for these products is removed.  Osmolality is not the key factor determining product efficacy and indeed the SCF report does not set out a need for a strict osmolality range for these products, merely stating that a beverage with an osmolality of 270 to 330 mOsmol/kg may be designated as isotonic. 



Protein concentrates 

3.  Products referred to in point (c) of Article 2 shall contain:

Protein content:    At least 70 % of dry matter shall be protein.

Protein quality:     The Net Protein Utilisation (NPU) The chemical index should be at least 80 70 % of that of casein. See note 13

Note 13 – In the SCF report on the revision of the essential composition of infant formulae and follow-on formulae it was proposed that protein quality should not be based on Net Protein Utilisation.  In the report it is proposed that protein quality should be based on the chemical index or amino acid score of a protein in comparison with a reference protein.










IDACE supports the use of the amino acid score (chemical index) to evaluate protein quality instead of NPU. (Further justification: ProtQuality)

If vitamin B6 is added the product shall contain at least 0.02 mg vitamin B6 per g protein.

IDACE agrees with this condition.
The addition of amino acids is permitted solely for the purpose of improving the nutritional value of the proteins and only in the proportions necessary for that purpose. See note 14


Note 14 – Interested parties have suggested that addition of amino acids should also be permitted for reasons other than improving the nutritional value of protein, for example for erogenic ergogenic and performance improving reasons.  In addition, they have indicated that in certain circumstances when carbohydrates are in short supply amino acids may be used as a source of energy and that some amino acids are used more heavily so some deficiency may occur.  It has been suggested that there should also be provision for the addition of dipeptides.
As described Note 14, addition of amino acids should be permitted for reasons other than improving the nutritional value of proteins.   Product containing amino acids for these reasons would fall under category (e) described in IDACE comments on Article 2.2 (Further justification: additionaa)

Spelling error


Protein enriched foods 

4. Products referred to in point (d) of Article 2 shall contain:
Protein content:  At least 25% of total energy shall be from protein. See note 15

Note 15 –The criteria of 25 % of energy from protein could mean that low calorie products that provide nutritionally insignificant amounts of protein could be described as a “protein enriched food”.  



IDACE agrees with this criterion.

Protein quality:   The Net Protein Utilisation (NPU) The chemical index should be at least 80 70 % of that of casein. See note 13 



IDACE support the use of the amino acid score (chemical index) to evaluate protein quality instead of NPU.  (Further justification: ProtQuality)

If vitamin B6 is added the product shall contain at least 0.02 mg vitamin B6 per g protein.


The addition of amino acids is permitted solely, for the purpose of improving the nutritional value of the proteins and only in the proportions necessary for that purpose. See note 14

As described Note 14, addition of amino acids should be permitted for reasons other than improving the nutritional value of proteins. (Further justification: additionaa)



04/158		ANNEX
	Bars and other carbohydrate rich energy foods
 Minimum level of CHA should be 65 %
As already stated, practical aspects should be taken into consideration when setting the threshold of CHO in carbohydrate rich energy foods, such as bars.  Indeed, the formulation of solid food products is dependent on the processes used in their manufacture.  In addition to carbohydrates, the various raw materials used in the manufacture contain proteins, lipids, fibres and minerals in such proportions that it would be almost impossible to reach the requested threshold of 75%.  

Due to these technological reasons IDACE believes a limit of 65 % of energy derived from CHO should be set for “Sports” bars (see below Table 1 describing these percentages in “Sports” bars on the European market).  Moreover, a limit of 65% would differentiate sports bars from normal bars which typically have less than 50% energy derived from CHO.

Table 1: % of energy derived from carbohydrate in sports bars in some European countries
Country
Sports Bar
Size
Energy
kcal
Carbohydrates (g)
% Energy 
from CHO
UK
Performance Energy Bar Mocha/Cappuccino
65g
231
42
72,7
 
Performance Energy Bar Malt Nut/Sesame
65g
231
42
72,7
 
Energy Bar citrus
65g
211
48,7
92,3
 
Sports Bar berry, choc coated
55g
205
38,6
75,3
 
Sports Nutrition mango/papaya
65g
213
42,8
80,4
 
Sports Nutrition chocolate/orange
65g
231
43,6
75,5
 
Energy Bar oat/banana
70g
253
45
71,1
 
Energy Bar fruit
70g
223
51,5
92,4
 
Energy Bar chocolate/orange
65g
260
47
72,3
 
High Energy Bar  for Sport
40g
171
28,4
66,4
 
Energy Bar Raspberry
40g
148
27
73,0
 
Energy Bar Apple
40g
159
26
65,4
 
Energy Bar Banana Yoghurt coated
55g
212
39,3
74,0
 
Energy Bar Banana Milk chocolate coated
55g
210
38,3
73,0
 
Energy Bar orange
55g
211
40,1
76,0
BeNeLux
High Energy Bar Banana or Fruit
40g
170
28,4
66,8
 
Energy bar Muesli
 
367
76
82,8
France
Long Energy Bar
65g
375
58,1
62,0
 
High energy bar
20g
438
67
61,2
 
Almond past multivitamin
25g
413
62
60,0
 
Almond / black currant bar
25g
414
65,6
63,4
 
Cereal Bar
23g
391
69,7
71,3
 
Fig Bar
30g
346
61,4
71,0
 
Almond bar
25g
413
62
60,0
 
Fruits and cereal bar
30g
370
75,2
81,3
 
Cereal Cake for hiking 
30g
366
62,2
68,0
 
High energy Bar Almonds & Cedrat
20g
81
12,1
59,8
 
High energy Bar Apricot & Cereals
20g
76
13,5
71,1
Spain
Strawberry bar



52,1
 
Energy burst



78,4
 
Energy bar



56,8
 
Mesotechs bars



66,7
 
Pro bar



74,0
 
Blow bar



60,5
 
High energy bar



66,3
 
Fast energy (almond bar)



60,9
 
Sport energy (cereal bar)



59,6
 
Nutrebar



75,0
 
Natural fruit bar



89,5


	Carbohydrate Content of Energy Drinks
	 Minimum limit of CHO should be 15%


The work of Maughan et al Vist GE  and Maughan RJ.  The Effect of Osmolality and Carbohydrate Content on the Rate of Gastric Emptying of Liquids in Man.  Journal of Physiology, 1995; 486 (2): 523-531 has demonstrated that a high carbohydrate solution will reduce the rate of fluid emptied from the stomach, in comparison with a low carbohydrate solution.
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However, the same work clearly shows that if the gastric emptying rate of carbohydrate is considered, a higher rate of carbohydrate is emptied from the stomach into the small intestine with a high carbohydrate solution that with a low carbohydrate solution.  This data is shown in Figure 1.

Figure 1: Gastric Emptying of Carbohydrate Maughan and Leiper 1990, in: Maughan RJ, Fluid and Electrolyte Loss and Replacement in Exercise, Journal of Sports Sciences, 1991;9:117 - 142


This leads to the conclusion that for the development of carbohydrate-electrolyte sports drinks, designed for optimal fluid replacement, a low to moderate carbohydrate concentration should be set, as reflected by the SCF recommendations that carbohydrate-electrolyte drinks should provide 80 to 350kcal per Litre Report of the Scientific Committee on Food on Composition and Specification of Foods intended to Meet the Expenditure of Intense Muscular Effort, Especially for Sportsmen.  SCF/CS/SPRT/5 Final 11 July 2000.

However, for the development of carbohydrate rich energy drinks, designed to supply carbohydrate energy (rather than fluid) quickly to the body, a high carbohydrate solution is more advantageous. 
The most frequent use of such drinks is after exercise, or sometimes in the preparation for exercise, but rarely during exercise.  In such resting conditions, the risk of upsetting the gut with a concentrated carbohydrate solution is greatly reduced compared to the gastrointestinal sensitivity sometimes experienced during exercise with such products so a concentration of 15% carbohydrate will not be a barrier to consumer use.

An additional point to substantiate our request that carbohydrate-rich energy drinks should have a minimum carbohydrate content of 15%, is to avoid consumer confusion between these specialist sports nutrition products and standard soft drinks and fruit juice.  Standard soft drinks and fruit juices commonly have a carbohydrate content of 10 to 12% (see Table 1).  Setting a minimum carbohydrate content of 15% for carbohydrate-rich energy drinks would ensure clear differentiation between different product categories.


	Table 2: Carbohydrate Content of Drinks
Product
Carbohydrate content
Soft Drinks
Coca Cola
10.4%

Pepsi Cola
10.9%

Dr Pepper
10.2%

Iron Bru
10.3%

7 Up
10.4%

Orangina
10.4%
Fruit Juice
Orange juice
10.7%

Apple juice
11.2%



	Glycaemic Index (GI)
	 GI should not be a criteria for carbohydrate sin sports foods


IDACE recommends that any future legislation on foods for intense physical activity should avoid the use of the term GI, and simply state that carbohydrate-rich energy products and carbohydrate-electrolyte drinks should be formulated with carbohydrates recognised as being readily metabolised.

In the SCF report [1], it was recommended that both carbohydrate-rich energy food products (Section 6.5, page 19) and carbohydrate-electrolyte solutions (Section 7.6, page 24) should be formulated with metabolisable carbohydrates characterised by a high glycaemic index.

As foods with a low glycaemic index (e.g. fruit juices, providing fructose) are frequently recommended for and used within the diet of physically active people and sports people, IDACE believes that for both categories of products, it is more appropriate to specify that the carbohydrate used should be defined as "metabolisable carbohydrate".


Standard nutrition texts define the glycaemic index as an in vivo measurement based on the glycaemic response to carbohydrate-containing foods, and allows foods to be ranked on the basis of the rate of digestion and absorption of the carbohydrates they contain [1]. To obtain a GI figure, the following equation is used [2]:

	3 hour glucose area (food)
Glycaemic Index = 	x 100
	3 hour glucose area (glucose or bread)

(Where 'glucose area' = the area under the three hour post parandial blood glucose curve.)

The use of glycaemic index as an indicator of the effect of the food on blood glucose levels has many practical issues and it is because of these issues that GI has not been more widely accepted and used by the scientific and nutrition community:

	Glycaemic index values are normalised to a reference amount of carbohydrate; they do not take into account the amount of carbohydrate in a food, which will also affect the potential rise in blood glucose levels following consumption of a food.
	The classification of foods according to their glycaemic index does not take into account the insulin response generated by ingesting the food. The insulin response has large effects on metabolism and regulates glucose disposal within the body. Although blood glucose and insulin responses are generally related, some foods may differ in insulin secretion whilst having similar glycaemic responses. This may affect the comparative metabolic effects of eating these foods.


	The glycaemic index of a food can vary with production process and preparation of a food. For example, the GI of mashed potato varies between freshly boiled, hot mashed potato, cold mashed potato and cooled and reheated potato.


	The GI of a food or single ingredient, such as a sugar, is measured on the sole consumption of the food / ingredient. When foods or ingredients are combined, the GI of the whole product or meal should ideally be measured to judge the effect on blood glucose levels. Simply looking at the GI of individual constituents will not necessarily give an accurate picture.



Most importantly, from a regulatory enforcement view, GI cannot be easily checked and assessed. As stated above, GI is an in vivo measurement, which has to be made in human volunteers. A simple laboratory measurement of the type of carbohydrates in a product is not necessarily an accurate reflection of the GI of a food.

	There is no standard definition of what GI figure is taken as representing either "high" or "low" GI foods. This again will make regulatory enforcement of any categorisation of products or ingredients difficult to agree with.
	Measuring GI in human volunteers is invasive and costly.


Use of the Glycaemic Index in sports products

The most appropriate type of carbohydrate to use in a carbohydrate-rich energy food product or a carbohydrate-electrolyte solution depends upon the intended role of the product and the claims made for it.
Whilst the SCF report [1] recommends the use of high GI carbohydrates in carbohydrate electrolyte drinks in their summary on page 24 of their report, they also state on page 21 that there may be some advantage to using a mixture of glucose and fructose.  Fructose, it is a metabolisable carbohydrate which can be utilised by the body to provide energy prior to, during and after exercise.  It has been shown that "fructose ingested before exercise was utilized at least as well as glucose, allowed a more stable glycaemia and did not modify performance" [4] and that "fructose and glucose are equal value in prolonging time to exhaustion in endurance cycling".  In addition, "ingested fructose before and during exercise provide a more constant supply of glucose to the working muscle which may be beneficial in reducing perceived exhaustion" [5].  More recently, it was confirmed that when supplying carbohydrate during exercise, a mixture of sugars (glucose and fructose) was more beneficial than glucose alone in terms of total exogenous carbohydrate oxidation [6].  However, fructose has a low GI and so its use would be unnecessarily limited under the current definition of metabolisable carbohydrate.
These recommendations therefore appear to be somewhat contradictory.
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	Measures of protein quality
	 Chemical index should be used instead of NPU


IDACE suggests:

	To use the amino acid pattern of casein expressed per 100 g protein as the reference. The chemical score (amino acid score, chemical index) of the protein used should be at least equal to 80 % of that of casein.


	To indicate that the amino acids in the sports foods should be bioavailable, and 


	As a result to rely upon generally accepted scientific data regarding the necessary quality of the protein(s) included in sports foods.


Introduction
In its report on the composition of sports foods [1], the SCF concluded that the protein source used for protein concentrates and protein enriched foods for sportsmen should have a minimal protein quality (NPU) level of 70 % or higher. However, the level of 70 % and the choice of NPU as the qualifying parameter for protein quality have not been justified.

The different measures of protein quality are outlined below. IDACE believes that a measure of the amino acid score (or the chemical score) of a product using casein as the reference protein and information available in the scientific literature on the quality of different protein sources is a more appropriate indicator of the protein quality for sports foods.

General remarks on protein quality and amino acid provisions
The amino acid requirements of humans have been, for many years, the subject of intensive discussions. In principle, the individual’s need for protein is based on its requirement for nitrogen and essential and conditionally (= semi-) essential amino acids. The amounts depend on the body weight of the individual and, as the energy requirement is also based on its body weight and energy expenditure, the protein requirement, and thus the amino acid requirements of an individual, can be expressed as per 100 kcal/day.

Whilst scientific discussions have not resulted in a clear consensus [2], it is for the time being, considered suitable to use the amino acid composition of casein as the reference for the protein quality of other foods. 

If legislation provides for the protein requirement, the types of proteins (fortified with amino acids as necessary) to be allowed in sports foods should deliver the individual (semi-) essential amino acids in an available form. This requires the individual to be able to efficiently hydrolyse intact or partially hydrolysed protein in the alimentary tract and to absorb and metabolise the resulting individual amino acids for optimal weight gain/muscle growth and development.

The ability of a protein to supply (semi-) essential amino acids in sufficient amounts to fulfil all the requirements for maintenance and growth is indicated as the quality of a protein. This quality is generally described in terms of protein efficiency ratio (PER), biologic value (BV), true digestibility (D), net protein utilisation (NPU), chemical score (chemical index or amino acid score) and nitrogen balance. Ideally, proteins to be used for sports foods should be evaluated in humans.

However, for obvious reasons, this evaluation is carried out in animals (mainly the rat, with casein as the reference protein) and seldom in humans.

The parameters PER, NPU and BV are the three mostly used to describe the quality of protein. However, in addition to the use of the rat as a model, each measure has other drawbacks. The amino acids required by the rat for growth and maintenance are not necessarily the same as for humans, and the requirements for the various essential amino acids are known to differ between the rat and man. Moreover, the quality of a protein for growth is not necessarily the same as for maintenance. Furthermore, the quality of a protein is also influenced by the heat and chemical treatment during processing. The amino acid score, or chemical score, has also been criticised, as, being an analytical methodology, it does not take into account the bioavailability of the amino acids. 

Also from the point of view of food law enforcement, parameters like PER and NPU are not very practical for controlling authorities.
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	Addition of amino acids
 Addition of amino acids should be allowed for another purpose than improving protein quality

IDACE believes that permission for the addition of amino acids and / or proteins, in quantities that are safe, provides opportunities for research in the view of improving sport foods. The Report of the Health Council of the Netherlands provides support for extra amino acid consumption. In conclusion, the addition of amino acids should be allowed, in particular, for the purpose of improving nutritional function, and not only to improve protein quality.


Justification for the addition of amino acids
During exercise, some protein breakdown will always occur. While the body has adequate supplies of carbohydrates, proteins and hence amino acids are not expended to any great extent. However, when carbohydrates are in short supply, for example, after an overnight fast, or when muscle glycogen stores are depleted, the body will use, next to fat, amino acids as a source of energy. Some amino acids are used more heavily than others, therefore some deficiency may occur.

Some groups of athletes may have increased requirements for protein, or a requirement to increase the protein density of their diet. Athletes who ingest low energy diets, will, in general, have low protein intakes, which may not compensate for the net nitrogen loss from the body. This will negatively influence synthesis processes and training adaptation. Athletes in this category include, among others, body builders, weight class athletes, gymnasts, ballet dancers and female long distance runners, and, under some circumstances, vegetarian athletes [1].

Safety of amino acid supplementation
The Health Council of the Netherlands Committee on amino acid supplementation [2] published a detailed report in 1999. It elected to present maximum acceptable levels for the addition of amino acids to foods, including dietary supplements. The Council adopted a general approach, using the quantity of amino acids present in the amount of protein for women recommended by the former Nutrition Council — now part of the Health Council — as a basis for setting maximum thresholds. The Council subsequently verified that, using this general approach, none of the values obtained for the various amino acids (except methionine) are known (within the limits of published research) to produce adverse health effects. The values recommended in this report for the maximum daily intake of amino acids via supplementation or food enrichment are listed below (Table 3).

In making its recommendations the Health Council did consider the 1992 report entitled ‘Safety of amino acids as dietary supplements’, which was published by the Federation of American Societies for Experimental Biology (FASEB)[3]. This report concluded that there was insufficient data available to evaluate the safety of amino acids as dietary supplements. There were some indications of adverse health effects associated with the use of individual amino acids, but it was not possible to identify a safe upper level of intake for any of the amino acids as dietary supplements. The Health Council endorses the conclusions of the FASEB report and, after examining recent literature on this subject, the Health Council found no information upon which to base additional conclusions. The Council, however, elected to present maximum acceptable levels for the addition of amino acids to food (including dietary supplements). The Council subsequently verified that, using their general approach, none of the values obtained for the various amino acids (except methionine) are known to produce adverse health effects, within the limits of published research. 

The levels apply to the general population. The Health Council states that the use of extra amino acids should be discouraged in pregnant or lactating women, children below the age of 13, patients suffering from metabolic disorders, those taking certain medicines (such as MAO –mono amino oxidase -inhibitors) and individuals on low-protein diets. 

The Health Council anticipated that the quantities listed can be consumed, in addition to the regular diet, without causing adverse health effects and recommended maximum quantities for extra amino acid consumption via supplementation or food enrichment [2]:

Table 3: Maximum acceptable levels for the addition of amino acids to food
Amino acid
Maximum (grams per day)

Maximum (grams per day)
Essential

non-essential

Histidine
1.2
Alanine
2.1
Isoleucine
2.9
Arginine
2.3
Leucine
5
Asparagine+ aspartic acid
4.4
Lysine
3.7
Citrulline
?
Methionine
not permitted
Cysteine
0.5
Phenylalanine
2.6
Glutamine
5.5
Threonine
2.3
Glutamic acid
5.1
Tryptophan
0.6
Glycine
2
Valine
3.1
Ornithine
?


Proline
4.5


Serine
3.3


Tyrosine
2.5
?: no maximum quantity can be specified

The Health Council states that an increased intake of the branched chain amino acid leucine relative to the branched chain amino acids isoleucine and valine can inhibit protein synthesis, therefore chronic supplementation with just this amino acid is not recommended. In addition, when supplementing with branched chain amino acids, a balanced combination is preferred rather than supplementing with only one of them.
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