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-ALTNROM 70/96
November 1969

FOURTH SLSSION OF THE -
CODEX POMM[TTLF ON I"O0ODS FOR SPEGIAL  DIETARY USFS '
Cologne. 3= November 1969 '

Introduction

1. The Codex Committee-on Foods for Special Dietary Uses held its Fourth Session
by courtesy of the Government of the Federal Republic of Germany from 3-7
November in Cologne. On behalf of the Federal Ministry of Youth, Family and
Health, Mrs. H. Merkel welcomed the participants and stressed the importance
of this Committee within the framework of the Codex Alimentarius Commission.
The Chairman of the Committee was Mr. ‘He P, Mollenhauer. Delegates and . ,
observers from 17 countries and observers from 7 international organlzatlonS‘
attended the meeting. " The Llst of" Partlclpants 1s attached as Appendix T
to this Report. -

Adoptlon of the Prov151onal Agenda and App01ntment ‘of Rapporteur

2. The Committee. de01ded to amend the prov181ona1 agenda sllghtly by considering
the three standards listed under Agenda Item 6, '"Proposed Draft Standards

for Foods for Infants and Children" (namely, (a) Infant formula, (b) Dry .
pre-cooked cereal for infants and (c¢) Canned baby food) before Agenda Item 4,
"Proposed Draft General Principles for Foods for Infants and Children,"

3. The Commlttee unanlmously elected Mr. L.M. Beacham of the U S. delegatlon to
- act as rapporteur of the meetln ' ,

Cooperation of the Internatlonal Union of Nutrltlonal 801ences (IUNS)gln the Uork
of the Committee

4. Prof. H. Gounelle de Pontanel informed the Committee that the International
Union of Nutritional Sciences had set up a Committee composed of medical experts
to give its views on the texts of standards prepared by the Codex Committee.
The Commlttee'expressed its appreciation of the help offered and agreed that
‘the draft standards elaborated by the Committee would be sent to. the IUNS for
comments in the course of the normal Procedure for the Elaboration of Codex -
Standards. ' The expert advice glven by IUNS would be taken into account when
rev1ew1ng the standards. S

. Proposed Draft Standard for Infant Formula (Mothers' Milk Substltute)
Document CPDF/69/7, September 1969) .

5._ After the delegate of the author country (U S. ) had made an 1ntroductory

statement on the above document, the Committee considered whether the requirements
of foods for infants and children should be contained in three separate standards
as proposed by the author country, or ‘whether one standard would be'sufficient. N

The Committee decided that the Standard for Infant Formula should cover those
foods which would -serve as a complete substitute for human milk in respect

of the nutritional requirements of infants. The Committee therefore decided
to delete the reference to partial substitution contained in the Scope section
‘of the standard, and also to delete references to normal milk. The Committee
noted that the title "Infant TFormula' might not be sufficiently clear and
1ﬂroed that this should be amended to read "infant Formula (Mothers' Mllk
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Substifute)" ‘In considefing the Déscrlptlon section of the sténdard the
Commitiee decided that the reference to the addition of carbohydrates should’
be deleted since the food covered by the standard was a complete and not

a partial substitute for human milk. The Committee agreed that the
- subsidiary definitions referring to "infant" and "calorie" should be retalned
~in thls sectlon. : o

ADurlng the dlscu351on of the section dealing with Essentlal Compos1t10n and

Quality Factors, the U.S. delegation informed the Committee that in the

"~ preparation of infant formula foods,protein sources such as meat, fish and
. S0ya beans were also used to meet the needs of infants suffering from milk
‘allergies. The Commitiee agreed that theseé raw materlals should be retained

as constituents of infant formula foods.

_Rega,rdlnb the 1nc1u51on of vitamins and minerals in infant formula foods,

several delegations were of the opinion that the vitamin and mineral contents .
of infant formula foods should be similar to those contained in human milk.

It was p01nted out that even the diet of breast-fed children ‘often needed to

be supplemented by vitamin D and iron, and that the requirements for. adding’
vitamins varied according %o regional, climatic and other conditions. The
Committee thought it would be necessary to express a range of minimum and

maximum amounts of added vitamins, especially foyx the liposoluble vitamins,

‘and minerals, rather than to state only a minimum amount. It was decided
1o ask governments to comment specifically on these ranges. ' The delegatlon
- of the U.3S. informed the Committee that the amounts appearing . in the

standard had been taken from recommendations of the Committee on Nutrition of o
the American Academy of Paediatrics. The Committee agreed to express vitamin A

- in accordance with the recommendation of a Joint FAO/WHO Expert -Group on
. Requirements of Vitamin A, Thiamine, Riboflavine and Niacin l/ in terms of

the nomenclature of the Internatlonal Union of Pure and Applied Chemlstry,

~‘ise. as retinol in mog for the vitamin A-Alcohol and as ‘beta—~carotene~

equivalents in mcg for all other compounds having vitamin A activity. The
Committee discussed. whether the vitamin content.should be expressed .in relation

to calories of the food as had been done in the draft standard or whether

they should be expressed in other ways, such as the daily needs of the infants,

in metric or other measurements (e.g. vitamin A expressed as I.U.). It was pointed

out that requirements for certain vitamins sometimes depend on regional conditions

(e.g. vitémin.D) and'thaf govérnment comments would be requéstéd on this matter.

Regardlng the quality of the proteln to be used in these products, some

delegations held the view that this should be related to whole-egg protein as .

- reference protein, as recommended by a Joint FAO/WPO Ixpert Group on Protein

Requirements. g/ The delegation of the U.S. informed the Committee that caseine

was used as a reference proteln for practical purposes.’ The Committee decided

Requirements of Vitamin A, Thlamlne, Rlboflav1ne and N1a01n. Report of a Joint

- FAO/WIO Expert Group. Rome, Italy, 6-17 September 1965. FAO, Rome, 1967.

(FAO Nutrition Meetings, Report Series No. 41 - WHO Technical Report Series
No. 362.) .

Protein Requirements; Report of a Joint FAO/WHO Expert Group, Geneva, 8—17 October

1963. - FAO, Rome, 1965. (FAO Nutrition Meetlngs, Report Series No. 37.)
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to add "whole-egg protein" and "cow's milk protein" as alternatives for’
"cageine" and. to include them in the standards in square brackets. The
Committee also decided to put the proposed figures — 1.8 grams and T0%

for protein quantity and quality-in square brackets, and to request
comments on the type of reference protein to be chosen and on the figures.
given, noting that the quality and the quantity of the proteins.tb be used
depended on the reference protein. As regards linoleates and total fat '
content of infant formula foods, some delegations thought that the figures
suggested were too low and would have to be reconsidered in the light of
government comments.

In considering the section dealing with Puriiy Requirementig, the Committee
was of the opinioan that those requirements dealing with meat, poultry and
other food derivatives of animal origin, including fish ingredients,
ghould be mentioned under the heading "Hygiene", Regarding the other

‘ . requirements, the Committee thought it preferable to list these in conformity

with the format-of Codex standards. In respect of Pesticide Residuesg,

the Committee considered that the levels permitted in infant formula foods.
should be lower than those acceptable for adults. It was recommended that
the Joint FAO/WHO Meeting on Pesticide Residues, with paediatricians in '
attendance, should examine the problem of pestlolde residues in’ foods for

_1nfants and children.

The Committee noted that the text of the standard as presented by the author
country contained a statement to the effect that infant formula foods

would have to be demonstrated as being safe and suitable for their intended
purposes by clinical tests. . After some discussion, the Committee decided
that it would not be necessary to include such a statement in the standard

and that the fact that the food would have to be suitable was already

contained in the Scope section of the standard. ‘A number of delegations
thought that a specific statement as to the suitability of such foods
established on the basis of clinical tests would be desirable.

The Committee slightly reworded the paragraph dealing WIuh the cons1stency
and particle sizec of infant formula food.

. The Fommlttee rccognlzed that the section deallnv with Iygiene Requlrements

refeérred principally to bacteriological purity rather than to the raw materlals
used during manufacture. The reference to heat treatment in this section
Uao sultably amended and transferred to the Description section of the

dard. At the suggestion of the delegation of the Federal Republic of
Germany the Committee decided to ask the Codex Committee on Food Uyglene to
prepare a Code of lygienic Practice for Foods for Infants and Children giving
it a certain priority. The delegation of the I'ederal Republic of Germany
offered to prepare a working paper on this subject and to provide figures
on bacteriological count and for toxic subsiances produced by micro-organisms
for discussion by this Committee (C(DP) at its next session.

The Committee reiterated its previous decision that the use of additives
ghould be restricted in foods for infants and children as compared to foods for



14,

150

16.

e

adults. It was pointed out that the ADI figures given. by the Joint FAO/WHO
Lxpert Committee on Food Additives related to the average adult population
and not to infants and children. It was decided that any additives to be

permitted in infant formula foods would be given in a positive list. The
U.S. delegation offered to prepare a first draft of such a list. The . 1

- . Committee understood that the  restriction on additives did not refer to

additions to increase the nutritive value of infant formula foods but only
to additives used for technological purposes. '

'The Committee decided to follow the provieions of the Recommended Genérai

Standard for the Labelling of Prepackaged Foods (document CAC/RS 1 (1969))
and- discussed those provisions of the General Standard which allowed -

' options to be exercised (section 3 - "Mandatory Labelling of Prepackaged

Foods")s The Committee decided that ingredients should be listed in

.descending order of proportion, but that in the case of vitamins and minerals each

of * these substances should be listed consecitively. The Committee noted that further
requirements in respect of 1ngred1ents also appeared among the spec1a1

additional provisions for 1abe111ng in the Standard for Infant Formula

(Mothers' Milk Substitute). :

. Several delegatlons con81dered it impoftant to stateion’the 1label, together

with the name of the food,whether the principal constituent was milk,
or whether milk was present only in small amounts, or not at all. The.
Swiss delegation considered that where an infant formula food was based

" principally on milk the name of the product appearing on the label should

carry an additional statement indicating that fact. In products not derived

from milk, a statement such as: ‘'contains no milk products’ would be

approprlate. The delegation of the Netherlands pointed out that the list of
ingredients already provided all the necessary information as regards the
composition of.infant formula. Moreover, since several of the common :
ingredients of original milk might not be present in all cases (e.g._electro—_
dialysed whey, caseine, lactose), it might be difficult tp determine when a
statement could be made to the effect that the product 4id or did not contain j
milk. Whilst the statement on the label "contains no milk products" might

be of use for a quick assessment by the paediatrician, a statement in the name

of the product "on milk basis" would require further quantitative delimitation.
The Committee decided to place the reference to milk content in square brackets

_and to draw this specifically to the attention of governments when requesting

comments.

»The Commlttee decided that the deolaratlon of net content of infant formula

foods should be expressed by weight, or by volume in the case of liquid products,
and that the country of origin of the product should be declared on the label
except when the produot was sold in the ccuntry or origin.

As regards the addltlonal specific labelling provisions for infant formula
foods the Committee noted that a label declaration was required for moisture,

' protein, fat, available carbohydrates, ash and crude fibre contents expressed
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" as percentage welght by welght or welght per unlt volume and that this 1nformat10n
- referred to the‘product ag sold. - .The Committee further noted that the statement
‘of the number of &vailable oalornes supplied by a specified quantity of the.

food as customarily or usually prepared for consumption referred to the product
after dilution as prescribed. The Committee decided to add to this statement,

" and subject to government comments, also a statement regarding the quantity

of proteln,fat, avallable carbohydrates,ash and crude flbre in the product after -
-dilution. l/m.

At the request of the delegatlon of Ghana, the Committee discussed the possibilities
of .special labelling which would indicate storage requirements in various climatic
zones. It was thought that storage instructions were particularly important for
foods for infants and children, although this was a problem of a general nature
relating to all foods. The Committee believed that when infant formula was

shipped to countries where special storage conditions were required, the necessary
information would: be contained in the commer01a1 documents accompanylng the

- product.’

A.numbef of delegations thought’that,dates of manﬁfacture 6r'expiration dates for
consumption should be declared on the label. ‘Other delegations pointed out that

 This information could be misleading since the quality of the product could be
~affected more by unsuitable storage or manufacturing conditions than by the .
‘duration of storage. -In respect of coding in lot identification for control

purposes, it was proposed that such coding should also indicate date of
manufacture and country of origin., ~“Most.of the delegates thought that this addi-
tional coded information was not necessary but decided to request comments from
governments on this point. .In respect of the distribution of infant formula,

the Committee decided that this product should be freely available not ‘only

where foods were sold but also through other channels, such as drugstores or
pharmacies without special licensing requirements. :

Thé Committee was informed that methods of énalysis'for determining moisture,

" total protein, fat, ash; crude fibre, minerals and vitamins were available in

the "Suggested Guidelines for Sampling’ Identification and Analytical Procedures

for Food" prepared by U.S. government. authorities. g/ The Committee thought that
this would be a useful document to be considered by the Codex Committee on

Methods of Analysis and Sampling. The chemical methods included in these Guidelines

_should be compared with the methods of analysis already being used in different

laboratories for foods for dietary uses, such as those of the Swiss"Lebensmittel-
buch" - Chapter 22 - Dietetic Foods. The delegation of France mentioned that

. certain determinations, such as vitamin determinations, would.be more difficult

to make in foods for dietary uses than in common foods. The delegation of the U.S.

._agreed to provide the members of the Codex Committee on Methods of Analysis with.
~the above—mentloned Guldellnes.» o :

©

Note by the Secretariat: The second paff'cf-péragraph 16 was re-edited by the

Secretariat to bring it into line with the provisions of the standard.

.Suggested Guidelines.for Sampling, Identification and Analytical Procedures for

Foods. Distributed by Nutrition Section, Office of International Research, Natlonal
Institute of Health, Bethesda, Maryland 20014, USA, November 1965. (Progect
supported by the Advanced Research PrOJects Agency (Proaect AGILE) undexr ARPA.

- Order No. 580.)
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The Committee agreed that methods of analysis should bedgveloped for nutrients

. such as amino-acids, including tryptophan, pantothenic acid, vitamin B , vitamin E,
.vitamin B.,, magnesium, copper, and certain carbohydrates, and also that '

biologicalamethods such as the quantitative determination of the utilizable

_protein, had to be submitted to the Codex Committee on Methods of Analysis and

Sampling for endorsement.

_When considering the calorie‘cdnvéfsiqﬂ fac%ofs_and the specific factors for

converting_nitrogen'into'protein, the Committee agreed to propose those used
for the preparation.of the most recent food composition tables, prepared by -

' FAO in collaboration with the Nutrition Program of the U.S. Department of .
‘Health,; BEducation and Welfare. R

The standard as revised is attached to this report as Appendix II. Points on
which government comments are specifically sought are placed in square brackets. -

- Proposed Draft Standard for Canned Baby Food (Document CCDFV69/9;Sgptember 1969)

23.

C 244 ‘
.. - .decided to make reference in the Scope section to heat processing. In the.
. 'section on 'Bssential Composition and Quality Factors" the Committee took the =
“view that it was sufficient to mention only food constituents of animal or plant
. -origin, -to which vitamins and minerals could be added, but that the addition
" of these substances would have to be carefully scrutinized with reference to

The Committee agreed tpconsiderjhe Standard for Canned Baby Food immediétely
following discussion on the Standard for Infant Formula since there were
certain similarities in thé two standards.  During the discussion - the question

. .arose as to whether there was a. need for such a standard, or whethér its provisions -
could not.eventually be covered by a General Standard for Foods for Infants
" and Children.. It was stressedthatthe General Principles' which were also on

the agenda of the meeting were not intended to become a standard. The Committee

decided that a separate standard for ¢anned Yaby Toods in liquid or semi-liquid

form was necessary to cover those foods which were required during the normal
infant's weaning period and for the progressive adaptation of infants and children
to ordinary food. One delegation stated that there were also available on the

. market'foods for;this-purposé which were in dry or semi-solid form.

‘Ih'ofdéf'to‘ciarify_thatythé'standard appliedvonly to canned foods the Committee

individual products. The list of optional ingredients was reduced to contain
only spices, salt and protein concentrates. . Governments were invited to state

..the'maximum‘amounte of salt which could be added to these products. In respect

of the consistency of the food, gome delegations suggested that the expression
"homogenized" should be used. IHowever, it was pointed out that this expression
referred in English-speaking countiries to a particular process of manufacture
which was not used for this food. The Committee agreed to: deal with the provi-
sions under the heading "Purity Requirements" in the same way as had been agreed
upon in the Standard for Infant Formula (Mothers' Milk Substitute). Some
delegaﬁioné thought there should be a provision to the effect that canned baby
food, when containing fish ingredients, should be practically free of pieces

. of bones.
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~ 25¢- In'view of the fact that the Standard for Canned Baby Food covered foodsin which
_there was a wide variety of major components or characterizing ingredients,
the Committee thought that the generic name 'canned baby food" would not be
appropriate .for use as a name of the product. In this connection, reference was
made to clause 3. l(a) of the Recommended General Standard for ths Labelling of
- Prepackaged IPoods (CAC/RS 1-1969) namely "that the name shall indicate the. true
nature of the food and normally be specifiec- -and_not generic", It was p01nted
out that canned baby food would be designated by the major components or
characterizing ingredients contained in the food, accompanied by suitable
word(s)’referring to the consistency of. the food or to its intended use. A
nunber of delegations did not agree with this concept and stated that, in their view,
"the name of.the food which was "canned baby food" should always be declared on the
-label. : » :

26, In view of the decision of the Committee, as stated in paragraph 24, that the
: addition of vitamins and mineral nutrients to the product should be scrutinized.
v_product by product, no firm decision as to the statement to appear on the label,
referring to vitamin. and mineral nutrients, could be made at this stage. = '
Governments were 1nv1ted to comment specifically on this matter.

27 - It was decided that the remaining sectlons of the standard concernlng "Packaglng"
"Distribution" and "Methods of Analysis and Samp;;ng" should be dealt with in the’
same way as had been done in the standard for Infant Formula (Mothers' Milk-
-Substltute) With regard to the section . on Weights and Measures. The Committee
decided that the minimum fill of contalner 'should be 85 for products weighing
less than 250 g (8 ozs.) and 90% for products weighing more than 250. g (8 o0zs.).

: 28, The standard as revised is attached to this report as Appendlx III. Points on whlch
government comments are spe01flcally ‘invited are placed in square brackets.

Proposed Draft Standard for Dry Pre-cooked Cereal Busks and Blscults for Infants and
Chlldren (Document CCDF/69/8-September 1969) '

29. " The Committee briefly examlned the above document and decided to amend this
' standard in conformity with the standard for ‘Infant Formula (Mothers' Milk
Substltute), as appropriate. The Committee considered that no provision was
necessary for a maximum fluoride concentration. The standard as revised is .
attached to this Report as Appendix IV. Points: on whlch government comments are
7spec1flcally 1nv1ted are placed in square brackets. ’

Status of Standard for Foods for Infants “and Chlldren

30. The Commlttee decided to advance the Standard for Infant Formula (Mothers' Milk
Substltute), the Standard for Canned Baby Food and the Standard for Dry Pre-cooked
" Cereal, Rusks and Biscuitg for Infanis and Children to Step 3 of the Procedure
for the Tlaboration of World-wide Standards.

) Feed Additives and Pesticide Reeidues in Foods for Infants and Children -

v31.. Durlng the session the U, S. delegation prov1ded three proposed positive list§.of food
addltlves for use in the Standards for Infant Formula Mothers' Mi Substitute), Canned
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Baby Food and Dry Pre-cooked Cereal, Rusks and Biscuits for Infants, and these

were distributed asb .Conference Room documents. (Please see paragraph 13 of
this report.) The Cémmittee did not consider the lists in detail at this
stage but decided to consider them as proposals, to attach them as Annexes to
the respective standards and to ask governments for comments. During a brief
perusal of the lists, reservations were made by several delegations against

.the inclusion of monosodium glutamate, artificial colours, caramel colour,

curing agents in meat, and zinc salts. With regard to the latter, the delegation
of the U.S. explained that these salts were used to make up deficiencies in soya-
based products.

In respect of the levels of pesticide residues permitted in the standards for
foods for infants and children, the Committee decided that it would itself
evaluate the recommendations of the Codex Committee on Pesticide Residues as
soon as they became available, with special reference to the need to have the
lowest possible residue levels in these foods.

Proposed Draft General Principles for Foods for Infants and Children

33.

34.

The Committee had before 1t Appendix II of document ALINCRM 69/26 containing the
above General Principles and document C(DF/69/5 - Synopsis of Government
Comments. Some delegations were of the opinion that the General Principles had

- served their purpose and that they were no longer necessary since individual

standards for foods for infants and children were being elaborated. The Committee

. decided to discuss the General Principles briefly in the light of government

comments received.

The Committee slightly amended the document and decided to hold it at its

present step (Step 3) of the Procedure until more individual standards for foods
for infants and children had become available. The Committee would then review

the need for the General Principles. It was not thought necessary to circulate

the document for further government comments. The Proposed Draft General Principles
for Foods for Tnfants and Children are attached to this Report as Appendix V.

Proposed Draft Standmrd for Special Dletary Foods with Low Sodium Content (1nclud1ng

Salt Substltutes)

35.

36,

The Committee had before it Appendlx IIT of ALINORM 69/26 containing the above
standard which had been sent out for comments at Step 3; a synopsis of government

~ comments - document CPDP/69/5,and Methods of Analysis and Sampling - document CCDF/69/6.

. During.the dlscu351on of the standard, it appeared that the standard did not only
- deal with special dietary foods with low sodium content but also’ ‘Contained

provisions for salt substitutes which were congidered to be foods per se. It
was therefore thought appropriate to amend the title of the standard accordingly.
Following a proposal by the Danish delegation, the Scope section of the standard
wag changed in order to clarify the fact that this standard would refer only to

. the special dietary purpose related to the godium content of the food and to salt

substltutes.

As suggested by a number of delegations, the Committee agreed that the follow1na
three requirements would have to be met in foods with low or very low sodium

contents. Low sodium dietetic foods are those:

O
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(a). ‘which have been processed without any addition of sodium ealts, -
(b) +the sodium-content of which is not more than one-half of that of the-
comparable normal product, , : S e
-and - : ‘

" (¢).. the sodium content of which is not more than 120 mg/¥00>g'of'the final

" product as normally consumed.

The same criteria were to .apply to foods with very low sodium.content except that-
the limit for sodium content was get at 40 mg/lOng; The: Committee was informed
that there were justifiable teohnqlogicél‘reasonS'for stipulating a reduction

of 50% of the sodium content. It was pointed out that the reduction of 505
referred to the final product as consumed. The delegation of Canada informed

the Committee that inthat country regulations concerning very low sodium foods

set a limit of 10 mg per serving. - o . '

Concerning. the composition of salt substitutes, it was decided that the limits
given for magnesium were related to the mass of the total cations present in -

the mixture and that the limits for choline referred to the salt substitute
mixture as such. It was not considered necessary to apply limits for the other
substances in the finished product since their use would be salf-limiting -
because of the taste of these substances. The Committee agreed to include
provisionally in the standard references to ammonium salts and salts of glutamic
and phosphoric acids. “l'he Committee agreed to add to the list salts of succinic
acid. The Committes also decided to include provisionally free succinic, free.
glutamic and free citric acids in the standards. France and the Federal Republdc
of Germany reserved their positions against the inclusion of a provigion in the
standard for ammonium salts, even provisionally. The Committee was informed

that the substances appearing in the list of saltsubstituteswould be submitted

to the Codex Committee on Food Additives for endorsement.

Regarding the 1abe11ing section of the standard, the Committee agreed that the

provisions of the Recommended International Standard for the Labelling of
Prepackaged Foods (CAC/RS 1-1969) would not apply directly to ‘this standard

‘but would apply only to the particular food concerned. ,  The Committee

considered the specific labelling provisions of the standard concerning the.

‘sodium content of the low sodium foods and agreed that mention on the label

of carbohydrates, proteins and fat in low sodium food would be optional

because this would be of interest in certain instances in the use of these .
foods. It was suggested that the use of a class name for salt substitutes in N
the labelling of foods produced with such salt substitutes would suffice., A

" pumber of delegations considered that the quantities of the cations should be "

‘declared. In view of the division of opinion on this pointy the Committee decided "

to leave the provisions in square brackets for further comments. The Committee
added a.paragraph for the labelling of salt substitute mixtures themselves to

the effect that all ingredients would be listed and the cations would be declared
on this product in percentage mass per mass (m/m). The Committee also considered
that it would be necessarv for this product to have provisions for anticaking
agents and was informed that the Codex Committee on Food Additives was presently
dealing with these substances. ‘Pending the establishment of such a list, the
Committee decided to add colloidal silica in the standard.
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'~40.._'The Commlttee expressed 1ts appreciation for the paper prepared by the - (T) ’
S Secretariat regarding methods of analysis for sodium and decided. to send.
“this document for examination and endorsement by thc Codex Committee on .
Methods of An&lys:s and oampllnu. o : L . , , ’ T

'5;41. The. Pommlttee de01ded to delete the reference from tho armfu standard to

' " the Guidelines for the Tlaboration of Codex Standards for ‘Foods for o -t
"8pecial Dietary Uses because thls standard only referred to the sodium -

'~ content of foods. L :

: 42, The Commlttee decided to advance the standard to- 'tep 5 of the Proccdure for
o submission to the Seventh Session of the Codex Alimentarius Comm1ss1on. The .~
standard as rcv1sed is attached to this report as Appendlx VI.V S

,  Proposed Draft Standard for Foodg for Use in a Uiet for-Diabetics

43. The Commlttee had before it documents CCDR/69/3 contalnlng the above
o standard and CC DB/68/6 - "Labelling of Special Foods Suitable for Dlabetlcs"

" 44. 'Aoome delegatlons were opposed to the elaboratlen of ‘such a standard because
' they maintained that no foods should be offered for sale as suitable for
diabetics.. There was some agreement that special provisions were needed for
“the labelling of these products but that the expression 'for dlabetlcs" gshould
..not be used. It was pointed out that there were various types of diabetes . and
‘that each type required a different diet whick should be. preéscribed by ‘a
medical practitioner. Other delegations who- favoured the’ standard thought that
~diabetics were in need of and used to special’ dietary foods of a compos1t10n
" which was suitable for their purpose and appropriately labelled. Attention i
was also drawn to the fact that a variety of these foods were on the market. ) <:)
~and that from the point of view of public health control it was desirable '
to have a standard which would include provisions for the composition and
presentation of these foods. Although the views of the delegations were : !
(-'d1v1ded the Committee decided to-send. the Proposed'Draft Standard for
. . Food for Use in a Diet for Dlabetlcs at Step 3 of the Procedure to governments
- for comments, after it had been editorially revised and recast in Codex Format. - {
.jThe standard, as revised, 1s attached to thls Report as Appendlx VII. (See
.nalso paravraph 49). ' s

45, " Durlng the meeting, a variety of prepackaged foods intended for use by persons.-
suffering from dlabeteq,and coming from various countries,were exhlblted and -
- - examined by the participants. o ' ‘
Cluten—Free Foods ‘ :

46. The Commlttee considered document CCDF/68/9 ="' Proposed Draft Standard for_
o Foods with Low Gluten Content', prepared by the delegation of the United |
Klngdom,.together‘w1th a Conference,Room document summarizing governments' 1
- comments on the standard. The Committee decided to.change the title of the
. standard to read: '"Proposed Draft Standard for Gluten-Free Foods", because
" “these produots were commonly knovn under the denomination ”gluten-free" _ The :
- Committee stressed the fact that certain foods in the ‘trade were based ‘on - ”glutcn— :
free" cereals and that others were made from cereals from which the gluten
‘had been removed. It was pointed out that the gluten extraction processes
did not allow abgolute frecdom from gluten for’the latter category of cereals. : ‘
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;COnsidering the difficulties dfﬁaccurately-determining.the-residhal gluten .
content in these processed. foods, the Committee saw no ‘possibility for setting~
'a maximum permissible level for gluten residue. It was concluded that the .. '
‘only possibility at this stage was to evaluate the residpal gluten content . ’
through clinical tests, and decided to introduce a definition based on .-

this consideration into the standard. . The delegation of France observed

. that medical practioners, when considering a food labelled as ngliten—-free"
- should: be informed whether or not it_kas“absolutely'free-from gluten. -

47, The_Committée'decidédfto introduce a ‘mandatory provision for the declaration.
. 'of the carbohydrate, protein and fat contents, and of the energy value into =
the standard. The delegations of Canada and Poland reserved their positions
" on this pointj they recognized that this declaration was desirable but thought- -
it should be optional. & .. . - R
48. ' The Committee decided ‘to circulate the amended Proposed Draft Standard for .
" Gluten—free Foods for comments at Step 3 of the Procedure.. The text of the: -
. standard appears as Appendix VIII to this Report. R oL

" Foods with Low Carbohydrate Content,(Caybohydrété€heduced Foods);. >  5-‘i

" 49. ' The Committee had before it document CCDF/69/4 - "Proposed Draft Standard -
... for Foods with Low Carboliydrate Content'(Carbohydrate'ReducediFOOds)";,“ R
document CCDF/68/10 - "Foods with Low Starch Content"; and CCDR/69/5 -
- Synopsis of (overnment Comments. ~The Committee decided.to base its S
discussions on document: CCDF/69/4 because: this had superseded the previous -
. draft on foods with low starch content. 'In a general discussion it-was ©
pointed out that this standard for Foods with Low.Carbohydrate Content -
-(CarbqhydratevReduced:Foods)ﬂcould possibly’ replace the standard for Foods.
suitable for a Diet for Diabetics.. After a full discussion of the contents
_.of the former standard, it was decided to gsend out. both standards at Step 3 .
-of the Procedure to governments for comments not only on the contents of the
. two standards but particularly on the question of whether both standards were
" needed, ‘whether éither of them was needed, or whether they could be combined
. into one standard. The delegation of the Federal Republic of Germany pointed
_dut- that the sole fact of low carbohydrate content was insufficient for making
_this food particularly suitable for diabetics because carbohydrates include

_ sucrose. Furthermore in a‘diethor'diaBefiés;fhottonlyrcanbohydrate'cpnten§>
but the fat content may also be of decisive importance.

50. - Concerning the individual sections of the standard for Foods with Low Carbohydrate
777" GContent {Carbohydrate Reduced Foods), the following amendments were suggested.
Tt was decided. to adapt the Scope section to that of the standards on Low Sodium
" Foods and Gluten-Free Foods. Concerning Composition, it was decided -that the.
. gtandard was only to refer to products| containing not more than 5 % by weight
- of the carbohydrate content of a comparable normal food, With reference to -
food additives, the majority of the Committee was in favour of having a positive
1ist . of the additives which were to . be used in these products. ‘This list would
be supplied at a later stage. At the request of the delegation of the Federal

' Republic of Germany, a clause was inserted in square brackets that the 1abe11ing>
“and presentation of the product should in né way imply that it was suitable for
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a diet for diabetics. It was p01nted out that although the carbohydrate content

‘was reduced it could still contain sucrosé and other carbohydrates whicl would'
".be harmful to diabetios. :

The Comniittee decided to circulate the amended Proposed Draft Standard for Foods
with Low Carbohydrate Content (Farbohydrate Reduced Foods) . for comments at

‘Step '3 of the Procedure. The text of the standard appears as Appendlx IX to thls

Report. (Please see also paragraph 44).

Body—Bulldinv Foods

52,

The Commlttee wasg 1nformed by the Chalrman that theSixthSe531on of the Codex‘.
Alimentarius Commission had noted (ALINORM 69/67, paragraph 112) that a magorlty
of this Committee had then expressed the opinion that. the subject of body

Lbulldlng foods should not be dealt with. The Committds decided that no further
‘work ,-should be" contemplated on this subJeot.» '

Pr_posed Draft Standard for Protein Concentrates for Human Consumptlon (Document CCDF/69/2)‘

: 53,

© 544

The above document, which had been prepared by - the. Nutrition Division, FAO,

. was introduced by a member of the Division. He drew the attention of the Commitiee

to the difficulty in establishing a single comprehensive standard for protein
concentrates derived from guch different sources as oilseeds, fish or single cell.
organismg. It was therefore proposed to have one individual standard for each
category of raw products. The FAO representative mentioned that FAO, WHO and

- UNICEF had been advised by their Joint Protein Advisory Group of the urgency of

undertaking such a gtudy and accordlngly a report on this matter. should be available

‘by- the end of }970._

The delegation of the Federal Republic of Germany had prepared substantial

- comments on the above-mentioned draft standard, aiming at widening the definition

and’ descrlptlon of protein concentrates; as well as introducing. the concept of
processed protein-rich foods, including those enriched by a single emino-acid. The -
Committee expressed its appreciation for the work done by the Federal Republic of
Germany and recommended that FAO and WHO should elaborate guidelines’ for protein

‘concentrates which are suitable for adding to foods for human consumption. It

was stressed. that prlorlty should be given to standards for existing or proposed
commercial foods enriched in protein. The delegation of the Federal Republic

‘of Germany accepted a request to prepare a draft stendard for consumer-packaged .

protein rich foods or for foods on the label of which special reference would be -
made to the protein content. The representatives of FAO and WHO indicated that
they were preparing specifications for raw protein concentrates which could be
made -available for the next session of the Committee for information. The
delegationg of Ghana and Switzerland agreed to furnish the delegation of ‘the
Federal Republic¢ of- Germany with information on the type and quantities of such
fooda_qffered for sale to the consumer.. . ,

Guidelines for the Elaboration of Codex Standarda for:Foods for Special Dietary Uses

The ‘Secretariat informed_the Committee of the decision of the Sixth Session of the |
Codex Alimentarius Commission on the Guidelines. These Guidelines and . the verbatim
~extract of the Report of the Commission appear in Appendix X of the Report.

Other Business

56. The.Secretariat mentioned to the Committee that-Sampling Plang for Prepackaged Foods

had been elaborated by thé Codex Committee on Processed Fruits and Vegetables
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R V(Document ALINORM 69/27) It was . p01nted out that these Sampllng Plans _v
would be applicable to quality factors of large lots of prepackaged foods and
- that the Committee should consider whether it was also appllcable to foods

for spec1al dletary uses,

'Durlng the d1scuss1on, it was pointed out that the prov151ons and criterla for
' foods for special dietary uses:as elaborated by this Committee could not be
v.'compared with ordlnary quality criteria. Attention was drawn to paragraph 183
- - of the Report of the Sixth Session of the Codex Alimentarius. Comm1891on,
- according to which the U.S. delegation, had offered to prepare a Sampling
.. -Plan which could be applled to criteria concernlng the health aspects. Thef-
- Committee decided not %o send out at this time the Sampling ' quns for
L government comments as to suitability for foods for speclal,d}etary uses but
"to walt for the new. Udu. document on this matter. . »

T':Ascorblc 301d in. splnach

58,

'The Secretarlat Ainformed the- Commlttee that the Jo1nt Group of Experts on inck
. Frozen Poods had referred to this Commlttee the problem of possible interaction
_of ascorbic acid and the nitrates in some qulck frozen foods such as spinach,__g
-especially in baby foods. Since the members of the Committee were not in'a .
" position to consider ‘this problem at such short: notlce, it was decided to .

1nclude this among the subJects on whlch comments were to be requested.

"Future work

59 -

. in view of the heavy work load for 1ts next meetings.

The Commlttee dec1ded not to ‘make any plans for further work at the present

+

- Date and place of the next gession

60.

”Concern1ng the date of the next seseion,llt'was stated that no date could be ’

fixed at present because ‘this would depend on the general timetable of all

. Codex meetings to be determined by the Codex Alimentarius Commission at its
. Seventh Session. - However, the next session should not be held before.
~October 1970 in order to allow enough time to prepare for the meeting. The

Chairman 1nd1cated that the place for the next sees1on would probably remain

N unchanged.-
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- Summary of Status of Work

Prepared.by'the Secretariat

'STANDARDS . -

2

6.

"7,

Proposed Draft Standard for pecial Dietary Foods with Low Sodium Content

Advanced to. Step 5 of the Procedure for eubm1551on to the Seventh Se581on f

‘ ;:Dry Pre—cooked Cereal Rusks and Blecults for Infants and Chlldren

Sz Foods with Low Carbohydrate Content. (Carbohydrate Reduced Foods)

-Proposed Draft Standards listed above advanced’ to Step 3 of the Procedure for

circulation to governments and interested international organizations

Propoeed Draft General Principlee for Foods fdr Infants aﬁd'Children'

Held at Step 3 and attached to the Report as- Appendlx v for 1nformatlon

Guidelines for proteln concentrates suitable for addlng to. foods - for human

,PAO ‘and W0 to prov1de information as per. paragraph 54 of the Report.

‘Guidelines for the Llaboratlon of Codex Standards for Foods for Speclal o
Dietary Uses. Attached to the Report as Appendix X for information and_
referonoe papers. o

1.
* . " {(including Salt Substitutes)
Append1x VI and paragraph 42 of the heport
of the Codex Allmentarlus GCommission
' 'vProposed Dratt Standards for
- Infant Formula (Mothers' Milk uubstltute)
T Appendlx II and: paragraph 30 of the Report
3. - Canned Baby Foods .
- Appendlx I1I and paragraph 30 of the Report
4
zAppendlx Iv and paragraph 30 of the Report
5; ; Foods for Use in a Diet. for Diabetics S0
S "Appendlx VII and paragraph 44 of the Report S
- Gluten—free Foods , o S
Appendlx VIII and paragraph 48 of the Report
Appendix IX and paragraph 51 of the Report
for comments.
B.  GENERAL PRINCIPLES AND GUIDELINES -
1.
as per paragraph 34 of the Report.
‘ consumptlon
3.
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. ASSIGNMENTSUNDERTAKEN BY AUTHOR COUNTRIES

ﬂgthodé'of'Analysis for:dqtermining moiéture, tdtal protein; fat, ash, crude
fibre, minerals and vitamins. The U.S. to provide the Codex Committee on

- Methods of Analysis with the "Suggested Guidelines for Sampling, Identification

and Analytical Procedures for Food" prepared by the Nutrition Program, U.S.

‘Department of Health, Education and Welfare (please see paragraph 19 of the

Consumer-packaged protein rich foods. Federal RepuBlio of Germany to prepare

‘a draft standard for this product., Chana and Switzerland to provide the

Federal Republic of Germany with information on the type and quantities of
such foods offered for sale to the consumer (please see paragraph 54 of the

- Code of Hygienic Practice for Foods for Infants and Children. Federal Republic

of Germany to prepare a working paper for the next session of the Codex

Committee on Foods for Special Dietary Uses (please see paragraph 12 of'the

Joint FAO/WHO Meeting on Pesticide Residues to examine the problem of
pesticide residues in foods for infants and children (please see paragraph 9

1.
Report).
2.
Report). -
3.
Report). =
' D. REFERRALS T0' OTHER COMMITTEES
1.
~-of the Report).
2.

Codex Committee on Food Hygiene to prepare a Code of Hygienic Practice for

"Foods. for Infants and Children on the basis of information to be.provided by
* the Codex Committee on Foods for Special Dietary Uses (please see paragraph 9

of the Report).
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PROPOSED DRAFT STANDARD FOR INFANT FORMULA &MOTHERq ‘MILK SUBSTITUTE)
(At Step 3 of the Procedure)

1. - SCOPE -

Infant Formula (Mothers' Milk Substitute) is the food_in liquid or powdered
form intended for use as a complete substitute for human milk in meeting
the normal nutritional requirements of infants. It may constitute the sole
‘ dietary intake of infants who are not breast-fed, or a maJor part of those
--.partlally breast—fed.

2. ‘lDESCRIPTION |
:2;i  Infant Formula (Mothers Mllk Substitute) when in 11qu1d form may be used

‘either directly or diluted with water before feedlng as approprlate. In
powdéered. form it requires water for preparation. . ‘

2.2 " The product shall be nutritionally adequate to promote normal growth and
‘development when used in accordance with its direction for use. '

2.3 The product is so processed by physical means only and so packaged as to
prevent bacterial spoilage under all normal conditions of handling, storage
and dlstrlbutlon. :

3. - DEFINITIONS

3.1  The term "infant" means a person nbtvmqre than 12 months of age. a
3.2 ' The term "calorie" means a kilocalorie or "large calorie'.
4, - ESSENTIAL COMPOSITION AND QUALITY FACTORS

 4 1 “Comgosltlon

f4.1 1 - Infant Formula (Mothers' Milk Substltute) ig a- product based on m11k of cows
" or other animals and/or on other edlble constltuents of animal, including
fish, or plant origin.

4.1.2 ' Infant Formula shall contain the following minimum and maximum levels of
vitamin, mineral, protein and fat per 100 calories of intake:
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Yitamins ' Minimum and Maximum Amounts
Per 100 available calories
_M_Ii_._llo Nlax.
Vitamin A expressed as T
- Retinol OR . 15 meg |
- p-Carotene OR ' 450 mcg
-"itamin- A 250. 1.U.
Vitamin D - o ' 40 I1.U.
Vitamin B ) 003 J.U,
Ascorbic ‘Acid (Vitamin C) - 8 mg
Thiamine (Vitamin B.) - 25 mog
Riboflavin (Vitamin B ) 60 mecg
Niacin : 800 mcg equlvalents *.
Vitamin B _ . 35 mcg
Folic AClé . 4 mcg
Pantothenic Acid ' 300 mcg
) -Vitamin‘B12 : ' ‘£1:}5 mcg
Minerals _ _ -Minimum and Maximum Amountg -
' per 100 available calories
"Calcium Ca —-30 mg -]
Phosphorus P : 25 mg
Magnesium Mg 6 mg
Iron . Fe 1 mg
Iodine 1 _ : 5 meg
Copper Gu : _ 60 mcg

' * 60 mcg L~ tryptophane is .considered to be equlvalent to 1 meg niacin.

4.1. 2 3

4.;.3ﬂ

4.4

4.5

- available calories.

. Protein (per 100 avallable calorles) ‘Not less than [°.8 g7.of protein of -
nutritional guality Las Protein Efficiency Rat10_7.equivalent_to that of Z;hole
ege proteln;% Lcow s milk prote157 Lcasein§7 or, of an amount and quality of
protein such that the_quality of the protein expressed as a fraction of that of
Lwhole egg prote127 Lcow s milk prote1§7 Lcase1n§7 multlplled by the gram
.weight of the protein per 100 calories, is_not less than /1.8 5/ and, -the
protein is of a quality not less than 170%7 of that of /whole egg proteln

Zaow 8 m11k protel_/ aseln_/ : v

. Fat and 11noleate (per 100 avallable calories)
' The produot ‘shall contain linoleate (1n the form of a [glycerlde) at a level

not less than /2%/, and fat at a level not less than 154/, of the total

Optional ingredients

The product may contain such added optional nutrients as proteins or amino
acids, protein hydrolysates, carbohydrates, ingredients supplying essential
fatty. acids,. and water.

Consistency and Particle Size

. When prepared according to the label directions for use, the product is free

of lumps and of large coarse particles and suitable for being fed through a
soft rubber or plastic nipple.
Purity Requirements

All ingredients, including optional ingredients, shall be clean, of good
quality, safe and suitable for ingestion by infanis. They shall conform with
their normal quality requirements, such as colour, flavour and odour.
Specific Prohibition

The product shall not be exposed to ionizing radlatlon.
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5.1 _Vitamlns and minerals in addition to those listed under 4 1 ? 1 and 4 1, 2 2 of

this standard may be added, if required, in order to prov1de nutrients v
~ordinarily found in human milk and to ensure that the formulatlon is sultable
i to serve as the sole source of nutrition of the infant. :

5.2 The food additlves which may be used in this product .are those whlch are llsted
" in Annex A to this standard. These additives are subgect to endorsement by
"the Codex Commlttee on Food Additives.

- 6e ‘PESTICIDE RFSIDUES

The. product ‘shall be prepared with special care under good manufacturlng
“practices, so that residues of those pesticides which may be required in the
production, storage or processing of the raw materials or the finished food

" do not remain, or, if technically unavoidable, are reduced to the extent.

. possible. Acceptable residue levels 'as established by the Codex Pommlttee on
Pesticide Residues may have to be lower. for Infant Formula {Mothers' Milk
Substltute) than for foods for adults.

Te HYGIENE
Tel The product shall be clean and free of poisonous or;deleterious substances

‘which may render it injurious to health. It shall be prepared, packed and
held under sanitary condltlons and comply with the Code of Hyglen1c Practice for
(:) . Foods for Dietary Uses. (To be prepared by the Codex Committee on Food Hygléne.)_/

Te2 - The 1ngred1ents of animal origin shall be obtained from live anlmals in good
‘ health, or from such animals as have been slaughtered and prepared according
to the Code “of Hygienic Practice for Meat.. (This code is being elaborated by

the Codex Comm1ttee on Meat and Meat Products.)

Te3 : F1sh ingredients shall be the products of edible species of fish obtained and
prepared according to the Codes of Hygienic Practice for Fish and Fishe
Products. (These codes are being elaborated by the Codex Committee on Flsh
and Flshery Products. )

8. _ PACKAGING

8.1 - :"The product shall be packed in contalners which will safeguard the hyglenlc
"~ . " and other qualities of the food. When in liquid form the product shall be
- packed in hermetlcally sealed contalners. B .

8.2 The contalners, 1no1ud1ng packaging materials shall be made only of substances

' " which are safe and suitable for their intended uses. Where the Codex Alimentarius .
Commission has established a standard for any such substance used as packaging
materials that standard shall apply. ‘

l _/ Note by the Secretariat: When the Code is available it may be necessary to 1nclude
o end product spe01flcat10ns in this paragraph.
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" The' product. should be freely available wherever foods are sold as well as |
‘from speciality stores and drug stores or pharmacies, without licensing

- requirementsnot imposed on foods generally, : ' - B
'LABELLING

‘Ihjaddition to Sections 1, 2, 4 and 6 of the Recommended International
‘General Standard for the Labelling of Prepackaged Foods . (CAC/RS-1 (1969))

the following specific provisions apply, subject to endorsement by the

" Codex Committee on Food Labelling.

‘The name of the food

The name of ‘the product shall be "Infant Formula (Mothers' Milk Substitute)" -
[ﬁaccompanied'by "on milk basis" or "contains no milk products" as -
appropriate. S : o ’

List of ingredients

A complete list of ingredients shall be declared on the label in deséending o

of these ingredients shall be listed in consecutive order.

- order of proportion except that in the case of vitamins and minerals each

‘The' specific and not the class name shall be declared for ingredients of
‘animal or plant origin and for food additives. ‘ . < ’

Déciarétion of mutritive value

The percent weight by weight or weight per unit volume of [—moisturq;7;
protein, fat, available carbohydrates, ash and crude fibre contained in
the food shall be declared on the label. o : -

A_statement of the number of‘aVéilable calories Z?énd the»quantity of

'L moisture_7, protein, fat, available carbohydrates, ash and crude fibqu7

supplied by a specified quantity of the food as customarily or usually
prepared for consumption shall appear on the label. o

A statement of the total quantity of each Vitamin and mineral as listed. -
in paragraphs 4.1.2.1 and 4.1.2.2 of this standard shall appear on the
label, o : -

A statement of the quantity of each vitamin and mineral added to the food

shall appear on the label. /1/

l/ Secretariaf Notet A provision regarding the declaration of‘vitamin and mineral

contents was included in the original draft ot the author countty. The Committee
briefly discussed this matter but a text was not agreed upon“ana did not

appear in the adopted draft version of the standard. The Secretariat has
therefore added paragraphs 10.3.3 and 10.3.4 above and placed them in square
brackéts for government comments. ‘
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) 'i-10.4" r:-'Net ~contents -

: ‘ The net contents of Infant Formula, (Mothers' M11k Substitute) foode ehall
- be declared by volume if it is in-l4quid form, or by weight if it is in
) _powdered form. The déclaration of. welght or volumé shall be made. in
s either the metric ("Systdme International" units) or in a system of .
.measurement as required by the country in whlch the food 18 sold, or
»-in both systems. l/ T . .

lQ.S:}i : Neme and addrese

V'The name and address of the manufacturer, paoker, dzetrlbutor, 1mporter,:t3
exporter or: vendor of the food shall be declared. s o

,l0@§§57- .Country of or1g1n A

" The country of. or1g1n of the food shall be declared unlees 1t is sold wlthin'f
- the, country of or1g1n, in wh1ch case the oountry need not be declared.

;16}71' f Lot identification

“_Each .container shall be: embossed or otherw1ee permanently marked in a code
. which identifies the manufacturer and the lot. [_The code shall alsoé

include the date of manufacture and the country of or1g1n._7

FRA
i

10,8 ;;f'Ut111zat10n information

(:) - _”ﬁ . - Directions as to the preparat1on and use of the food and its storage and
Tae ‘»keeplng after the conta1ner has been opéned shall appear on . the 1abel.

'_11;{79;':ﬂ;:METH0Ds oF ANALYSIS AND SAMPLING

.‘The methods of analysle ‘and sampling descrlbed hereunder are 1nternat10na1
- referee methods which are to be endoreed by the Codex Committee on Methode
~.of Analy51s and Sampllng.‘ L :

ila?f: ﬁﬁg Samp11ng

7;}Samp11ng shall be carried. out accordlng to the Sampling ‘Plans for Prepackaged
Foods, - ALINORM 69/27. S _ , .

T 1.3 V'TfMethods of Ana1y51s

-"[ Methods of Analysis and test procedures to be developed on the basis of ’
- - - the "Suggested Guidelines for Sampling, Identification and Analytical .
| S Procedures for Food" prepared by the U.S. authorities. Other mlcrobiological
ST .and blological methods to be developed._7;/ ' ST , , ,

;/, Secretariat Note: . During the adoption of this seotion it was pointed out that the '
! ”_avoirdupois system is only applicable to the expreselon of weight, but not of volume.

|- g/ Suggeeted CGuidelines for Sampling, Ident1fication and Analytical Procedures for Foods.
. s - Distributed by Nutrition Section, Office of International Research, National Institute
"~ of Health, Bethesda, Maryland 20014, USA, November 1965. (Project supported by the

L Advanced,Research Prujezis Agency (Progect AGILE) under ARPA Order No. 580) . v
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T - INFANT FORMULA (MOTHERS' MILK SUBSTITUTE) |

(Prelimznary tentative alphabetioal list of proposed additives and ‘additions)
Subjeot to endorsement by the -Codex Commlttee on Food Addltives

| Amino Acids
' Caloium Salts

Carrageenans

Copper in avallable forms

| Iron in available forms
Magnesium Salts ‘

| Malto Dextrine

Manganese Salts

~Mono and Dl—glycerides
Potassium Salts "
Sodium Ascorbate - .
‘Sodium Bicarbonate
Sodium Citrate

Sodium Phosphates
.Vitamins

Zinc Salts

— « ————

O
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PROPOSED DRAFT STANDARD FOR CANNED BABY FOODS
(At Step 3 of the Procedure)

SCOPE

-'Canned baby food is' a food in liquid or semi-liquid form intended for
~use during the normal infant's weaning period and for the progressive ’

adaptation of infants and children to ordinary food. - It does not.include"

_”Infant Formula {Mothers' Milk Substitute).

Canned baby food is so processed by heat before or after being sealed in the-

container as to prevent spoilage.

:DEFINITIONS

The term "1nfant" means a person not more than 12 months of age.

'The term "calorie" means a kilocalorie or '"large calorle"

ESSENTIAL COMPOSITION AND QUALITY FACTORS

fComposition

‘Canned baby food is a product prepared from the edible constituents of animal

including fish, or plant origin with or without the addltlon of milk and

‘mllk products.

',thional Ingredients

- gpices

- salt prercentage or range to be added;7

— protein concentrates suitable for human consumption

‘Consistency and Particle Size

Canned baby food is homogeneous or comminuted in the following forms:

(a) strained - food of a fairly uniform, small particle size which does not
require and does not encourage chewing before being swallowed,

,(b) junior - food.that. ordinarily contains particles of a size to encourage

chewing. by infants and children.

Purity Requirements

A1l ingredients, including optional 1ngred1ents, shall be clean, of good
i quallty, safe, and with excessive fibre removed where necessary. Fish
‘ingredients shall be practically free of pieces of bones.

Colour, Flavour and Odour

. The product shall have a colour, flavour and odour normal for its component

parts. It shall be free from objectionable flavours and odours.
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'3‘6', ' Specific’ Prohibition N
The product shall not be exposed to ionizing radiation. .
‘4.  FOOD ADDITIVES

- The food additiveS'[Including vitamins and minera1§7which-may be used in'ﬁhis ‘
product are those which are listed in Annex A to this standard. Thess.
additives are subject to endorsement by the Codex Committee on Food Additives.

5 . - PESTICIDE RESIDUES

The product shall be prepared with special care under good manufacturing
practices, so that residues of those pesticides which may be required in
the production, storage or processing of the raw materials or the finished
food do not remain, or, if technically unavoidable, are reduced to the
extent possible. Acceptable residue levels as established by the Codex
Committee on Pesticide Residues may have to be lower for Canned Baby
Foods than for foods for adults.

o. HYGIENE

6.1 ' The product shall be clean and free of poisonous or deleterious substances
' which may render it injurious to health. It shall be prepared, packed.
and held under sanitary conditions and comply with the Code of Hygienic .
Practice for Foods for Dietary Uses. (To be prepared by the Codex <:>
Committee on Food Hygiene.)l/

6.2 The ingredients of animal origin shall be obtained from live animals in

good health, or from such animals as have been slaughtered and prepared
according to the Code of Hygienic Practice for Meat. (This code is
being elaborated by the Codex Committee on Meat and Meat Products. )

‘ 6.3 . Fish ingredients shall be the products of edible species of fish obtained

and prepared according to the Codes of Hygienic Practice for Fish and
Fishery Products. (These codes are being elaborated by the Codex Commlttee
on Fish and Fishery Products. ) _

7. . PACKAGING

The product shall be packed in hermetlcally sealed containers which will
safeguard the hygienic and other qualities of the. food.

8. . WEIGHTS AND MEASURES
8.1 Fill of Can

The fill of can shall be 8%5% for products weighing less: than 250 g (8ozs)

and 90% for products weighing more than 250 g (8ozs) of the water capacity L

of the can measured at 20 C.

_/ Note by the Secretariat: When the Code is available it may be necessary to
1nclude end product specifications in this paragraph. <:>
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9. - DISIRIBUTION

_The product should be freely avallable wherever foods are sold as well as.
from speciality stores and drug stores or pharmac1es, w1thout llcen51ng
requlrements not imposed.on foode generally. S

0. LABELLING

In addltlon to Sections 1, 2, 4 and 6 of the Recommended Internatlonal .
General Standard for the Labelllng of Prepackaged Foods (CAC/RS-1{1969))
the following specific provisions apply; subject to endorsement by thev
vCodex Committee. on Food Labelllng. s - -

10,1 The name of the food

‘The name of the product shall be that of the magor component(s) or

' characterizing 1ngred1ent( ) accompanled by words suitable to indicate the
consistency or-intended use. The words '"canned ‘baby food" may also appear
on: thelabel. A R - L

10.2 Llst of ingredients

' 10.2,1' A complete list of 1ngred1ents shall be declared on the label. in descendlng
" order of proportion except that in the case of vitamins and m1nerals each
.of these. ingredients shall be listed in consecutive order.-

10;2.2_ The speclflc and not the class name shall be declared for: 1ngred1ents of
. animal or plant orlgln and for food additives.

'16.3 Net contents _ _
The net contents of Canned Babv Food shall be declared by volume if it is in
liguid form or by weightor volume if it is in semi-liquid form.The declaration of
weight or volume shall be made in either the metric ("Syst®me International" units)
or in a system of measurement as requlred by the country in which the food is.
sold, or in both systems. - ) - : :

[_10;4 - vDeclaratlon of nutritive value

10.4.1 A statement of the number of available calories and the perceﬁt weight by
' - weight or weight per unit volume of moisture, protein, fat, available
carbohydrates, ash’'and crude fibre contained in the food shall be declared

- on the 1abel

l.10;4-2 --A statement of the quant1ty of each vitamin and mineral present 1n the food
. shall appear on the 1abel._7

10.5 Name and address

The'nahe'and address of the manufacturer, packer, distributor, importer,
exportcr or'vendor of the food shall be declared.

1.6 . Fountrl of origin

The country of origin of the food shall be declared unless it is sold w1th1n
the country of origin, in which case the country need not be declared.
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Bach . oontalner shall be ‘embosged or«therw1se permanently marked - in a .

Utlllzation 1nformat10n

'Direotions as to the preparation and use of the food and its storage and

*keeplng after the contalner has been opened shall appear on the label.

';METHODS OF ANALYSIS AND SAMPLING

fThe methods of analysls and sampllng descrlbed hereunder are 1nternat10na1

referee methods which are to be endorsed by the Codex Commlttee on:

‘Methods of. Anq;ysis and Sampllng. N

fS pllng

1:

Sampllng shall be carrled out accordlng to the Sampllng Plans for Fi

'Prepackaged Foods, ALINDRM 69/27.

‘Methods of Analyels }J'-

[—Methods of Analysis and test prooedures to be developed on’ the bas;s of

The "Suggested Guidelines -for Sampllng, Identification and Analytical
- Procedures for Food' prepared by the U.S.. authorltles. Other’ mlcroblologlcal
and bxioglcal methods to be developed._7;/.*- : : s (:>

Fbodso

'Suggested Guidelines for Sampling, Identification and Analytical Procedures for . -

Dlstrlbuted by Nutrition Section, O0ffice of International Research, Natlonal

_ Institute of Health, Bethesda, Maryland 20014, USA, November 1965. (Project
supported’ by -the Advanced Research Progects Agencv (Progect AGILE) under ARPA

Order

No. 580 )
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CANNED  BABY FOODS

(Preliﬁinary tentative alphabetical list of pfoposed additives and addifions)
' Subjeot to endorsement by the Codex Committee on Food Additives

’ e . : lArtlflcial Flavours ' '
: § Ascorbic Acid (as ant10x1dant)
Available Iodine
‘Beta Carotene
Calcium Salts
‘Caramel
Carrageenans.
‘Citric Acid ,
Curlng Agents in meat as approved .
by the Codex - Commlttee on. Meats and Meat Products
Fumaric Acid
TR T .Gelatin. .
K e . Hydrolyzed Vegetable Prote1n
R . _ Iron in available forms
SR C | Modified Starch B
(:) . Monosodium Glutamate =~
Natural and Artificial ‘Colours
| Natural Flavours
Potassium Salts
Sodium Caseinate
Sodium Phosphates
.Spices
Vegetable Gums
Vitamins
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" PROPOSED. DRAFT STANDARD FOR DRY bRE-Coorcmb cEREAL. ,
" RUSKS AND BTSOUTTS FOR INFANTS ANWD CHILDREN
' (At Step 3 of the Procedure) o

i»SCOPE ._ R

-»Dry pre—cooked cereal, rusks and blscults for infants and children ars - .
. -foods intended to supplement human milk or Infant Formula - (Mothers' Milk
- Substitute) durlng the weaning period of normal 1nfants or to supplement g
;,the dlet of chlldren. ' . . : Lo R

.DL'SCRIPTION

.,_{QDrv pre-cooked cereal for 1nfants and ohildren is a. cereal graln-based foodv
- .~which, after cook1ng, ip dried or. baked to a low moisutre ‘ocontent and. then :

RN - - fragmented as 'to permit reconstitution with water, milk or Infant
. .. Formula (Mothers' Milk Suhstitute) SRR I

Jffg.éd’n‘zyﬁusks shd bisouits are cereal grain—based foods for infants and ohildrenv

‘produced by baking process, - . which may be used either. direotly or.

" after pulverization with the- addltion of water, m11k or Infant Formula .
~ (Mothers' Milk Substitute). The biscults may also be "mllk biscu1te"' based
-*VQprlmarlly on milk products. S MR T : oL PR

- _;DEFINITIONS

,:;.The term "1nfaﬂt" means a person not more than 12 months of age.

ffOThe term Fehlldren" means’ young chlldren from the age of more than 12 months
L and up ‘to the- age of three years.~.} ; . . - e o

BSSJNTIAL COMPOSITION AND OUALITY FAGTORS

fffﬁ"Comgosltlon . _ , e _
. Dry pre—cooked cereal, rusks and b1scu1ts are prepared prlmarily from one

" or.more flours: of cereals, such as wheat, rice, ‘barley, oat, maize and’ also .
", soybean (defatted of low fat).  Milk biscuits may consist prlmarily of whole

°° 'milk solids; or other solids of milk, W1th the addltion of one or ‘more: flours s
< er fractxons of cereal grains. L el S

'E’thional ingredlents o . . .
Qfﬁ-.prote1n concentrategsultable for human consumption (1nclud1ng am1no aoids)
3 other high proteln oontent 1ngredients PR L SR
oo = fruits® : . L L
.gjzé_nutritive sweeteners -
e malt
© = milk or milk produots
‘= fats and 01ls B :
- = bone meal ' '
= galt (1noluding iodized salt)

-:gpices.

o
. ]‘
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provisions of these standards. .

.Ingredients for which Codex standards exist shall comply with thé

Consistency and Particle Size

When ‘reconstituted according to the label directions for use, dry pre-
cooked cereal is of a soft, smooth texture, free of lumps and chewable
particles and is suitable for sgpoon feeding of infants and children. It

rdoes not require and does not encourage chewing before being swallowed.

Rusks and biscuits shall be of a consistency so as to permit and encourage
chewing. ' T ' S ‘ - o T

quritx;RequireMents

A11 ingredients, ihcluding.optional ingredients, shall be cieén,'safe,
suitable and of good quality. . : _ o : e

,‘6olour, flavour‘and odour

' The-products shall have a colour; flavour'and odour.normél'fof their
component parts. They shall be free of objectionable flavours and odours. -

N

Moisture content

‘The moisture content of the products shall be‘réduced to a level where
‘microorganisms cannot multiply. o

" Specific prohibition _

. The products shall not be exposed to ionizing rgdiation.

FOOD ADDITIVES

The food ‘additives /including vitamins and minerals/ which may be used in this
product are those which-are listed 'in Amnex A to this. standard. These.
additives are subject to endorsement by the Codex Committee on Food Additives.

PESTICIDE RESIDUES

The products shall be prepared with special ocare under good manufacturing
practices, so that residues of those pesticides which may.be required in
the production, storage or processing of the raw materials or the finished
food do not remain, or, if technically unavoidable, are reduced to the
extent possible. -Acceptable residue¢ levels as established by the Codex
Committee on Pesticide Residues may have to be lower for these products -
Than for foods for adults. :

"HYGIENE

The products shall be clean and free of poisonous or deleterious substances

" which may render them injurious to health: They shall be prepared, packed and

held under sanitary conditions and comply with the Code Of Hygienic Practice
‘for Foods for Dietary Uses (to be prepared by the Codex Committee on Food

Hygiene). 1/ o

' l/ Note by the Secretariat: ilhen this Code is available it may be necessary 1o include

end product specifications in this paragraph. :
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" PACKAGING

The producte shall be packed in contalners which will safeguard the hyglenic 5a'
and other qualities of the food. ' , v

The containers 1nclud1ng packaglng materials shall be made only of substances

which are safe and suitable for their intended uses. When the. Codex
Alimentarius Commission has established a standard for any such substance
used as packaglng materlals, that standard shall apply..

' DISTRIBUTION .

~The products should be freely avallable wherever foods are sold as well

as from speciality stores anddrug stores or pharmac1ee w1thout 11cen81ng
requirements not. 1mposed on foods genera]ly.vv :

WEIGHTS AND MEASURES

The container should be well'fllled.w1th ‘the product.  In the. case of:dry
pre—cooked cereal the contents when removed from and re-introduced 1nt0'
the container [Taccordlng to a standard method to be. outllned;z shall-

occupy not less than % of the total cubic volume of the container.
Zfercentage to be added. / ' : .
LABELLING

In addltlon to Sectlons 1, 2 4 and 6 of the Recommended Internatlonal o
General Standard for the Labelllng of Prepackaged Foods (CAC/RS~1(1969))

- the following specific provisions apply subject to endorsement by the

Codex Committee on Food’ Labelllng.

The name of the food

The name of the food shall be: "Dry Pre-Cooked Cereal for Infants (and/or
Children)", "Rusks for Infants (and/or Children)" or Biscuits (or "Milk -
Biscuits") for Infants {and/or Chlldren)" '

'List of ingredients

‘A complete list of ingredients ghall be.declared on the label in descending

order of proportion except that in the case of vitamins and minerals each of
these ingredients shall be listed in consecutive order.

The specific and not the class name shall be declared for 1ngred1ents of
animal or plant origin and for food addltlves. '

Net contents

The net contents shall be declared by weight except that when rusks and
biscuits for infants (and/or childreén) are usually sold by number a
declaration of count -may be made. The declaration of weight shall ‘be made
in either the metrio; ("Syeteme international™ units) or avoirdupois or both
gystems of- measurement as required by the country in which the food is sold. -
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[11.4 Declaration of nutritive value "

1l.4.1 A statement of the number of available:calories and the percent weight by
weight, or weight per unit volume of moisture, protein, fat, available.
carbohydrates, ash and crude fibre contained in.the food shall be declared -

on the label. ' : ‘

11.4.2 A statement of the quantity of each vitamin and mineral present‘in'the fdod
-shall appear on the label. / o : .

- 11.5 Name and address

The name and address of the manufacturer,fpacker, disfributor, importer,
exporter or vendor of the food shall be declared.

11.6 Country of origin' _ ‘
The country of origin of the food shall be declared unless it is sold
within the country of origin, in which case the country need not be
declared. ' ‘

- 11.7 Lot identification

_ Each container shall be embossed or otherwise permanently marked in a code . -
which identifies the manufacturer and the lot. [/ The code shall also
- include the date of manufacture and the country of origin.

11.8 Utilization information

Diiections as tovthe‘preparation and use of the food and its storage and
keeping after the container hae been opened shall appear on the label.

12. »METHODS OF ANALYSIS AND SAMPLING

12,1 The methods of analysis and sampling described hereunder are international
referee methods which are to be endorsed by the Codex Committee on Methods
of Analysis and Sampling, ‘ - ' :

12,2 Sampling |
“12.2;1 Sampling shalllbe carried out according to the Sampling'Plans for Prepackaged .
- - Foods, ALINORM 69/27. : L - ,

12.3  Methods of Analysis

[—Methodé of Analysis and test procedures to. be developed on the basis of
the "Suggested-Guidélines for Sampling, Identification and Analytical

Procedures for. Food" prepared by the U.S. aathorities. Other microblologicai
and biological methods to be developed._7l/ : '

;/ Suggested Guidelines for Sampling, Tdentification and Analytical Procedures for
Foods. Distributed by Nutrition Section, Office of International Research,
National Institute of Health, Bethesda, Maryland. 20014, USA, November 1965.
(Project supported by the Advanced Research Projects Agency (Project AGILE) under
.ARPA Order No. 580. : : '
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DRY PRE-COOKED CEREALS, RUSKS AND'BISCUITS FOR INFANTS AND CHILDREN -

(Preliminary tentative alphabetical list of proposed additives and additions)
Subject to endorsement by the Codex Committee on Faod Additives

- Amino Acids f' ..
‘Ammonium Blcarbonate R
Available Iodine P |
Calcium Salts ' !
Diasgtage
Glyceryl Monostearate
Iron in available forms
Lecithin - ’
Mono and Dl-glyoerldes
. Sodium Bicarbonate
Sodium Caseinate -
Sodium Phosphates .
Vitamins

e em——
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PROPOSED DRAFT GENERAL PRINCIPLES FOR FOONS FOR INFANTS AND CHILDREN *

(Héld at Step 3 of the Procedure and attached for reference and
information only)

. SCOPE

‘These General Principles should apply to all foods which are described

directly or by implication, by words or by pictures or other means, as
being foods which are suitable for feeding infants and children.

 DESCRIPTION

Definition v ‘

Foods for infants and children are intended to serve as food during the first
periods of life and for the progressive adaptation of the infant or child

to0 normal food. .

Subsidiary Definitions

" Infants in this context are children up to the age of 12 months

Children in this context are children from the age of more than 12 months

_ up to the age of three years.

ESSENTIAL COMPOSITION AND QUALITY FACTORS

Gomposition (to be amended as specific standards for foods for infants and

children become available)

The‘products concerned are based on the following categories or mixtures
thereof: ‘ ‘ ‘

- milk, milk products, milk constituents, vegetable protein, vegetable fat
or other suitable proteinaceous or fatty substances . '

_ - cereals, carbohydrates

- vegetables, fruit, meat, fish, eggs, cereal products

Purity Requirements

Foods intended for infants énd childreﬁ should meet the following reﬁuirements:

They should contain only wholesome ingredients, suitable and appropriate for
ingestion by infants and/or children.: :

Raw materials should conform with their normal quality requirements such as

colour and flavour.

% Thig text is a slightly revised version of the text appearing in ALINORM 69/26,
Appendix 1I, Report of the Third Session of the Codex Committee on Foods for
.gpecial Dietary Uses, October 1968. The Committee's dicussion ig recorded in
paragraphs 4 to 33 of ALINORM 69/26
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342.3 The finished produots should be practically free of residues from hormones and
antiblotlcs and pesticides.

“ 3.3 'Hyglene Requirements

3.3.1 Bacteriological Requirements. According té the Code of Hygienio Practice
for Foods for Infante and Children. (This code will be developed by the
Codex Committee on Food Hygiene.) :

3.3.2 'The ingredients of animal origin shall be obtained from live animals in good
‘ health, or from such animals as have been slaughtered and prepared according
to the Code of Hygienic Practice for Meat (This code is being elaborated
by the Codex Committee on Meat and Meat Products).

_3.3.3_ The Recommended International Code of Practice containing the General
Principles of Food Hygiene (CAC/RCP-1(1969) should apply; however, with
certain foods'for infants and children special requirements may be imposed.

3.4 Spéclf1c Prohibition
Foods intended for 1nfants and children shall not be exposed to 1on1z1ng
radiation., :

4.  FOOD ADDITIVES AND ADDITIONS

4.1 u'Suitable substances may be added for technological or special dietary

‘uses to the extent required for foods for infants and children.

4.2 With regard to type and quantity, the special food requirements of infants
and children should be taken into consideration. The additives should
not impair the bilogical utilization of the nutrients and should only be

" added in the minimum of the quantity required for obtalnlng the intended
effect.

'4g3v ‘The additives should be in conformity with the specifications of identity
and purity established by the Codex Alimentarius Commission. 4

I+ may sometimes be necessary to prescribe stricter specifications for
an additive which is to be used in foods covered by these "General
Principles".

E 434 Only those additives ‘may be used whlch are appended as posit1ve ligts to the
individual standards.

'4.5 : As a general rule, artificial colouring siubstances, chemical preservatlves
and artificial antioxidants should not be used.

5. LABELLING
5.1 ~ The appropriate provisions of the Recommended International General Standard

for the Labelling of Prepackaged Foods (CAC/RS-1(1969)) shall apply.

The following specific information, as appropriate, may also be given subgect
to endorsement by the Codex Committee on Food Labelling:
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the special dietary use the food is supposed to serve; the type or
purpose of product, e.g¢ ""strained", or "Junlor", etc.

Date of production in. olear or.code or time 11m1t for oonsumptlon, animitlng
date for guarantee_7, in cases where this provision is especially .

» warranted.

Content of carbohydrate, proteln, fat, accordlng to the type or speclflc
prupose of the. product. * .

Canrie content of the product.
The type and»quantity of the additions for special dietary-uses..
‘Declaration of the quantity contained in the case of mineral substances.

‘and/or vitamlns is only requlred where eesential for the dietary purpose.

Instructlons for use, 1nclud1ng 1nd1catlon of age group for whlch the
produot is intended. :

Reference should be made, where approprlate, 10 keeping quality and
storage condltlons after opening of the container..

'PACKAGING

Foods for infants and chlldren should be offered for sale in packages
_or containers which will safeguard the wholesomeness of the. product”
including its hygienic and gpecial dietary qualitye. :

DISTRIBUTION

: Foods for 1nfante and chlldren should be freely avallable “wherever foods

are sold as well as from speciality stores and drugstores or pharmac1ee
without licensing requlrements not imposed on foods generally.

METHODS OF ANALYSIS AND SAMPLING

The methods of analysis and sampling which will be elaborated for
" individual products are international referee methods' which are to be endorsed
by the Codex Commlttee on Methods of Analysis and Sampllng.

APPLICATION OF THE GENERAL GUIDFLINFS FOR FOODS FOR oPECIAL DIETARY USES

In addltion to the speclal prov181ons of these "General Principles for

. Poods for Infants and Children" the "General Guidelines on Foods for . -

Special Dletary Uses" should apply to all foods for infants and children.

* Tolerances for upper and lower limitas of content'to»be_establiehed.'
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PROPOSBD DRAFT STANDARD FOR SPECIAL DIETARY FOODS WITH LOW SODIUM LONTENT
. : " (INCLUDING SALT SUBSTITUTES) : .

(Advanced to. Step 5 of the Procedure for submisslon to the Seventh Sesslon
B : v of the Codex Allmentarlus Comm1sslon) - oo

5 P ifSCOPE

1_1.1_"Z'Th1s standard applies to foods which are represented, dlrectly or. indirectly or
e . by implication, as intended for special dietary uses by reason of thelr low T

'~sod1um content, and also include- salt substltutes.- . L

1.2 The: standard refers only to the spe01flc prov1s10ns related to the sp901al
- . dietary’ purpose for whlch these foods are 1ntended. : B s :

2. DESCRIPTION 3

2.1. 'Deflnltlon

Speclal dletary foods w1th low sodlum content are products whose speclal dletary
'vvalue results from the reduotlon, restr1ct10n, or removal or. sodlum.-- :

2,2;3 Subsldlary deflnltlons L o e

'Low—sodlum' d"very 1ow—sod1um' foods are foods conformlng to the respeotmve
provisions with regard to’ maximum sod1um content 1a1d down in. paragraphs 3.1 1.
and 3.1.2 of this standard. R :

3. e ESSENTIAL COMPOSITION AND QUALITY FACTORS

3.1 ‘ Spec1a1 dletary foods w1th low sodium content, excludlng salt substltutes

'-3.1.1 A speclal d1etary food w1th "low sodlum"‘oontent 1s a food

) (a)"whlch has been prooessed w1thout the addltlon of sodlum salts, A
" (b) the sodium content of which is ot sore than ‘one half of that of the '
' comparable normal product as consumed, - . -
- and x . - ' .'r: ) v
(¢) ‘the sodium content of which is net more than 120 mg/lOO g of the. flnal e

' produot as normally consumed.

- 3.1.2 A spe01al dletary food with "verx low sodium" content is a food in. oonformlty_WIth
3.1.1(a) and (b) above and the sodium content of which is not more than 40 L
’ mg/lOO g of the flnal product as .normally consumed. . oo v .
3.2 Salt ‘substitutes as such '

The oomposltlon of salt substltutes is as follows:'

3.2.1. The sodium content of salt substltutes shall be not more- than 120 mg/lOO g of
: the f1n1shed product. :
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3.2.2 _The following provisions in respect of salt substiﬁutes and their
specifications are subgect to_endorsement by the Codex Commlttee
~on Food Addltlves. ,

3.2.2.1 - Potagsium ‘sulphate; pota551um, 03101um )
S or / ammonium /salts of adipic, : )
)

:L glutamlq_/, carbonic,. succinic, -lactic, »'No-limitation_.

_hydrochlorlc, tartaric, . citric, acetlc, )
Z_phosphorlc_/a01ds. )
3.2.2.2 _Magne51um salte of adipic, / glutamlc_7, )  Mg++ to be not more than - 20% m/m
carbonic, citric, succinic, acetic, ) (mass per mass) of -the total
prhosphorlc_7, lactic,. hydrochloric or ) cations (¥+, Ca++, lMg++ and
. tartaric acids, mixed with other hgufree ) L NH i_7)present 1h tne
salt substitutes. T ) mixtire. .
3.2.2.3 -Chbllne'salts of acetic, .carbonic, ) The chollne content not to
: : lactic, hydrochloric, tartaric or ) . exceed 3% m/m of the total
citric acids, mixed with other choline- 3 “mixture.
free salt substitutes as listed in 3. 2 2

13.2.2.2 and 3.2.2.4.

3+2.2.4  TFree adipic,. / plutamlc_7 and citric | )-1 Yo limitationi’
acids .
3.2.3 . Anticaking agents: COlloldal 31llca - Not more than L 3 m/m_/
‘ k o of the final produot.
4. - LABVLLING '
i In addition to. the approprlate prOV1s1ons of the Recommended Internatlonal

General Standard for the Labelling of Prepackaged Foods (CAC/RS—1(1969))
relating to the particular food concerned, the following specific-
provisions for the labelling of special dietary foods with low sodium
content shall apply. These provisions are subject to endorsement of the
Codex Committee on Food Labellings '

4.2 . "Spec1al dletanzifoods with. low godium content, excludlng salt substltutes
' as such o v
4.2.1 The sodium content shall be declared on the label-to the nearest multiple

of 5 mg per 100 g and, in additioxn, per a specified serv1ng of the food
as normally consumed. :

4.2.2 The label shall bear the description "low-gsodium" or. "Verv 1ow—sod1um”
in accordance with paragraphs 3.1l.1 and 3.1.2 of this standard. L In
addition, the fact that no sodium salts have been added meyvbe declared.;7

4.2.3 The average carbohydrate, protein and fat content in 100 g of the product
as normally consumed, as well as the ca10r1e value may be declared on
~the label.
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 'Z-The fact that salt substltute(s) listed in paragraph 3.2 of thls -

standard have been added and the maximum amount of potassium, calcium, -
magnesium, Z-ammonlum_7 and choline expressed as mg cation per 100 g
of the food as normally consumed shall be declared on the 1abe1._7

' Selt substitutes as such

-The name;of the product is "galt substitute"

The amount of the' catlons (i.e. potasslum, calcium, magnesium,

Zfammon1um_7, and” dhollne)/lOO g m/m in the final product shall be declared

on the 1abe1.

METHODS OF ANALYSIS AND SAMPLING | R

The methods of analysis and sampllng described: hereunder are 1nternat10na1
referee methods which are to be endorsed by the Codex Committee on Methods
of Analysis and Sampling: - '

(a) Determination of sodium content:

(1) LINDNER K., and DWORSCHAK E, - Zeltschr. f Lebensm.
Unters. u Forsch. 131, p. 207-215 (1966) '
Flame photo metric " method for determination of potassium,
sodium, calcium and magnesium in foods (in German).

(ii) Centre technique de 1'Union interjudicale des industries frangalses
de bisuiterie, biscotterie, entremets, desserts 1nstantanés,
aliments diététiques et de régime. Dosage du sodium par voie

“humide. Méthode par photométrie de flamme.
~Bu11§t1n d'information technique, CTU, No. 1, Annexe 2 (25 September
1968

'(Both methods are included in document CCDF 69/6 September 1969)

(b) Determlnatlon of pota551um, ca1c1um, magneslum, Z~ammon1um_7 and

choline:
(i) 1in foods other than salt substitutes
(ii) in salt substitutes
‘.f,(To be developed.)
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_"ZPROPOSFD DRAPT STANDARD FCR FOODS FOR USE . IN A DIET FDR DIABETICS

© (At Step 3 of the Procedure)
(Fd1tor1allv rev1sed and recast by the. Secretarlat Rome)

SCOPE.

'l, This standard appllee to foods whlch”are represented, 'dlrectly .or'indirectly

or by implication as intended for use in a diet for'diabetics by reason of
their special composition and/’or phy51ca1, chemlcal blolovlcal or other,:.

.;bmod1flcat1on resultlng from processing.

DBSCRIPTION

,—.The comp051t10n of foods for use in a dlet for d1abetlcs ig based on the fact
" that the metabolism of carbohydrates, and, in ‘certain cases of -diabetes, the-
‘metabolism of fats is disturbed. . Therefore the intake of such' carbohydrates
‘as D-glucose, invert sugar, dlsacoharldes, starch and starch degradation
'r*products, and where necessary, the intake of fat’ shall be reduced to the
. necessary minimum. The calorie intake of such foods as agalnst comparable
" ‘normal foods (listed in Annex I) is reduced as far as possible. . Fructose,
-'and polyaloohols such as "Sorbitol, Mannitol -and Xylitol are considered as‘being

capable to replace sugars which would be harmful in a dlet for dlabetlcs._.

pVDSSBNTIAL COMPOSITION AND QUALITY FACTORS

'leltatlon of the content of-carbohydrates:

Bread, other baked foods, farlnaceous T Carbohydrates reduced by a

.foods 1nclud1ng noodles, ready—mlxed R minimum of 3/10 as against
“flours | o . o " comparable normal foods
,'Marmalades, jams, confltures, frult Not more than /-8 grammes per 100
. jellies. and fruit Julces » o 'grammeaJ7 of harmful sugars in the

food ready for consumption.

Frult preserves R g ' ' _ Not more~thah [—S'grammes per o
S ' 100 grammee;z of harmful sugars in
the food ready for_consumption.

Other foods o : SO ~ “Carbohydrates reduced by a minimumn
’ I of 1/2 as against comparable normal
foods. - .
Suyars

o

imhe add1t10n of the follow1ng sugars is not permltted' D-glucose, invert sugar, .
.dlsacharldes, glucose syrup.‘ . -
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32,7 The addition of fructose is permitted. -

3.3 Fat COntent

}f3.1 "~ The content of fat calories in foods for use in a diet for diabetics ahal

not exceed that of comparable normal foods.

3.3.2 . The content of fat‘calorles shall not exceed Z ....._/7 of the total calorie

content of the food for use in - a diet for diabetics read fo
r consumptio
with the exceptlon of chocolate_7 Y p o

4. _ - ADDITIVES
4.1 : Food add:tlves used for technological purposes are. llsted in Annex II.

(o be elaborated.)
4.2 Sweeteners |
4.2.1 - Sugar'replaciﬁg substances 1/ . . .
‘ - gorbitol '
Mannitol _
Xvlitol - - : '

4.2.1.1 The use of these substances in foods for use in a diet for diabetics

shall not increase the calorie value of the foods above that of comparable

normal foods.

4.2.2 Hon-nutritive sweeteners 2/

%qccharlne, sodium, potassium and calcium
L Uyclamate, sodlum, potassium and ca101um_/

Se CONTAKINANTS

5.1 Pesticide residue tolerances -
5.7 . Uthers

{To be elaborated.)

/. Atandards for these substances to bhe elaborated.

2/ Specifications and purity requirgments according to the_Joint»FAO/KHO Expert
. Commitites on Tood Additives. ' ’

1
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- HYGIENE

It is recommended that the products covered by the provisions of this standard
be prepared in accordance with the appropriate sections of the Recommended
Internatlonal Code of Practice containing the General Principles of Food

Hygiene (cAC/RCP 1-1989).
PACKAGING

Foods to which this standard apoliee, may be only offered for sale in
packages, except for foods which are offered for consumption on the premises.

' LABELLiNG'

In additlon to the appropriate provisions of the Recommended International

General Standard.for the Labelling of Prepackaged Foods (CAC/RS-1(1969))

8.6-4 o

relating to the food concerned the following specific provisions for the
labelling of foods for use in a diet of diabetics shall apply. These
provisions are subject to endorsement by the Codex Committee on-Food
Labelling.

Products which are represented directly, indirectly or by implicetion as
foods for use in a diet for diabetics shall conform to the provisions of this
standard. ' '

On the label of prodﬁcts $0 which this standard‘apbliee there shall'be eﬁ
indication that a diet of diabetics requlres the supervisxon of a medical
doctor.

Nothing on the label of products to which this standard applies shall infer
that the advice from a medical doctor is not needed._7

The terms "diabetes'" or "diabetic", also in combination with other words or

. pimilar expregsions on the label of these producte'shall not infer that by
“using these products a diabetic could be cured or increase ‘hig intake of

food (nutriments) or that his health condltlon could be 1mproved by 1ncreased '
consumption of these products. '

Products to which this standard appllesshallcarry the following declaratlons
on the label:

The content of carbohydrates, fat, protein and the total avallable calorie

_value per 100 g of the food ready for consumption.

The quantity of the food which has 51m11ar effect on the metabollsm of a

" diabetic person as 12 g of D—glucose (= 1 bread unlt)

The ‘quantity of fructose and the name and quantlty of the sugar replacing substances
ag listed in 4.2.1.
The name and guantity of non-nutritive sweeteners as listed in 4.2.2.

Sweeteners offered for sale as such

The names of sweeteners as listed under 4.2.1 and 4.2.2 shall be "sugar replacing
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substances" or "non-nutritive sweeteners" [—or "artificial sweeteners” /
or "sugar replacing substances containing non-nutritive L artificial /.
sweeteners", as appropriate,

The label shall indicate the quantity of fructose, the name and quantity
of sugar replacing substances as listed under 4.2.1 and the name [—and
-quantity;7 of non-nutritive sweeteners listed under 4,2.2.

In the case of sugar replacing substances listed in 4.2.1 and also in mixtures
with non-nutritive sweeteners as listed in 4.2.2, the available calorie value per
100 g shall be declared.

" Labelling prescriptlons for alcoholic beverages de31gned for use in a diet

for diabetics. (To be elaborated.)_7
The date of manufacture or the date after which the food may not be used._7
DISTRIBUTION

The product should be freely available wherever foods are sold as well as
from speciality stores and drug stores or pharmacies, without licensing

" requirements not impoged on foods generally.

METHODS OF ANALYSIS AND SAMPLING

(to be developed)
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Annex 1

ANNEX I

Normal foods which may also be manufaotured as "foods for use in a diet
for diabetios':

Bread and other baked foods

Farinaceous foods including noodles
Ready-mixed flours

Sugar- confectioneries, pastry

Chocolate _ : :
Marmelades, jams, confitures, fruit jellies
Fruit preserves

Soups including sweet soups

Custard powders

Soft drinks (non alcoholic)

Alcoholic beverages: beer, wines, sparkling wines
Ready-to-eat disheg

/ To be completed /

Normal foods which may not be manufactured as "foods for use in a diet
for diabetics'" nor claimed to be such:

Mineral waters
Tea surrogates
/" To be completed_7

ANNEX II

List of additives used for technological purposes. ZﬁTo be elaborated._7 _

«
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PROPOSED DRAFT STANDARD FOR GLUTEN-FREE FOODS.
(At Step 3 of the Procedure) .

SCOPE

This standard applies to foods which are represented directly or indirectly

~or by implication as intended for special dietary uses by reason of being

free from gluten.

The standard refers only to the.specific provisions related to the special
diqtary purpose for which these foods are intended. :

DEFINITION

For the purpose of this standard, gluten includes such protein fractions of
wheat, rye, barley and oats which are capable of causing gluten induced
enteropathies. _ . oo »

Gluten~free food is a food so described, containiﬁg wheat, rye, barley or
oat flour, from which the gluten has been extracted or in which ingredients

oat flour_normally’used in foods of that kind. -

not containing gluten have-been substituted for the wheat, rye, barley or

- For the purpose of this standard'ﬁgluténffzea" means,thatJthe gluten content,

if any, does not cause signs of intolerance when consumed by persons allergic to
gluten under clinical testing conditions. ‘ SR

ESSENTIAL COMPOSITION AND QUALITY FACTORS

"A low gluten food shall be based on or shall contain

(i) wheat, rye, barley or oat flour from which all gluten has, so far as is
practicable, been extracted, or

(ii) ingredients which do not contain gluten in substitution for what, rye, barley
or oat flour normally used in a food of that kind, or

(iii) any mixture of two or more such ingredients.

LABELLING

In addition to_fhe_éppfdpriate provisions of the Redommended Internatiohél
; ing of Prepa ed Foods (CAC/Rs-1(1969)) -

‘relating to. the particular food concerned, the following specific -

provisions for the labelling of gluten-free foods shall apply. These

provigions are subject to endorsement by the Codex Committee on Food Labelling.

The description of "gluten;free" shall be given in immediate.proximity to the
name of +the product. : :

' The label shall also bear an indication of (a) the carbohydrate, protein

and fat contents, and (b) calorie value of an average helping of a specified .
size or, where appropriate, of a unit (e.g. one biscuit) of the product.
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'V.A.gluten—freafood shall only be sold in a contalner."
B DISTRIBUTION‘

R'The produot should be freely avallable wherever foods are sold as well
_as from spe01a11ty stores and drug stores. or pharma01es, without
'lloens1ng requlrements not 1mpoeed ‘on foods generelly. A

-,rTEﬂWODS OF ANALYSIS AND SAMPLING

Methods for the determlnatlon of carbohydrate, pxoteln, fat and

;calorle content. Z To be developed.
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PROPOSED DRAFT STANDARD FOR FOODS WITH LOW CARBOHYDRATE'
o CONTENT (CARBOHYDRATE REDUCED FOODS)
.(At_step 3 of the Procedure)

1. - SCOPE

S 1 | ~ This standard applies to foods which are représented, dlrectly or indirectly or

.by implication as intended for speclal dletary uses by reason of their low-
' carbohydrate content. : .

l.2 The standard refers. only to the speclflc provisions related to the spe01a1
dietary purpose for which these fcods are intended.,

2¢ - DESCRIPTION
' Foods low in carbohydrate content are foods from whlch e con51derab1e proportlon

- of the carbohydrate content present in comparable normal foods.has been
removed or omitted. : :

3. ESSENTIAL COMPOSITION AND QUALITY FACTORS

A low carbohydrate food shall have -not more than '50% by welght of the
-carbohydrate content of a’ comparable normal food.

4. ADDITIVES

"4;1A_. Food additives used for technologlcal purposes are llsted 1n Annex I, (To be
- _elaborated.) : . : : : :
"4;2.' | Minerals and v1tam1ns in quantltles necessary to make up for 1osses caused by
"~ processing. . . : R
4.3 :Non-nutritive sweeteners f/

4.3.1 Saccharine,'sodium,_potassinmfand calcium -
o [Tbyclamate, sodium, potassium and calcium

5. ° . CONTAMINANTS -
5.1 Pesticide residue tolerances. (To be elaborated.)

'5.2° . Others.. (To be elaborated.) -

6.  HYGIENE

It is recommended that the products covered by this standard be prepared in
accordance with the appropriate sections of the General Principles of Food
&yglene of the Codex Alimentarius.

» _/v Specifications and purity requlrements accordlng to Joint PAO/WHO Expert Committee

on Food Additives.
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- LABELLING

In addition to the appropriate provisions of the Recommended International -
General Standard for the Labelling of Prepackaged Foods (CAC/RS.1(1969))

relating to the particular food concerned the following specific
provisions for the labelling of foods with low carbohydrate content o
(Carbohydrate reduced foods) shall apply. These provisionsg are subject
to endorsement by the Codex Committee on Food Labelling. . »

The description "low in carbohydrates" or similar descripticn ghall be
given in immediate:proximity to the common or usual name'of the product._7

Nothing in the labelling of the foods to which this standard applles shall
1mp1y that the adv1ce from a medlcal doctor is not needed._7

The label shall not contain anyudescrlptlon,-statement or picture which
is calculated to indicate directly or by ambiguity, omission or inference
that the food is an aid to slimming, unless the label also bears a clear,
legible and conspicuous statement to the effect that the food cannot aid.
slimming unless it forms part of a diet in which the total intake of
calories is controlled._7

The words''low carbohydrate content'", or other words having or implying a
similar meaning shall not be used to describe a foodstuff which in 1ts
normal form does not contain starch or carbohydrate. »

In the labelling or presentation of the product_there may be.mo implication
that it is suitable for the diet of diabetics._/ : -

Foods to which this standard applies shallcarry the follow1ng declaratlons

on the label:

The content of carbohydrates, fat, proteln and the total avallable calorle-

value per 100 g of the food ready for consumptlon.

In addition, the declaration of the total awvailable calorie.value may also
be given per average helping of a specified size, or where approprlate, per.
unit (e.g. one biscuit) of the product.

The names of the non—nutritive sweeteners used as listed in 4.3.

The names and quantities of vitamins and/or minerals used.

The date of manufacture or the date after which the food‘may~not be used._7

PACKAGING

" Foods which are covered by this standard shall not be sold except in a

container.,

O



10,

ALINORM 70/26
Appendix IX
page 3
DISTRIBUTION
The product should be freely évallable wherever'foods are sold as well. "

as from speciality stores and drug atores or pharmacies, w1thout
1lcens1ng requlrements not 1mposed on foods generally.,

.METHODS OF ANALYSIS ANDVSAMPLING

.'[-To be.glaborated._z o

ANNEX I

Llst ‘of Food. Addltives_'
~ (to be elaborated)
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Guidelines for the Elaboration of Codex Standards for

- Foods for Special Dietary Uses

(Included for information and reference purposes) 1/

I. PREAMBLE

1.

3

5.

Scientific and technical progress and an improved standard of living have

- provided conditionsg under which products, suitable for correct special

dietary use, can be developed. Regulations concerning foods for special -
dietary uses are, both internationally and regionally within Europe, at
varying stages of development and it is for this reason that legislation -
in the field of foods for special dietary uses must be coordinated-
according to international criteria. '

"In the élaboration of world-wide standards it would be appropriate in view.

of varying dietary customs to consider also regional conditions.

The principle should be applied that foods for special dietary uses,
including foods for infants and children, which are not medicines but =
by reason of their composition and character especially appropriate to
meet the nutritive requirements resulting from special physiological
conditions.

Foods for special dietary uses should, as a general rule, comply with
the provisions of national legislation for comparable ordinary foods;
where Codex~Standards for such foods already exist, these standards
should be followed except for such variations as are‘'laid. down by Codex
Standards for foods for special dietary uses. .

Foods for special dietary uses should be freely available wherever foods
are sold and without licensing requirement not imposed on foods generally.

II. DESCRIPTION

1.

Definition

Foods for special dietary uses are those foods which are distinguished

from ordinary foods by their special composition and/or by their physical
chemical, biological or other modification resulting from processing. '
For this reason they meet the particular nutritive need of persons whose
normal processes of assimilation or metabolism are modified or for whom -
a particular effect is to be obtained by a chntrolled intake of foods. They
are foods and not medicines.

\

" l/, Fxtract from the Report of the 6th Session of the Codex-Alimentarius Commigsion

(4-14 March 1969, Geneva, document ALINORM 63/67, paragraph 113): "The Commission
also examined the Guidelines for the Flaboration of Codex Standards: for Foods for

» Special Dietary Uses (ALTNORM 69/48) and agreed that they were suitable as

Guidelines for the Committee. It was also agreed that when reference to . appropriate
(::} sections of these Guidelines was made in standards, this should be done by quoting
such sections in extenso. ' '
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2. Categories of foods for special dietary"usés ' o . a YT
The follow1ng groups represent examples of foods for speclal dletary ' ‘.

uses as defined under 1. above. . _ v - .

A.j/ Foods which meet the special nutrltlve physlclognal needs of. healthy

perlons, such

i) Foods
ii) Foods
iii) Foods
iv) Foods

ags

for 1nfants and children :

for pregnant and breast- feedlng women

for the aged o
supplying supplementary nutrients including foods for _
special diets required by intensive phy51cal exertion or spe01a1.
environmental condltlons.

B. Foods for persons suffering~from abnormal physilogicalvconditions, su¢h as:

a) Foods with low sodium content including salt substltutes

b) Foods with low gluten content ‘

c) Foods with low content of certain amino acids

d) Foods with low calorie content

e Foods with high calorie content

£ - Foods with low fat content

g) Foods with low carbohydrate content -

h) Foods with low protein content ’ .
i) Foods with high protein content : <:>
i) Hypoallergenic foods.

LABELLING AND CLAIMS

The provisions of the Recommended International General Standard for the Labelling
of Prepackaged Foods (CAC/RS 1-1969) together with the following provisions for
the labelling of foods for special dietary uses and subject to endorsement by

the Codex Committee on Food Labelling:

a) The labelling of a food for special dietary use should include:

i) the dietetic purpose it is supposed to serve whére'appropriate
" and according to the respective. provisions 'in the individual
standards,
ii) an indication of the suitability of any food offered for a spe01a1
- dietary purpose.

'b) Only those foods should be designated with the terms "special dietary",
or words conveying the same mean1ng, which correspond to the deflnltlon
in these guidelines. :

The Codex Committee on_Foods for Special Dietary Uses at its 2nd=Sbssion (6-10 : -
November 1967, Freiburgfreisgan document ALLNORM 68/26}-agreeéd that foods to which

components are added or- subtracted are not necessarily foods for dietary uses unless

such addition or subtraction serves a sp901al dietary purpose and is so stated *

on the label,
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DISTRIBUTION OF FOODS FOR SPECIAL DIETARY USES

Foods for special dietary uses should only be distributed in packages or

containers with the exception of meat and cheese products when distributed
to the ultimate consumer, and products which are to be consumed on the
premises. This exception does not affect the labelling provisions.




