
COMMISSION OF THE EUROPEAN COMMUNITIES 

COM(92) 547 final - SYN 376 

Brusse Is. 10 December 1992 

Amended proposal for a 

COUNCIL DIRECTIVE 

on the hygiene of foodstuffs 

(presented by the Commission pursuant to Article 149(3) 
of the EEC-Treaty) 

Barbara
Rectangle

Barbara
Sticky Note
Completed set by Barbara

Barbara
Rectangle

Barbara
Sticky Note
Completed set by Barbara



I 
. I -· 

1 . 

- 2 -

Explanatory memorandum 

This proposal Introduces wholly or partly those amendments voted on .. ._, ' 

29 October 1991 by the European Parliament which. the Commission, 

subject to changes ~n drafting, can accept. 

The table below summarizes-the content of the amendments and. the. 

Commission's commer.t on them. 
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Paramount concern protection human health 

Ecluslon of primary production and Introduction of preparation 
stage 

Hygiene requirement for products exported to third countries 

Elaborates HACCP Principles 

Relationship with more specific Community rules 

Extension of Community •lcroblologlcal crltrla to other criteria 

Makes reference of docu.ents of good hygiene practice to Codex 
Allmentarlus obligatory 

Makes documents of good hygiene practice binding 

Precedence of public health over legitimate rlghta of food buelnessee 

Indlcatee that a high level of eafety Ia the reason why the 
Commlselon neede to be aware of the competent authorltlea In the 
Member States 

Need for Community atandarde for education and training for workers 
In the food Industry 

Directive eupplemente and overrides more specific Community rules 

Consolidation of .are epeclflc Community rulee In thle Directive 

Exclusion of primary production and Introduction of preparatory 
stage 

Define •food bualnese• ~re clearly 

Introduces preparation etage to the scope of the Directive 

Introduces procese safety and· extends use of HAOCP to similar systems 

Keeping of adequate documentation by food businesses for the purpose 
of facilitating enforcment 

Makes rules of the Annex subject to the nature of the foodstuff 
Involved 
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Increase of clearness -with editorial 
changes 
In line with Commission policy 

Increase of clearness with editorial 
changes 

Superfluous 

Commission con accept to Include criteria 
for temperature control but no others 

With editorial changes 

It Ia essential that these documents ore 
voluntary 

Does not make sense 

Stands to reason 

Commission wtil corry out feasibility 
study on this. subject 

cOmmleelon will study relationship and If 
necessary make proposals 

Superfluous 

Increase of clearness with editorial 
changes 

With editorial changes 

Increase of clearness with editorial 
changes · 

Flret.part outside scope- second part 
wl. th edIt or I o I changes 

Requirement Ia unreasonable and subject to fraude 

Escape possibilities too many 
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See amendment 6 

Changes the basts of the documents of good hygiene practice 

Requires compliance with EN 29000 standards 

Requires competent authorities to be ·government (ICcredlted 

Requires certain frequency of Inspection .for all food businesses 

Article 8 · I 28 Requires closure of the undertaking until food produced Ia deemed 
by the competent authorities to satisfy the requirement• of the 
Directive 

Article 9 I 29 Gives the undertaking th~ right to compensation If on appeal It Ia 
found that Incorrect action has been enforced 

Artlclo 9 L 30, 31 Obl'lges Member Stots to report to the Commission annually on levels 
of compliance 

Article 18 

Art'lcle 18 
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Annex -
Chapter I 

Annex -
Chapter I 

Annex -
Chapter I 

Annex-
Chapter I 

Annex-
Chapter. I 

:'~nex-
Chapter II 

Ann'ex-
Chapter II 
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32 Asks Commission to undertake study on Community wide atandarde for 
education and training of food handler• 

33 Modlftcatlon·of the Committee procedure- of Directive 87/379/EEC 

34 

35 

Safety clause on Imported foodstuff• from third countrlee 

Refera·to health and safety of the workera· 

36 I Extends ocope of this paragraph 

37 I Location and number of lovatorlee and washbasins 

38 I · Requires temperature controlled runn.lng wafer 

.~ :: 

39 I Introduces tmperoture requirements for perishable foodstuffe 

·.a I Requirements for storage 

41 I Floors must be able to be kept clean and mode of non-slip materials 

,, ........ "'-.., 
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CQi.9.4ENT 

Commission will redraft this article 
completely 

Too demanding 

Thle Directive Is not the right place for 
such on amendment 

Thle Directive Is not the right place for 
such on amendment 

Unnecessary may contravene with product 
llobl llty rules 

Seems fair 

Superfluous, le already foreseen under 
art.14 of Directive 89/397/EEC on the 
official control of foodstuffs 

Commleslon needs more time than proposed 
2 year• with editorial changes 

Thle Directive le not the right place to 
~~ 

Thle directive Is not the right place 
to~ eo 

Water.ond materials ore acceptable rest 
not 

Improvee scope, portly unnecessary with 
editorial changes 

Either superfluous or Inadequate 

Adequately covered with new article 4 

Too demanding 

First part acceptable with .editorial 
changes, second port not because this 
Directive Is not the right place for it. 
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Annex 
Chapter II 
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Chapter II 
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Chapter II 
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Chapter Ill 
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Annex 
Chapter IV 
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Chapter v 
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42 

43 

44 

45 

46 

47 

48 

49 

50 

51 

52 

53 

::54 

.55 

CONTENT 

Walls must be easy to clean and disinfect and maintained ln.sound 
condition 

Requirements on overhead fixtures and prevention of Infestation 

Accumulation of pathogenic micro-organisms and food debris 

Requires temperature controlled running water 

Potable water only for sinks designated for washing of foodstuffs 

Requires seperate hand and food washing facilities 

Articles, fittings and equipment must be readily cleanable 

Removes escape-clause and covers also design of equipment 

Provisions for prefabricated kitchens 

Food waste and refuse In closable containers 

Refuse to be removed by specialized undertakings 

Potable water only for washing of foodstuffs, 
preparation and handling 

Detailed requirements for personal hygiene of foodhandllng 

Adequate supervision on persons suffering from a disease 

ACCEPT I eot.t.tENT 
Y/N 

y I Improves clearness 

Y/N I Improves scope (first part) 
Second part too demanding 

·N Too demanding 

.N Superfluous and Inadequate 

.Y I111proves text 

N Too demanding 

Y/N Principle accepted, will be 
covered by general clause 

N Too demanding 

N Superfluous 

y I More hygienic 

N Too demanding and outside scope 
of this Directive 

y With editorial changes 

N To be dealt with In codes 

N Superfluous 
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RECITAL I AMEND-
. ARTICLE MEI'Il 

Annex I 56 
Chapter VII 

Annex I 57 
Chapter VII 

Annex I 58 
Chapter VII 

Annex I 59 
Chapter VIII 

Annex 6e 
New Chapter 

CONTENT 

Storage condition for packaging materials 

Changes •no cross contamination• Into •minimize 
cross contamination• 

Requirement for contaminated foodstuffs 

Deletes. provision In training 

Rejected by Parliament 

61 I Rejected by Parliament 

Article 3 62 AI Iowa for derogations froa the Annex via a Committee Procedure 

63 I Rejected by Parliament 

Annex 64 Defines conditions for transport of foodstuffs 
New Chapter 

ACCEPT I cot.M:NT 
Y/N 

i ., .. ..' 

N I Unnecessary 

Y I Improves text 

N I Not·the right place 

Y I To be replaced by corresponding article 

y 

N Too demanding 



Council Directive 

on the hygiene of foodstuffs 

In response to the opinion delivered by the European Pa~llam~nt (1) on the 

proposal for a Council Directive on the hygiene of foodstuffs (2) and In 

accordance with the third paragraph of Article 149 of the Treaty. 

establishing the European Community, the Commission has .. declded to. amend 

the above-mentioned proposal as follows: 

t~ Add as a first recital (new) 

Whereas the protection of human health Is of paramount concern: 

2. Replace the third recital by 

( 1) 

Whereas after primary production· the general rules of hygiene for 

foodstuffs to be respected at the time of processing, manufacturing, 

packaging, storing, transportation, distribution, hand! lng, 

preparation and sale to the ultimate consumer of foodstuffs should be 

harmonlsed In order to protect ~uman health; 

(2) OJ No C24 31.1.1992 page 11 
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3. Introduce a new recital 

4. 

Whereas It Is aporoprlate for the hygiene r~les appl !cable to 
,, 

foodstuffs for, consumption In the European eommunltv to be the same as 

the hygiene rules for foodstuffs Intended for export to third 

countries; 

Replac~:th~ fourth recital by 

Whereas the use of hazard analySis. risk assessment an~·other 

management technlchaues ti IdentifY. control and monitor critical 

control points Is recognised: 

S. Replace the 5th recital by 

6. 

Whereas microbiological and temperature control- criteria for certain 
. ·. 

Classes of foodstuffs shoud be adopted In ac~ordan~~ with 

scientifically accepted ~ener~l prl~clples. In order tg protect. human 

heal.th; 

Replace the 6th recital by 
; ~I 

Whereas the use of documents·on-good hygiene pr~~tlce within the 

Community shall be recommended·and where apprOpriate be based on the . ~· ... .... -
relevant codes of practice of the Codex Allmentarlus.; :: 

7 .. Replace the 12th recital by 

Whereas In order ·tO erisyre' ·a-hlgh le'i'E2! of safety the Commission mull 
• -~!" . • ,,( . 

be a~are of the. c·omp~tent authorH J·es' In ·the Member. States responsible 
. ''· .. · -· .. . 

for the official control of food hygiene; 
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a. Replace the 1st Indent of Article 2 by 

.. ' 

"food hygiene" means all -measures necessary to ensure the safety aru:t 
wholesomeness of food at''all stages after l's primary production 

... 
during processing, manufacturing, packaging, storing, transporta~lon, 

distribution, handling, preparation and sale to the final consumer; 

. . 

.. · .. 

9. Replace the 2nd l~d~nt df Article 2~y _, 

. . ' .. ~ 

' ~~ I , ' 

"food business" means any undertakl~g. whetheL-for orotlt or ryot aqd 
. . . - . ~ ·-· .. . ' -.. : ·'.. . . .. . ·. 

whether pub! lc or prlyate. carrying out any or alI of the following; 

preparation. processing, manufacturing, packaging, storing, 

transportation, distribution, handling or.offerlnq for.sale or supply 

of foodstuffs; 

. '. 

10. 'Replac.it' the first parirgraph of Art.lcle ·3,by 
~" -· :... . 

The processing, manufacturing, packaging, storing, transportation, 

distribution, handling; preparation and sale of f~odstuffs sha! I be 

carried out In an hygienic way; 

· . . :..· .. 
~~ : 

11. Replace the second paragraph-of Article 3-bY 
' : 

Food business operators shall Identify any step In their actlyltles 

whIch Is cr It I ca I to ensurIng food safety and. ensure t h_a.t_. a~eQua t~ 

safety procedures are Identified, Implemented, maintained and reviewed 

-~sirig the prlnc)~les .. w~lch have been used l~!developln~ the system of 

·HACCP· (Hazard Analysis and Cr.'lt-lcal· control. Poln.ts) .. ;. 
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12. Replace the third paragraph of Article 3 by 

Food businesses shall comply with the rules of hygiene for foodstuffs 

as listed In the Annex to this Directive. Derogations from certain 

provisions of the Annex may be granted according to the procedure laid 

down In article 10. 

13. Replace Article 4 by 

Microbiological criteria and temperature control criteria for certain 

classes of foodstuffs may be adopted In accordance with the procedure 

laid down In article 10 and after consulting the Scientific Committee 

for Foodstuffs as Installed by Decision 74/234/EEC (10) or any other 

procedure provided for In more specific Community rules. 

14. Replace Article 5 by 

1. Member States shall encourage the deyelopment of documents on good 

hygiene practice which may be used voluntarily by food businesses 

as a guide to compliance with the provisions of Article 3. 

2. Where the documents on good hygiene practice referred to In 

oaragraph 1 are deyeloped. they shall be developed as follows: 

by food business sectors and represeritatlyes of other Interested 

parties such as. for example. appropriate authorities and 

consumer groups: 

In consultation with Interests substantially affected Including 

competent authorities: 

• where appropriate. haying regard to the Recommended 

International Code of practice. General Principles of Food 

(13) Codex ~tmmentaofuthWo¢amexAAI~meommemoeh1~~ternatlonal ·code of 

Practice. General Principles of Food Hygiene .. Second Reylslon (1985). 

Food and Agricultural Organization of the United Nations World Health 

Organization. Rome. 1988. 
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3. The documents referred to In paragraph 1 and 2 may be developed 

under the aeg~s of a national standards Institute referred to In 

I 1st 2 of the Annex to Directive 83/189/EEC. 

4. Member States shal I assess the documents on good hygiene practice 

referred to In naragraphs 1 and 2 with a view to determining to 

what extent they can ·be presumed to comply with article 3. 

5. Member States·stiall transmit to the Commission those documents on 

good hygiene practice which they presyme to comply with article 3. 

Likewise. the Comml.sslon shall assess these documents of good 

hygiene practice and make them available to the other Member states 

In case they comply with Article 3. 

6.here one or more Member States. or the Commission consider that. 

for the pyrposes of harmonisation. there may be a need for the 

voluntary documents on good hygiene oractlce to be developed on a 

European basts <hereafter referred to as European docyments on good 

hygiene practice>. the .commission shall consult Member States In 

the tramework of the :standing Committee on "foodstuffs In accordance 

wi-th article JO of this Dt-rectlye to: 

- &onslder the case for such voluntary documents In the sectors or 

~c11vltles concerned and. where It considers such documents are 

needed,: 

.lnd'lcate the Intended scope. subJect matter and timetable for 

development of such voluntary documents. taking Into account the 

time needed 1or consultation with Interests substantially 

~ffected by them: and 

• refer such voluntary documents for development yoder the aegis 

of a european standards Institute. 
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7. The titles and references of European documents on good hygiene 

oractlce developed In accordance with the procedure In paragraphs 

6 and 7 shal I be Published In the appropriate non-legislative 

series of the Official Journal of the European Communities. Member 

States shall ensure that such oubllshed documents are drawn to the 

attention of the relevant food business sectors and the appropriate 

authorities In the! terrltolr!es. 

Add third paragraph to Article 8, 

If on appeal It Is found that the measyres taken bY the appropriate 

authorities cannot be substantiated the undertaking shall have a 

right to compensation. 

16. Add new Article: 

1. Food business operators shall ensure that food handlers are 

sypervlsed and Instructed and/or trained on food hYgiene matters 

commensurate with their work activity. 

17. Add new Article 

1. If a food hygiene oroblem likely to oose a serious risk for hyman 

health appears or spreads In the territory of a third countrY. the 

Commission. either on Its own Initiative or at the reauest of a 

Member State. shall, without delay,, take one of the following 

measures depending on the seriousness of the situation: 

- suspend Imports from all or part of the third country concerned 

and . where necessary, from the transit third country: 

lay down special conditions for foodstuffs from all or part of 

the third country concerned. 
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2. The Commission may. In the situation provided for In paragraph 1. 

take Interim protective measures regarding the foodstuffs 

concerned. 

3. The Commission shall. whenever oosslble. consult with Member States 

before taking action In accordance with paragraphs 1 and 2. 

4. The Commission sha! I Immediately notify the Council and the Member 

States of any decision taken pyrsuant to paragraphs 1 and 2. 

Any Member Statu may. within 30 days of not~flcatlon. refer the 

Commission's decision to the Council. The Council. acting by a 

qualified maJority. may confirm. amend ot revoke the decl~lon · 

adopted by the Commission. If the Coyne!! has not tak~n a dectslon 

within 60 days the decision of the Commission shal I be deemed to be 

revoked. 

5. In the event that a Member state officially Informs the Commission 

of the necessity of taking safeguard measures and the Commission 

has not had recourse to the provisions of paragraph 1 or 2. It mav 

take Interim protective measures with regard to Imports of the 

foodstuffs In question. 

j 

When a Member State takes Interim protective measures It shall 

Immediately Inform the other Member States and the Commission. 

Within 10 working days the Commission shalf pyt the matter before 

the Standing Qommfttee for Foodstuffs with a ylew to a decision. In 

accordance with the procedure laid down In Article 10. on the 

extension. amendment or abregatlon of the national Interim 

protective measures. 
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18. . Change chapter I. paragraph 1 (c) of the Annex 1 n 

permit good food hygiene practices. Including orotectlon against 

cross contamination between operations by foodstuffs. eQuipment, 

materials. water. .... air supply or personrl"el and external sources of 

contamination such as pestS. 

-J 19. Change chapter I, paragraph 2 of the Annex In 

'·~~~ 

an adeQuate number of washbasins must be available. suitably 

located and designated fo~ cleaning hands. Adeauate flush 

lavatories must be available and.:connected to a.n effective drainage 

system. Lavatories must not lead directly Into rooms In which food 

Is handled. 

20. Change chapter II. paragraph 1 (a) of the Annf!~_X .In 
'--..... 

Floor surfaces NuSt be maintained In a sound condltlon·and they 

must be easi to cl~an and disinfect. This will reaulre the use of 

lmperylous non,.;,absorbent. Washable and non-toxic materials. 

21. Change chapter II, paragraph 1 (b) of the Annex In 

walls must be constructed of Impervious, non-absorbent, easy to 

clean and disinfect non-toxic materials; their surface must be 

smooth and malntaiOed In a soynd condition up to a height 

appropriate foi the operations; 

._--..· 
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22. Change chapter II, paragraph 1 (c) of the Annex In 

ceilings and overhead fixtures must be designed: constructed and 

flnls~ed to prevent the accumulation of dirt, to reduce 

condensation, the growth of moulds and the shedding of·.partlcles, 

and to prevent the risk of Infestation. . ........ ;;• . 

23. Change chapter II, paragraph 3 ·of the Annex In· 

.~ • J -

When appro~rlate, adequate provisions must.be 'provided for any 

n~~essary washln'g .. of the food. Every sink or:other· such'facll.lty, 

proylded for the;w~~hlng of fodd must have-an~adequat~ supply of~ 

water In accordance with Couridjl pHectjye 80/778/EEC as.·requlred,: 

and be kept clean. 

24. Add new paragraph to chapter IV ·of the: Ahnex· · ·" , .. ~. . 

Food waste and other tefyse shouldbO deposited In rrdded 

contalnecs. These containers should be of an·approprlate 

construction. kept In soynd condltl~ri~ be ~asy to clean and 

appropriately labelled. 

25. Change part V, paragraph 1 of the Annex In 

There.~ust be an adequate ~~pply of potable water as specl~led In 

Council Directive 80/778/EEC relating to the quality of wat.er 

Intended for human consumption fot·u~~·ln the -wash1nq of 

foodstuffs. preparation and handllna~ 

26. Change part VII, paragraph 3, second sub-paragraph In 

In particular, food must be so Placed as to minimise any risk of 

cross-contamination. 

27. Delete part VII I of the Annex 
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