Message and document forwarding procedures in the framework of 
Directive 98/34/EC

In anticipation of enlargement, in order to avoid any errors and to facilitate communication between the Commission and contact points, DG ENTR/F/1 requests that the following method be used to send messages and documents. 

First of all, it should be stated that only messages and documents forwarded via central units will be taken into account. 

In order to communicate electronically with the central units, we request that this is done via departmental addresses which are safer and that individual named addresses are avoided as they are difficult to keep up-to-date and are not reliable if the person responsible is absent. 

I.
New notification  

It is essential to keep the different files that make up the notification separate.

1.
Notification form 
- 1 file

Delegations should also indicate the product code in point 4 and properly fill in the 16 points of the file with all the information available.

2.
Draft text 
- 1 file

It is very important that the draft text comprises one single electronic file so that it can be encoded into the TRIS database and, thereby, be accessible to the public. This single file must contain all the elements that comprise the draft text: annexes, tables, etc. where applicable. Internet links are not acceptable as draft texts nor as final texts.

The draft text is sent for translation upon its receipt; therefore, in order not to incur unnecessary translation costs, it is very important to differentiate properly the actual text of the draft from the other documents which may possibly accompany it.

Any other document which is not part of the draft text, such as a basic text, study, letter, report, etc., must be clearly separated from it.

3.
Impact assessment form 
- 1 file


In the case where it is separated from the draft text.

4.
Basic texts 
- 1 or more files

5.
Other documents 
- any number of files required

Other texts which do not form an integral part of the draft, for example: studies, letters, documentation, etc. and which are not basic texts. 

Each notification must be sent separately.

Files should be named in a way that is easily understandable which will avoid any errors. 

Here is an example:
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II.
In all messages referring to an existing notification:
1.
Always refer to the notification concerned in point 4.

2.
Check that the references to Directive 98/34 are correct.

For example, if it relates to comments, indicate Article 8(2) at point 5.

3.
Give explanations in point 6.


For example: reply to the Commission’s detailed opinion.

4.
Verify that the information referred to in the title is correct and corresponds to the content of the message, and, above all, that the notification numbers are correct.

Encls.:

-
Product codes

-
Explanation of the notification file

-
Explanation of the message transmission file

-
Message nomenclature

Enclosure 1

PRODUCT   CODES

B00
CONSTRUCTION

B10
Construction materials

B20
Safety

B30
Environment




C00A
AGRICULTURE, FISHING AND FOODSTUFFS

C10A
Fishing

C20A
Agriculture, hunting

C30A
Veterinary services

C40A
Pesticides and pesticide residues

C50A
Foodstuffs

C60A
Labelling

C70A
Contaminants

C80A
Additives, vitamins, minerals and flavourings

C90A
Well-being of animals and pets

CA0A
G.M.O.




C00C
CHEMICALS

C10C
Hazardous substances and preparations

C20C
Greenhouse gases or gases that deplete the ozone layer

C30C
Heavy metals

C40C
Chemical fertilisers

C50C
Detergents, cleaning products




C00P
PHARMACEUTICALS AND COSMETICS

C10P
Pharmaceuticals

C20P
Cosmetics

C30P
Pharmacopoeias




H00
DOMESTIC AND LEISURE EQUIPMENT

H10
Games of chance

H20
Sporting equipment

H30
Toys




I00
MECHANICS

I10
Metrology

I20
Pressure equipment, gas appliances and boilers

I30
Lifting machines and equipment

I40
Containers and tanks




N00E
ENERGY, MINERALS, WOOD

N10E
Minerals, wood, paper

N20E
Electricity

N30E
Gas

N40E
Petroleum products




S00S
HEALTH, MEDICAL EQUIPMENT

S10S
Medical devices

S20S
Balneology

S30S
Gene therapy




S00E
ENVIRONMENT

S10E
Packaging

S20E
Waste

S30E
Pollution

S40E
Organic fertilisers, purification sludge

S50E
Environmentally-friendly measures

S60E
Fauna and flora

S70E
Hazardous substances

S80E
Greenhouse gases or gases that deplete the ozone layer




T00T
TRANSPORT

T10T
Air transport

T20T
Sea and river transport and navigation on inland waterways

T30T
Rail transport

T40T
Urban and road transport

T50T
Transport of dangerous substances




V00T
TELECOMS

V10T
Radio interfaces

V20T
Terminal equipment




X00M
GOODS AND MISCELLANEOUS PRODUCTS

X10M
Precious metals

X20M
Arms and munitions

X30M
Textiles and furnishings

X40M
Labelling and advertising

X50M
Steel




SERV
98/48/EC SERVICES

SERV10
Electronic signature

SERV20
Electronic commerce

SERV30
Media

SERV40
Domain names

SERV50
Protection of privacy

SERV60
Internet services

Enclosure 2

Messages



Address

1.
Special Code


 
This is entered by the Commission, when the message is retransmitted.


2.
Member State



Sender of the message


3A.
Department Responsible
Name and address (telephone N° , fax N° and e-mail address) of the Department in charge of circulating information ( Central Unit)


3B.
Originating Department



Department responsible for preparing the draft.


4.
Notification Number 

This number should then be used in all messages or correspondence concerning the draft.


5.
Article of the Directive concerned



(i.e.: Article 8 paragraph 2 of Directive 98/34/EC


6.
Explanation

(i.e.: 
Further to the comments issued by xxx in accordance with Article 8(2), we hereby inform you that:



…)


Enclosure 3

The Notification Message   

Presentation

(The Notification: Procedure and Content)

The Notification Message 

As soon as this message 000 is received, the Commission completes the appropriate  items in particular the notification number. It transmits this message to all the Member States, including the notifying Member State (Message 001). It then transmits the translation ( Message 002).

Presentation and Content of the Notification Message



Address

1.
Special Code


 
This is entered by the Commission, when the message is retransmitted.


2.
Member State



Sender of the message


3A.
Department Responsible
Name and address (telephone N° , fax N° and e-mail address) of the Department in charge of circulating information ( Central Unit)


3B.
Originating Department



Department responsible for preparing the draft.


4.
Notification Number and Product code


Number allocated by the Commission, which forwards the 



information message in the original language to all the Member 



States, including the notifying Member State, thus informing 



everyone of the notification number ( year/serial number/Member 



State, e.g. 04/0123/B).

This number should then be used in all messages or correspondence concerning the draft.


5.
Title

The notifying Member State must give the full formal title of the draft.


6.
Products and/or Services Concerned

The notifying Member State must indicate the products and/or services 
  
concerned by the draft regulation in plain language.




7.
Notification  Under Another Community Act

The notifying Member State should specify at point 7 any other Community act under which it also wishes to notify the draft,  using the procedure provided for in Article 8.5 of the Directive, that is, Communication 'to the Commission at the draft stage under another Community act'. Please tick below as appropriate.



a)
(
Directive 2000/13/EC on  the Labelling, 





Presentation and Advertising of Foodstuffs 




(OJ L 105 of 6.05.2002, p.29).



b)
(
Directive 93/43/EEC on Hygiene of Foodstuffs





(OJ L 175 of 19.07.1993, p.1).



c)
(
Regulation 315/93 on Contaminants in 





Food (OJ L 37 of 13.02.2002, p.1)



d)
(
Other please specify .................................

8.
Main Content

The notifying Member State must summarise the content of the draft technical regulation not more than 20 lines.  The length of the summary should be in keeping with the importance of the draft.  

It is important for Member States to put forward at least a few keywords to summarise the text in order to facilitate computer retrieval.  


9.
Brief Statement of Grounds

The notifying Member State must set out in not more than 10 lines the reasons and the necessity for preparing the draft. (Member States are requested not to repeat information already given under other points of the notification message.)


10.
Reference Documents - Basic Texts

a) 
The notifying Member State must supply  references to basic 
  

texts necessary to assess the draft. Mentioning 
 

such a reference implies that the basic texts will be sent 
       

to the Commission at the same time as the draft.  

b)
If the basic texts have already been transmitted in the framework of another notification, the number of this notification has to be stated.

c)
If the basic text corresponds to a previous notification, 
which entered in the meantime into force, and for which the Member State has transmitted the final text, the number of the previous notification has to be indicated.

d)
Where Member States communicate a draft again 
        
under Article 8.1 third paragraph, because they 
   
have made changes that have the effect of significantly 
    
altering the scope, shortening the time table originally 
    
envisaged for implementation, adding specifications or 
     
requirements, or making the latter more restrictive, they 
  
have to state the number of the earlier notification.

e)
In the case that no basic text exists,  Member States have to indicate this, so that unnecessary requests of basic texts can be avoided.

f)
Where the draft seeks to limit the marketing or use of a chemical substance, preparation or product on grounds of public health, or the protection of consumers or the environment,  Member States are required under Article 8.1.(4) of the Directive to forward either a summary or the references of all relevant data relating to the substance, preparation or product concerned and to known available substitutes where such information may be available, and communicate the anticipated effects of the measure on public health and protection of the consumer and the environment, together with an analysis of the risk  carried out as appropriate in accordance with the general principles for the risk evaluation of chemical substances as referred to in Article 10(4) of Regulation (EEC) 793/93 in the case of existing substances or Article 3(2) of Directive 67/548/EEC (as amended by Directive 92/32/EEC) in the case of a new substance.


11.
Invocation of the Emergency Procedure
The notifying Member State must indicate whether Yes or NO it is having recourse to the emergency procedure


12.
Grounds for the Emergency

If the Member State answers Yes it must give an exact and detailed justification of the grounds for the emergency.


13.
Confidentiality

a)
The notifying Member State must indicate whether Yes or No it is  requesting that the information supplied under Article 8 be treated as confidential as per Article 8.4. 




b)
If the Member State answers Yes it must give reasons.


14.
Fiscal Measures



a)
Yes (if yes the Commission will issue mesage 5)



b)
No


15. Impact Assessment


Please tick below as appropriate:

a)
 (
Information on the impact assessment can be found on page…




The notifying Member State which has carried out an impact 
 


assessment and mentions its results in the explanatory part of 
 


the draft, has to indicate where in the transmitted 
 


documents this information can be found.

b) 
(
The impact assessment is attached.

The notifying Member State which has carried out an impact 
assessment and has the intention to annex it as such to the  draft, has to indicate the fact that such an assessment can be found in annex. The transmission of the impact assessment takes place at the same time as the transmission of the draft.

16. TBT and SPS Aspects

TBT Aspect

a) 
The notifying Member State has to indicate whether YES or NO the draft will be notified in the TBT framework (Agreement on Technical Barriers to Trade).

b) 
Should the Member State respond with NO, it indicates the reasons 
that have motivated its decision. Please tick below as appropriate:

i) 
(
The draft is not a technical regulation nor a conformity 
    
assessment procedure in the sense of Annex 1 of the 
   
TBT Agreement.


ii)
(
The draft is in conformity with an international 
  

standard.


iii)
(
The draft does not have a significant effect on 
   

international trade.

SPS Aspect

a) 
The notifying Member State has to indicate whether YES or NO the draft will be notified in the SPS framework (Agreement on the Application of Sanitary and Phytosanitary Measures).

b) 
Should the Member State respond with NO, it indicates the reasons 
that have motivated its decision. Please tick below as appropriate:


i)
(
The draft is not a sanitary or phytosanitary measure in 
   

the sense of Annex A of the SPS Agreement.

ii)
(
The content of the draft is in essence the same as the 
      
one of an international standard, guideline or 
   
recommendation.

iii)
(
The draft does not have a significant effect on 
  
international trade.
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MSG
TRA
Keywords 98/34/EC
 Reactions of the Commission,                                                                  the Member States or EFTA
STS
 
 
RTM
TRA







 



 
 
 
 
 
 
 
 
 

 
 
 
Basic Management of the Procedure
 
 
 
 
 

000
-
-
Notification message
-

 
-
-

001
002
NOTIF
Retransmission of the notification to each Member State
-

 
-
-

003
GL
STANDSTILL
Receipt of draft text (1)
3

 
-
-

005
GL
FISCMEAS
Communication: Fiscal measures
-

 
-
-

007
008
COMMUNICAT.
Communication: General Information from the Commission or Member States
-

 
077
078

009
GL
CLOSURE 
Closure of Information procedure
-

 
-
-

011
012
CONTURG
Refusal of Emergency Request (1)
3

 
077
078

013
14
URGENCY
Acceptance of Emergency Request + Closure of Information Procedure
-

 
-
-

015
GL
BASETEXT
Request for basic texts from the notifying Member State
-

 
-
-

017
EN
CONTURG
Refusal by the Commission of a MS Emergency Request
-

 
-
-

029
LL
COMMLGTEXT
Receipt of draft text with more than 50 pages
-

 
-
-

047
GL
REQDEFTEXT
Request for adopted text from the notifying Member State
-

 
-
-

049
GL
DEFTEXT
Acknowledgement of receipt of the adopted text
-

 
-
-

077
078
DIALOG
Continuation of dialogue between notifying Member State, other Member States and the Commission
-

 
-
-

201
202
ANSWER
Answer of the notifying Member State
-

 
077
078

 





 



 
 
 
Member States
 
 
 
 
 

101
102
INFOSUP
Request for supplementary information
-

 
201 (3)
202

103
104
8,2
Comments (2)
-

 
201
202

 





 



111
112
8.1(6)
Detailed Opinion - Fiscal measures (2)
+0

 
201
202

113
114
9.2(1)
Detailed Opinion - Voluntary agreement (2)
+1

 
201
202

115
116
9.2(2)
Classical Detailed Opinion (2)
+3

 
201
202

117
118
9.2(3)
Detailed Opinion - 'Information Society' (2)
+1

 
201
202

 





 



191
192
REACTION
Reaction from a Member State to a reply of the notifying Member State (message 201)
-

 
077
078

 





 



 
 
 
The Commission
 
 
 
 
 

301
302
INFOSUP COM
Request for supplementary information
-

 
201
202

303
304
8.2 COM
Comments (2)
-

 
201
202

 





 



311
312
8.1(6) COM
Detailed Opinion - Fiscal measures (2)
+0

 
201
202

313
314
9.2(1) COM
Detailed Opinion - Voluntary agreement (2)
+1

 
201
202

315
316
9.2(2) COM
Classical Detailed Opinion (2)
+3

 
201
202

317
318
9.2(3) COM
Detailed Opinion - 'Information Society' (2)
+1

 
201
202

 





 



517
518
9,3
Announcement of a Community text (4) (5)
+9

 
201
202

527
528
9,4
Presentation of a Community text to the Council (4) (5)
+9

 
201
202

537
538
9,5
Common Position reached on a Community text (4) (5) (6)
+15

 
201
202

569
GL
9,6
Repeal of standstill
-

 
201
202

 





 



791
792
REACTION COM
COM Reaction to the response to a detailed opinion or comments from the notifying Member State
-
 
 
077
078











 
 
 
 
 
 
 
 
 

 
 
 
For Notifications EU -> EFTA
 
 
 
 
 

017
EN
CONTURG
Refusal by the Commission of a MS Emergency Request
-

 
-
-

019
EN
SSTILL EU
Standstill up from 3 to 6 months for a MS notification
-

 
-
-

 





 



951
952
INFOSUP
Request for supplementary information by EFTA on a MS notification
-

 
907
908

953
954
8,2
EFTA Comments (Article 7) on a MS notification
-

 
907
908

961
962
ANSWER
Answer of the notifying  EFTA State
-
 
 
907
908

 





 



 
 
 
For Notifications EFTA -> EU
 
 
 
 
 

900
-
-
Notification message from EFTA
-

 
-
-

901
902
NOTIF EFTA
Retransmission of an EFTA notification to each Member State
-

 
-
-

903
GL
STANDSTILL
Receipt of EFTA draft text (1)
3

 
-
-

907
908
COMMUNICAT.
Communication : General Information from the European Union, the Member States or EFTA
-

 
-
-

919
GL
SSTILL EFTA
Standstill of  6 months by EFTA for an EFTA notification
+3

 
-
-

 





 



931
932
INFOSUP
Request for Supplementary Information on an EFTA notification
-

 
961
962

933
934
ARTICLE 7
Comments on an EFTA notification
-

 
961
962

947
GL
REQDEFTEXT
Request to EFTA for adopted text
-

 
-
-

949
GL
DEFTEXT
Acknowledgement of receipt of the adopted text
-

 
-
-

977
978
DIALOG
Continuation of dialogue between Member States, EFTA and Commission
-

 
-
-

 
 
 
 
 
 
 
 
 

 
 
 
For Notifications EFTA : Dialogue EU/MS
 
 
 
 
 

981
982
PROJECT 7
MS Comments on an EFTA notification
-

 
-
-

983
984
PROJ.7 COM
Draft response of COM to an EFTA notification forwarded to MS (7)
-

 
981
982

985
986
COMITE 133
Refferred to Article 133 Commitee
-
 
 
-
-











 
 
 
 
 
 
 
 
 

 
 
 
For Notifications EU -> CC
 
 
 
 
 

017
EN
CONTURG
Refusal by the Commission of a MS Emergency Request
-

 
-
-

019
EN
SSTILL EU
Standstill up from 3 to 6 months for a MS notification
-

 
-
-

 





 



851
852
INFOSUP
Request for supplementary information by a CC on a MS notification
-

 
807
808

853
854
8,2
CC Comments on a MS notification
-

 
807
808

861
862
ANSWER
Answer of the notifying CC
-
 
 
807
808

 





 



 
 
 
For Notifications CC -> EU
 
 
 
 
 

800
-
-
Notification message
-

 
-
-

801
802
NOTIF EFTA
Retransmission of the notification to each Member State
-

 
-
-

803
GL
STANDSTILL
Receipt of the CC draft text (1)
3

 
-
-

807
808
COMMUNICAT.
Communication: General Information from the Commissionn, the CC or MS
-

 
-
-

 





 



831
832
INFOSUP
Request for Supplementary Information on an CC notification
-

 
861
862

833
834
ARTICLE 7
Comments on an CC notification
-

 
861
862

847
GL
REQDEFTEXT
Request for adopted text from the notifying CC
-

 
-
-

849
GL
DEFTEXT
Acknowledgement of receipt of the adopted text
-

 
-
-

877
878
DIALOG
Continuation of dialogue between notifying CC,  Member States and the Commission
-

 
-
-

 
 
 
 
 
 
 
 
 

 
 
 
For Notifications CC : Dialogue EU/MS
 
 
 
 
 

881
882
PROJECT 7
MS Comments on an CC notification
-

 
-
-

883
884
PROJ.7 COM
Draft response of COM to a CC notification forwarded to MS (7)
-

 
881
882

885
886
COMITE 133
Refferred to Article 133 Commitee
-
 
 
-
-











