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Website communication: Automatic mails
20/01/10
Adaptation of automatic mail velocity templates body text
This document provides further information on the automatic mails sent by the FAMHP internal IT system during procedures for Marketing Authorisation applications (new and variations). Below, all automatic mails are listed and extra information on their interpretation  is provided.
Please note that, the system is adapted in order to be able to accept grouped variations, annual reportings and worksharing (in line with Commission Regulation 1234/2008.). Due to this change to the system, technical features from existing and new workflows need to be adapted. 

If you note that the detailed dossier characteristics on the automatic mails is not correct, please contact our call center, so the error can be analysed.

1.Dossier receipt confirmation OK  
General information: 
This mail is sent by the FAMHP once the submitted dossiers has been uploaded in the system and passed the full compliance requirements (foreseen link to road map). 
This mail can be used as proof of implementation in case of national type IA/IB variations, MRP CMS type IA/IB variations and MRP CMS type II variations.
Specific points of attention:

1. All national and MRP CMS type IA variations received from 01.01.2010 can be implemented before submission. However, their implementation should be stopped immediately after reception of a negative advice of the competent authorities. ‘Immediately’ will be explained later once experience is gained.
2.  All national and MRP CMS type IB variations (stand alone or part of grouped variations for which the highest ranking variation is a type IB variation) received from 01.01.2010 can be implemented:

·  immediately upon reception of the approval of the competent authority or 
· within 30 days after validation if no comments were sent by the competent authority.  
Within 6 months after the approval of the variation, the MAH ensures that the changes are implemented for the medicinal product batches that are released for the market. Both type IB variations as listed in the Commission Classification Guideline and the default type IB variations are concerned here.
3. All MRP CMS type II variations received from 01.01.2010 can be implemented 30 days after reception of the approval of the competent authority on condition that all national documents  needed to close the dossier have been sent to the FAMHP. 
In view of this implementation the MAH is obliged to use an SmPC which is the exact translation of the final SmPC and a PIL/labeling which are the exact translations of the harmonized PIL/labeling. 

Within 6 months after the approval of the variation, the MAH ensures that the changes are implemented for the medicinal product batches that are released for the market
It is noted that for variations received before 01.01.2010, the implementation of a type II analytical variation following the MRP procedure when BE is CMS could be immediately after reception of the approval of the RMS.
4. The time period within which the authorities should provide the outcome for type IA or type IB variations depends on the way of submission of the type IA/IB variation: 
· for stand alone type IA/IB variations and grouped variations only including type IA and/or IB variations the advice should be given within 30 days.
·  If the type IA/IB variation is part of grouped variations including a type II variation, the timetable of the type II variation will determine the time period for providing the advice on all variations within the group, e.g. if a grouped variation containing a type II variation with extended timetable (90 days) and a type IA variation is submitted, the authorities need to provide their advice on both variations within 90 days. 
· If the type IA/IB variation is submitted within a group containing a line-extension, the advice is to be given within 90 days in case of an MRP line-extension, and within 210 days in case of a DCP line extension.
5. In case a national grouped variation is submitted containing a type IB, variation, a type II variation and a line-extension, the submitted group will follow the timetable of the line-extensio,. If questions are raised the implementation of the type IB variation can be started once the authorities sent their approval of the variation group (this is the Round Up mail in case of national applications).The implementation of the type II variation can be started 30 calendar days after the approval (this is 30 days after the Round Up mail for national applications). The implementation of the line-extension can only be started once the MA Form is received by the applicant.

6. In the mail it is mentioned that implementation of variations following the rules as determined in this mail is allowed on condition that no additional marketing authorisation is needed. (Only additional Marketing authorisation is concerned here. In case only the update of an existing marketing autjorisation is concerned the implementation rules mentioned in the mail are valid.) The variations for which a new marketing authorisation is to be awaited before implementation can be started are (the example are valid for parenteralia, but are not always applicable to other dosage forms): 

- Change in concentration of a single dose total use parenteral product where the amount of active substance per unit dose remains the same.(annex better regulation: II2 a) 5)
- Change in immediate packaging of the finished product 

(annex better regulation: Nr II 2 e) 1)
- Change in pack size of the FP if applicable 

(annex better regulation Nr II 2e) 5)
(for further details see circular letter 439)
7. The response times as mentioned in the automatic mail include both validation period and timetable. For type IB variations the validation is 7 days, and may be extended by 7 days in case of unforeseen type IB variations. .For type II variations the validation period is always 14 days. 

8. For each dossier submitted as default type IB variation, the FAMHP will ask the advice of the CMDh following art 5 of Commission Regulation EC/2008/1234, except if the applicant has asked the advice of the CMDh before submission and includes a copy of the CMDh advice when submitting the default type IB variation.

Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
We confirm that the Registration Dossier with the following characteristics is correctly received:
Submission characteristics:
- Entry date: $entrydate

- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Procedure Type: $ProcedureType
- Procedure Role: $ProcedureRole
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
 
$Note

If your dossier concerns an administrative variation or a national procedure, variation type IA (stand alone or grouped), please stop the implementation of the variation immediately if you receive a negative advice from the FAMHP within ‘datum $EntryDatestr + 30/44/74/104/224(*) calendar days’.


If your Dossier concerns a National Procedure, variation type IB (stand alone or grouped), please start the implementation of the variation within 6 months if you don’t receive any comments from the FAMHP within ‘$EntryDatestr + 44/74/104/224 (*)  calendar days. If you receive comments, you have 30 calendar days to send your answers to the following address varana@fagg-afmps.be. If you do not receive a negative advise within 30 calendar days after the date of the introduction of your answers, the variation may be implemented if a national stand alone type IB variation is concerned, or if the highest ranking variation within the group is a type IB variation. If the highest ranking variation within the Group is a type II variation or a line-extension, the date of the Round Up mail can be considered as start date of the implementation period of the national type IB variation.  

!The above mentioned response times are only valid (1) in case the submitted national type IB variation is listed in the Commission Classification Guideline or (2) in case the applicant has called for article 5 of Commission Regulation EC/2008/1234 (**) and the variation has been classified as type IB variation. If this is not the case, and the national type IB variation is considered to be an ‘unforeseen type IB variation’, the FAMHP reserves the right to ask the advice of the CMDh. 



If your dossier concerns a mutual recognition procedure, variation IA/IB (stand alone or grouped), for which Belgium acts as CMS, please consider the date of receipt of the approval of the RMS as start date of the implementation period in case of a variation of type IB. Please stop the implementation of the variation of type IA immediately after receipt of the negative advice of the RMS. 

If your dossier concerns a mutual recognition procedure, variation type II (stand alone or grouped), for which Belgium acts as CMS, please consider the date of receipt of the approval of the RMS + 30 calendar days as start date of the implementation period.

! It is important to note that the implementation of the above mentioned variations based on this mail, is only valid in case the approved variation does not require an additional marketing authorization (MA). If an additional MA is required, you need to wait for the receipt of this MA before implementing the approved variation.
For any other type of dossiers:
We will start validating the registration dossier.
We will contact you if there are any problems regarding the validation of the dossier.
You will receive an email indicating the beginning of the evaluation.
When the variation may be implemented, the marketing authorization holder may attach a copy of this automatic mail to the marketing authorization for the introduction of an application to the economic Affairs and INAMI/RIZIV. He must declare on his honour that no comments were received from FAMHP.

This mail is only valid for each dossier started since 01.01.2010.
If your Dossier concerns an administrative variation or a National Procedure, variation type IA, in process before 01.01.2010, please consider $EntryDatestr + 10 working days as startdate of the implementation period , except when the FAMHP sends you a mail that your dossier has been refused (invalid). 


If your dossier concerns a national procedure, variation type IB, in process before 01.01.2010, please consider $EntryDatestr + 40 calendar days as startdate of the implementation period, except when the FAMHP sends you comments during the procedure. If you receive comments, you have 30 calendar days to send your answers at the following address varana@fagg-afmps.be. If you do not receive a negative advise within 30 calendar days after the date of the introduction of your answers, the variation may be implemented.

If your Dossier concerns a Mutual Recognition Procedure, variation type IA, in process before 01.01.2010,  for which Belgium acts as CMS, please consider the date of receiving a valid notification of the RMS as startdate of the implementation period.
If your Dossier concerns a Mutual Recognition Procedure, variation type IB, in process before 01.01.2010, for which Belgium acts as CMS, please consider the date of approval of the RMS as startdate of the implementation period.
For each analytical type II variation, following the MRP procedure for which Belgium acts as CMS, in process before 01.01.2010 the above mentioned implementation rules are valid BUT the date of the approval of the RMS can be considered as start date of the implementation period.

For each clinical type II variation, following the MRP procedure for which Belgium acts as CMS,  in process before 01.01.2010 the above mentioned implementation rules are not applicable.

(*)

· The response time of the FAMHP will be 30 calendar days in case of annual reportings and/or grouped variations only including variations of type IA.

· The response time of the FAMHP will be 44 calendar days in case of grouped variations including a type IB variation (30 days timetable) as highest ranking variation. The extra 14 days in the response time cover the validation period.

· The response time of the FAMHP will be 44, 74 or 104 calendar days in case of grouped variations including a type II variation as highest ranking variation, depending on the timetable (30, 60 or 90 days) of the type II variations within the grouped variations. The extra 14 days in the response time cover the validation period.

· The response time of the FAMHP will be 104 calendar days in case the highest ranking variation within the grouped variations is an MRP line-extension (90 days timetable) and 224 calendar days in case the highest ranking variation within the grouped variations is an DCP line-extension (210 days timetable). The extra 14 days in the response time cover the validation period.

 (**)

Article 5 of Commission Regulation EC/2008/1234 concerns the request of advice to the coordination group in case of doubt concerning the classification of a variation.

Kindest Regards,

2. Dossier receipt confirmation NOK: 
General information: This mail is sent by the FAMHP once the submitted dossier is uploaded in the system and does not pass the full compliance requirements (foresee link to road map).

Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products (FAMHP).
This mail is sent in order to notify you that the submission of your dossier $dossierID can not be accepted by the FAMHP since it does not respect the zero tolerance requirements  as detailed on the FAMHP website. All details can be found in the attached Best Verification report.
Submission characteristics:
- Entry date : $entrydate

- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Procedure Type: $ProcedureType
- Procedure Role: $ProcedureRole
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.  
This submission is no longer recognised by the FAMHP. Administrative costs will need to be paid for.

Please resubmit this dossier, if you want to continue with this application.
All details concerning the zero tolerance requirements can be found on: Click here

(English translation of this page available at the bottom of this webpage.) 
Kindest Regards,
3. Payment tracking OK: 
General information: this mail is sent by the FAMHP after accounting check, and confirms that the payment of the dossier is realised correctly.
Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
We confirm the payment for the following Registration Dossier.
Dossier characteristics:
- Entry date : $entrydate

- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Company: $Company
- Procedure Type: $ProcedureType
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
- Structured Payment Message: $StructuredPaymentMessage
- Amount: $Amount
- Comment: $Comments
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
 
Kindest Regards,
4. Payment tracking not OK: 
General information: this mail is sent by the FAMHP after accounting check, and informs the applicant on the fact that the payment of the dossier could not be  realised due to unsufficient provision.

Please note that the accounting service of the FAMHP can always be contacted using the global mailadress as mentioned in the mail, in case more details are needed. 
Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
We have noticed that there is unsufficient provision for the following Registration Dossier.
Dossier characteristics:
- Entry date : $entrydate

- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Company: $Company
- Procedure Type: $ProcedureType
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
- Structured Payment Message: $StructuredPaymentMessage
- Amount: $Amount
- Comment: $Comments
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
 
Please contact the Accounting Department (fin@fagg-afmps.be). 
Kindest Regards,
5. Payment tracking rejected dossier not ok: 
General information: this mail is sent by the FAMHP in case of a rejected dossier, after accounting check, and informs the applicant on the fact that the payment of the dossier could not be  realised due to unsufficient provision.

Please note that the accounting service of the FAMHP can always be contacted using the global mailadress as mentioned in the mail, in case more details are needed. 

New: from now on the dossier characteristics property comments will mention:

Comment 1: the details of the fee requested for the submitted application e.g.
·  “2 MA FORMs -> 2 x 139,73 euro (Basic fee see ID xxxxx)” 
(Identical variation concerning 2 MA FORMs belonging to the same MA of the same MAH)

· “Fee for first MA FORM included in max fee in ID xxxxx” 
(Multiple variations for one specific medicinal product are submitted, and maximum fee for one of the products is applicable)

Comment 2: reason for which the payment was not ok: e.g. insufficient provision

Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
We have noticed that there is unsufficient provision for the following Registration Dossier. A fee of $Amount € needs to be paid for administrative costs since this dossier did not comply to the zerotolerance requirements. 
Dossier characteristics:

- Entry date : $entrydate
- Dossier ID: $dossierID 
- Medicinal Product Name: $MedicinalProductName
- Company: $Company
- Procedure Type: $ProcedureType
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
- Structured Payment Message: $StructuredPaymentMessage
- Amount: $Amount
- Comment: $Comments

 
Please contact the Accounting Department (fin@fagg-afmps.be ).  
Kindest Regards,
6.Start assessment

General information: this mail is sent by the FAMHP at start of the assessment phase of the dossier. This mail can be used as proof of implementation for MRP   type IA/IB variations for which BE is RMS,  following the rules as detailed in the body of this mail.

Specific points of attention:

1. All MRP  type IA variations for which BE is RMS, received since 01.01.2010 can be implemented before submission. However, their implementation should be stopped immediately after reception of a negative advice of the FAMHP. ‘Immediately’ will be explained later once experience is gained.
2. All MRP type IB variations (stand alone or part of grouped variation for which the highest ranking variation is a type IB variation) for which BE is RMS,  received from 01.01.2010 can be implemented:

· immediately upon reception of the approval of the competent authority or
· within 30 days after validation if no comments were received from the competent authority. 
Within 6 months after the approval of the variation, the MAH ensures that the changes are implemented for the medicinal products that are released for the market. Both type IB variations as listed in the Commission Classification Guideline and the default type IB variations arte concerned here.

3. In case an MRP grouped variation is submitted for which Belgium acts as RMS, containing a type IB variation, a type II variation and a line-extension, the submitted group will follow the timetable of the line-extension, this means that on day  90 (MRP line extension) or day 210 (DCP line-extension) of the timetable the approval of the FAMHP is to be given. The implementation of the type IB variation can be started once the FAMHP sends its approval of the variation group.The implementation of the type II variation can be started 30 calendar days after the approval. The implementation of the line-extension can only be started once the marketing authorisation is received by the applicant.
4. The response times as mentioned in the automatic mail include both validation period and timetable. For type IB variations the validation is 7 days, and may be extended by 7 days in case of unforeseen type IB variations. .For type II variations the validation period is always 14 days. 

5. For each dossier submitted as default type IB variation, the FAMHP will ask the advice of the CMDh following art 5 of Commission Regulation EC/2008/1234, except if the applicant has asked the advice of the CMDh before submission and includes a copy of the CMDh advice when submitting the default type IB variation.

Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
The Registration Dossier with the following characteristics is planned to be assessed:
- Entry date: $EntryDatestr
- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Procedure Type: $ProcedureType
- Procedure Role: $ProcedureRole
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
 
We will start the evaluation of this Registration Dossier and we will contact you by email, should there be any questions.
If your dossier concerns a mutual recognition procedure, variation IA (stand alone or grouped), for which Belgium acts as RMS, please stop the implementation of the variation of type IA immediately if you receive a negative advice from the FAMHP within $EntryDatestr + 30/44/74/104/224 (*) calendar days’.

If your dossier concerns a mutual recognition procedure, variation IB (stand alone or grouped), for which Belgium acts as RMS, please consider the date $Day0str + 30/60/90/210 (**) calendar days as start date of the implementation period, except if the FAMHP sends you comments during the procedure. If you receive comments, you have 30 calendar days to send your answers to the FAMHP. If you do not receive a negative advise within 30 calendar days after the date of the introduction of your answers, the variation may be implemented if a stand alone MRP RMS type IB variation is concerned, or if the highest ranking variation within the group is a type IB variation. If the highest ranking variation within the Group is a type II variation or a line-extension, the date of the approval of the FAMHP can be considered as start date for the implementation period of the MRP RMS type IB variation.  

!The above mentioned response times are only valid (1) in case the submitted MRP RMS type IB variation is listed in the Commission Classification Guideline or (2) in case the applicant has called for article 5 of Commission Regulation EC/2008/1234 (***) and the variation has been classified as type IB variation. If this is not the case, and the MRP RMS type IB variation is considered to be an ‘unforeseen type IB variation’, the FAMHP reserves the right to ask the advice of the CMDh. 
! It is important to note that the implementation of the above mentioned variations based on this mail, is only valid in case the approved variation does not require an additional marketing authorization (MA). If an additional MA is required, you need to wait for the receipt of this MA before implementing the approved variation.
When the variation may be implemented, the marketing authorization holder may attach a copy of this automatic mail to the marketing authorization for the introduction of an application to the economic Affairs and INAMI/RIZIV. He must declare on his honour that no comments were received from FAMHP.
This mail is valid for each dossier started since 01.01.2010.
For each variation of type IA in process before 01.01.2010, following the MRP procedure for which Belgium acts as RMS, please consider $EntryDatestr + 10 open days as start date for the implementation period, except when the FAMHP sends you a mail that your dossier has been refused (invalid).


For each variation of type IB in process before 01.01.2010, following the MRP procedure for which Belgium acts as RMS, please consider $Day0str + 30 calendar days as start date of the implementation period, except when the FAMP sends you comments during the procedure.

(*) If an MRP RMS type IA variation is concerned:

· The response time of the FAMHP will be 30 calendar days in case of annual reportings and/or grouped variations only including variations of type IA.

· The response time of the FAMHP will be 44 calendar days in case of grouped variations including a type IB variation (30 days timetable) as highest ranking variation. The extra 14 days in the response time cover the validation period.

· The response time of the FAMHP will be 44, 74 or 104 calendar days in case of grouped variations including a type II variation as highest ranking variation, depending on the timetable (30, 60 or 90 days) of the type II variations within the grouped variations. The extra 14 days in the response time cover the validation period.

· The response time of the FAMHP will be 104 calendar days in case the highest ranking variation within the grouped variations is an MRP line-extension (90 days timetable) and 224 calendar days in case the highest ranking variation within the grouped variations is an DCP line-extension (210 days timetable). The extra 14 days in the response time cover the validation period.

(**) If an MRP RMS type IB variation is concerned

· The response time of the FAMHP will be 30 calendar days in case of grouped variations including a type IB variation (30 days timetable) as highest ranking variation. 

· The response time of the FAMHP will be 30, 60 or 90 calendar days in case of grouped variations including a type II variation as highest ranking variation, depending on the timetable (30, 60 or 90 days) of the type II variations within the grouped variations. 
· The response time of the FAMHP will be 90 calendar days in case the highest ranking variation within the grouped variations is an MRP line-extension (90 days timetable) and 210 calendar days in case the highest ranking variation within the grouped variations is an DCP line-extension (210 days timetable). 
(***)

Article 5 of Commission Regulation EC/2008/1234 concerns the request of advice to the coordination group in case of doubt concerning the classification of a variation.

Kindest Regards,
7. Round up mail

General information: This mail is sent by the FAMHP at the end of the assessment phase, once the closing phase will start. This is at the end of the European phase for MRP and DCP procedures. This mail can be used as proof of implementation for national type II variations.

Specific points of attention:

1. All national type II variations received from 01.01.2010 can be implemented 30 days after reception of this mail, on condition that all national documents needed to close the dossier have been sent to the FAMHP. Within 6 months after the approval of the variation, the MAH ensures that the changes are implemented for the medicinal product batches that are released for the market. 
Before 01.01.2010 the implementation of a type II analytical variation following the national procedure, could be done based on this automatic mail.
2. If your dossier concerns a grouped variation for which only part of the variations are approved and some have been withdrawn or refused, this automatic mail will be replaced by a manual mail sent to you detailing only the approved variations within the submitted grouped variation.

3. Please be aware of the fact that in case of a line-extension, the implementation can only be started once the marketing authorisation is received by the applicant.


Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
This mail informs you of the start of the Round Up phase. The assessment of the dossier with the following submission characteristics, has been finalized :
- Entry date: $EntryDatestr
- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Procedure Type: $ProcedureType
- Procedure Role: $ProcedureRole
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
 
The national closing of your dossier will start.

If your dossier concerns a type II variation (stand alone or grouped), following the national procedure, please consider the date of the 'Round Up' mail + 30 calendar days as start date of implementation for the concerned type II variation(s). The chief executive has the intention to approve the concerned variation, based on the positive scientific advice given. 
! It is important to note that the implementation of the above mentioned variations based on this mail, is only valid in case the approved variation does not require an additional marketing authorization (MA). If an additional MA is required, you need to wait for the reception of this MA before implementing the approved variation.
On the web site of the FAMHP a checklist is available detailing all necessary documents for the closing of your dossier. Please consult the following checklist and verify if all necessary documents were submitted by you. If not, mail these missing documents to the FAMHP.
Click here, please 
When the variation may be implemented, the marketing authorization holder may attach a copy of this automatic mail to the marketing authorization for the introduction of an application to the economic Affairs and INAMI/RIZIV. He must declare on his honour that no comments were received from FAMHP.
This mail is only valid for each dossier started since 01.01.2010.
For each national analytical variation of type II in process before 01.01.2010 the above mentioned implementation rules are valid BUT the day of receipt of the round up mail can be considered as start date for the implementation.

For each national clinical variation of type II in process before 01.01.2010 the above mentioned implementation rules are not applicable. 

Kindest Regards,
8. Before effect changes mail velocity template: 
General information:This mail is sent once the datamodel of the FAMHP will be updated conform the final advice of the submitted dossier.
Dear applicant,
This is an automatic email sent by the information system of the Federal Agency for Medicines and Health Products.
We will start the administrative closing of this Registration Dossier with the following characteristics:
- Entry date: $EntryDatestr
- Dossier ID: $dossierID (parent of $chdossier *)
- Medicinal Product Name: $MedicinalProductName
- Procedure Type: $ProcedureType
- Dossier Type: $DossierType
- Variation Number: $Variationnumber
- Procedure Number: $ProcedureNumber
- Dossier Subject: $DossierSubject
* Please be aware that it is possible that the child dossierID’s are created during a later phase of the workflow.
Following dossiers will also be closed (if applicable) : $waitdossier. 
 
You will receive the marketing authorization(s) or other communication related to missing documents in due time. 
When the variation may be implemented, the marketing authorization holder may attach a copy of this automatic mail to the marketing authorization for the introduction of an application to the economic Affairs and INAMI/RIZIV. He must declare on his honour that no comments were received from FAMHP.
Kindest Regards,
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