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Version - SLv0.01
CCC Fees Calculator
This form has been designed as an aid to determine the fees that will be charged upon the submission of a CCC procedure to the MHRA.  Please note that this form is meant as a guide and the actual fee will have to be paid to the MHRA alongside your application. If you do have any issues with regards to variation application fees please contact
variationqueries@mhra.gsi.gov.uk.
 
For more information on CCC procedures please see: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/404097/CCC_guidance.pdf
 
IMPORTANT: Answer all of the questions below fully (ensuring that you scroll down to the bottom of the document) to determine the correct fee for your application.  Failure to do so will result in the fee being calculated incorrectly.
Does your CCC include a single Standard Type IB application?
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type IB applications are to be included in your CCC submission?
If you have no additional single/bulk Type IB applications, move onto the next question.
single Type IB application
bulk of 2 Type IB applications
bulk of 3 Type IB applications
bulk of 4 Type IB applications
bulk of 5 Type IB applications
Type IB - National
Does your CCC include a Type IB Group application?
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type IB Group applications are to be included in your CCC submission?
If you have no additional single/bulk Type IB Group applications, move onto the next question.
single Type IB Group application
bulk of 2  Type IB Group applications
bulk of 3 Type IB Group applications
bulk of 4 Type IB Group applications
bulk of 5 Type IB Group applications
Type IB Group - National
Does your CCC include a single Type II application?
Do any of the below changes apply to your Type II procedure (Type II Complex variation):
 
Quality changes
•         reformulation of the product introducing a novel excipient that has previously not been included in a medicinal product 
•         a new route of synthesis that has not previously been assessed and a Ph Eur Certificate of Suitability is not available* 
•         new method of sterilisation of the product* 
•         new container materials for a sterile product* 
•         new active ingredient manufacturer not previously approved to manufacture the active ingredient concerned and who does not
         hold a Ph Eur Certificate of Suitability for the substance concerned*. 
•         flu Vaccine – new manufacturer or process 
•         reformulation of the product that is supported by bioavailability studies 
•         change in the product’s preservative system 
•         change in excipients which significantly affects the pharmaceutical or therapeutic properties.
 
* specific to the active ingredient.
 
Clinical changes
•         variation applications supported by the results of clinical trials or other data (including pharmacological and toxicological tests as
         well as extensive evidence from post marketing experience or publications) that need to be newly assessed.
•         if you are submitting separate related variations and only one is supported by clinical data, that variation will attract a complex
         fee and the others will attract a standard fee 
•         if two or more concurrent applications are supported by substantial amounts of data each, that have not previously been
         assessed, they will each attract a complex fee
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type II applications are to be included in your CCC submission?
If you have no additional single/bulk Type II applications, move onto the next question.
single Type II application
bulk of 2 Type II applications
bulk of 3 Type II applications
bulk of 4 Type II applications
bulk of 5 Type II applications
Type II - National
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type II Complex applications are to be included in your CCC submission?
If you have no additional single/bulk Type II Complex applications, move onto the next question.
single Type II Complex application
bulk of 2 Type II Complex applications
bulk of 3 Type II Complex applications
bulk of 4 Type II Complex applications
bulk of 5 Type II Complex applications
Type II Complex - National
Does your CCC include a Type II Group application?
Do any of the below changes apply to your Type II procedure (Type II Complex variation):
 
Quality changes
•         reformulation of the product introducing a novel excipient that has previously not been included in a medicinal product 
•         a new route of synthesis that has not previously been assessed and a Ph Eur Certificate of Suitability is not available* 
•         new method of sterilisation of the product* 
•         new container materials for a sterile product* 
•         new active ingredient manufacturer not previously approved to manufacture the active ingredient concerned and who does not
         hold a Ph Eur Certificate of Suitability for the substance concerned*. 
•         flu Vaccine – new manufacturer or process 
•         reformulation of the product that is supported by bioavailability studies 
•         change in the product’s preservative system 
•         change in excipients which significantly affects the pharmaceutical or therapeutic properties.
 
* specific to the active ingredient.
 
Clinical changes
•         variation applications supported by the results of clinical trials or other data (including pharmacological and toxicological tests as
         well as extensive evidence from post marketing experience or publications) that need to be newly assessed.
•         if you are submitting separate related variations and only one is supported by clinical data, that variation will attract a complex
         fee and the others will attract a standard fee 
•         if two or more concurrent applications are supported by substantial amounts of data each, that have not previously been
         assessed, they will each attract a complex fee
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type II Group applications are to be included in your CCC submission?
If you have no additional single/bulk Type II Group applications, move onto the next question.
single Type II Group application
bulk of 2 Type II Group applications
bulk of 3 Type II Group applications
bulk of 4 Type II Group applications
bulk of 5 Type II Group applications
Type II Group - National
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
How many additional single/bulk Type II Group Complex applications are to be included in your CCC submission?
If you have no additional single/bulk Type II Group Complex applications, move onto the next question.
single Type II Group Complex application
bulk of 2 Type II Group Complex applications
bulk of 3 Type II Group Complex applications
bulk of 4 Type II Group Complex applications
bulk of 5 Type II Group Complex applications
Type II Group Complex - National
Does your CCC include a PIQ application?
Information for bulk applications:
Where the submission does not include bulk applications, leave 0 in the box below and then press enter.
In order to bulk a single or group variation, the below criteria must apply:
 
•         The changes are to authorisations registered under the same company number.
•         The changes are identical across the lead and bulk members, and rely on the same supporting data. (QRD updates to the SPC do 
         not need to meet this requirement)
 
If your desired group of changes isn't included in the CMDh guidance on acceptable groupings or the MHRA examples of grouping, you
need to complete and submit a grouping template. Details can be found via this link.
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