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Version - SLv1.0
Fees Calculator
This form has been designed as an aid to determine the fees that will be charged upon the submission of an application 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 initial application fees please contact
RIS.NA@mhra.gsi.gov.uk.
 
For more information on fees definitions please see: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/425013/MHRA_fees_definitions.pdf 
 
Note: This calculator does not apply to Herbal Registration (THR), Homoeopathic (Registration/National Rule) or Reclassification applications.
 
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.
Question 1: What is the scope of your application?
Question 2: Has the active substance(s) of your product previously been authorised in the UK?
Question 3: Does your application concern an orphan medicinal product (to which point 6 of part II of annex I to the 2001 Directive applies)?
Question 3: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 4: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 5: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 6: Does your application concern a new route/method of synthesis for active substance?
Question 7: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 8: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 9: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 10: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 11: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 12: Does your application include a new excipient not previously used in the UK?
Question 2: Is the MHRA (UK) acting as:
Question 3: Has the active substance(s) of your product previously been authorised in the UK?
Question 4: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 5: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 6: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 7: Does your application concern a new route/method of synthesis for active substance?
Question 8: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 9: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 10: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 11: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 12: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 13: Does your application include a new excipient not previously used in the UK?
Question 3: Has the active substance(s) of your product previously been authorised in the UK?
Question 4: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 5: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 6: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 7: Does your application concern a new route/method of synthesis for active substance?
Question 8: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 9: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 10: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 11: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 12: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 13: Does your application include a new excipient not previously used in the UK?
Question 2: Is the MHRA (UK) acting as:
Question 3: Is the MHRA (UK) RMS:
Question 4: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 5: Is the legal basis of your application:
Question 5: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 6: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 7: Does your application concern a new route/method of synthesis for active substance?
Question 8: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 9: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 10: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 11: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 12: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 13: Does your application include a new excipient not previously used in the UK?
Question 4: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 5: Is the legal basis of your application:
Question 5: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 6: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 7: Does your application concern a new route/method of synthesis for active substance?
Question 8: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 9: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 10: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 11: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 12: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 13: Does your application include a new excipient not previously used in the UK?
Question 3: Has your active substance(s) of your product previously been authorised in the UK?
Question 4: Please confirm the legal basis of your application or whether you intend to submit an extension application:
Question 5: Is the legal basis of your application:
If you are unsure of the legal basis of your application, please contact RIS.NA@mhra.gsi.gov.uk.
Question 6: Does your application list a new source of active substance not covered by either
i)         a European Pharmacopoeia certificate of suitability (CEP) or
ii)         an ASMF which has been approved with an authorised medicinal product in the UK?
Question 7: Does your application concern a new route/method of synthesis for active substance?
Question 8: Does your application concern use of the active substance for a new population or a new clinical indication?
Question 9: Does your application concern a new route of administration, or a new method of administration to the site of action or absorption?
Question 10: Is the product presented as a modified/controlled release dosage form or presented as a metered dose/powder inhaler?
Question 11: Is the application for a sterile product which uses a new sterilisation method or container material in direct contact with the product?
Question 12: Is the application for a new influenza vaccine, or a new manufacturer of strain, or an influenza vaccine using a new manufacturer or manufacturing process?
Question 13: Does your application include a new excipient not previously used in the UK?
Final Question: How many additional strengths of the same dosage form are you submitting? (If it is a single submission, please leave it as 0.)
 
Note: For Informed Consent applications, each strength adds a Simple fee to the Grand Total. For all other applications, each strength adds a Standard fee to the Grand Total.
Does your application package concern different dosage forms? (If it is a single dosage form, please ignore this question.)
Please note any active substance which has not previously been authorised within the UK will always incur a major fee.
National - Major
National - Abridged Complex
National - Abridged Complex
National - Abridged Standard
National - Abridged Complex
National - Abridged Complex
National - Abridged Complex
National - Abridged Simple
Decentralised UK RMS - Major
Decentralised UK RMS - Abridged Complex
Decentralised UK RMS - Abridged Complex
Decentralised UK RMS - Abridged Standard
Decentralised UK RMS - Abridged Complex
Decentralised UK RMS - Abridged Complex
Decentralised UK RMS - Abridged Complex
Decentralised UK RMS - Abridged Simple
Decentralised UK CMS - Major
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Simple
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Decentralised UK CMS - Abridged Simple
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK RMS 1st Wave - Major
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Standard
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 1st Wave - Abridged Simple
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Major
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Standard
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Complex
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK RMS 2nd Wave - Abridged Simple
For outgoing Mutual Recognition applications, if you submit a duplicate set where 1) the CMSs are the same and 2) it is submitted at the same time as the original, a fee of £2,849 will be charged for each strength in a duplicate set.
Mutual Recognition UK CMS - Major
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Standard
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Complex
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
Mutual Recognition UK CMS - Abridged Simple
If the proposed license holder in the UK is different to the proposed license holder in the RMS, then a transfer fee of £491 will be applied in addition to the application fee.
National - Major (Reduced)
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