
The assessment team will notify the applicant if some or all of the optional steps are likely to be undertaken.  
1For some major reclassifications, an RFI may not be issued, and the assessment will proceed to step 5.  
2 A major reclassification application will be downgraded to a standard application if no advice is sought from the 
Commission on Human Medicines (CHM). 
3120 days based on two RFI letters being issued. 90 days with one RFI letter issued. 
4160 days based on the optional steps not being undertaken. 225 days with all of the optional steps included. 
These timelines are based on two RFI letters issued at step 3. If only one RFI letter is issued at step 3, the 
regulatory clock will be 30 days shorter. 
5Appeal procedure will proceed in accordance with timelines advised by the CHM secretariat. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Day 120 (2 RFI letters) 

MHRA assessment time (30 days) 

 

Applicant response time:  

(60 days for 1st RFI, 30 days for 2nd RFI) 

 

Day 160 (225) for major4 
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OPTIONAL STEP 

Applicant response time (28 days) 

MHRA assessment time (15 days) 

Flow diagram for national 

major reclassification 

applications 

Day 120 

Negative 

opinion from 

CHM 

Day 120 for standard3 

Day 130 

Day 121 

Day 60 

Day 0 

1. Application received by the MHRA and awaits validation 

2. Validation of application completed 

Assessment of application starts 

 

 

3. Assessment completed 

RFI issued1 

 

4. Assessment of RFI response completed 

 

Stakeholder meeting period 

(maximum of 60 days - may be extended if necessary) 

 

5. EAG and/or CHM meetings 

 

6. CHM advice letter issued 

 

7. Approval 

Appeal procedure (Human Medicines 

Regulations 2012, Schedule 11)5 

Applicant must notify the MHRA if they wish 

to appeal within 28 days. 

Appeal documentation must be submitted 

within 6 months or timelines specified in the 

CHM letter. 

Key: 

      green text = Clock on  

       red text    = Clock off 

OPTIONAL STEPS 

Internal administrative process Day 160 

Day 180  

 

Public consultation period (minimum 21 days) 

 

Day 181  

 

Assessment of responses received 

from public consultation 

 
Day 210 

 

 If necessary, RFI letter issued 

For major reclassifications, a 

maximum of two RFI letters 

can be issued before CHM. 

 

Positive opinion from CHM 

If CHM advise in favour of the 

reclassification, the advice letter 

may outline any outstanding 

matters to address 

 

Proceed to approval at Day 225 

Applicant response time (28 days) 

MHRA assessment time (30 days) 

Case refused 


