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Chapter 7 – General information

• CMDh accepted to take over the responsibility for 
handling/publishing some of the information 
contained in NtA, Chapter 7 (General information)

• Identify sections that will be taken over by 
CMDh

• Identify redundant information

• Decide where to publish the information on the 
website
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Chapter 7 – What to take over?

Table of Content CMDh Comments

1. Format for applications 
in the E.U.

No Information on the 
presentation and format of a 
dossier is given in ‘The Rules 
Governing Medicinal Products 
in the European Union, Vol. 
2B and Vol. 2C’.

2. Languages to be used 
for dossier, responses, 
variations and renewals

X For MRP/DCP and NP 
only

3. Number of copies of the 
dossier, responses, 
variations and renewals

No Obsolete, covered by 
published guidelines
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Chapter 7 – What to take over?

Table of Content CMDh Comments

4. Dossier Check-in
Procedure

? To be further 
discussed

5. Specimens and 
samples

X For MRP/DCP and NP 
only

6. National procedure after 
a commission decision 
on a referral

X
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Chapter 7 – What to take over?

Table of Content CMDh Comments

7. List of official journals No Keep it on EC 
website

8. Addresses for receipt of 
the dossier and 
subsequent 
correspondence

X For MRP/DCP and 
NP only

9. Addresses for receipt of 
fees and terms for 
payment

X For MRP/DCP and 
NP only

10. ”Blue box” requirements X For MRP/DCP and 
NP only
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Chapter 7 – Where to publish?
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Chapter 7 – Next steps

• Get the files from the EC

• Find rapporteurs responsible for each section

• Inform the EC that CMDh is ready to publish the 
updated sections

• Publish the updated sections as separtate 
documents

• Target date: June 2012

• Get feedback from the users
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