PQS Pilot Application Form.

Part 1. Applicant, Product and Application Details[endnoteRef:1] [1:  Note: It is not necessary to submit an ICH Q12 variation in order to participate in this pilot.] 


Organisation or company name:
Contact name for correspondence on the pilot:

Function/Title:
Contact email:


If Variation Planned to be submitted please provide the following:
Drug substance name:
Drug product name:
Planned Submission Date:

Product type ☐ Chemical/small molecule ☐ Biological molecule ☐ Other - please specify:
Route of Administration
Dosage form


Part 2. Facility Details

The following information should be completed for each facility that you are requesting to be considered for the pilot.

Organisation or company name:
Address:
Street:
City:
Province:
Region:
Postal code:
Country:
OMS Number


Name of Manufacturer Point of Contact for the Inspection:
Job title:
Telephone number:
Email:

Description of Manufacturing/testing activities carried out at the facility relevant to the regulatory submission proposed for inclusion in the pilot. Please indicate which
activities apply.

☐ Manufacture of active substance ☐ Manufacture of aseptically prepared dosage forms ☐ Manufacture of terminally sterilised products ☐ Manufacture of Non-Sterile Products ☐ Manufacture of Biological Products ☐ Primary Packaging ☐ Secondary Packaging ☐ Quality Control Testing ☐ Batch Certification ☐ Other (specify)



Please send the completed form to GMPINS@ema.europa.eu 
