Response document for the Agency consultation on 
strategy for pharmacopoeial public quality standards for biological medicines

	About You
Name:

	Position:

	Organisation:

	Email:

	About your Organisation
Type:

Industry 

Innovator 
Biosimilar/Generic 

Trade Association  

Regulator 

National Competent Authority 
Pharmacopoeia  
Representative Body  

National testing laboratory 

Academic

University 
Research organisation 

Other (Please state) 

	Products (tick as many as apply):

Recombinant proteins 
Monoclonal antibodies 

Vaccines 

Blood Products 

ATMPs (please state types) 

Biological extracts   

Other (please state) 

	Location (country):

Head office:​​​​​​​​​​​​​​​​​​​​

Other Locations:

	Organisation Size:

1-9 employees         10-49 employees         50-249 employees         250+ employees 

	1.
What do you see as the greatest opportunities and challenges affecting biological medicines in the next 5 years and why?



	2.
How can quality standards meet the needs of current and future products? For example, is there an unmet need for standards for new medicines?


	3.
How can quality standards enable innovation across the product lifecycle? For example, the development of standards for new analytical technologies.


	4.
How can we work with you to develop the best and most appropriate standards for biological medicines?



	5.
What would you like to see in the strategy which is not already there?



	6.
Do you have any other comments regarding the strategy?



	7.
Would you be happy for the Agency to contact you in order to discuss your responses in further detail?

Yes 






No 

	8.
The Agency may publish consultation responses. Do you want your response to remain confidential?

Yes 


Partially*  


No 


*If partially, please indicate which parts you wish to remain confidential. In line with the Freedom of Information Act 2000, if we receive a request for disclosure of the information we will take full account of your explanation, but we cannot give an assurance that confidentiality can be maintained in all circumstances. Responses to consultation will not normally be released under FOI until the regulatory process is complete.


Responses can be continued onto a separate page if required. This form should be returned by email (BiolStandards@mhra.gsi.gov.uk) to arrive by 10 April 2017. Contributions received after that date cannot be included in the exercise.
