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Needs analysis questionnaire 
 
To ensure that the workshop corresponds to your needs, please complete this questionnaire together with the pre-workshop assignment. 
 
Name 
 
 
Current job 
 

 
How much experience do you have with biosimilars? 
 
 
 
Do you have any other relevant experience (e.g. NBE or NCE submission)? 
 

Are you attending this workshop to get credit towards your certificate? 
 
	Yes: 		 	No: 	 	Undecided: 
 


Which three questions would you most like to see answered during the workshop?  (Questions must be within the scope of the workshop as described in the Abstract.) 
 
Please rate each topic in terms of its importance to you.  As far as possible, time during the workshop will be allocated to the items with the highest scores. 
1 = I do not want much time on this    2 = I need some time on this    3 = I need lots of time on this 
 
	Topic 
	Score (tick appropriate box) 

	
	1 
	2 
	3 

	 What are biosimilars and what are the general challenges associated with biosimilars?
	
	
	 

	 MW in clinical biosimilars development PK/PD
	
	
	 

	 MW in clinical biosimilars development clinical efficacy and safety
	
	
	 

	 MW in biosimilar submissions dossier preparation
	
	
	 

	 Anything else?
	 
	 
	 


 
Please return to Dr. Sabrina Stöhr (sabrina.stoehr@merckgroup.com) and Dr. Katharina Brauburger (katharina.brauburger@merckgroup.com) by latest 2 weeks before the workshop
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Pre-workshop assignment 
 
Objective 
Participants will get familiar with the main regulatory guidance documents in biosimilars. 

Content 
Read the provided guidelines carefully and answer the 2 questions.

· How many product specific guidelines have been issued by the EMA and FDA?
· Which one of the 2 following phrases is FDA, which one is EMA terminology: 	“totality of the evidence” or “totality of the data”?

Assessment criteria 
To qualify for credit you must hand in the answers to the questions within the given time. Knowledge of the guidelines will help you to understand the content of the workshop; the content of the guidelines will not be reiterated during the workshop

Instructions 
Provide the answers to the questions and the needs questionnaire latest 2 weeks before the workshop to sabrina.stoehr@merckgroup.com and katharina.brauburger@merckgroup.com.
Resources and materials 
· EMA: Guideline on similar biological medicinal products http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/10/WC500176768.pdf

· EMA: Guideline on similar biological medicinal products
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-similar-biological-medicinal-products-containing-monoclonal-antibodies-non-clinical_en.pdf


· EMA: Guideline on similar biological medicinal products containing biotechnology-derived proteins as active substance: non-clinical and clinical issues http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2015/01/WC500180219.pdf

· EMA: Guideline on similar biological medicinal products containing biotechnology-derived proteins as active substance: quality issues (revision 1) http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2014/06/WC500167838.pdf

· FDA: Guidance for Industry: Scientific Considerations in Demonstrating Biosimilarity to a Reference Product
https://www.fda.gov/downloads/drugs/guidances/ucm291128.pdf


Time required 
2h
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