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Introduction 

 

This survey was conducted to gather information on the implementation of the new EU GMP Annex 1 and implementation 
of barrier systems. 
 

This was a blinded survey. The Survey opened on 19 July 2023 and closed on 11 Aug 2023.  In cases where a respondent 
only completed the first 3 questions on general demographic information and no other information, the data was not 
included in the analysis. 
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General Demographic Information 
 

Question Q1 
 

 

Results: 

Respondents 169, with 20% of respondents choosing more than one response. 

 

Other: Distributor for Sterile Drug Products; CDMO; Human Health Cell Therapy Manufacturer; Human Cell Therapy DS and DP; 
Equipment manufacturer; Pharma Equipment Manufacturer; Life Science Supplier; Reg agency; Reg, ATMP manufacturer; 
Cleanroom Consultant; Consulting to all of above; Safety Testing Service Provider of Human Drug products; Consultant; 
Gene Therapy, consulting; Non sterile API for sterile DP; Consultant; packaging for sterile products; Processing Equipment 
Supplier; Consulting service provider; Medical device; Virtual Combination Product Manufacturer; OEM for sterile 
fill/finish; Life Science Manufacturer/Supplier; Human Health low bioburden API Manufacturer; Contract Laboratory; CRO 
and drug discovery; Medical device; Contract Laboratory; consultancy for HH sterile DP manufacturer 
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Question Q2 
 

 
 

Results: 

Respondents 169, with 22% of respondents choosing more than one response. 
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Question Q3 
 

 

Results: 

Respondents 169, with 67% of respondents choosing more than one response. 
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Implementation of EU Annex 1 "Manufacture of Sterile Medicinal Products" 

Question Q4 
 

 

Results:  

Respondents 126 (no respondents selecting “Do Not Know”) 

 

 

Question Q4.a. 

Respondents answering “No” to question Q4 above were presented with this question 
 

 

Results:  

Respondents 71  
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Question Q4.b. 

Respondents answering “No” to Q4 were presented with this question 

Respondents 71 
 

 

Results:  

Respondents 71  

 

 
Question Q4.c. 

Respondents answering “Yes” to Q4.b above were presented with this question 
 

 

Results:  

Respondents 4  

Yes - 2 respondents 
No - 1 respondent 
Do Not Know - 1 respondent 
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Implementation of Barrier Systems 

Question Q5 
 

 

Results:  

Respondents 159 
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Question Q5.a. 

Respondents answering “1-2”, “3-5”, or “More than 5” to Q5.a above were presented with this question  
 

 

Results:  

Respondents 129  
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Question Q5.b. 

Respondents answering “1-2”, “3-5”, or “More than 5” to Q5.a above were presented with this question  
 

 

Results:  

Respondents 126  
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Question Q5.c. 

Respondents answering “Yes” to Q5.b above were presented with this question. Respondents were allowed to pick more 

than one answer. 

 

 

Results:  

Respondents 43 

 

Other:   Reason would be strictly because of these onerous regulations; Regulations; Annex 1 
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Question Q5.d. 

Respondents answering “Yes” in Q5.b were presented with this question.  For this question the defat starting value was set 
to zero for each slider. 
 

 

Results:  

Respondents 40  

• Substantial financial incentive from the local government to help fund the upgrade 
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• Regulatory reporting relief to provide a pathway to faster implementation 

 

 
• Availability of detailed information and case studies providing long term expected return-on-investment values for 

implementing barrier systems as compared to traditional filling lines 
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Bethesda Towers 

4350 East West Highway, Suite 

600 Bethesda, MD 20814 USA 

Tel: +1 (301) 656-

5900 

Fax: +1 (301) 986-

0296 

 

Send questions on this report to: 

info@pda.org 
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