
Coronavirus Pandemic 
PDA Israel Chapter
January 19, 2021

Karin Baer



PDA Activities due to Covid -19

• two task force were initiated:
• Covid-19 response : podcasts, webinars, papers

• PDA COVID-19 Task Force Podcast Series can be found:
At the following link: https://anchor.fm/pda-covid-19-tf

• Audit and Inspection: 

1. Webinars-such as
• Characteristics/survivability Impact of the Covid-19 Pandemic on the pharmaceutical 

supply chain

• Remote Regulatory Assessment and Inspections-Industry Perspective 

• Remote supplier and internal auditing – general

• Remote supplier and internal auditing – technology Jan.22, 2021

https://anchor.fm/pda-covid-19-tf


PDA Activities due to Covid -19

• Audit and Inspection: 

2. Points to Consider Documents

• Aspects covered: 
• Cultural/Communication

• Legal Aspects and DI

• Technology

• Determining Audit Type Using a Risk-Based Approach



Points to Consider in Remote Virtual and Hybrid 
Audits

• The global travel restrictions have impacted the ability of the 
pharmaceutical industry to conduct audits  to aid in timely detection and 
remediation of non-compliance.

• Industry has quickly pivoted to the design and implementation of remote 
audits to ensure the requirements of Health Authorities and marketing 
authorizations are met.

• The objective of this document : 

• introduce a standard nomenclature when describing remote audits, 

• describe the steps taken to ensure an effective and efficient assessment: 
Definitions, Scheduling, Duration, Planning, Conduct, Closing and Wrap-up, 
Reporting, Follow-up and References.





Example of Risk Assessment



Commenting on guidelines and Discussions

• Absenteeism

• Cov-19 Infections in Employees



Absenteeism

March 2011



Cov-19 Infections in Employees



Example of a conclusion of a specific Risk 
Assessment performed
• The Generic Risk Assessment for SARS-CoV-2/Covid-19, with the objective to assess the 

procedures and measures in place to mitigate the risk of SARS CoV-2 contamination of 
pharmaceutical products 

• The conclusion of the Assessment says that Considering a negligible likelihood of hazard 
occurring and a low consequence of hazard, the risk of SARS-CoV-2 product contamination is 
considered as negligible.

• Based on these facts, no additional measures are needed in addition to existing GMP-
conforming procedures within the manufacturing sites.

• Nonetheless, in the event an employee is tested positive is found within the GMP environment, a 
Deviation needs to be initiated to document the specific risk assessment to analyze and assess 
any issue that might need to be considered based on the specific circumstances.


