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Introduction to Roche Product Vigilance 

Welcome from the CEO 

 

Ensuring our medicines, in-vitro diagnostics and medical devices are safe for our 
patients is at the core of our responsibilities. So it is essential that we know about any 
problems experienced with one of our products -- whether it is a medicine, a diagnostic 
test, or a device. 

You could hear about an adverse event or product complaint anywhere -- while talking to 
a friend who is using a Roche product, during a conversation with a healthcare 
professional, or on your social media channels. 

This course will show you how to deal with these kinds of issues, and describe how to 
promptly report them. This is a key element of Roche's Code of Conduct. And I'm 
counting on your support in this very important matter. If you hear something, tell 
someone. 

Our patients and customers trust us to listen to their feedback and to take appropriate 
actions when required. 

 

Thank you. 
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Introduction 

 

Roche Divisions 
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Pharmaceuticals Division 

 

Diagnostics and Diabetes Care Divisions 
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Your Responsibility 

 

Objectives 
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Recognizing Potential Adverse Events and Product Complaints 

 

Special Situations 
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Drug Adverse Events 

 

Drug Adverse Events: Examples 
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Drug Adverse Events: Scenario 

 

In-Vitro Diagnostics/Medical Device Adverse Events 
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In-Vitro Diagnostics/Medical Device Adverse Events: Examples 

 

In-Vitro Diagnostics/Medical Device Adverse Events: Scenario 
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Product Complaints 

 

Product Complaints: Definition 
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Product Complaints: Examples 

 

Product Complaints: Scenario 1 
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Product Complaints: Scenario 2 

 

Product Complaints: Scenario 3 
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Product Complaints: Scenario 4 

 

Product Complaints: Scenario 5 
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Product Complaints: Scenario 6 

 

Choose a Division to Continue 
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Special Situations 

 

Special Situations: Scenario 
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Special Situations 

 

Special Situations: Pregnancy 
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Special Situations: Breastfeeding 

 

Special Situations: Lack of Efficacy 
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Special Situations: Overdose 
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Special Situations: Misuse 

 

Special Situations: Abuse 
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Special Situations: Off-Label Use 

 

Special Situations: Medication Error 
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Special Situations: Drug Interactions 

 

Special Situations: Occupational Exposure 
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Special Situations: Unexpected Beneficial Events 

 

Special Situations: STIAMP 
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Reporting Potential Adverse Events and Product Complaints 

Tell Someone 
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Why do I need to report potential adverse events and product 

complaints? 

 

Why do I need to report? 
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Where might I hear about a potential adverse event or product 

complaint? 

 

Where: At Work, or Outside Work 
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Where: Using Digital Media 

 

Where: Working on a Program or Activity 
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Where: Working on a Program or Activity: Scenario 

 

How do I report a potential adverse event or product complaint? 
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How: Reporting a Potential Adverse Event 

 

How: How Do I Tell Them? 
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How: What if I am an External Business Partner? 

 

How: Reporting a Product Complaint Example 
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How: Reporting a Potential Adverse Event Example 

 

What information do I need to report? 
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Conclusion 

 

Next Steps 
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Knowledge Check 

 

Knowledge Check: Question 1 
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Knowledge Check: Question 2 

 

Knowledge Check: Question 3 

 



 

Roche Product Vigilance Training v 3.0 | September 2023 | F. Hoffmann-La Roche Ltd 

Knowledge Check: Question 4  

 

Knowledge Check: Question 5 
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Knowledge Check: Question 6 

 

Knowledge Check: Question 7 
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Knowledge Check: Question 8 

Knowledge Check: Question 9 
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Knowledge Check: Question 10 

Knowledge Check: Question 11 




