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Explanation 

Temporally associated: 
“Did the event occur after the start of Merck therapy?” 
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Definition 

Merck product: 
“Any pharmaceutical product, biological product, device or diagnostic 
agent, whether investigational (including placebo or active comparator 
medication) or marketed by, manufactured by, licensed by, or distributed 
by Merck & Co., Inc. for human use.” 

Company Confidential  
Copyright © 2014 Merck 



Definition 

Explanation 

Temporally associated: 
“Did the event occur after the start of Merck therapy?” 

Merck product: 
“Any pharmaceutical product, biological product, device or diagnostic 
agent, whether investigational (including placebo or active comparator 
medication) or marketed by, manufactured by, licensed by, or distributed 
by Merck & Co., Inc. for human use.” 

Company Confidential  
Copyright © 2014 Merck 



•

Company Confidential  
Copyright © 2014 Merck 



•

•

Company Confidential  
Copyright © 2014 Merck 



•

•

•

Company Confidential  
Copyright © 2014 Merck 



•

•

•

Company Confidential  
Copyright © 2014 Merck 



•

•

•

Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



•

Company Confidential  
Copyright © 2014 Merck 



•

•

Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Company Confidential  
Copyright © 2014 Merck 



Feedback 

That is correct, because the subject was 

already scheduled to have the knee 

replacement prior to enrolling in the 

study and there was no worsening of 

the preexisting condition during the 

study, this hospitalization would not be 

considered a serious adverse 

experience. 
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Congenital anomaly/birth defect 

Outpatient surgical procedure 

Hospitalization/prolongation of an existing hospitalization 

Overdose 

Death 

Routine clinic visit 

Persistent or significant disability/incapacity 

Intravenous drug therapy 

Emergency Room visit 

Cancer 

Life-threatening 

Other medical important event 

 

 

Let’s review what criteria define an adverse experience as “serious”. 
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Take a few moments and see if you can match the guideline reference points to their definition. 

Consistency 

with test study 

drug profile 

Likely Cause 

Dechallenge 

Exposure 

Time Course 

Rechallenge 

Did the adverse experience recur or worsen following re-exposure to the study drug or 

does the patient have a past history of a similar adverse experience with the same 

study drug or a similar class of drug?  If so, the possibility of a drug cause may be 

strengthened. 

 

Is the adverse experience NOT reasonably explained by another etiology such as 

underlying disease, or other drug(s), or other host or environmental factors? 

 

In order for an experience to be drug-related, the patient must, of course, have been 

exposed to the drug.  Is there evidence that the patient was actually exposed to the 

study drug? 

 

Did the adverse experience resolve or improve upon discontinuation or reduction in the 

dose of the study drug?  If so, and depending on the event, the likelihood of a drug-

relationship may be greater than if the adverse experience persists.  For example, 

diarrhea that persists several days after discontinuation suggests another etiology. 

 

Is the clinical/pathological presentation of the adverse experience consistent with 

previous knowledge regarding the study drug or drug class pharmacology or 

toxicology? 

 

Did the adverse experience follow in a reasonable temporal sequence from 

administration of the study drug?  Is the timing of the adverse experience consistent 

with being caused by the drug? 
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previous knowledge regarding the study drug or drug class pharmacology or 
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Time Course 
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Yes No 
Need more 

information 

Do any of the data points indicate  
an adverse experience?  
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Now, with additional 

information available 

is the data point an 
adverse experience?  
Yes No 
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Now, with additional 

information available 

is the data point an 
adverse experience?  

Use of lansoprazole 

not related to an 

adverse experience 

as subject has 

documented history 

of GERD and did not 

have any new or 

different problems. 

Non-serious adverse 

experience – lower 
back pain 

Yes No 
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Let’s discuss how you would handle 

this adverse experience. 
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The pain and stiffness were worse 
than reported at the beginning of the 
study. This would be a worsening of a 
pre-existing condition. 
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Mrs. Clark was admitted as an inpatient to 
the coronary care unit which meets the 
serious adverse experience criteria of 
hospitalization. 
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That means by 8:30 a.m. tomorrow 
morning (Sunday) Dr. Wright will need to 
have notified Merck/MSD of the event. 
Remember you must provide the event 
term, in this case myocardial infarction 
and not just ‘hospitalization.’  Updates 
will need to be provided as additional 
information becomes available. 
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Questions 

If you have any questions please use the  
‘Ask Question’ feature at the bottom of  

the presentation player. 

 

 

Thank you for your attention.  
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