
Figure 1: Overall Conclusions regarding Domestic Data ([ADE 
report data] 1968-2017)

i. The number of reports has increased exponentially from 
2000 to 2017. As people imbibe more medications or health 
care professionals become more able to identify ADEs, more 
ADEs are reported.

ii. The quantity of serious reports, depending on filter, can be less 
subject to the fluctuations than the total number of reports.

1. Greater severity of symptoms would likely increase the 
ability to correctly diagnose patients with an ADE.

iii. A high percentage of reports comes from the United States.
 Figure 2: Serious vs. Non-Serious ([ADE report data] 1968-2017)

iv. The percentage of total reports that are serious or fatal has 
decreased by approximately 2.18% each year.

v. More conclusions may be drawn from the graph once the 
number of total reports begins to follow a logistic pattern, which 
it will have to do eventually.

Figure 3: FAERS Death Reports Collected vs. Predictions of ADR 
Deaths ([ADE report data] 1968-2017), (J, B, PN 1988)

vi. Currently, the FAERS Public Dashboard data does not 
successfully reflect the quantity of deaths in the United 
States, indicating either the reporting system or the prediction is 
likely inaccurate.

Conclusions and Implications: 
- As of now, the FAERS data provides inconclusive data and therefore is 

not an effective resource for the identification of cause of the drug 
reaction, especially as a system to identify potential drugs to test for 
genetic involvement in the ADE case. 
- There are duplicate reports due to the mandated reporting of 

manufacturers in addition to healthcare personnel and consumers.
- Data does not reflect predicted trends. 
- There is a rise in the number of total and serious reports 

- This may indicate...
- an increasing ability to detect and identify ADEs
- an increasing willingness to diagnose or report
- a changing definition of an ADE

- This increase when coupled with the decrease in percentage of serious 
reports indicates improvement in willingness to report. 

Next Steps:
● Potential changes that could be made to improve the quality of the 

FDA’s current reporting system
a. Inclusion of quantity of people 

on each medication
b. System to verify reports
c. Separate ADE and ADR

reporting systems
d. Genetic information of patients

i. Could be inferred through
alternative information

e. Media campaign to encourage
increased reporting to the FDA
and communication between
reporters to reduce double 
reporting.

Medications are ubiquitous; however, medications can yield negative 
results. An adverse drug event (ADE) is any negative patient reaction 
during the duration of their drug intake, regardless of whether there is a 
proven cause-and-effect relationship. An adverse drug reaction (ADR), 
a subset of ADE in which the patient imbibes the prescribed quantity of a 
particular drug, is a preventable case in which abuse or other such 
variables of the drug is not involved. (Schatz, Weber 2015) A 1994 study 
predicted ADR caused 106,000 deaths annually (J, B, PN 1988). Proper 
reporting can help researchers identify potential causes of ADEs, 
allowing for greater ability to treat ADR and ADE, saving lives and 
money.
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RESEARCH METHODOLOGIES 

What are SNPs?

Pharmacogenomics uses genetic 
variation to tailor the treatment to 
the patient, and thus have emerged 
as a method to reduce ADR, 
especially when they occur in 
drug metabolizing enzymes.

1,255,936 
Domestic ADE reports ([ADE report data], 2017)

1. Content Analysis of FAERS 
Reports

2. Generation of Graphs
3. Evaluate quality of FAERS and 

ability of FAERS to reduce 
ADE using graphs and 
descriptive statistics
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