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Adverse Drug
Reaction Sources

ADVERSE DRUG REACTION (ADR)

An adverse drug reaction is any unexpected,
unintended, undesired, or excessive response to a
drug

MEDICATION OCCURRENCE (MO)

A medication occurrence is an error in
prescribing, verifying, dispensing, preparing,
administering, documenting, or monitoring a
medication.

MEDICATION INTERVENTIONS (Mil)

A medication intervention occurs when a
pharmacist or other health care provider helps to
optimize medication therapy or minimizes
medication cost.



Mechanistic and Clinical Descriptions of ADRs
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% A category of anecdotal evidence consists of a small number of reports that are definitive on the

basis of one or at most a few reports (so-called “between-the-eyes” reactions)

1. Extracellular or intracellular tissue deposition of the drug or a metabolite

2. A specific anatomical location or pattern of injury
3. Physiological dysfunction or direct tissue damage proved by physicochemical testing

4. Infection as a result of the administration of a potentially infective agent or because of

demonstrable contamination

O



Grades off ADRs

Grade 1: Laboratory evidence of hemolysis only (e.g.
direct antiglobulin test; presence of schistocytes).
Grade 2: Evidence of red cell destruction and 2 g/dI
decrease in hemoglobin, no transfusion.

Grade 3: Transfusion or medical intervention (e.g. steroids)
indicated.

Grade 4: Catastrophic consequences (e.g. renal failure,

Grade 1: Mild fatigue over baseline.

Grade 2: Moderate or causing difficulty performing
Some activities of daily living.

Grade 3: Severe fatigue interfering with activities of

daily living.
‘ Grade 4: Disabling.
hypotension, bronchospasm, emergency
splenectomy).
Grade 5: Death.




Adverse drug
Drug history, inc. non- Any drugs

reactions: prescription meds? been stopped?

Questions to ask L
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stptoms?(W Ty \-/ \/ T
History of _ Management
allergy, or //e plan?

other ADRs? R /
Medical Y |
history? ¢ )

Date reaction

t Who needs
How managed to know?
so far?
Clipart courtesy of Simon Wills www.medicineslearningportal.org k



Questions might include...

1. Was there a temporal relationship
between the onset of drug therapy
and the adverse reaction?

2. Was there a dechallenge (i.e., did
the signs and symptoms of the
adverse reaction subside when the
drug was withdrawn)?

3. Can signs and symptoms of the
adverse reaction be explained by the
patient’s disease state?

4. \Were there any laboratory
tests that provide evidence for
the reaction being an ADR?

5. What was the patient's
previous general experience
with the drug?

6. Did symptoms return when
the drug was re administered?
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Databases

HOME

A ReCSvsu

Adverse Drug Reaction Classification System

BROWSE ~ TOOL~

A4 |Seorch by ADR or Drug...

‘ Q Quicksearch

A ReCSvii
‘ For ADR
ADR Ontology
ADR Term
ADR ID
ADR Hierarchy

@® Fuzzy Search O Accurate Search @

Hyperbilirubinaemia necnatal
BADD_A07298

09 Hepatobiliary disorders

09.01  Hepatic and hepatobiliary disorders

09.01.01  Cholestasis and jaundice

09.01.01.014  Hyperbilirubinaemia neonatal

14  Metabolism and nutrition disorders
14.11  Metabolism disorders NEC

14.11.01  Metabolic disorders NEC

14.11.01.038  Hyperbilirubinaemia neonatal

17  Nervous system disorders

DOWNLOAD

HELP



synonym S ) I )
Hyperbilirubinemia neonatal | Hyperbilirubinemia newborn

ADR Related Proteins

Protein Name UniProt AC TTD Target ID

Not Available Not Available Not Available

Showing 1 to 1 of 1 rows

Drugs Leading to the ADR

Drug ID Drug Name ADR Frequency (FAERS)@ ADR Severity Grade (FAERS)@
EADD D00475 Citalopram 0.0003330% OOo0o0oOo
BADD_D00499 Clomipramine 0.008855% oo0oOoOo
BADD_D00734 Duloxetine 0.000132% OOaan
BADD_D00981 Gabapentin 0.000051% Oo00o0o
BEADD_D01107 Hydroxyprogesterone caproate - D E] D C] D E
BADD D01243 Lamotrigine 0.001547% JOooog
BADD_D01617 Ondansetron 0.000399% o0o00oo
BADD D01668 Pantoprazole 0.000080% O0oOooad :“
BADD_D01835 Pregabalin 0.000236% oooog
BADD_D02010 Sertraline 0.000151% oouoo
BADD D02346 Venlafaxine 0.000596% o0oooa
BADD_D02464 Fingolimod 0.001158% o0o00oo

The 1th Page 1 Total 1 Pages



Databases

Search results:

kataract Q

Here are the results of your query:

Side Effects:

Sort by name: up or down | Sort by number of drugs with side effect: up or down
Cataract (140 drugs)

Cataract conditions (1 drug)

Cataract cortical (1 drug)

Cataract nuclear (1 drug)

Cataract specified (11 drugs)

Cataract subcapsular (26 drugs)

Cataract unilateral (1 drug)

s|e/g 8608

License: Except as otherwise noted, this work is licensed under a Creative Ci oncommerc h Alike 4.0 License. For commercial use or customized versions, please contact biobyte solutions GmbH

Disclaimer: The content of this database of side effects (adverse drug reactions) is intended for educational and scientific research purposes only. It is not intended as a substitute for professional medical advice, diagnosis or treatment



Cataract

Definition: A condition in which the lens of the eye becomes cloudy. Symptoms include blurred, cloudy, or double vision; sensitivity to light; and difficulty seeing at night. Without
treatment, cataracts can cause blindness. There are many different types and causes of cataracts. They may occur in people of all ages, but are most common in the elderly.

Synonyms (terms occurring on more labels are shown first): cataract, cataracts

More information: PubMed search and possibly Wikipedia

Show drugs with this side effect as MedDRA Preferred Term

Drugs with this side effect Drugs with this indication

Glat copolymer: infrequent « diclofenac
L-Dmp: rare « dipivefrin
Lantus: 15.9% - 18.1% « Photofrin
« Lovaza

« NTBC

Photofrin II

UDCA

acitretin

allopurinol: postmarketing

anastrozole: 0.2% - 7.08%

aripiprazole

beclomethasone: postmarketing

beclomethasone dipropionate

betaxolol: postmarketing

bexarotene: uncommon, 19%

bicalutamide

bimatoprost: 1.2% - 2.9%

brimonidine

budesonide: postmarketing

Dexamethasone

Side effects @

Options: Show MedDRA Preferred Terms, »” display all 40 IabelJ

Side effect Data for drug

Intraocular pressure increased  [2401% =135/5%0|

Coniunctival haemorrhaae 13.4% - 30.3%
A condition in which the lens of the eye becomes cloudy. Symptoms  €ry common
include blurred, cloudy, or double vision; sensitivity to light; and 4% - 12.7%
difficulty seeing at night. Without treatment, cataracts can cause 1.22% - 8.05%

blindness. There are many different types and causes of cataracts. o 0
1.96% - 8.64%
They may occur in people of all ages, but are most common in the

o 142% - 6.64%
erycus system disorde _ommon
Cataract 9201%-11.8%
Conjunctivitis © 2.44% - 5.86%
Vitreous floaters © 1.83% - 4.94%
Dry eye 2.13% - 4.63%
ideeffects.embl.de/se/C0086543/ Tea.dac)ie o ° 221:& = 3?326

Placebo

oH | More information: STITCH, PubChem (stereo-specific compounds: 1, 2) and possibly Wikipedia
OH ATC Codes: AO1AC02, AO7EA04, CO5AA05, CO5AA09, DO7AB19, DO7ACO1, DO7XB05, DO7XC01, D10AA03, HO2ABO1, HO2AB02, RO1ADO3,
HO O | ROTADO6, RO3BA04, SO1BA01, SO1BA06, SO1CBO1, SO1CB04, S02BA06, S02BA07, SO3BA01, SO3BA03

Notice

By default, only 20 labels are shown at
atime. To see all 40 labels, click on
this icon.

Labels @ ,”
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Reporting ana
Documentation

https://adr-reporter.ttac.ir/
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Women appropriately treated for autoimmune hepatitis may have
successful pregnancies. Usual therapy consists of glucocorticoids
and/or Azathioprine, both of which are probably safe during
pregnancy. Cessation of therapy during pregnancy in such
patients has been associated with relapse of the disease.
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