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Supplementary Materials: Adverse Event Circumstances and the Case of Drug Interactions
[bookmark: _GoBack]Theodoros G. Soldatos and David B. Jackson *
Table S1. Selected MedDRA level 2 classes in FAERS. The following MedDRA level 2 categories have been omitted from this table as they are discussed more in detail under the MedDRA level 3 classes presented in Table S3: MedDRA level 2 category ‘Complications associated with device’ of the more general MedDRA 1 class ‘General disorders and administration site conditions’; MedDRA level 2 categories ‘Off label uses and intentional product misuses/use issues’, ‘Overdoses and underdoses NEC’, ‘Procedural related injuries and complications NEC’, and ‘Exposures, chemical injuries and poisoning’ of the more general MedDRA 1 class ‘Injury, poisoning and procedural complications’; as well as categories ‘Device issues’, and ‘Product quality, supply, distribution, manufacturing and quality system issues’ of the MedDRA class ‘Product issues’.
[image: ]
Table S2. MedDRA level 2 and 3 categories of the general MedDRA class ‘Social circumstances’. The general class ‘Social circumstances’ is linked to only 16268 as indication (0.24% FAERS) but to 103877 AEs as reaction (1.53% FAERS).
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Table S3. Top 20 non-physiological (disease, condition, side-effect) MedDRA level 3 reaction categories in FAERS. The table lists selected MedDRA level 3 terms reported in more than 1000 AEs as reactions, and respective representative MedDRA level 4 subclasses for each category that are reported in more than 500 AEs. Most of these categories recapitulate and reflect classes omitted from Table S1.
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Name of MedDRA level 3 Reaction and Summary of DDI analysis results were summarized in a separated table
[bookmark: _Hlk525288478][image: ]© 2019 by the authors. Licensee MDPI, Basel, Switzerland. This article is an open access article distributed under the terms and conditions of the Creative Commons Attribution (CC BY) license (http://creativecommons.org/licenses/by/4.0/).
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image1.png
Name of MedDRA Class Indication AEs Reaction AEs
General disorders and administration site conditions 247082 2712307
« Administration site reactions . 8% - 3762
« Body temperature conditions. . 1e3 . 172155
« Fatal outcomes . 8% - 307071
« General system disorders NEC - 2105 . 1483087
« Therapeutic and nontherapeutic ffects (excl toxcity) .82 . 684282
« Tissue disorders NEC - 3092 . 48298
Injury, poisoning and procedural complications 56190 1439977
« Administration ste reactions . 8% . 35762
« Bone and joint injuries .68t . 123309
« Injuries by physical agents .8 . 19040
« Injuries NEC - 15787 - 358480
Metabolism and nutrition disorders 644521 632797
« Acid-base disorders . 8o . 59306
« Appetite and general nutrifonal disorders . 91 . 1573%
« Bone, calcium, magnesium and phosphorus metabolism - 146592 . 43097
« Diabetic complicafions - 10798 . 1796
« Elechrolyte and flid balance conditions - 22061 . 21572
« Food inflerance syndromes .6l . et
« Glucose metabolism disorders (incl diabetes melitus) - 3300 . 103625
« Inbom errors of metabolism . A7t . 1799
« Iron and trace metal metabolism disorders . 11255 . 6559
« Lipid metabolism disorders - 64960 . 26032
« Metabolism disorders NEC . 5522 - 35688
« Protein and amino acid metabolism disorders NEC .7 . T0%
« Purine and pyrimidine metabolism disorders . 17956 . a0
« Vitamin related disorders - e .80
Pregnancy, puerperium and perinatal conditions 17004 118320
« Aborions and stilbirth - 31 .m0
« Foetal complcations .4 . 14238
« Matemal complications of labour and delivery - 1986 . 09
« Matemal complications of pregnancy . 350 .18
« Neonatal and perinatal condifions . 3184 . 30239
« Placental, amniofic and cavity disorders (excl haemorrhages) BT . 4%
« Postpartum and puerperal disorders BT . 201
«_ Pregnancy, labour, delivery and postpartum conditions - 6488 - 62379
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Name of MedDRA category Indication AEs Reaction AEs
Age related factors 4067 1700

« Age related issues - 407 - 1700
Economic and housing issues 76 11788

« Economic circumstances .10 . 9%

« Employmentissues -8 . 66

« Housing Gircumstances -3 . 4%
Environmentalissues 189 5713

« " Non-occupafional / unspecified environmental problems .o .4

« Occupational environmental problems -on .o
Family issues 445 5040

« Bereavement issues - on . a9

« Dependents B} )

« Familyand parner issues .M . 463%
Gender related factors 22 644

« Pregnancy related Gircumstances .16 .40

- Sexualty issues . 5 .o
Legal issues 256 6758

- Crime victims - n . 166

« Criminal activity - . 5T
Lifestyle issues 11077 87109

« Alcohol product use .o . a3

« Dietary and nutriional issues - B . a9

- Disabiity issves .o - sitet

« Drug and chemical abuse . 819 BT

« Educational issues .15 .o

« Socialissues .o . 2755

« Tobacco use - 8a4 . 13%





