
 

᭷ᐖ㇟⮬Ⓨሗ࿌᭷ᐖ㇟⮬Ⓨሗ࿌᭷ᐖ㇟⮬Ⓨሗ࿌᭷ᐖ㇟⮬Ⓨሗ࿌䝕䞊䝍䝕䞊䝍䝕䞊䝍䝕䞊䝍䜢䜢䜢䜢⏝⏝⏝⏝䛔䛯䛔䛯䛔䛯䛔䛯ᢠᢠᢠᢠ䛖䛴䛖䛴䛖䛴䛖䛴⸆⸆⸆⸆䛾䛾䛾䛾᭷ᐖ㇟᭷ᐖ㇟᭷ᐖ㇟᭷ᐖ㇟䛾䛾䛾䛾ゎᯒゎᯒゎᯒゎᯒ 
 

ᐑᮧಙ㍤䠍䠅  㛵㇂Ὀ᫂䠍䠅 ෆᒣⰋ୍䠍䠅 ⣖䝜ᐃಖ⮧䠍䠅 

1) ᒱ㜧ᏛᏛ㝔㐃ྜ⸆་⒪ሗ◊✲⛉་⒪ሗᏛᑓᨷ 

 

 

1. ┠ⓗ 

FDA (US)䛷䛿⸆≀᭷ᐖ㇟䜢㞟䛩䜛䝅䝇䝔

䝮 䚸 FDA Adverse Event Reporting System 

(AERS) 䛜ᵓ⠏䛥䜜䛶䛚䜚[1]䚸ẖᖺᩘ༑௳䛻䜒

ཬ䜆⮬Ⓨሗ࿌䛻䜘䜛᭷ᐖ㇟䛜✚䛥䜜䛶

䛔䜛䚹䛣䛾ሗ࿌䝕䞊䝍䜢⏝䛧䛶ᵝ䚻䛺⸆≀᭷ᐖ

㇟᳨ฟ᪉ἲ䛜㛤Ⓨ䛥䜜䛶䛔䜛[2-3]䚹᭷ᐖ㇟䛾

᳨ฟ᪉ἲ䛻䛿䛿 PRR䚸GPS Program 䛺䛹䛜⏝䛔

䜙䜜䛶䛔䜛䛜[4]䚸䝕䞊䝍䝬䜲䝙䞁䜾䛾᥈⣴ᡭἲ䛷

䛒䜛䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䛻䜘䜛᳨ฟ᪉ἲ䛾ሗ࿌

䛿䛺䛥䜜䛶䛔䛺䛔䚹䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䛿䛂㇟

A(๓ᥦ)䛜㉳䛝䜛䛸䛝㇟ B(⤖ㄽ)䛜ྠ䛻㉳䛝

䜛䛃䛸䛔䛖㇟㛫䛾┦㛵㛵ಀ䜢ᑟ䛝ฟ䛩ศᯒ᪉ἲ

䛷䛒䜚䚸䛂⸆ A 䜢᭹⏝䛧䛯䛸䛝᭷ᐖ㇟ B 䛜ྠ

䛻㉳䛝䜛䛃䛸䛔䛳䛯ศᯒ᪉ἲ䛸䛧䛶⏝䛩䜛䛣䛸䛿

᭷ຠ䛸⪃䛘䜙䜜䛯䚹㏆ᖺ䚸ᢠ䛖䛴⸆䛻䛚䛔䛶ᖺ㱋

䛸⮬ẅ⾜ື䛾㛵ಀ䛜ሗ࿌䛥䜜䛶䛔䜛䚹➹⪅䜙䛿᭷

ᐖ㇟⮬Ⓨሗ࿌䝕䞊䝍䜢⏝䛔䛶ᢠ䛖䛴⸆䛻䛚䛡

䜛ᖺ㱋䛸᭷ᐖ㇟䛾┦㛵㛵ಀ䜢䜰䝋䝅䜶䞊䝅䝵䞁

ศᯒ䛻䜘䜚ゎᯒ䜢⾜䛔䚸⮬ẅ㛵㐃䛾᭷ᐖ㇟䜢

䜻䞊䝽䞊䝗䛸䛧䛶䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䜢⏝䛔䛯᭷

ᐖ㇟ศᯒ䛾᭷ຠᛶ䛻䛴䛔䛶᳨ド䜢⾜䛳䛯䚹 

 

2. ᪉ἲ 

䝕䞊䝍䝋䞊䝇 

   䝕䞊䝍䝧䞊䝇䛾䝕䞊䝍䝋䞊䝇䛸䛧䛶௨ୗ䜢⏝

䛔䛯䚹 

- The US FDA Adverse Events Reporting 

System (AERS)2004-2006 

- AHFS PHARMACOLOGIC-THERAPEUTIC 

CLASSIFICATION(2007) 

- DRUG BANK
[5-6]

 

- MedDRA/J 10.0 

 

䝕䞊䝍ᢳฟ 

AERS 䜘䜚㐺ᛂ䛸䛧䛶䛖䛴(Depression)䛻ฎ᪉

䛥䜜䛯䛾ሗ䜢ᢳฟ䛧䛯䚹᭷ᐖ㇟䛛

䜙䛿ᝈ⪅ሗ(ᖺ㱋)䚸ᢞ⸆ሗཬ䜃᭷ᐖ㇟

ሗ(MedDRA ⏝ㄒ:Preferred Term(PT))䜢ྲྀᚓ䛧

䛯䚹䛣䛾䛖䛱䛥䜙䛻ḟ䛾᮲௳䛷⤠䜚㎸䜏䜢⾜䛳䛯䚹 

1) ᭷ᐖ㇟䛾➨୍⿕⸆ (Primary Suspect 

Drug) 

᭷ᐖ㇟Ⓨ⌧䛾ᅉ䛸⪃䛘䜙䜜䜛⸆䜢ᑐ㇟䛸

䛧䛶⤠䜚㎸䜏䜢⾜䛳䛯䚹 

2) 〇ရྡ䛛䜙୍⯡ྡ䜈ኚྍ⬟䝺䝁䞊䝗 

AERS 䛿䛻〇ရྡ䛷ሗ࿌䛜䛺䛥䜜䛶䛔䜛䚹

䝕䞊䝍䛾ゎᯒ䛻䛿✀㢮䛒䜛〇ရྡ䜢୍⯡

ྡ䛻㞟⣙䛩䜛ᚲせ䛜䛒䜚䚸〇ရྡ䛛䜙୍⯡ྡ

䜈䛾ኚ䜢⾜䛳䛯䚹䛣䛣䛷䚸ሗ࿌䛾〇ရྡ䛜

ྛᅜ䛾䝻䞊䜹䝹ྡ䛾グ㍕䛺䛹䛷ኚ⬟䛾䝺

䝁䞊䝗䜢㝖እ䛧䛯䚹 

3) 6 ṓ௨ୖ䛾ሗ࿌䝕䞊䝍 

ᮏ◊✲䛷䛿ᑠඣ䜢 6-11 ṓ䚸㟷ᖺ䜢 12-19 ṓ䛸

ᐃ⩏䛧ゎᯒ䜢⾜䛳䛯䚹ᖺ㱋䝕䞊䝍䛜 6 ṓ௨ୖ

䛾ሗ࿌䝕䞊䝍䜢ᑐ㇟䛸䛧䛯䚹 

 

ゎᯒ᪉ἲ 

ᑐ㇟䛸䛧䛯䝕䞊䝍䛛䜙་⸆ရ䛾ฟ⌧㢖ᗘ䜢ศᯒ

䛧䚸ฟ⌧㢖ᗘୖ 6 ་⸆ရ䛻䛴䛔䛶䛭䜜䛮䜜䜰

䝋䝅䜶䞊䝅䝵䞁ศᯒ䛻䜘䜚๓ᥦ䛜ᖺ㱋ᒙ(6-11䚸12-

19䚸20 ṓ௨ୖ䛿 10 ṓ䛤䛸༊ษ䜚)䚸⤖ㄽ䛜᭷ᐖ

㇟䛾䜰䝋䝅䜶䞊䝅䝵䞁䝹䞊䝹䜢ᢳฟ䛧䛯䚹䜰䝋䝅䜶

䞊 䝅 䝵 䞁 ศ ᯒ 䛻 䛿 Visual Mining 

Studio(Version6.0.1; ᩘ⌮䝅䝇䝔䝮)䜢⏝䛔䛯䚹䝹

䞊䝹䛾᭷┈ᛶ䛾ᣦᶆ䛸䛧䛶䝃䝫䞊䝖䚸ಙ㢗ᗘ䚸

Lift 䜢⏝䛔䛯䚹䝹䞊䝹䛾ᢳฟ䛿ୗグ᮲௳䛻䜘䜚⾜

䛳䛯䚹 

䞉๓ᥦ䛜ᖺ㱋ᒙ䚸⤖ㄽ䛜᭷ᐖ㇟䛾䝹䞊䝹 

䞉䝹䞊䝹䛾ฟ⌧ᩘ 3 ௨ୖ (䝃䝫䞊䝖䛿ྛ་⸆ရ

䛻䜘䜚␗䛺䜛) 

䞉ಙ㢗ᗘ 5%௨ୖ 

䞉Lift 2 ௨ୖ 

 

䜰䝋䝅䜶䞊䝅䝵䞁䝹䞊䝹䛾ホ౯ 

ྛ་⸆ရ䛻䛚䛡䜛⮬ẅ㛵㐃䛾᭷ᐖ㇟䛾ฟ⌧

ᩘཬ䜃䜰䝋䝅䜶䞊䝅䝵䞁䝹䞊䝹䛾ฟ⌧≧ἣ䜢ㄪ

ᰝ䛧ᖺ㱋䛸䛾㛵㐃䜢ホ౯䛧䛯䚹 

⮬ẅ㛵㐃䛾᭷ᐖ㇟䛿ḟ䛾 PT 䛸䛧䛯䚹 

䞉Completed Suicide 

䞉Suicidal Behaviour 

䞉Suicidal Ideation 

䞉Suicide Attempt 

䞉Depression Suicidal 

 

 

 

 



 

3. ⤖ᯝ 

AERS 䜘䜚ᢳฟ䜢⾜䛳䛯䝕䞊䝍䛿ሗ࿌⸆ရྡ䚸

ᝈ⪅ᖺ㱋䛾ሗ䛜 14527 ௳䚸᭷ᐖ㇟(PT)䛾

ሗ䛜 65917 ௳䛷䛒䛳䛯䚹 

䛣䛾䝕䞊䝍䛛䜙ሗ࿌⸆ရ䛾ฟ⌧㢖ᗘ䜢୍⯡ྡ

䛷ศᯒ䛧䛯䚹䛣䜜䜙䛾䝕䞊䝍䝃䝬䝸䞊䜢⾲ 1.䛻♧

䛧䛯䚹䝪䝸䝳䞊䝮䝌䞊䞁䛜 35-59 ṓ䛷䛒䛳䛯䚹ୖ

6 ⸆䛷䝺䝁䞊䝗ᩘ䛾⣙ 75%䜢༨䜑䚸⸆ຠ䛾ෆ

ヂ䛿 SSRI(3 ⸆)䚸SNRI(2 ⸆)䚸NDRI(1 ⸆)

䛷䛒䛳䛯䚹 

䛣䜜䜙ୖ 6 ་⸆ရ䛻䛴䛔䛶⮬ẅ㛵㐃䛾᭷ᐖ

㇟䛾ฟ⌧ᩘ䜢ᖺ㱋ᒙู䛷♧䛧䛯(⾲ 2.)䚹ྛ་

⸆ရ䛸䜒 30-40 ௦䜢䝢䞊䜽䛻⮬ẅ㛵㐃䛾ሗ࿌䛜䛺

䛥䜜䛶䛔䛯䚹 

ḟ䛻䛣䜜䜙䛾་⸆ရ䛻䛴䛔䛶䜰䝋䝅䜶䞊䝅䝵䞁

ศᯒ䜢⾜䛳䛯䚹ᢳฟ䛧䛯䜰䝋䝅䜶䞊䝅䝵䞁䝹䞊䝹

䛾⤌䜏ྜ䜟䛫䜢ᖺ㱋ᒙู䛻⾲ 2.䛻♧䛧䛯䚹䜰䝋

䝅䜶䞊䝅䝵䞁䝹䞊䝹䛸䛧䛶䛭䜜䛮䜜 Bupropion:18䚸

Paroxetine:39 䚸 Duloxetine:13 䚸 Venlafaxine:39 䚸

Escitalopram:37䚸Sertraline:36 ㏻䜚䛜ᢳฟ䛥䜜䛯䚹

ᖺ㱋ᒙู䛷䛿䛻 20 ௦䜎䛷䛾ⱝᖺᒙ䛸 60 ṓ௨

ୖ䛾㧗㱋⪅ᒙ䛻䛚䛔䛶ᢳฟ䛥䜜䛯䚹ྛ་⸆ရ䛾

䜰 䝋 䝅 䜶 䞊 䝅 䝵 䞁 䝹 䞊 䝹 䜢 ⾲ 3.䛻 ♧ 䛧 䛯 䚹

Bupropion 䜢㝖䛟 5 ་⸆ရ䛻䛚䛔䛶⮬ẅ㛵㐃䛾

䜰䝋䝅䜶䞊䝅䝵䞁䝹䞊䝹䛜ᢳฟ䛥䜜䛯䚹ᢳฟ䛥䜜

䛯䝹䞊䝹䛿䛔䛪䜜䜒ᖺ㱋ᒙ 20 ௦௨ୗ䛷䛒䛳䛯䚹 

 

4. ⪃ᐹ 

⮬ẅ㛵㐃䛾᭷ᐖ㇟䛿 30-40 ௦䜢୰ᚰ䛻䜋䜌

䛶䛾ᖺ㱋ᒙ䛻䛚䛔䛶ሗ࿌䛥䜜䛶䛔䜛(⾲ 2.)䚹୍

᪉䚸䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䛻䛚䛔䛶䛿 20 ௦௨ୗ

䛻䛚䛡䜛䝹䞊䝹䛜ᢳฟ䛥䜜䛯(⾲ 3.)䚹Hammond

䜙䛿ⱝᖺ㱋ᒙ䛻䛚䛔䛶 SSRI 䜔 SNRI 䛺䛹䛾ᢠ䛖

䛴⸆䛜⮬ẅ⾜ື䛾䝸䝇䜽䜢ቑຍ䛥䛫䜛䛸䛔䛖ሗ࿌
[7]䜢⾜䛳䛶䛚䜚䚸䜎䛯䚸FDA 䛿䛩䜉䛶䛾ᢠ䛖䛴⸆

䛻䛴䛔䛶 18-24 ṓ䛾䛖䛴ᝈ⪅䛻ᢞ䛩䜛㝿䛾

㆙࿌䜢⾜䛳䛶䛔䜛[8]䚹ᮏㄽᩥ䛾䜰䝋䝅䜶䞊䝅䝵䞁

ศᯒ䛾⤖ᯝ䛿䛣䜜䜙䛾ሗ࿌䜢ᨭᣢ䛩䜛䜒䛾䛸⪃䛘

䜙䜜䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䛻䜘䜚䝹䞊䝹䛜㐺ษ䛻

ᢳฟྍ⬟䛷䛒䜛䛣䛸䜢♧၀䛩䜛䛸⪃䛘䜙䜜䛯䚹 

୍᪉䚸Bupropion 䛿⮬ẅ⾜ື䛾᭷ᐖ㇟䛾䝹

䞊 䝹 䛜 ᢳ ฟ 䛥 䜜 䛺 䛛 䛳 䛯 䚹 䛣 䛾 ᡂ ศ 䛿
Norepinephrine and Dopamine Reuptake Inhibitor 

(NDRI)䛸䜀䜜䜛᪂ୡ௦䛾ᢠ䛖䛴⸆䛷䛒䛳䛯䚹⸆

⌮స⏝䛾㐪䛔䛻䜘䜚⮬ẅ䛾䝸䝇䜽䛜␗䛺䜛䛣䛸䜢♧

၀䛧䛶䛔䜛䛸⪃䛘䜙䜜䛯䚹 

 

5. 䜎䛸䜑 

䝕䞊䝍䝬䜲䝙䞁䜾䛾᪉ἲ䛷䛒䜛䜰䝋䝅䜶䞊䝅䝵䞁

ศᯒ䛻䜘䜚ᢠ䛖䛴⸆䛻䜘䜛⮬ẅ⾜ື䛸ᖺ㱋䛾┦㛵

㛵ಀ䜢ぢฟ䛩䛣䛸䛜䛷䛝䛯䚹 

᭷ᐖ㇟䜢ṇ☜䛻ศᯒ䛩䜛䛯䜑䛻䛿⮫ᗋヨ㦂

䜢⾜䛳䛶ホ౯䛩䜛䛣䛸䛜㔜せ䛷䛒䜛䛜䚸䜰䝋䝅䜶

䞊䝅䝵䞁ศᯒ䛿᭷ᐖ㇟ሗ࿌䝕䞊䝍䜢⮫ᗋヨ㦂

䛸ẚ㍑䛧䛶㎿㏿䛻ศᯒ䛷䛝䜛䛸⪃䛘䜙䜜䛯䚹 

ᚋ䚸䜰䝋䝅䜶䞊䝅䝵䞁ศᯒ䛾ṇ☜ᛶ䛻䛴䛔䛶

ホ౯䛩䜛䛣䛸䛜ㄢ㢟䛷䛒䜛䛜᭷ᐖ㇟䛾ศᯒ䛻

䛚䛔䛶ᮏศᯒ᪉ἲ䛾⏝ྍ⬟ᛶ䛜♧䛥䜜䛯䜒䛾

䛸⪃䛘䜛䚹 
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AGE Bupuropion Paroxetine Duloxetine Venlafaxine Escitalopram Sertraline

6-11 2 6 0 6 4 8

12-19 18 98 7 39 48 50

20 18 76 26 44 29 32

30 22 110 22 63 38 22

40 29 119 36 61 29 28

50 15 84 32 42 32 19

60 10 34 8 9 11 6

70 0 22 3 3 7 5

80 1 7 1 1 8 1

90- 0 2 0 0 0 0

Total 115 558 135 268 206 171

Table 2. Reports Number of the Suicidal Adverse Events

Table 1. Summary of analysis data

Drug Classification Record(s)

Min. 6 Bupropion NDRI 3007

1stQu. 35 Paroxetine SSRI 2779

Median 47 Duloxetine SNRI 1789

Mean 47 Venlafaxine SNRI 1351

3rdQu. 59 Escitalopram SSRI 980

Max. 99 Sertraline SSRI 962

(Other) - 3659

AGE(Year)

Table 3. The number of the rules by the age group

Age Bupropion Paroxetine Duloxetine Venlafaxine Escitalopram Sertraline

All ages 18 39 13 39 37 36

6-11 2 3 0 1 1 4

12-19 3 16 5 11 9 6

20-29 1 1 4 1 5 6

30-39 0 0 0 1 4 3

40-49 0 0 0 1 0 0

50-59 0 0 0 0 0 0

60-69 1 1 1 3 5 2

70-79 5 8 1 5 6 2

80-89 6 5 1 13 7 10

90- 0 5 1 3 0 3



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Antecedent Consequent Antecedent Consequent Antecedent Consequent

70 Insomnia 6-11 Aggression 90 Somnolence

6-11 Abnormal Behaviour 12-19 Suicidal Ideation 12-19 Tremor

6-11 Aggression 90 Tremor 12-19 Loss Of Consciousness

12-19 Convulsion 12-19 Suicide Attempt 20 Suicidal Ideation

12-19 Grand Mal Convulsion 6-11 Abnormal Behaviour 70 Hyponatraemia

20 Grand Mal Convulsion 6-11 Suicide Attempt 20 Anxiety

80 Weight Decreased 12-19 Completed Suicide 12-19 Suicidal Ideation

70 Dry Mouth 90 Fall 80 Fall

80 Balance Disorder 90 Hyponatraemia 12-19 Mydriasis

80 Constipation 90 Confusional State 12-19 Heart Rate Increased

80 Anorexia 12-19 Agitation 20 Convulsion

80 Confusional State 80 Hyponatraemia 20 Suicide Attempt

80 Medication Error 90 Asthenia 60 Confusional State

60 Hyperhidrosis 12-19 Mood Swings

12-19 Overdose 12-19 Abnormal Behaviour

70 Constipation 12-19 Aggression

70 Anorexia 70 Hyponatraemia

70 Weight Decreased 80
Inappropriate Antidiuretic Hormone

Secretion

70 Asthenia

70
Inappropriate Antidiuretic Hormone

Secretion

The bold-face shows suicidal advers events.

These rules arranged confidence in decending order.

Top 20 association rules of Paroxetine, Venlafaxine, Escitalopram, Sertraline.

Table 4. Results of Association Rules (Bupropion, Paroxetine, Duloxetine)

DuloxetineParoxetineBupropion

Antecedent Consequent Antecedent Consequent Antecedent Consequent

6-11 Suicidal Ideation 6-11 Suicidal Ideation 6-11 Suicidal Ideation

90 Hyponatraemia 12-19 Completed Suicide 6-11 Abnormal Behaviour

90 Hypertension 12-19 Suicide Attempt 6-11 Aggression

90 Fall 20 Convulsion 90 Fall

12-19 Suicide Attempt 80 Hyponatraemia 6-11 Anger

80 Condition Aggravated 12-19 Suicidal Ideation 12-19 Suicide Attempt

80 Hyponatraemia 70 Hyponatraemia 90 Blood Sodium Decreased

12-19 Intentional Overdose 60 Hyponatraemia 90 Asthenia

60 Drug Interaction 80 Asthenia 20 Feeling Abnormal

12-19 Abnormal Behaviour 80 Fall 80 Hyponatraemia

12-19 Completed Suicide 30 Drug Exposure During Pregnancy 12-19 Aggression

80 Confusional State 30 Feeling Abnormal 20 Drug Withdrawal Syndrome

80 Drug Interaction 12-19 Intentional Self-Injury 80 Confusional State

70 Drug Interaction 60 Drug Interaction 70 Hyponatraemia

80 Disorientation 70 Asthenia 12-19 Completed Suicide

20 Drug Exposure During Pregnancy 80
Inappropriate Antidiuretic Hormone

Secretion
80 Asthenia

12-19 Aggression 20 Amnesia 80 Fall

30 Drug Exposure During Pregnancy 70 Fall 70 Fall

70 Hyponatraemia 12-19 Intentional Overdose 20 Headache

70 Confusional State 12-19 Aggression 30 Drug Exposure During Pregnancy

Table 4. (continued) (Venlafaxine, Escitalopram, Sertraline)

SertralineEscitalopramVenlafaxine


