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ISDB �$ 	-
医薬ビジランス（医薬品監視）に関するベルリン宣言

Berlin Declaration on Pharmacovigilance

要約　SUMMARY
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Pharmacovigilance, the process for evaluating and improving the safety
of medicine, must be strengthened.

�©�� 
¼�t �‘ �” �• 
S� �x �¶ �` �X
\ �Æ�w�í �› �q �= �^ �d �z �Ö�Ã�› 
ÿ �C�z �Õ�8 �= �^ �d �z �f �` �o �®�b �p
�› 
ÿ �C�^ �d �” �{ �‡ �h �z �¬ �$ �©�• 
M�S�t �T �T �” �R
S�¯ �µ �Ä�‹ 
2 �G�q �s �” �{ �7 �Ù�w�©�� 
¼�F 
M�w�K
�“ �M�p �x �z �� �X�w
� �‘ �› �©�� 
¼�w�• �t �^ �’ �b �\ �q �t �s �l �o �M�” �{ �« �Q�y �z 	ý �� �x 	G
ü �Õ�8 �$ �s
�† 
¶ 
Q�Z �€ �U�s �^ �• �s �M�‡ �‡ �z �¢ 
b �w	• �Ý�U�‘ �“ 
� �� �t �s �^ �• �” �‘ �O�t �s �l �o �V�o �M�” �{ �‡ �h �z
�Ò�� �H�$ �s �Ú�” �­ �Â�Ÿ�ï �¬ �U�z �‘ �“ �� �X�w
� �‘ �t 
ã �8 �ˆ �Š�p �w�©�� 
¼�Ö	� �› �D�ó �t �` �o �M�” �{
�f �` �o �z �©�� 
¼�Ö	� �t �� �b �” 
M�v �U
� �­ �^ �• �h �h �Š�z �° 
æ�w�©�� 
¼�x �M�˜ �• �” �· �ç �Ñ�Ý�Ã�Ÿ�­
�” �³ �ã �ï �w�Ê�w�‹ �q �t �z �‘ �“ �¿ �X�– �; �^ �• �” �‘ �O�t �s �l �o �V�h �{

問題点 The problems   

�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �w�“ 
Ê�ˆ �x �z �&
~ �t 
Ê	ë �= �^ �• �o �S�’ �c �z �ñ 	� �• �¬ �ž �w�7 
³
�w�b �ù �w�h �Š�w�¿ �Ú�Ð�a �U�æ�˜ �• �o �M�s �M�{ �« �Q�y �z �ä �” �é �¿ �Í �©�� �Á�¢ EMEA�£ �x �- �H�©
�• �~ 	« 
…	� �- �¢ �Ä�À�Š
æ�Õ(DG:Directorate General�£ �t �p �x �s �X�z �ˆ �À
ü �ú �› �r �p �b �” �ˆ �À	ü �µ
�Ä�À�Š
æ�Õ(DG�£ �w�• �< �t �K�” �{ �\ �• �x �Ì �’ �T �t �b �• �w	¿ �¥ �› �x �’ �œ�i �Ã	l �p �K�“ �z �F 
M�p �Á
�q �©�• 
• �ó �H�w�� �p �z �• 
S� �t �� �b �” 	Ø�C�ž �� �x �„ �q �œ�r �æ�˜ �• �o �M�s �M�{ EMEA �q �� �º �F 
M
�p �Á�x �ˆ �À�„ �T �’ �T �s �“ �w�¿ �Ú�› 	! �Z �o �S�“ �z �� �w�q �\ �– �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �U�;
�� �w�' �‰�w�O�j �z �¬ �$ �s �¿ �Ú�› �Â�“ �p �o �’ �• �” �‘ �O�t �� �Š�” �O�o �x �� �O�` �s �M�{

�©�� 
¼�w�• 
S� 	Ø�C�x �z �� �X�w	Ô�ù 
Æ	G
ü �s �O�Q
‡ �¬ �‰�p �K�” �{ �• 
S� �t �� �b �” �Ð�* �Z �€ �x
	G
ü �t �x �æ�˜ �• �o �S�’ �c �z �f �w�h �Š�z �› �� �� �N�t �� �b �” �• 
S� �w
Ã�S�¢ 	E�½�< 	B�‚ �‡ �h �x 	r �M
�t �, �n �M�h 
Ã�S�£ �x 
Æ�Ì �p �K�” �{ 
a �� �ˆ �À�• �F 
M�; �� �U	� �t �` �o �M�” �• 
S� 	Ø�C�x �z �è 	× �° 
`
�t �x �Ö	� 
Æ�D�ó �p �K�” �{

�©�� 
• �ó �H�w�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �0 �b �” �™�I �x �ÿ �X�z �� �¹ �• �w�€ �C�› 
* 
� �b �”
	� �“ 
Ê�ˆ �‹ �„ �q �œ�r �s �^ �• �o �M�s �M�{ �‡ �h �z �• 
S� �x �° 
` �$ �t �a 	– �C�� �^ �• �o �M�” �{

�ñ 	� �x �• 
S� �t �� �` �o 
Æ	G
ü �p �g �r �w�É�` �M	Ø�C�` �T 	! �Z 	� �l �o �M�s �M�{ �î �M�t �• 
S� �› �.
�g �b �” �w�x �ñ 	� �i �Z �p �K�” �U�z �f �w�ñ 	� �T �’ �w�Ú
€ �w�C�� �U�� �¹ �· �ï �» �” �• �F 
M�; �� �t 	! �Z �Ö
�• �’ �• �s �M�\ �q �U�‘ �X�K�” �{

�� �M�©�� 
¼	Ø�C�½�  �q �¢ ISDB�Þ�£ �ä �” �é �¿ �Í �x �z �‘ �“ �®�L �$ �s �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼��
�¹ �£ �q �z �‘ �“ �† 
¶ �s �©�� 
¼�w�– �; �w�a 
R�› �| �^ �b �” �h �Š�t �• �¬ �ë �” �©�ï �¬ �¬ �ç �” �Ó�› 	Œ	B�` �h �{
�ë �” �©�ï �¬ �¬ �ç �” �Ó�x 2003 �å 10 �D 31 �Ô�q 11 �D 1 �Ô�t �‰�T �• �h �{ 
• �t �x �©�� �Ï �´ �å �ï �µ �w

¶ �� �� 	� �t �0 �b �” �� �Š�› �> �R�` 	4 �ƒ �` �h �{ 	� �s �Â�” �Ú�q �� �t �º �0 �x �Ž �< �w�q �S�“ �p �K�” �{

1.より開かれた仕組みを目指して Towards Greater Openness

	Ø�C�× �� �O�t �, �n �V�z �®�• �Ì 
Q�¯ �U�p �h �“ 
² �w�\ �q �q �` �o �Ý�Š�’ �• �s �Z �• �y �s �’ �s �M�{ �©��

¼�U�¢ 
b �^ �• �h �f �w�Ô�T �’ �z �F 
M�p �Á�‹ �©�� 
¼�q �þ �‹ �z �ˆ 
ú �î �g �› �� �‰
¶ �o �w�Ÿ	š �z �Ÿ	š 
² �ˆ



8 ISDB EU: Berlin Declaration on Pharmacovigilance – January 2005

�Š�w�� �� �Ã�” �» �› �¬ �‰�b �‚ �V�p �K�” �{ �\ �• �’ �w�Ã�” �» �x �z �©�� 
• �ó �H�q �©�� 
¼	Ø�C�½�U�z �Ï �•
�t �‘ �” �b �ù �q �• �w�Ì �å �ï �µ �› �* �� �$ �t �Ð�* �b �” �\ �q �U�D�ó �q �s �” �‘ �O�t �z 
a 
¼�› 
Q�“ �A
(SPCs) �• �j �¤ �™�…�' �À�T �’ �w	Ø�C�› 	Í �s �” 	Ø�C�U�‰�Ô�^ �• �s �Z �• �y �s �’ �s �M�{ �©�• 	H�Ä	� �t
�0 �` �o �z �• 
S� �t �� �b �” 	ý �` �M�Ð�* �A�L �U�� �2 �t �Œ�’ �^ �• �” 
ž �A�U�K�” �{ �b �• �w	¿ �¥ �U�I �\ �“
�˜ �” 	Ô�ù �x 	× �t �z �f �• �U�‰�Ô�^ �• �” �‘ �O�s �, �Š�M
� �p �s �Z �• �y �s �’ �s �M�{

2.医薬ビジランスデータの共有  Sharing Pharmacovigillance Data

�� �º 
Ê	ë �z �s �’ �| �t �� �M�; �� 
ì �“ �w�� �p �z �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �w�h �Š�w�É�¿ �Ä�ë
�” �« �› �� 
R�` �z �‘ �“ �‘ �M�  �—�q �w�ù �› �æ�O�\ �q �U
Æ�D�= �p �K�” �{ 
ª 	j �= �^ �• �h �©�� 
¼�Ä�‚
�¢ drug accidents�£ �t �� �b �” �Ð�* �M�O�w�¬ �q �U
ž �A�p �K�“ �z �f �• �U�Ä�‚ �w�­ �w
“ �t �t �‹ �s �” �{

3.よりよい報告と情報収集 Better Reporting and Information Gathering

�¢ 
b �™�w�• 
S� �C�� �x �z 
¶ �� �� 	� �¢ �« �Q�y �©�£ �z �� �N�£ �z �� �¢ �£ �z 	• �ˆ �£ �z �ª �• �£ �z �ñ 	� �£
�w�€ �C�w�‹ �q �p �z 
u �Ã�$ �t 
* 
� �^ �• �s �Z �• �y �s �’ �s �M�{ �\ �w�� 
� �w�h �Š�t �z �©�¶ �%�¶ 
\ �x 
• �ó
�$ �Ä�è �” �Ç�ï �¬ �w
ã �8 �ˆ �Š�p �z �©�� �Ï �´ �å �ï �µ �t �m�M�o �¶ �| �• �Š�” �‚ �V�p �K�” �{ �› �� �w�©�� 
¼
�t �� �b �” �ð �J �w	Ô�ù �z 
S
Î �¢ �x 
‡ 
S
Î �; �� �¢ �« �Q�y �z �- �e �q �þ �£ �U�&
~ �s �Z �€ �› �• �Š�” �‚ �V�p
�K�” �{

 4. 患者のためのより良い情報と、患者からの情報収集
Better Information for, and Collection of Feedback from, Patients

�ñ 	� �t �x �z �r �w�‘ �O�s �Ï �• �p �K�l �o �‹ �‰�• 
² �t �z �f �w�Ï �• �M�O�t �q �‹ �s �O�b �ù �q �• �t �� �b �”

¶ �o �w	Ø�C�U� �“ �s �X�� �™�^ �• �s �Z �• �y �s �’ �s �M�{ �  �q �©�� 
¼	Ø�C�¢ 
a �� �' �À�T �’ �  �q �` �h � 
�“ �w�s �M	Ø�C�£ �U�z �Ï �• �w�M�t �¢ 
´ �Ã�t �S�M�o �‹ �£ �Ö	� �D�ó �p �s �Z �• �y �s �’ �s �M�{ �f �O�` �h �ñ
	� �² �Z 	Ø�C�w�t �M�s �` �• 
† �Ì �t �� �b �” �Ì �¬ �^ �¢ �&
~ �^ �£ �x �U�� �^ �• �h �‹ �w�p �s �Z �• �y �s �’ �s �M�{

※ISDB （国際医薬品情報誌協会：The International Society of Drug Bulletins�£

ISDB �x �R
S�$ �s �’ �| �t �Œ�$ �t �z 
a �� �ˆ �À�T �’ �  �q �` �h �©�� 
¼	Ø�C�½�w�� �M�É�¿ �Ä�ë �” �« �p
�K�” �{ ISDB �t �C�Í �` �o �M�” �Ý�ï �Ì �” 	Ø�C�½�x �z �©�• 
• �ó �H�U�z �ñ 	� �w�b �ù �U�7 �G�q �s �“ �7 �‹
�®�L �$ �s �Ï �• �Æ�ˆ �U�æ�Q�” �‘ �O�z 	Â�Œ�t �, �n �V�z �©�� 
¼�~ �Ï �• �› 
ì �“ �t 
z �± �` �z �  �q �` �h �¢ 
a
�� �' �À�T �’ �  �q �` �h � �“ �w�s �M�£ 	Ø�C�› �� �L �` �h �©�� 
¼	Ø�C�½�› 	Z 
[ �` �o �M�” �{ ISDB �x 1986
�å �t 
ƒ �q �^ �• �h �{ �f �w	� �s �è �$ �x �z 	ý �h �s �  �q �©�� 
¼	Ø�C�½�w�€ 
\ �› �	 	• �` �z �©�� 
¼	Ø�C�½��
�w�  �—�› 
* 
� �b �” �\ �q �p �K�” �{
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ISDB �$ 	-
医薬ビジランス(医薬品監視)に関するベルリン宣
言
Berlin Declaration on Pharmacovigilance

�� �M�©�� 
¼	Ø�C�½�  �q �¢ ISDB�£ �w�Ý�ï �Ì �” �w�©�� 
¼	Ø�C�½�x �z �ñ 	� �t �q �l �o �‹ �l �q �‹ �b �ù �t
�s �” �&
~ �s �Ï �• �› 	ú �U�Z �’ �• �” �‘ �O�t �©�• 
• �ó �H�¢ �©�£ �~ �� �N �£ �£ �t �0 �` �o �J �¶ �$ �� �Œ�t �, �n
�X�©�� 
¼�S�‘ �| �Ï �• �w
z �± 	Ø�C �› 	Z 
[ �` �o �M�” �{ �\ �w�è �$ 
* 
� �w�° �� �q �` �o �z �©�� �Ï �´ �å �ï �µ
�Æ�ˆ �¢ �©�� 
¼�� �¹ �Æ�ˆ �£ �› �‘ �“ �� �®�t �î �ª �` �z �� �N�› �‘ �“ �† 
¶ �t �– �; �p �V�” �M�O�› �U�| �b �” �h
�Š�t �z �$ 	- ISDB �x �• �¬ �º �q �^ �› �‰�M�h �{ 2003 �å 10 �D 31 �Ô�q 11 �D 1 �Ô�t �Õ�ç �æ�ï �t 	B�‡ �“ 
•
�t �› �U�| �` �h �{ �¬ �ç �” �Ó�º �™�_ �w�Ì 	� �t �‘ �“ �z �7 	4 
• �t �Ô�U 2005 �å 1 �D�q �s �l �h �{ �©�� 
¼	Ø�C
�½�  �q �› �E
¯ �` �o �z �^ 
R�¬ �ç �” �Ó�x �©�� �Ï �´ �å �ï �µ �t �� �b �” 
• �t �› �S�\ �s �O�{

目的と経緯  PURPOSE AND CONTEXT

1.主な目的 The key objectives

�y�© �� 
¼�w�‰
C�ˆ �Š�s �’ �| �t �z �¢ 
b �™�t �S�M�o �z �©�� 
¼�' �À�x �©�� 
¼�¢ �S�‘ �| �f �w�©�4 �£ �w�®
�ó �q �l �‡ �` �X�s �M�^ �; �› 
° �A�b �” �{ �` �T �` �s �U�’ �z �f �\ �p 	) 	B�^ �• �h 	Ø�C�t �x �v �„ �U�K�” �{ �s
�e �s �’ �z �¢ 
b 
² �w�
 �o �x 
z �± �$ 	—
: �w
� �¢ 	s �8 �w�Ÿ	š �¼�g �p �x 3000 
� �› �Ò�Q�” �\ �q �x �Š�l �h
�t �s �M�£ �› �0 	Å�t �z 
• �µ �j �t �z �T �m�v �� �^ �• �h 
� �t �m�M�o �æ�˜ �• �h �‹ �w�p �K�“ �z �î �M�w

 �• 	Ý
�¯ �q �x �Á�� �� �t �î �ª �^ �• �” �T �’ �p �K�” �¢ 	ý �� �w�† 
¶ 
Q�t �� �` �o �x �z �©�� 
¼�– �; �t �S�Z �” �Ï �• �w

� �2 �t �� �b �” ISDB 
• �t �• 2001 �å 11 �D�Í �æ�€ 	° 1�£ �£ �{ �\ �w	Ý�¯ �› �~ 
³ �b �” �h �Š�t �x �z �� �• �Ä
	Å�¢ AE�• 
Ç�å �€ 	° �£ �q �• 
S� �¢ ADR�• 
Ç�å �€ 	° �£ �w
C
\ �t � �a �o �z �V�j �œ�q �U	Z �^ �• �z �¬ �Ý
�^ �• �z �f �• �U�C�� �^ �• �” �‘ �O�t �s �l �o �M�” �\ �q �U	O�A�p �K�” �{ �f �w�M�z �� �• �Ä	Å�U
\ �a �h 	Ý�¯
�• �z �f �w�™�w
´ �6 
\ �g �¶ �$ �s �r �Ì �t �‘ �l �o �z �f �w�Ä	Å�U�z �ð �J �w�� �N�¢ 
ú �í �£ �t �0 �b �” 
S� �p
�x �s �M�q �z �f �w�¼�L �� �� �U
q �� �^ �• �” �‡ �p �x �z �• 
S� �q �ˆ �s �` �o �S�X
ž �A
Q�› �Ï �G�` �o �S�X�\
�q �U	O�A�p �K�” �{ �\ �O�` �h �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �x �z �®�©�� 
¼�w�† 
¶ 
Q�› 
° �A�` �~ 
³
�b �” �a �� �¯ �¢ 
Ç�å �€ 	° �£ 2)�y �q �� �[ �p �V�” �U�z �f �w�è �$ �w�Ù�  �ï �Ä�x �z �7 �Œ�w�• 
S� �› �¬ �Ý�b �”
�q �q �‹ �t �z �\ �• �‡ �p �Œ�’ �• �o �M�s �T �l �h �• 
S� �• �‘ �X
ü �T �l �o �M�s �T �l �h �• �› �� �• �T �t �U	Z �` �z
�• 
S� �q �` �o 	Ø�C�� �™�` �z �� �™�z �©�� 
¼�t �‘ �” �• �• �Ï �• �w�� �§ �M�› 	—�s �X�b �” �\ �q �p �K�” 3)�{
�&
~ �s �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �Æ�ˆ �› �î �ª �b �• �y �z �• 
S� �w
Ã�S�› 
* �� �b �” �\ �q �U�D�ó
�t �s �” �` �z �©�� 
¼�t �‘ �“ �‹ �h �’ �^ �• �” �b �ù �q �• �w�Ì �å �ï �µ �U
ü �T �“ �z �E�8 �Ï �• �w�• 
S� �q 
z �±
�b �” �\ �q �U�D�ó �q �s �“ �z �Ï �• �w
¬ �R�t �m�M�o �z 
• �ó �H�• �ñ 	� �t �0 �b �” �ž �Å�Ì �  �µ �U�D�ó �q �s �” �{
�f �O�b �• �y �z 	—�s �X�q �‹ �• 
S� �w 4 
ü �w�
 �z �� �N�t �‘ �” �®�b �w 3 
ü �w�
 �T �’ 
R
: �› 
† �Z �” �\ �q
�x �p �V�” 4-6�£ �{ �\ �• �x �z �• 
S� �› 
ã �8 �t �U	Z �` �Ð�* �b �” �\ �q �t �‘ �“ �z �©�� 
¼�U�‘ �“ �† 
¶ �t �– �;
�p �V�” �‘ �O�t �s �” �\ �q �p �a 
R�^ �• �” �w�p �K�” �{
�Ù�å �z 
H�„ �$ �t �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �› �§ �= �b �” �R�—�U�s �^ �• �” �‘ �O�t �s �l �o �V�h �{

�f �w�° �m�w�M�O�x �z �' �À�• �F 
M�p �Á�T �’ �w�C�� �t �‘ �“ �æ�O�• 
S� 	Ø�C�^ �“ �p �K�” �{ 1997 �å �w
Erice 
• �t 7)�p �x �z �©�� 
¼�w�† 
¶ 
Q�t �� �b �” 	Ø�C�; �a �w�j �� �› �^ �l �h �{
�` �T �` �z EMEA �q EU 	~ �� �w�F 
M�; �� �w�„ �q �œ�r �x �z 	Ø�C�¬ �‰�w�• �Ì 
Q�¬ �- �U�° �i �t �è �i �l �o

� �œ�p �S�’ �c �z �ñ 	� �• 
• �ó �H�• �w�� 
¼�† 
¶ 
Q�t �m�M�o �w	Ø�C�; �a �t �� �` �o �‹ �z �˜ �c �T �` �T 
� �2
�` �o �M�s �M�{ �f �w�h �Š�• 
S� �t �ä �` �‰�ñ 	� �• �¬ 	: �ô 
\ �w	Ý�¯ �x �z �Š�í �$ �t �! �˜ �’ �s �M�‡ �‡ �p �K
�” �{

2.失敗に学ぶ Learning from failures

�• 
S� 
C�_ �w�h �Š�w	� �“ �> �Š�U	� �M�i �Z �p �s �X�z �ð �J �U
\ �a �h �M�t �f �w�� �� �t �K�” �j �¼�w�Ð
�* �U�j �� �q �` �o �s �^ �• �o �M�s �M�\ �q �‹ �ð �J �p �K�” �{ �ä �í �Ä�‚ �U�K�• �y �z �* �� �$ �s �Ð�* �U�æ�˜ �• �z

I
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…�; �w�T �T �” 	O�G�s �p �Ö�U�F 
M�p �Á�t �‘ �l �o �æ�˜ �• �z �f �w�­ �� �x �¿ �X
Ó�t �^ �• �” �{ �° �M�©�� 
¼
�w	Ô�ù �x �z �h �q �Q�? 
¦ 
� �‹ �w�®�t �‘ �l �o �p �˜ �� �U�¢ 	Ô�T �’ �+ 	) �^ �• �h �q �` �o �‹ �z �F 
M�p �Á�x 
Ê
	ë �$ �t �* �� �` �h �j �¼�Ð�* �› �b �” �\ �q �x �s �M�{ �° 
` �t �Ð�* �q �p �Ö�M�O�U�° 	Y�p �K�” �h �Š�z �• 
S� 
�w�æ

 �T �’ �¶ �• �q �M�O�\ �q �x �ì 
¶ �t �x 
R�^ �• �o �M�s �M�{

3.医薬ビジランス（医薬品監視）は必須
Pharmacovigilance is essential

�©�� 
¼�U�† 
¶ �T �m�®�L �$ �t �z �× 	ô �› �Ë�l �o �– �˜ �• �” �h �Š�t �z �&
~ �t �; �ó �` �o �M�” �©�� �Ï �´ �å
�ï �µ �¢ �©�� 
¼�� �¹ �£ �w�“ 
Ê�ˆ �U
ž 
" �p �K�” �{ �f �` �o �z �f �w�‘ �O�s �“ 
Ê�ˆ �U�p �V�• �y �z �ñ 	� �x 
�
�• �¬ 	: �w�ˆ �s �’ �c �z �©�• 
• �ó �H�z �©�• �- �e 
M�S�z 
S�f �q �Š	� �• �F 
M�p �Á�s �r �z �b �‚ �o �w�� �� 	�
�t �q �l �o �� �ù �p �K�” �{ �^ �’ �t �z �' �À�  �Ý�” �´ �$ �z 
…�; �$ �t �‹ �� �æ�q �s �” 
Ì 	Á�w�s 
† �t �m�s �U�”
�q �M�O�: �p �z �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �x 
a �� �ˆ �À�„ �t �q �l �o �‹ 	• �Z �q �s �” �q �ß �Q�’ �• �”
�U�z 
a �� �ˆ �À�„ �x �• 
S� �w	Ø�C�U�©�� 
¼
* 
� �› �f �• �` �z 
� 	Í �q �Ò	� �w�b �ù �t �• �› �) �Q�˜ �” �q �ß
�Q�” �h �Š�T �z �; �w�$ �t �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �x 	« �Ã�$ �p �K�” �{

�^ �’ �t �z �\ �w
• �t �x �Ž �< �w�: �› �è 
ª �q �` �o �M�” �¢ Further aims of the declaration are�£ �•
1.�¬ 	: �ô 
\ �ð �J �w�° �� �q �` �o �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �0 �b �” �¢ �½�w�Ý�Ý�› �ô �Š�” �\ �q
2.�©�� �Ï �´ �å �ï �µ �t �� �b �” �• �¬ �$ �s 	� 
Ê�› 
* 
� �b �” �\ �q
3.EU �¦ �©�¢ EU directive�• EU �O�w�C�Í �� �• �w�¦ �©�£ �w�� �º �q �O�• �w�; �a �› �C�� �^ �d �” �\ �q
4.�� �º �q �O�w�®�L �$ �s 
Ê	ë �= �• �w�8 �õ �› �§ �	 �b �” �\ �q 8)

5.EU �q �O(EU �¦ �© 2004/27/EC �q �F �� [EC]No.726/2004)9-11)�w�a �� �› 	û 	O�t �ß �€ �b �” �\ �q

医薬ビジランス(医薬品監視)改善は緊急を要する課
題
THE NEED TO IMPROVE PHARMACOVIGILANCE IS BECOMING MORE URGENT

1.出発点 The starting point
�©�� 
¼�U	s �Š�o �¢ 
b �^ �• �” �q �V�z �Ÿ	š �q 	Ô�p �w�† 
¶ 
Q�z �� �®
Q�t �� �b �” �&�g �x �˜ �c �T �p �K�” �{

�f �` �o �z �Ö	� �D�ó �s 	Ø�C�x �z 	� �t �� �®
Q�w�î 	Â�t 	¯ �: �› �K�o �z 
z �± �$ �y �8 �� �z 
´ �Ã�s �r �Ö�µ �t
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2.承認までの期間の短縮 Shorter approval times
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3.グローバル化で広大な（超国家的)市場の形成
Globalisation creates large (supranational) markets
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4.新薬の登場でよく知られた標準薬の利点が阻害される
New drugs undermine the advantages of familiarity
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5.セルフ・メディケーション(市販薬)市場の拡大
Widening the self medication market
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6.医療用医薬品の対消費者直接宣伝
�¢ DTCA:Direct to consumer advertising )
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8.インターネットと無規制の医薬品情報提供
The internet and the unsupervised provision of medicines
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9.いわゆる｢ライフスタイル療法｣"Lifestyle medications"
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10. 補助治療および代替療法 Complementary and alternative
medicines
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11. 患者の自立に任せる傾向の増大
Trends leading to greater patient autonomy
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12.低品質剤 Substandard drugs
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医薬ビジランスの障壁 OBSTACLES TO PHARMACOVIGILANCE

1. 基本的障壁 Basic obstacles
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1.6. �� �®�s 
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�> �� �› 
† �Ì �b �” �\ �q �x �° 
Ú�É�` �X�s �” �h �Š�z �f �w�‘ �O�s 
¾�” �t �¸ �l �h �Ã�” �» �x �` �y �` �y 
• �—�^
�• �” �{ �` �T �` �z 	• �Ý	� �� �V�U�� �* �t �¤ �� �= �^ �• �o �M�” �� �N�x �z 
a �� �q �þ �U
� 
e �› 	� �“ �< �[ �h 	Ô
�ù �z �f �w�g �� �› �$ 	- �F 
M�p �Á�t �Œ�’ �d �s �Z �• �y �s �’ �s �M�` �z �p �Á�x �f �w	Ø�C�› �¬ 
¯ �b �” �‘ �O�[
�¿ �n �Z �’ �• �o �M�” �{

2.3.�y
Ê 	ë �w�ð �J  Problems of organisation
�� �º �S�‘ �| �� �M�$ �s �• 
S� �Þ�Ç�» �æ�ï �¬ �t 	) 	B�^ �• �h �Ã�” �» �x �z �‡ �i 	G
ü �t �w�ù �^ �• �o �M�s

�M�` �z �f �w�� �X�x �&
~ �t �ž �« �· �µ �b �” �\ �q �‹ 	Z �R�s �M�{ �° �� �p �˜ �’ �• �h �Œ�Ý�U�� �w�� �p �ž �� �p
�V�s �M	Ô�ù �U�K�” �{ �° �M�z �� �M�$ �Ã�” �» �Õ�” �µ �w�F �Û�U
ÿ �G�` �h �“ �z �³ �¬ �Æ�ç 
C
\ �• 
ü 
s �w��
�S�U�ô �‡ �l �o �‹ �z �f �• �t �‘ �l �o �F 
M�í �w	Ø�C�; �a �U
ã �‡ �l �h �“ �©�� 
¼�� �¹ �U�~ 
³ �b �” �\ �q �t �x
�s �’ �s �M�{

	ý �� �• �– �; 
Ã�S�w�ÿ �M�� �N�z 	ý �h �s 
Ê�ˆ �ù �˜ �d �w
� �ù �N�z �K�” �M�x �z �f �• �‡ �p �w�b �ù �q �• �w
�Ì �å �ï �µ �q �x �§ �l �o �X�” �D�ó 
Q�w�K�” 	ý �&� 	± �t �S�Z �” �• 
S� �w
¶ �. 
þ �U�Ì �¬ �t �s �” �‡ �p �t �x �z
�� �™�� �å �t �t �• �Æ
C�s �Þ�Ç�» �æ�ï �¬ �Æ�ˆ �U
ž �A�p �K�” �{ �®	ý �� �¯ �• �®	ý �h �s �&� �w
ƒ �� �¯ �t �x
�æ�µ �« �U
P�O�‹ �w�i �U�z �� �X�w	Ô�ù �z �f �• �U	ý �` �M�‹ �w�p �K�” �q �M�O
¯ �Ô�x �s �M�¢ �f �w�« �Ž �q
�` �o �x �z �h �q �Q�y �ó �� �p �– �˜ �• �o �M�” �‘ �O�s �Û�Ú�” �« �U�K�” �£ �{

�« 
Q�ì �ñ �• �' �w�w�h �Š�w�Õ�8 �� 
ú �– �; �t �� �` �o �x �z �f �w�‹ �Ö�t �M�` �o �&
~ �s �Õ�8 �¼�g �U�æ�˜
�• �o �M�s �M�w�U
Ó�è �p �K�” �{ �Õ�8 �w�† 
¶ 
Q�x �° �Œ�p �K�“ �z �—
C
Q�w�' �8 �` �s �M�• 
S� �x �z �f �w
�� �O�t �> �n �M�o �0 �f �U�q �o �’ �• �” 
² �t �� �X�w�ñ 	� �U
ƒ �• �› 	! �Z �” �\ �q �t �s �” �{

�« 
Q�ì �ñ �~ 	O�ž �s 	« �ã 
Q�ì �ñ �~ 
\ �Ë�› �´ �T �b �‘ �O�s �ì �ñ �p �z 	• �Ý�A�ˆ �w�©�� 
¼�p �x �Ï �• �p �V
�s �M�ñ 	� �t �0 �b �” �° 	• �Ý�� �w
� �“ �$ �– �; �¢ compassionate use�£ �x �z �f �w�b �• �t �� �b �” �Œ�Ý�U
�q �Ì �: �p �x �a �` �M�i �Z �t �z �' �8 �` �s �M�• 
S� �t 
ú �ð �b �” �æ�µ �« �U�› �t 
\ �a �• �b �M�{

３．
a �� �' �À Pharmaceutical industry
 
3.1.�y�= �� 	Ø�C Misinformation

�ñ 	� �w�� 	ú �Ä�x �H�Á�• �¾�d �i �U�z 
a �� �q �þ �w�° �Í �$ �� 	ú �x 
b 
� �• 
� 	Í �ô �t �K�” �{ �¢ 	Ô�p �w�³
�£ �ž �› �« �˜ �b �” �h �Š�z 
a �� �q �þ �w�� �™�b �” �®	Ø�C�¯ �x �� �N�w�®�L �› �§ �Ð�` �z �• 
S� �w�™�¯ �› �7
	– �v �t �q �r �Š�‘ �O�q �b �” �¢ �« �Q�y �z �ð �J �q �s �” �• 
S� �› �®�Á�� �È�w�� �• �Ä	Å�¯ (註 e)�q �• �” �n
�Z �” �s �r �£ �{ �• �t �A�| �m�X�K�’ �• �” 	Ø�C�U�z �®�æ�À	Í �w�N�ù �¯ �› �g �� �q �` �o 
• �µ �t �^ �• �” �� �²
�U�K�” �{ �T �X�` �o �z VIGOR �¼�g �¢ refecoxib �w�Ÿ	š �¼�g �£ �t �S�M�o �x �z 
‡ �µ �Â�é �  �Å�Å�� 	± �N
rofecoxib �w	ú �B�� �%�Ÿ
Q�w�D�ó 
Q�U
Ô�T �| 	Í �U�l �h �t �‹ �T �T �˜ �’ �c �z �Ý�ç �« �þ �¢ Merck
Sharp & Dohme�£ �x �z 	ú �Ò�Î �9 
ÿ �C�w�) �e �U
ÿ �` �h �w�x VIGOR �¼�g �t �; �M�h �0 	° ��
naproxen �w�  	ú �- �¢ �^ �; �¡ �› �Ô�` �h �‹ �w�i �q �  �? �w	Â�Œ�‹ �s �M�w�t �¡ 
† �Ì �` �h 39)�{

�y�y 註 e�• �j �� �x  “unproven events (AE)”�p �K�” �U�z �\ �\ �p �x “unrelated events (AE)”�®�Á�� �È�w
�� �• �Ä	Å�¯ �w�™�¯ �p �; �M�’ �• �o �M�” �{
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�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �Æ�ˆ �U�s �Z �• �y �Ì �” �ˆ �t 	Z �c �Å�^ �• �” �ð �J �U�z �� �¹ �Æ�ˆ �t �‘
�l �o �^ �’ �Z 	Z �^ �• �” �q �M�O�\ �q �› �ˆ �o �‹ �z �™
$ �$ �t �ð �J �› �Å�f �O�q �b �” �\ �q �x �z 
a �� �q �þ �t �q
�l �o �x �  �p �h �“ 
² �¡ �w�\ �q �p �K�– �O�{ 
a �� �q �þ �» �x �q �þ �t �• �› �s �` �h �“ 
� �“ 	Í �[ �t �¹ �M�o 	) �Ö
�U�n 	—�` �h �“ �b �” �q �` �o �z �• 
S� �› �C�� �b �” �w�› �³ �¯ �` �h �“ �b �” �{ �¿ �Š�H�• �w
y �Ú�x �q �o �‹ 	O
�A�p �z �• 
S� �U�� �N�› �) �; �t �� �• �” �q �V�z 
a �� �q �þ �x �©�• 	� �• �° 
` �t �Œ�’ �d �” 
² �t �‡ �c �Ò�Ü�¢
	Ô�t �è �C�b �” �{ �Ì �  �¤ �ç �þ �¢ Bayer�£ �U�· �æ�Ì �µ �» �½�ï �¢ �Ô�Š�p �w	Ž 
¼�Ê�x �Ì �  �¯ �” �ç /�· �ç
�» ) 40)�t �0 �` �o �z �Ý�ç �« �þ �U�é �Ñ�£ �¯ �« �³ �Ò(rofecoxib�• 	Ž 
¼�Ê Vioxx�• �Ô�Š�p �x �° 
C
� ) 41)�t �0
�` �o �q �l �h �æ�ˆ �U�f �w�‘ �M�« �p �K�” �{

3.2.�y �• �Ì 
Q�w�= �× Lack of transparency
�� �Ô�‡ �p �z 
ž �A�s �Ÿ	š �� �È�Ã�” �» �t �z �° 
` �¢ �½�U�× �� �t �ž �« �· �µ �b �” �\ �q �x �p �V�s �M�{ �q �O�z

300 �Ž 	Í �w�Ÿ	š �¼�g �U�J �å �^ �• �o �x �M�” 42)�{ �` �T �` �z 
a �� �q �þ �U�æ�l �h �‹ �w�w�O�j �z �Ý�D�U�˜
�’ �• �s �T �l �h 
ú �í �w�Ÿ	š �¼�g �t �� �` �o �x 	Ä�I �U�G�^ �• �o �M�s �M�s �r �z �A�Å�$ �p �x �s �X�z �ž �« �·
�µ �‹ 
M�v �^ �• �o �M�o �î �; �t �1 �Q�s �M�{ �$ 	- �Ÿ 	š �¼�g �Ã�” �» �Õ�” �µ �¢ European Clinical Trials
Database�• EudraCT�£ �x 25 �w EU �Ý�ï �Ì �” �� �p �æ�˜ �• �o �M�” 
¶ �o �w�©�� 
¼�w�Ÿ	š �¼�g �w�J �å �›
2004 �å 5 �D 1 �Ô�T �’ �‰�• �` �h �{ �` �T �` �z �Ã�” �» �Õ�” �µ �f �• �× �. �U
• �µ �q �^ �• �o �M�” �{ 	Ø�C�x
	� �t EU �w�F 
M�p �Á	� �q �p �˜ 
a �� �q �þ �t �‰�L �^ �• �o �M�” �i �Z �p �z �° 
` �t �x �‰�L �^ �• �o �M�s �M�{
�` �T �` �z �©�• 	� �‹ �H�Á�t �� �b �” �± �” �Ï �µ �w�§ 
÷ �M	� �p �K�” �ñ 	� �‹ 
´ �Ã�‹ �z �‘ �M
¬ �R�› �` �o �� �N
�› �7 �‹ �� �®�t �– �; �` �b �ù �› �7 �G�t �` �z �• �› �7 	– �t �b �” �h �Š�z 
¶ �o �U�f �w�‘ �O�s �Ã�” �» �› 
ž �A �q
�` �o �M�” �{ �Z �€ �U
• �µ �t �^ �• �” �q �z �³ �µ �Â�Ú�Â�Ÿ�¿ �« �~ �è �Ï �á �” �x �" �/ �l �o �` �‡ �O�` �z �a �ˆ �w
�Å�^ �• �h �Z �€ �U�g �r �^ �• �o �M�s �Z �• �y �z 	• �R�w�Z �€ �‹ �T �F �› �¡ �l �h �“ �f �[ �’ �• �h �“ �b �” �\ �q �t
�s �l �o �` �‡ �O 42�£ �{ �‡ �h �z �³ �µ �Â�Ú�Â�Ÿ �¿ �« �~ �è �Ï �á �” �x �z �‰�a �Z �€ �A�L �› �Ë	O�t �¢ 
ó 
: �s �£

C
¯ �` �h �“ �z �o �t �¬ 
¯ �U
¬ �R�$ �t �æ�˜ �• �h �“ �b �” �q �Ì �  �ž �µ �¢ � �“ �£ �U
\ �a �” �{ 
¬ �R�$ �¬ 
¯ �w
�« �q �` �o �x �z ITT �r 
s �¢ intention to treat analyses�£ �p �x �s �X�z �Í �” �~ �Ó�é �Ä�¯ �” �ç �r 
s �¢註 f �£
�i �Z �› �¬ 
¯ �b �” �\ �q �› �K�[ �” �\ �q �U�p �V�” 43)�{

�® f �• “per-protocol”�€ �Ó�é �Ä�¯ �” �ç �r �S�“ �t �¼�g �U�î �ª �p �V�h �ñ 	� �w�A�L �i �Z �› �‡ �q �Š�o �r 
s �b
�” �M�O�{ �• 
S� �s �r �w�h �Š�t �¼�g �U�¤ �…�^ �• �h �ñ 	� �x �z �� �®
Q
° �A�w�0 	Å�T �’ 	† �T �• �” �h �Š�z
�� �®
Q�U�G�V�X�z �• �U	– �^ �X�ˆ �Q�” �{

�y 
a �� �' �À�x �z �× �þ 
a 
¼�› �´ �T �` �z �� 
€ �$ �t �• 
ê 
ì 	� �w
a 
¼�t �b �U�K�” �\ �q �› �Ô�b �‘ �O�s 	Ø�C
�x �¬ 
¯ �` �h �U�’ �s �M�{ �C�Q�o �z �K�” �� �N�› �Õ�å �Z �€ �` �o �M�” 	� �x �z �K�‡ �“ �t �‹ �f �w�� �N�t �Ù �b
�W�o �l �
 �$ �s 	Ø�C�› �� �™�p �V�s �M 44) �{
�y 
a �� �q �þ �x �z �× 
C�C�� �› 	) 	B�` �z �f �• �’ �› �F 
M�p �Á�t �� 	Z �b �” �U�z �f �• �x �F �� �t 	H�O�h �Š �z
�‡ �h 
Ì 	Á�T �’ 
t �’ �× 
� �› 	� �” �h �Š�p �K�” �{ �‰�° �w�Ÿ	š 	t �_ �› �z �Ÿ�s �” 

 �…�¯ �” �Å�t 
ü �¨ �b �” �\
�q �t �‘ �l �o �z �/ �| �b �‚ �V�³ �¬ �Æ�ç �› �Å�b �\ �q �U�p �V�” �{ �h �q �Q�y �z �  �× �t �' 
$ �¡ �› �  	Ø	y 
Æ�†
�� �• emotional lability�¡ �q 
ü �¨ �b �” �q �M�l �h �M�O�p �K�” �{
�y 
a �� �q �þ �x �z �Ì �‘ �† 
¶ 
Q�t �R�æ�› 
¯ �Ì �b �” �‹ �w�t �0 �` �o �È�8 �$ �s �©�ß �ï �Ö�” �ï �› �“ �» �Z �o �X
�” �\ �q �U�K�” 45) �{ �° 
æ�w
a �� �q �þ �x �z �× �þ 
a 
¼�w�† 
¶ 
Q�¢ �• �� �® 
Q�£ �t �Y�ð �› �s �[ �T �Z �” 	Ø
�C�w	Z 
[ �› �H�Q�” �h �Š�t �| �Z �€ 	� �• �$ 	B	� �| 	Z 
[ �þ �› 
ì 	� 	� �l �o 
Ì 	Á�› �I �\ �` �h �\ �q �‹ �K�l �h
46) �{
�y 
a �� �q �þ �U�• 
S� �w�X
[ 	� �t �� �• 
� 	ˆ �› �b �” 	Ô�ù �x �z �� �w�• 
S� �X
[ 	� �t �> 
Ç�T �• �s �M�‘ �O
�t �b �” �h �Š�t 
• �µ 	Ú�ò �› �A�| �O�
 �Ž �è �r �w�“ �› 
¬ �• �w�U
Ó�è �p �K�” �{

3.3.�y �• 
S� �C�� �› 
Í �• �b �” �³ �µ �Â�Ü Discouraging ADR reporting

ó �v �s �• 
S� �í �ð �; �´ �x �• 
S� �C�� �› �f �[ �” �{ �� �X�w
a �� �q �þ �x �z �C�� 	� �t �q �l �o �“ 	Í �[ �”

�w�t �Ì �� �U�T �T �“ �C�� �Ä�« �t �m�M�o �‘ �X�Œ�l �o �M�s �M�T �w�‘ �O�s �¹ 	Å�› �) �Q�” �Õ�b �W�o 
ó �v �b
�W�” �C�� �; �´ �› 
ù �“ �m�Z �” �{ �f �• �’ �x �ì 
¶ �p �J �¶ �$ �t �ˆ �Q�” �U �z �î �M�t �x �z �f �w�‘ �O�s 	{ �¨ �x
�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �w�è �$ �› �f �[ �” 47) �{

3.4.�y 	O�A�s �Z �€ �› �î �ª �` �s �M Failing to conduct important studies
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�y 
a �� �q �þ �x �z �› �� �w�� �N�w�) �e 
Q�› �Ì �’ �T �t �` �o �Õ�8 �$ �† 
¶ 
Q�› �¬ �q �b �” �h �Š�w�Õ�8 �� �t �˜
�h �” �ô �¹ �s �ø �¶ �$ �Z �€ �t �x �� 	ú �› �Ô�^ �s �M�{ �Ý�D�w	Ú�E�q �` �o 
a �� �q �þ �U�æ�˜ �s �Z �• �y �s �’ �s
�M�¢ 
b �™�Ð�* �x 
R
: �Ž �< �U 	4 �ƒ �` �h �t �a �W�c �z �� �X �x �‰�• �^ �Q�^ �• �o �M�s �M 48) �{ 
a �� �q �þ �U
�¢ 
b �™�Ð�* �› �æ�O�q �b �• �y �z �p �˜ �� �N�t �‘ �l �o �&�A�$ �b �ù �› �˜ �’ �• �” �‘ �O�z �K�” �M�x �¢ 	Ô�• �w

� �• �› �v �’ �l �o �� �N�• �w�� 	ú �› � �O�‘ �O�z �‡ �h �z �† 
¶ �¬ �- �w�h �Š�‘ �“ �x �z 
Ì 	Á�Ì �t �� �b �s �Ã �”
�» �U�˜ �’ �• �” �‘ �O�s �Ã�² �  �ï �› �· �œ�p �; �M�” 49) �{ �¢ 
b �™�Ð�* �U�è �$ �i �Z �w
b 
� �� 
� �Z �€ �x �z
�f �• �‡ �p �ñ 	� �U�– �; �` �o �M�h �� �N�¢註 g�£ �w�! �Ë�› 
P�M�z �
 
� �w�©�£ �U�� �¹ �p �V�” �ó �—�› �x �”
�T �t �ý �Q�” 
: �w�ñ 	� �› �° �i 
Æ�Ì �w�) �e �t �^ �’ �b �\ �q �t �s �” �{
�y �y �® g�• �« 
Q�ì �ñ �w 	Ô�ù �s �r �p �x �z �f �• �‡ �p �w�� �N �› �– �; �` �o �M�o �� �®�p �z �• �‹ �s �X�– �; �^ �• �o �M�”

	Ô�ù �t �p �‹ �z 
b 
� �� 
� �w�h �Š�t �z �Ý�” �§ �” �T �’ 1 �« �K�h �“ �? �U�` �T �w	� �± �U�K�” �h �Š�z �©�£
�t �‘ �“ 	r �M�U�! �Ë�^ �• �” 	Ô�ù �U�K�” �{ �\ �w�‘ �O�s 	Ô�ù �w�• �U�› �t �G�V�M�{

４．�©�£ Doctors

4.1. �a 	—�C�� Under-reporting
�y �©�£ �x �• 
S� �w�C�� �t �x 
u �Ã�$ �q �M�Q�s �M�{ �Í �w�‘ �O�t �7 �‘ �s �g �� �T �’ �z �©�£ �x �• 
S� �w
95�™98%�› �C�� �` �o �M�s �M�q �“ �‰�^ �• �” �{
�~ �©�£ �x �z �• 
S� �t �m�M�o �ß �Q�” �‘ �O�­ �­ �^ �• �o �M�s �M�h �Š�z �• 
S� �› �ß �€ �` �s �M�{
�~ �• 
S� �› �&�g �` �o �‹ �7 �t �‘ �X�Œ�’ �• �o �M�” �q �¥ �l �o �` �‡ �O�{ �y �M�� �N�x �› �t �f �O�p �K�” �{
�~ �• 
S� �› �# �I �s �\ �q �q �ß �Q�h �“ �z �Á�� �� �p �K�” �q �` �o �` �‡ �O�{
�~ �ñ 	� �w�t �O�\ �q �› �Ì �X�\ �q �t �� 	ú �› �Ô�^ �s �M�{
�~ �� �N�U�j �¼�p �x �s �M�q �¥ �l �o �` �‡ �l �h �“ �z �j �¼�x �‡ �i �¬ �q �` �o �M�s �M�q �M�O�¡ �l �h �ß �Q�› �‹

�l �o �` �‡ �O�{
�~ �f �w�• 
S� �U�\ �• �‡ �p �t �x 
¶ �X�C�� �^ �• �o �M�s �T �l �h �w�p �x �s �M�T �q �¥ �l �o �` �‡ �M�z �f �w ��

�N�U�j �¼�p �K�” �q �Y�O�w�x �¡ �“ �p �s �M�T �q �ª �• �o �` �‡ �O�{
�~ �• 
S� �x �7 �t �� �w�©�£ �T �’ �C�� �^ �• �o �M�” �q 
* �� �` �o �` �‡ �O�{
�~ �Ì �� �U�s �M�{
�~ �å �C	Ø�C�w�{ �Š�s �r �t �Ì �� �› �q �’ �• �” �w�p �z �“ �Ä�U
ÿ �Q�” �\ �q �› �ª �• �” �{
�~ �C�� �b �” �q �z �C�� 	� �• �� �� 	� �› �Ä�| �• 
Ì 	Á�t �^ �’ �b �w�p �x �s �M�T �q �R�æ�` �o �` �‡ �O�{
�~ �q �þ �T �’ �  �¡ �C�¡ �q �` �o 
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e �{ 
Ì 	Á�› �I �\ �^ �• �” �D�ó 
Q�U�K�” �q �ª �• �” �{
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�~ �C�� �U�{ �Š�’ �• �o �M�” �\ �q �› �Á�¹ �b �” �{
�~ �x 
� �p 	± �« �› 	B�Š�o 
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¯ �` �‘ �O�q �- �h �b �” �{
�~ �r �O�M�l �h �� �w�• 
S� �› �C�� �b �‚ �V�T �˜ �T �l �o �M�s �M�{
�~ �• 
S� �t �‘ �l �o �× 
µ �t �I �\ �“ �O�” �K�“ �~ �• �h 
´ �> �U� 
C�^ �• �h �“ �z �• 
S� �U�Ï �• �` �o �M�” 
´

�> �w	± 	Ý�t �Å�o �M�h �“ �b �” �{  
�~ �� �©�U	r �M�` �h �“ 	r �M�s �` �o 
ð �; �` �o �M�” �� �N�s �r �w�� �È�b �” 	Ø�C�U�˜ �’ �• �s �T �l �h �“ �b �”

�¢ �ñ 	� �x �E�8 �©�• �› �; �M�o �M�” �\ �q �x �Ó�� �t �©�£ �t �é �^ �s �M�£ �{
�~ �C�� �t �� �b �” �Ì �� �q �R�—�t �0 �b �” �R
S�$ �- 	Â�U�s �M�{
�~ �p �Á�• 
• �ó �H�T �’ �Ñ�Ÿ�” �Å�Ì �¿ �« �› 	! �Z �’ �• �” �“ 
Ê�ˆ �t �s �l �o �M�s �M�{
�~ �C�� 	{ �¨ �U	� �i �t �s �M�{

4.2.�y�Ä �è �” �Ç�ï �¬ �w�= �× Lack of training
�y �• 
S� �C�� �t �� �b �” �­ �­ �U
Æ�
 �` �o �M�” 	Í �t �z �� �X�w�©�£ �h �j �x �z �r �O�b �• �y �) �e �t �� �` �o
�®�L �$ �s 	Ø�C�¦ �õ �U�æ�Q�” �T �› �¶ �• �q �M�O�: �p �z �©�• �Ž �Ž �w
• �ó 	ì �t �—�• �› 	� �l �o �M�” �{ �ä �í
�• �j �  �—�ˆ �À�s �r �� �w�ˆ �À�p �x �z �) �e �› �° 
` �t �Œ�’ �d �” 
ž �A�U 
\ �a �h �q �V�x �z �f �• �’ �w�; �� �w
�h �Š�t �‡ �X�› �� �t �� �Å�^ �• �h 	—
: �w
• �ó �H�t �‘ �l �o �s �^ �• �” �{ �- �H�©�• �w
ü �ú �p �x �z �f �w�æ�µ
�« �x �è 	× �^ �’ �t �ô �S�p �z �‘ �“ 
Æ�¬ �� �T �m
ó �v �p �K�“ �z �ñ 	� �q 
€ 	î �b �” �; �q �w�K�” �„ �q �œ�r �b �‚
�o �w�©�£ �U�æ�µ �« �t �� �b �” 	Ø�C �› �; �a �` �s �Z �• �y �s �’ �s �M�w�i �U�z �f �w�Ä�è �” �Ç�ï �¬ �› 	! �Z �o
�M�” �©�£ �x �„ �q �œ�r �M�s �M�{ �©�£ �h �j �t �x �z �ñ 	� �w�Ô�‘ �w
\ �Æ�t �§ 	Ë�› �V�h �b �‘ �O�s �• 
S� �‘
�“ �x �z 
t �’ �U	O�G�q �ò �a �h �• 
S � �› �C�� �b �” �� �² �U�K�” �{ �` �h �U�l �o �z �ñ 	� �t �q �l �o 	O�A�s �•

S� �x �Á�¹ �^ �• �U�j �p �K�” �{
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５．薬剤師　Pharmacists
 �ñ 	� �x �` �y �` �y �©�£ �› 	! 

 �d �c �° 
` �� �¢ 
‡ 	r �M�� �£ �› �– �; �b �” �{ �` �h �U�l �o �z �\ �• �’ �w
� �‘
�w�� �X�t �q �l �o �x �z �� �N�£ �U�ñ 	� �t 
€ �b �” �
 �° �w�©�• 
• �ó �H�q �M�O�\ �q �t �s �” �{ �^ �’ �t �z �Ÿ�s
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 �• �J �w�©�£ �h �j �U�z �� �©�p �? �› 	r �M�^ �• �h �T �› �Œ�’ �c �t �z �‡ �h �f �w�\ �q �› �> �t �‹ �q �Š�c �t
�– �; �` �o �M�” �\ �q �U�K�” �{ �f �O�` �h �� �N�� �; 	r �M�� �N�U�¾�V�I �\ �b �ð �J �t �> �n �V�z �©�£ �t �; �Q
�’ �• �o �M�s �M	Ø�C�› 	) 	B�b �” �q 	Ô�t �K�” �w�‹ �� �N�£ �p �K�” �q �t �Q�” �w�T �‹ �` �• �s �M�{ �` �T �` �z
�G�� 
: �w�� �N�£ �x �• 
S� �› �C�� �b �” �‘ �O�t �x �Ä�è �” �Ç�ï �¬ �› 	! �Z �o �M�s �M�{ �\ �w�h �Š�z �ñ 	� �t
�‘ �l �o �• 
S� 	Ø�C�U�� �N�£ �t �) �Q�’ �• �o �‹ �z �f �w	Ø�C�U�` �y �` �y �æ�˜ �• �o �` �‡ �O�{

�K�” �©�£ �• 
´ �i �U�› �� �w	ý �� �› �· �œ�p �– �l �h �“ �z �æ�µ �« �~ �Ó�é �Ñ�Ÿ�” �ç �¢ �) �e 
Q�£ �w�ô �M��
�N�› 
Ã
_ �t �– �O�s �r �q �M�l �h �� �N�t �� �b �” �³ �¬ �Æ�ç �› �7 �‹ �‘ �X
ü �T �l �o �M�” �w�x �� �N�£ �w�x �c
�p �K�” �U�z �� �X�w
´ �Ã�p 
t �’ �x �• 
S� �� �¹ �Æ�ˆ �t 	F 
ü �t 
Ê�ˆ �� �‡ �• �o �M�s �M�{

6.�y �� �¢ �£ �q �� �w�©�• 	H�Ä	� Nurses and other health professionals
�y �� �¢ �£ �• 	• �ˆ �£ �z �K�” �M�x �©�£ �~ �� �N�£ �Ž �Ž �w�� �w�©�• 	H�Ä	� �x �z �` �y �` �y 	r �M�` �h �©�£ �t �z
�• 
S� �t �> �n �T �d �h �“ �z �‡ �h �©�£ �‘ �“ �x �z �0 �M�• 
S� �¢ 
í �^ �; �£ �› 	Ä�` �X�C�� �p �V�” �q 	Ô�t �K
�“ �î �M�f �O�` �o �M�” �q �M�O�Ä�î �U�K�” �U�z 
t �’ �U�• 
S� �w�C�� �t 	Ÿ�T �• �” �\ �q �x �‡ �• �p �K�” �{
�� �¢ �£ �T �’ 	! �Z �h �C�� �w�í �x �z �©�£ �T �’ 	! �Z �h �C�� �w�í �q �! �˜ �’ �s �M�\ �q �U�C�� �^ �• �o �M�” 56-

58�£ �{
�y�© �£ �t �‘ �” �a �¡ �U�j �¼�q �s �l �o �M�” �D�ó 
Q�w�K�” �• 
S� �› �z �©�£ �Ž �Ž �w�©�• 	H�Ä	� �• 	� �t ��
�¢ �£ �• �U�C�� �b �” �\ �q �› �h �Š�’ �O�\ �q �x �z �• 
S� �w�C�� �U	—�s �M�{ �q �m�w	O�A�s �j �¼�p �K�” �{

７． �ñ 	� �~ �¢ �½ Patients
�ä �” �é �¿ �Í �w�O�o �p �x �z �ñ 	� �T �’ �w�Ú
€ �w�• 
S� �C�� �x �§ �Ë�^ �• �o �M�s �M�{
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�” �¯ �q 	\ �‚ �o �M�” �{ �` �T �` �z �^ �‡ �_ �‡ �s �g �� �¢ �« �Q�y �z �ñ 	� �q �- �H�©�• 
• �ó �H�q �w�� �� �U�` �l
�X�“ �M�l �o �M�s �T �l �h �“ �z �• 
S� �w�r 	
 �t �� �` �o �™�_ �U
ü �T �• �o �M�” �s �r �£ �T �’ �z �ñ 	� �x 
t �’
�t �0 �` �o �Ð�* 
®�w�G�Ö�› �` �o �„ �` �M�q �x �¥ �˜ �s �M�w�p �K�” �{ �• 
S� �› �î �M�t �&�g �b �” �w�x �ñ 	�
�i �Z �s �w�i �T �’ �z 
t �’ �U�× 
ü �h �j �w�&�g �› 
° �A�b �” �\ �q �x �æ�g �t �&�l �o �M�” �‘ �O�t �¥ �˜ �• �” �{
�ñ 	� �U�C�� �b �” �• 
S� �x �z �©�£ �w�è �T �’ �_ �• �y �` �y �` �y �# �I �s �\ �q �p �K�” �U�z �ñ 	� �t �q �l �o �x
	G
ü 
ð �� �› �• �Š�^ �d �” �t �
 �” 	O�G�s �\ �q �s �w�p �K�” �{ �ñ 	� �T �’ �w�• 
S� �C�� �› 	! �Z �Ö�• �o �M�”
�w�x �z �� �‹ �z �©�� �Ï �´ �å �ï �µ �Z �€ �ª 
ƒ �¢ �©�� 
¼�� �¹ �· �ï �» �” �£ �‹ �� �Š�o �] �X�v �’ �• �o �M�” �¢ �Ã
�ï �Ú�” �« �z �ó �� �S�‘ �| �f �w�� �w�ä �” �é �¿ �Í �w�� �‘ �p �x �z �¼�æ�ˆ �Š�t �K�” �£ 59-61�{ �\ �O�` �h �¼�ˆ
�U�C�� 
: �› 
ÿ �• �b �i �Z �p �s �X�z �» �  �Ü�æ�” �s �• 
S� �³ �¬ �Æ�ç �U	Z �t �m�s �U�” �T �r �O�T �x �� �™�¬
�T �Š�” 
ž �A�U�K�” �{ �M�X�m�T �w
ü �ú �p �x �z �ñ 	� �T �’ �w�C�� �U�©�• 
• �ó �H�T �’ �w�C�� �‘ �“ �‹ �‘ �“

Ä�ò �s 	� �ˆ �t �s �” �D�ó 
Q�• �h �q �Q�y �Å�O�m�N�w�m�d �^ �; �• �× �t �w�æ�µ �« �› �ô �Š�” �\ �q �s �r �w�U
	Z �t �þ �q �m�D�ó 
Q�• �U�Ô�&�^ �• �o �M�” �{ �ñ 	� �T �’ �w�C�� �x �í �w�: �p �R�æ�U�K�” �{ 
• �ó �H�t �‘ �”
�Ñ�Ÿ�ç �» �” �s �` �t �x �f �O�` �h �C�� �› 
ü �¨ �b �” �\ �q �x �É�` �M�T �‹ �` �• �s �M�{ �7 �� �w�©�£ �~ �� �N�£
�w�³ �µ �Â�Ü�p �x �\ �w�( 
ü �s �“ �Ä�› 	� �“ �� �‰�\ �q �x �0 �› �p �x �s �M�{ �ñ 	� �C�� �w�¤ �T �’ �� �; �s 	Ø�C
�› �¨ 	Z �b �” �U	[ �U
Æ�
 �` �o �S�“ �z �‡ �h �f �• �› �æ�O�Ì �� �‹ 
Æ�
 �` �o �M�” �T �’ �p �K�” �{ �� �w�• �~ �b
�ù �t �� �b �” 	Ø�C�w�� �™�x �Ï �• �w�° �� �p �K�“ �z �‡ �h �p 
µ �f �O�s �Z �• �y �s �’ �s �M�w�i �U�z �M�X�m�T
�w�� �‘ �p �x �° 
` �$ �t 	G
ü �s 	Ø�C�› �˜ �o �M�s �M�{ �ñ 	� �w�æ�µ �« �ò 	! 
Q�x �0 �› �t 
â �^ �^ �• �• �b �M
�¢ �h �q �Q�y �¿ �� �G�Ä�z 
• �; �z �  �ï �» �” �É�¿ �Ä	Ø�C�s �r �p �£ �{ �' �À�T �’ �  �q �` �h �¢ � �“ �w�s �M�£
	Ø�C�t �‘ �l �o �z �‹ �l �q �&
~ �s �Ï �• �O�› 
* 	‘ �b �” �\ �q �U�D�ó �p �K�” �{ �‡ �h �z �Ï �g �î �ª �¤ �t �S�Z �”
�ñ 	� �• 
ƒ �g 	� �¢ �Ø�å �ï �Â�Ÿ�ž �£ �T �’ �w�C�� �‹ �ß �€ �b �‚ �V�p �K�” �{ �Ï �g �T �’ �w�d �X	� �U�&�g �` �h
�• 
S� �T �’ �z �› �� �s �ð �J �U�Ô�&�^ �• �” 	Ô�ù �U�K�” �U�z 
C
¯ �^ �• �h �Z �€ �C�� �T �’ �x �_ �X�q �^ �• �o
�M�” �\ �q �U�K�” �{

､ 　提言 PROPOSALS
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�y�© �� 
¼�� �¹ �w	O�A
Q�w
ÿ �G�q �z �f �w�î �æ�t �q �j �x �i �T �” 	Ë�• �› �ß �€ �` �z �ë �” �©�ï �¬ �¬ �ç �” �Ó
�x �Ž �< �w�� �Š�› �æ�O�{

1.基本方針 Basic strategies

1.1.
ž �A�s �� �È�Ã�” �» �U�b �‚ �o �˜ �’ �• �” �\ �q Access to all relevant data

² �Ÿ	š �¼�g �¢ �ˆ 
ú �î �g �S�‘ �| �Ÿ
Q�¼�g �£ �S�‘ �| �Ÿ	š �¼�g �w�Ó�é �Ä�¯ �” �ç �t �| �f �w�A�L �x �z �¤

�� �t �¢ �� �º �‹ �` �X�x �� �M�$ �t �£ �J �å �^ �• �z 
H�„ �$ �J �å 
M�S�w�  �× 
j �ø �%�q �È�A�b �” �‚ �V�p �K�”
64�£ �{ �J �å �x �Ÿ	š �¼�g 	s �8 �¢ �™�g �$ �¢ �x �R
S�$ �s 	• �Ý�› 	! �Z �h �Ì �: �£ �t �‰�• �^ �• �” �‚ �V�p �K�“ �z
�©�� 
¼�Ï �• �q 
‡ �©�� 
¼�Ï �• �w�† �M�› �{ �O�‚ �V�p �K�” �{
�y
a 
¼�U�� �* �‡ �h �x �z �¤ �� �w	ù �* �p �Ý�D�› 	! �Z �h �w�T �t �� �˜ �’ �c �z �Ã�” �» 
¶ �. �U�—�X�q �‹ �7 	s
�w
C
� �Ô�T �’ �¬ 
¯ �^ �• �s �Z �• �y �s �’ �s �M�{ �J �å �^ �• �h �¼�g �Ã�” �» �x �z �• �t �� �È�b �” �Ä�ò �w�C��
�t �m�M�o �w
* 	‘ �› �� �Š�h CONSORT�¢ Consolidated Standards of Reporting Trials�z �¼�g �C�� �w�w
�ù �, 	j �£ �¨ �  �Å�å �  �ï �t � �a �s �Z �• �y �s �’ �s �M 15,65)�{ �J �å �x �Á�‰�p �Ö	� �p �V�” �‹ �w�p �s �Z �• �y
�s �’ �s �M�{ �f �` �o �f �• �x �z 	• �R�_ �� �‡ �• �” 
¶ �o �w�J �å 	� �t �¬ �‰�^ �• �z NPO(�½�� 
‡ �æ�b �‚ �. )�t
�‘ �l �o �� �g �^ �• �s �Z �• �y �s �’ �s �M�{ �J �å �Ã�” �» �w
Y�p 
Q�› �- 	Â�b �” �h �Š�w�“ 
Ê�ˆ �U
ž �A�p �K�“ �z
�‡ �h �f �• �x �? �  �$ �t �U�g �D�ó �t �s �l �o �M�” �‚ �V�p �K�” 66)�{

�y�b �‚ �o �w�J �¶ �½�x �� �L �› �ß �€ �b �” 	Ú�E�q �` �o �z �¬ �w�¼�g �J �å �› �A�{ �b �” �‚ �V�p �K�” �¢ ICMJE:
�©�¶ �´ �ß �” �Æ�ç �$ 	B	� �� �M�• �» �q �t �‘ �l �o 
• �t �^ �• �h �‘ �O�t �£ 66)�{

�Ÿ	š �¼�g �w�† 
¶ 
Q�C�� �t �� �b �” �q �O�w�, 	j �x �~ �� �^ �• �s �Z �• �y �s �’ �s �M�{ �f �` �o �z �b �‚ �o �w
�� �• �Ä	Å/�• 
S� �Ä�« �U�¼�g �� �– �t �C�� �^ �• �z �\ �• �‡ �p �Œ�’ �• �o �M�s �T �l �h �� �• �Ä	Å/�• 
S� �Ä
�« �x �z 	Ä�` �X�G�L �^ �• �h �C�� �U�s �^ �• �z �¼�g �¤ �t �– �; �U�¤ �­ �^ �• �h �« 
: �q �z �¤ �­ �g �� �w	Ä�I �U
�. �%�$ �t �� �‡ �• �” �‚ �V�p �K�” �{

�y�© �� 
¼�w�‰
C�¤ �t �I �\ �l �h 
¶ �o �w�� �• �Ä	Å�w	� �¨ �q 
Ã�S�U�z �ì 
¶ �t �Ì �’ �T �t �^ �• �z 
a 
¼�“ �A
(SPCs)�t �G�L �^ �• �” �‚ �V�p �K�” �{ �f �O�b �• �y 	Ø�C�U�� �æ�^ �• �” �\ �q �x �Á�M�{
�y�‹ �` �ñ 	� �t �0 �` �° 	• �Ý�� �w
� �“ �$ �™�…(“compassionate use”)�U�0 �Ý�^ �• �” �s �’ �y �z 
² �Ÿ	š �¼�g
(�« �Q�y �ˆ 
ú �î �g �Ã�” �» )�‡ �h �x �Ÿ	š �¼�g �T �’ �˜ �’ �• �h �b �‚ �o �w	Ø�C�U	� �“ �{ �O�©�£ �t �� �™�^ �•
�s �Z �• �y �s �’ �c �z �‰�7 �t �A�{ �^ �• �• �y �ñ 	� �q �©�� 
¼	Ø�C�½�t �� �™�^ �• �v �y �s �’ �s �M�{ �� �w�– �;
�q �‰�7 �t 
� �“ �$ �™�…�t �S�M�o �‹ �z �• 
S� �w�C�� �U�[ �¿ �n �Z �’ �• �” �‚ �V�p �K�” �{

1.2.�• 
S� �C�� Reporting of ADRs
�y�¢ 
b �™�w�• 
S� �w�C�� �x �Æ
C�t 	‘ �­ �^ �• �” �‚ �V�p �z �ñ 	� �q �‰�7 �t 
¶ �o �w�©�• 
• �ó �H(�� �N�£ �z
�� �¢ �£ �z 	• �ˆ �£ �z 	+ �­ �� �� 	� :healers �s �r �› �� �‰)�w�€ �C�› 
P�O�‚ �V�p �K�” �{
�y�• 
S� �w�C�� �; �´ �x �z �¿ �X�Ö	� �U�D�ó �s 	Ý�6 �t �` �o �S�X�‚ �V�p �K�” �¢ �h �q �Q�y �z �´ �ß �” �Æ�ç
�• 	r �M	B�z �©�� 
¼	B�s �r �w�¤ �t �Ö�• �z �� �Á�t �” �M�o �S�V�z �  �ï �» �” �É�¿ �Ä�› �è �a �o �‹ �Ö	� �p �V
�” �‘ �O�t �` �o �S�X�s �r �£ �{ �C�� �; �´ �w�� �Ü�x �z �G�Ö�U�0 �› �t �p �V�” �‘ �O�t �s �l �o �M�” 
ž �A�U�K
�” �{ �\ �w�è �$ �w�h �Š�w�Ñ�æ�” �¼�  �ž �ç 
j �ø �› 
ƒ �Z �” �\ �q �› �� �Š�z �? �é �C�� �w�D�ó 
Q�› �ß �€ �` �U
�| �b �‚ �V�p �K�” �{
�y�• 
S� �C�� �› 	! �Z �” �; �� �x �z �a �ˆ �t �G�å �^ �• �o �M�” �Ã�” �» �• �z �f �w�©�� 
¼�w�Y�˜ �` �M�• 
S� 
�t �� �b �” �� �w�C�� �t �m�M�o �z �Ô	× �$ �t 	Ø�C�› �Ñ�Ÿ�” �Å�Ì �¿ �« �b �” �‚ �V�p �K�” �{
�y�× 
C�$ �t �C�� �^ �• �h �• 
S� �Ã�” �» �x �z (�ñ 	� �q �C�� 	� �w
� �i �• 	E	t �s �r �w�x 
� �Ã�” �» �› 	† �V)�z

M�v �s �` �t �Ö	� �D�ó �p �s �Z �• �y �s �’ �s �M�{

1.3  �• �Ì 
Q Transparency
�y�ñ 	� �U	Ø�C�› �Œ�“ �z �f �w	Í �p �w
¬ �R�› �ì 
¶ �t �æ�Q�” �‘ �O�t �b �” �h �Š�z �©�• �� �™	� �x 	ý �h �s �Œ
�_ �t �m�M�o �� �• �T �t �Œ�’ �^ �• �” 
ž �A�U�K�” �{ �• 
S� �t �m�M�o �w	Ø�C�x �z �f �• �U�r �w�‘ �O�t 
\ �Æ
�w�í �t �è �¹ �b �” �T �w
† �Ì �› �‹ �� �‰�‚ �V�p �K�” �{
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�®�‘ �M�©�� 
¼�� �¹ �w�î 
« �¯ �w�• �t �x �z �› �t �C�� �w�™�g �$ �t �| �O�$ �� �Œ�z �f �` �o �©�• 
• �ó �H�q
�ñ 	� �• �w�Ã�” �» �¬ �‰�w�~ 
³ �z �©�� 
¼�� �¹ �w�• �Ì 
Q�› �t �t �` �h �F �� �U�z �¬ �q �^ �• �s �Z �• �y �s �’ �s
�M�{

1.4�y�© �� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �w�� �®
Q
° �A
Evaluation of the effectiveness of pharmacovigilance

�y �©�� 
¼�� �¹ �w�� �®
Q�z �b �s �˜ �j �z �¬ �q �^ �• �h �³ �µ �Â�Ü�U�r �w�‘ �O�t �� �È�b �” �• 
S� �› �U	Z �` �z
�) �e �s �©�� 
¼�T �’ �ñ 	� �› 	� �” �\ �q �U�p �V�h �T �t �m�M�o �ˆ �” �h �Š�w�z �  �q �` �h �Z �€ �› �î �ª �b �‚ �V
�p �K�” �{ �©�� 
¼�� �¹ �U�t �…�b �¬ 	: �ô 
\ 	Í �w
R�L �q �z �§ 	Z �q �w�� �� �t �m�M�o �¢ �m�‡ �“ �z �§ 	Z �t �ˆ
�K�O�©�� 
¼�� �¹ �w
R�L �U�˜ �’ �• �o �M�” �T �r �O�T �t �� �` �o �£ �U�| �b �‚ �V�p �K�” �{

２．行政および医薬品規制当局 Policy Makers and Drug Regulators

2.1.�y 
¶ 
` �$ �M
�  General Strategies
"Activities relating to pharmacovigilance" must "receive adequate public funding". The
implementation of this new rule (Article 67-4, Regulation 726/2004/EC)1 0 has to be enforced.

�®�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �� �È�b �” �Æ�ˆ �¯ �x �®�&
~ �s �¬ �ž �w�, �Ú�t �‘ �l �o �á �æ�^ �•
�s �Z �• �y �s �’ �s �M�¯ �{ �\ �w	ý �` �M�F �� �¢ �O 726/2004/EC10)�w�H 67 	Ú�w 4�£ �w�î �æ�U	o 	� �^ �•
�s �Z �• �y �s �’ �s �M�{


b 
� �• �¿ �� �t �� �b �” �O�F �x 	o 	� �^ �• �s �Z �• �y �s �’ �s �M�{ �©�• �­ �ž �w�í �t �q �è �¹ �› �t �…�b �ª �•
�w�K�” �¿ �� �x �Ð�­ �b �‚ �V�p �K�” �{ �0 	« 
…	� �Ú
€ �¿ �� �¢ DTCA�£ �x �ì �q �t  �Ð�­ �^ �• �s �Z �• �y �s �’
�s �M�{ �A	r �M�� �w�  �ï �» �” �É�¿ �Ä�¿ �� �x 
Ì �å �^ �• �” �‚ �V�p �K�” �{

�• 
S� �› �Y�O�t �
 �” �g �� �U�K�” 	Ô�ù �z �K�” �M�x �7 �Œ�w�• 
S� �w
Ã�S�U�¶ �` �X
ÿ �C�` �h �q �Y�˜
�• �” 	Ô�ù �¢ �› �t �z �� �w�M�O�t �‘ �l �o �p �˜ �� �N�t �‘ �” �®�L �U�˜ �’ �• �” 	Ô�ù �z �m�‡ �“ �‘ �“ �† 
¶ �s �E
�8 �• �O�U�K�” 	Ô�ù �£ �z �b �‚ �o �w�� �� 	� �x �z �j �¼�• 
Y�¬ �s 
Ã�S
ÿ �G�› �¬ �Ý�b �” �‘ �“ �‹ 
² �t �z �‡ �c
�ñ 	� �› �- �¢ �b �‚ �X�Ú�j �t �æ�ˆ �` �s �Z �• �y �s �’ �s �M�{

�©�� 
¼�t �‘ �” �Ä�‚ �› �Ð�* �b �” 
ª 	j �= �^ �• �h �� �M�$ �s �M�O�› �¬ �q �` �z �ä �í �Ä�‚ �w�Ð�* �w�h �Š�t
�‰
C�^ �• �” 	� 	q �t 	j �a �o �ç �” �½�ï �t �î �ª �b �‚ �V�p �K�” �{

2.2.�y �• �Ì 
Q Transparency
�• �Ì 
Q�x 	Ø�C�¬ �‰�O�t �, �n �M�h �p 
µ �w�F 
c �p �K�” �{ �ä �” �é �¿ �Í �©�� 
¼�Á(European Agency)

�w�- �Ë�b �” �� 	{ �t �0 �b �” �° 
` �¬ 	: �T �’ �w�ž �« �· �µ �› �G�` �h �z �F �� 726/2004/EC10�£ �w�H 73 	Ú
�w�î �q �› �z �©�• 
• �ó �H�‹ �ñ 	� �‚ �. �‹ �_ 	� �” 
ž �A�U�K�” �{ 	Ž �À	Í �w
• �µ �x 
a �� �M�O�• �= �¶ �Ï �� �Ü
�w	Ä�I �t �� �˜ �” �Ä�� �w�ˆ �t �v �� �b �‚ �V�p �K�“ �z �Ÿ	š �¼�g �Ã�” �» �• �• 
S� �t �� �b �” 	Ø�C�x �¢ 	Ž �À
	Í �w
• �µ �t �£ �� �‰�‚ �V�p �s �M�{ 
z �± �Ã�” �» �› �� �Š�o �z �©�� 
¼�w�æ�µ �« �t �� �b �” �b �‚ �o �w	Ý�¯ �x
�� �� 	� 
¶ �o �¢ 	r �M�©�| �ò �Ö�À	� �| �Ð�N	� �| �ñ 	� �s �£ �t �¬ 
¯ �^ �• �s �Z �• �y �s �’ �s �M�{

�©�� 
¼�� �¹ �Ã�” �» �x �è 	× �À�¿ �q �` �o EMEA�¢ �$ 	- �©�� �Á�£ �w�¬ �$ �Ã�” �» �Õ�” �µ �t �w�ù �^ �• �”
�‚ �V�p �K�” �{ �• 
S� 	Ø�C�• �w�° 
` �¬ 	: �T �’ �w�ž �« �· �µ �› �~ 
³ �b �” �h �Š�z �C�� �^ �• �h �• 
S� �t �m
�M�o �x �z �—�Ê�= �` �h �b �‚ �o �w	Ä�I 	Ø�C�› �‰�¿ �w�¢ �£ �Ò�± �  �Ä�T �’ �Ö	� �p �V�” �‘ �O�t �b �‚ �V�p �K
�” �{

�• 
S� �• �f �w
Ã�S�t �� �b �” 	Ø�C�x �ñ 	� �t 
� �` �ˆ �• �b �M�z �g �r �p �V�” �M�O�p �� �™�^ �• �” �‚ �V�p
�K�” �{ �) �e 
Q�› 
ì �0 �$ �s 
: �È�p 
¯ �q �b �” �\ �q �x �¡ �r �› 	Ÿ�V�• �b �X�z 
� �w�) �e 
Q�• �• �w�g �r �t �x
�þ �q �h �s �M�D�ó 
Q�U�K�” �{ NNH(number needed to harm�• �C�• 
ž �A
: )�s �r �w�‘ �O�t 
ˆ �0 
: �t
�‘ �” 
¯ �q �z �K�” �M�x �z �®�ñ 	� 10 
� �t �m�V 3 
� �U�~ �~ �~ �¯ �w�‘ �O�s 
Ã�S
¯ �q �› �; �M�” �‚ �V�p �K
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�^ �Ä�å �s �r �‹ �� �Š�o �z �©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �� �˜ �” 
¶ �o �w�Ä�� �w	Ø�C�x �ž �« �· �µ
�D�ó �q �b �‚ �V�p �K�” �{ �• -�b �ù �w�� �� �t �� �` �o �x �z 
Æ�¬ �î �s �Ä�� �p �K�l �o �‹ �Á�¹ �` �h �“ �0 �¹ �`
�o �x �s �’ �s �M�{ �©�� 
¼�w�† 
¶ 
Q�t �� �˜ �” �©�• 
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Communication�• �M�˜ �• �” �®�Å�« �» �” �è �» �” �¯ �£ �› 
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¯ �w�q �V�x �z �f �w�N�S�z �ñ 	� �² �Z �t �$ 	B
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C�æ�b �‚ �V�p �K�” �{
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�©�� 
¼�w�† 
¶ 
Q�t �� �˜ �” �› �� �s �ð �J �U
\ �a �h 	Ô�ù �x �z  
S
Î �T �½�� �w�‚ �. (�« �Q�y �z �- �e �q �þ )
�U�z �f �w�† 
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Q�t �� �b �” �7 �&�w	Ø�C�› �� �™�b �” �h �Š�t 	± �« �0 	° �Z �€ �• �¯ �× �” �Ä�Z �€ �s �r �w�&
~
�s �Z �€ �› �‰�• �b �” �T �z �‡ �h �x �¿ �Ú�› �™�…�b �” �‚ �V�p �K�” �{ 
° �A�w�a �� �p �x �¬ �‰�Î �ž �æ�ï �¬ �› �‹
�Ö�b �‚ �V�p �K�” �{ �µ �è �w
• �ó �H�q �^ �p �K�l �o �x �s �’ �s �M�` �z �b �• �w�
 	î �b �” �®
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2.3.�b �• �w�
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Coordination with Minimal Conflicts of Interest
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b �™�w�† 
¶ 
Q�› �� �¹ �b �” �³ �µ �Â�Ü�q �` �o �z �¤ �� �º �t �‹ �z �� �* 
¶ �. �q �` �o �‹ �z �©�� 
¼	ù �* �p
�Á�q �x �� �w�z �®�¬ �$ �, �Ú�t �‘ �” �Þ�Ç�» �æ�ï �¬ �³ �µ �Â�Ü�¯ �› 
ƒ �” �b �‚ �V�p �K�” �{ �\ �• �’ �w
æ�ó �w
�µ �» �¿ �Ñ�w�• �; �t �x �z 
a �� �q �þ �T �’ �w�, �Ú�� �™�› 	! �Z �” �\ �q �x �k �Ð�q �b �‚ �V�p �K�” �{ �› �� �w�©
�� 
¼�• �+ �; �t �� �È�` �o �b �• �U�
 	î �b �” �©�£ �x �z �f �w
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¼�w�• �~ �b �ù 
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æ�ó �w�• 
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• �ó �H�Ý�ï �Ì �” �x �z �^ �J �t �� �È�` �o �z �? �’ �T �w�b �• �U
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�” �Ä�� �t �m�M�o �z �' �À�T �’ �  �q �` �o �M�” �¢ �  �ï �Ã�Ö�ï �Ã�ï �Ä�p �K�” �£ �\ �q �› �z �f �w�N�S
• �t �`
�s �Z �• �y �s �’ �s �M�{

�� �" �� �� �¢ �$ 	- �©�� �Á�£ �x �ˆ �À	ü �µ �Ä�À�Š
æ�Õ�w�• �< �T �’ �z �- �H�©�• �~ 	« 
…	� �- �¢ �Ä�À�Š
æ
�Õ�w�• �< �t �  �� �b �‚ �V�p �K�” �{


S
Î �; �� �S�‘ �| �� �M�; �� �q �• 
S� �� �¹ �· �ï �» �” �q �w�  �—�. 
M�x �‹ �l �q �~ 
³ �^ �• �s �Z �• �y �s �’
�s �M�{ �� �M�$ �s �� �¹ �. 
M�w�w�ù �› �¬ �T �s �‹ �w�t �b �” 
ž �A�U�K�” �{ �� �S�‘ �| �ä �” �é �¿ �Í �w�©�� 
¼
�† 
¶ �Á�x �, �� �$ �• 
‡ �� �* 	~ �� �w�©�� �Ï �´ �å �ï �µ �Æ�ˆ �¢ �©�� 
¼�� �¹ �Æ�ˆ �£ �t �‘ �” �Ã�” �» �› 	� �“ �Ö
�• �” �h �Š�w�; �ó �› �‰
C�~ �§ �= �b �‚ �V�p �K�” �{

�©�¶ 
° �^ �q �S�‘ �| �F 
M�p �Á�f �• �g �• �U�p 
Œ�` �o �z �Ž �< �w�‘ �O�s �è �$ �w�h �Š�t �¤ �; �� �w�É�¿ �Ä
�ë �” �« �› �¬ �q �b �‚ �V�p �K�” �{

�Ô�- �H�©�• 	ì �» �h �j �w�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �Æ�ˆ �w�î �q �› �§ �	 �b �” �h �Š
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• �ó �$ �ž �Å�Ì �  �µ �U�p �V�” �‘ �O�t
�Ô�Ñ�Ÿ�” �Å�Ì �¿ �« 	Ø�C�› �) �Q�” �s �r �t �‘ �“ �• 
S� �C�� �› �Æ
Q�= �b �” �h �Š
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�Ô�©�� �Ï �´ �å �ï �µ �¢ �©�� 
¼�� �¹ �£ �t �� �b �” �Z �€ �› �- �h �~ �î �ª �b �” �h �Š
�\ �\ �t �� �Š�` �h �• 
S� �� �¹ �· �ï �» �” �› 
¶ �o �w�� �p �� �• �T �t 
Ê	ë �~ �¬ �q �` �z �R�o �= �› 
$ �” �‚ �V

�p �K�” �{

2.4.	ý �� �q 	ý �&�  New Drugs and Indications
	ý �� /	ý �&� 	± �x �ñ 	� �t �‹ �©�• 
• �ó �H�t �‹ �z �f �• �q �Ì �¬ �t 
ü �T �” �� �p 
¯ �Ô�^ �• �” �‚ �V�p �K�” �{

�q �O	� �x �� �" �� �� �¢ �$ 	- �©�� �Á�£ �t �0 �` �o �| 	ý �� �¢ �� �# �# �• �f �w�• �t �‹ �Ö�^ �• �o �T �’ 5 �å �¦ �w
�� �£ �z �K�” �M�x �� �w�g �� �p �§ �= �Þ�Ç�» �æ�ï �¬ �› 
ž �A�q �b �” �� �w�æ�µ �Ä�› �° 
` �Ê�p 
¯ �Ô�b �” �‘ �O
�¦ �‹ �b �‚ �V�p �K�” �{ �\ �w�� 
Œ	q �• �æ�µ �Ä�t �¦ �� �^ �• �h 
ú �í �t �0 �` �o �x �z �f �w�� �t �� �b �” �Œ�Ý�w
�~ 
³ �t �/ �) �p �V�” �‘ �O�t �z �M�T �s �” �• 
S� �‹ �C�� �b �” �\ �q �› �{ �Š�” �� 	· �› �Ž 
÷ �• �ñ 	� �; 
† �Ì 	{
�t �G�L �b �‚ �V�p �K�” �{

	ý �� �‡ �h �x �Ž 
² �t �� �* �s �M�` 
‡ �� �* 	~ �� �p �z  �• �~ �b �ù �Ì �å �ï �µ �w�6 
° �A�0 	Å�q �s �l �h �� �N
�t �m�M�o �x �z EU �C�Í 	~ �� �w
• �ó �H�t �‘ �” �* �� �› �¬ �î �t �b �” �h �Š�z EU �¤ �� 	� �� �V�› �[ �¿ �= �b
�‚ �V�p �K�” 68)�{

2.5.�Õ�8 �Z �€  Long-term Studies
�× 
C�C�� �t �x �v �„ �U�K�” �\ �q �› �ß �€ �b �” �s �’ �z �Ë�  �æ�µ �« �� �¢ �Ý�å 	� �z 	– �Ç�z �Û
Ê�z 
� 
Æ
¶

�ñ 	� �s �r �£ �w�† 
¶ 
Q�• 
ì �“ �^ �; �w�ð �J �‹ �� �Š�o �©�� 
¼�w�æ�µ �« �› �� �” �$ �t �Z �€ �b �” �h �Š�t �z 	±
�« �0 	° �Z �€ �• �G�F �Û�¯ �× �” �Ä�Z �€ �w�‘ �O�s �z �‘ �X�Ã�² �  �ï �^ �• �h �ø �¶ �$ �Z �€ �S�‘ �| �f �w�� �w�ó
�ˆ �$ �Ð�* �U
ž �A�q �s �” �{
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�« 
Q�ì �ñ �w�Ï �• �• �Õ�8 �' �w�w
° �A�w�h �Š�t �x �z �† 
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~ �s 
° �A�w�h �Š
ï �®�b �› 	� �¤ �ï �Å
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2.6.�� �8 �$ �† 
¶ 
Q�C�� �¢ PSURs: Periodic Safety Update Reports�£
�� �8 �$ �† 
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３．製薬産業 Pharmaceutical Industry

3.1.
² �Ÿ	š �S�‘ �| �Ÿ	š �Z �€  Preclinical and Clinical Studies

a �� �ˆ �À�x �z �Z �€ �- �h �q �Š�w
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�7 �Ù
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3.2.	Ø�C�q �• �Ì 
Q Information and Transparency
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７．患者 Patients
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註 h： ICH　E2D ver 3.8に沿って、承認後の安全性情報の取り扱い：緊急報告のため
の用語の定義と報告の基準（案）として厚生労働省は、「一般使用者からの報告
も、「医学的裏づけ」の有無とは関係なく、自発報告として取扱わねばならな
い。」としている。しかしながら、｢ただし、一部の規制当局では事後の「医学的
裏づけ」を報告の際に求めている。｣とし、事後の「医学的裏づけ」を報告の際に
求めている一部の規制当局に、日本が該当するのかどうかについて、明言を避け
ている（参考：http://www.npojip.org/sokuho/031025.html）。
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