| B [ MR A il K A w3 ()

KB R AR AL A TR R AR

HARDEERMFEDE R EIZHIT TRAT 4 7 DR T&%E

~HWFFEARIED BB IXERIRIIFED NV — VD5 VI8 % B 2 1= D)~

A% 30 4

REEER TR - EEEAEY v —F U X L50 - EEEAEY v —F U X AfE

vary &5+



[ficEE]

@H . AAROERKRFFZEEDOE R LIZMITTAT 4 7 DRI HE
~BFJEARIE O BB Z BRSO — L5 < D ITR B E 5 2 T D~

FEL . WK £2FH T

CiN=

WFFEARIEDOWRIE DS, [E ORI IE B O i b IR IR R LI 5 2 72 52788
ERET O EEHBNE L, BIEROBRIIFEARIERRE (7 1 A3 F0F) (2B
THHERE L, EAETEHEORFERICEGRT S 2 2OMFEESDOHEFHKE
KB T F A M7V, RIZBESOZBICHBEREZIT o7,

BT — 2 _R=2EHNT [F 4 A0 or WA H 2| OBRFRGE TS
Nt EE2EH L A, FIHIT 2013 4 2 A T, RFEOERIIMHH 164,
#toe 99, FiH 98 TdHh o 7=, B4EIL STAP MnE{Ed & v st 50 297, 2015
FELRE TR L, mEHAAE T, BCORRFENEERDEMICEEL 52 L
WD B RIZ R Do T, BB ZBIZERIRIFIE O N IE DS EL L, B ENER
REND BT R T AT 4 T EO&RE Z R LD, MHEEAEZRESD
FeROFIEFE S B 7 &L WFFE SN AR O Sl oI R B LS A U 7o R e s Rm X
FFICR o TR LT, BRMIZEOE N RIZEEMICEB L7 & IXE 0 E,

¥
F o AN FE, BIEARIE, BRI, BRIEE, A



[se30EE]
Role of media in improving the quality of clinical research in Japan

Tazuko NISHIMURA

Objective
To determine the influence of the newspaper reporting of the Diovan scandal (research
misconduct involving a Novartis antihypertensive agent) on Japan’s health policy, especially on

the enactment of Clinical Trials Act.

Methods and Results

Text data analysis and interview surveys were conducted to verify three working hypotheses. The
text analysis included articles from Japan’s “Big Three” newspapers selected using the search
terms “Diovan” or “Valsartan”, and minutes from meeting of two expert committees of the
Ministry of Health, Labour and Welfare (MHLW). Interviews were conducted with individual
member of these two committees to obtain their opinions on the relationship between the Diovan
scandal and Clinical Trials Act. The first article on the Diovan scandal appeared in February 2013.
The number of articles extracted from each newspaper in 2013 was as follows: The Mainichi: 164,
The Yomiuri: 99, and The Asahi: 98. The number did not increase in 2014, partly due to the
occurrence of another misconduct scandal over the stimulus-triggered acquisition of pluripotency
(STAP) cells. The articles involving the term “Diovan” or “Valsartan” markedly decreased after
2015. The present text analysis and interviews indicated that newspapers focused on chasing the
Diovan scandal and its trial in Tokyo District Court, and that they neither discussed how clinical
research should be conducted in compliance with regulations or codes of human research ethics,

nor provided specific suggestions to improve the quality of clinical research.

Conclusion

Misconduct in clinical research was recognized as a social problem owing to newspaper reporting,
and the media played a role in the creation of expert committees in the MHLW. However, it is
difficult to say that newspaper reporting has directly contributed to the improvement of the quality

of clinical research or the enactment of Clinical Trials Act.

Key words:

Diovan scandal, role of media, misconduct, Clinical Trials Act
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