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Policy Analysis on the Regulation of Off-label Uses of Medication
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Abstract

Objective: To review the literature on laws, policies and measures in regulating off-label use of medications in
foreign countries, analyze policies and formulate policy proposals to regulate off-label use of medications in Thailand.
Method: This study was a documentary research by searching for research papers from electronic databases such as
Medline and Google Scholar since the inception of the databases until December 2018. Results: From 39 identified
research articles, there were various regulating measures of off-label use to reduce the risk among medication users
including legal implementation, issuing standard treatment guidelines, implementing professional ethics, creating
motivation in conducting research in off-label use, use of reimbursement mechanisms in health insurance system,
providing information to patients, and the development of drug registration systems for off-label use. All measures
involved all stakeholders ranging from regulatory agencies on drug system, pharmaceutical manufacturers, health care
institutions, professional organizations, prescribers, and patients. Policy recommendations for appropriate measures in
Thailand were the measures on health technology assessment together with the use of empirical evidence for selecting
drugs with off-label uses and potential impact on patients’ access, reimbursement measures in the health insurance
system, development of standard treatment guidelines, provision of information to patients by physician, allowing patients
to participate in making decision on treatment with off-label use, and measures to encourage manufacturers to research
and register for additional new indications found in research. Conclusion: Measures for regulating off-label use of
medication include legal measures, measure to increase relevant research, reimbursement mechanism in the health
insurance system, ethical measures for professional practitioners and measures on development of drug registration
systems.
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lduuandaialed 111 Social Security Insurance, High
Health Authority, National Cancer Institute, Reference
Centers for Rare Diseases, ﬁamjm‘%ﬂﬂi’adﬁﬂﬁiu ok
Q"ﬂﬁ ¢ (patient advocacy groups) 14130 ﬁuﬂaﬂ E\
G09N1TIWNITLEBA LTI UUAINANI LA B
French National Agency for Medicines and Health

Products Safety (28)

Uszinetgasain
ngnansenvaslzinegasin il lawunsly
pwantouisly udaynnalilsldnsldvanuazasms
vinImiauwwnduazmaidndroivdsziuguninany
SGBYV (Sozialgestezbuch 5) %38 social security code 5
TasfiawlanslHluns@afonnsonatoundianlaid
madanlunssnman uasdosdndngmdalszany
yosUszanSnaLazanulaeasis (31) a9RnIfitisatas
AUAITAINTMINT LT wanTassls Aa BfAM
(Bundesamt fur Arzneimittel und medizinprodukte) off-
label expert group ‘%\1ﬁﬂ’liﬁ’]%%@lﬂﬁiﬂiﬂLﬁElﬁﬁ]’]ﬂM
skt wantayald 1ou NENEINLTI NENENTAD
wazdszaninen ﬂa;umﬁl%maaﬁ'm:ﬁwmua:m’rﬁlsl"n”lu
15@ HIV/AIDS WaZL&%aINENITHIAINENILA Health
Insurance Fund Lﬁaﬁmmm”@aulaiuﬂﬂsagﬁami

1indne (3)

semnagann’
msldiuendasldrasdszmadaimigniniu
gLmﬁwuﬂixﬁﬂ%mwLLazmmﬂaa@ﬁ'ﬂIm Health
Technology Assessment Committee LL 8 £ National
Institute for Quality Organizational Development in
Healthcare and Medicines éﬁx‘l ﬁ'mif’]ﬁ'ﬂs: LuaY
WANNTENYBINTTIEENAINATD lapazdpsdidrvenia
ﬁaLauauﬂmﬂLmeTgfﬁ'nm wazdszuunisidnineen
uaﬂiﬂﬁqlﬂuizuuﬂi:ﬁuqmmw%aa:ﬁmsm{]L‘flm'm
NIHRIaI mg‘ﬂﬂaiﬂﬂ National Insurance Fund 4§
RNINUUAANNNITTBIN T TTRIANTWINIUAL AU

UFUNIN (3)

1161

szincoadinig
miﬁﬁﬁ'u@LLamﬂﬁmuamTaﬂﬂﬁﬂuﬁa@maa
‘huﬂ”mmin@,ﬁmﬁm 4 ¢fey Uvznauale Austrian
Federal Office for Safety in Health Care, Austrian
Medicines and Medical Devices Agency, Austrian
Society for Anesthesia, Resuscitation and Intensive
Care (OGARI) Was Austrian Patient Advocacy @13
Faanasainsunndansnassnowondavoldle ua
Q:Lﬂumm%'uﬁmawaaamuwmmauamwwﬁ;jé’lam
ﬁg\‘iz‘i’aﬁ‘*ﬁaﬁ'aﬂ”uLﬁmﬁ'umiaamwaa;jﬂmLﬁiaﬁ’umm
wazdusanliltenuantavelinuan szuunsNaTOIN
ﬂ'm,ﬁmhﬂﬁ‘us:uuﬂi:ﬁ’uqmmwmaaﬂi:mﬂaaam’%ﬂ
a:vl,;dLﬂl’m'mLﬁ'mﬁ'uqmmwmamé’ng’mlﬁaﬂizﬁ'ﬂﬁ
\paiudszAnninuazlazinua wangiuluszau
m’mLﬁumaagij’l,%mmrgﬁmm'mlfaﬁfuagl,umnﬁmhsJ

muldszuudsziuvgannaaslinaeamaiold (3)

UsznALamIa
asanstszidiwnaluladdugunmwaaslzina
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