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 財團法人藥害救濟基金會接受衛生福利部食品
藥物管理署委託辦理「全國藥物不良反應通報
中心」及「104年創新藥品風險管理及輔導」計
劃

 本次演講內容僅代表全國藥物不良反應通報中
心之觀點，凡涉及政策方向及法規解釋與適用心之觀點 凡涉及政策方向及法規解釋與適用
，應依衛生主管機關之指示為準。
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 Under the auspices of International Conference on 
Harmonisation of Technical Requirements for 
Registration of Pharmaceuticals for Human Use 
(ICH).

 ICH MedDRA Management Board ICH MedDRA Management Board
 EU, EFPIA, MHLW, JPMA, FDA, PhRMA, MHRA, 

Health Canada and the WHO (as observer)Health Canada, and the WHO (as observer)



M dDRA
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 MedDRA
 Medical Dictionary for Regulatory Activities.

 MedDRA definition
 A clinically-validated international medical 

terminology used by regulatory authorities and the 
l t d bi h ti l i d tregulated biopharmaceutical industry.

 The terminology is used through the entire regulatory 
process from pre marketing to post marketing and forprocess, from pre-marketing to post-marketing, and for
data entry, retrieval, evaluation, and presentation.



Scope of MedDRAScope of MedDRA
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Hierarchy • Lack of multiple axis: Inv, 
SocCi SurgHierarchy SocCi, Surg
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• For data retrieval, 
presentation purposes

• Less specific

• Distinct, unambiguous, 
specific and self-
descriptive descriptordescriptive descriptor

• Multiple axial: Link to 
each SOC via ONE HLT-
HLGT SOC route

• Link to ONLY one PT
• Synonyms, lexical 

HLGT-SOC route

variants
• Basis  of auto code



General PrincipleGeneral Principle
 Always Select a Lowest Level Term
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 Always Select a Lowest Level Term
 Quantifier:
 Age Age 

 neonatal, newborn, childhood

 Body site
 face, injection site, skin, extremities

 Location and microorganism of infection
 Pneumonia respiratory infection chlamydial infection Pneumonia, respiratory infection, chlamydial infection

 If no available term with designated quantifier
 Record quantifier in other fieldq
 Event information has priority(broad term)



General PrincipleGeneral Principle
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 Use of Medical Judgment in Term Selection
 Verbatim to medical terms



General PrincipleGeneral Principle
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 Check the Hierarchy
 Check the hierarchy above the LLT (PT level and further 

up the hierarchy to HLT, HLGT and SOC)

 Select Terms for All Reported Information, Do Not 
Add Information
 Regardless of causal association
 Do not add information by selecting a term for a Do not add information by selecting a term for a 

diagnosis if only signs or symptoms are reported 



General Principle Report CodingGeneral Principle
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 Combination Terms
 Dxdefinitive + s/s  Dxdefinitive

Sign/Symptoms Sign/Symptoms

 Dxdefinitive + s/s + s/sothers Dxdefinitive + s/sothers

 Dxprovisional + s/s  Dxprovisional  + s/s
 Dxprovisional + s/s + s/sothers Dxprovisional + s/s + s/sothers

 Dxlab+lab  Dxlab



General PrincipleGeneral Principle
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 Dx+Dxspecific Dxspecific



General PrincipleGeneral Principle
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 Dx1+Dx2  Dxcombine

 Dx1&2 Dx1+Dx2



 Term would not need to be coded unless it is the only information
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 Term would not need to be coded unless it is the only information 
reported or provides significant clinical information
 Outcomes:  Death, disability, and hospitalisation y p
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 Suicide and Self-Harm
 Do not assume that an overdose/self-injury is a suicide Do not assume that an overdose/self injury is a suicide 

attempt without mention suicide or suicide attempt.
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 Suicide and Self-Harm
 Suicide attempt vs. Completed suicide (Fetal suicide)
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 Conflicting/Ambiguous/Vague Information
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 Pre-existing Conditions
 Modified Aggravate

 Choose exact term: Condition term + modifier
 Disease progression/ Disorder aggravation

gg
Exacerbated
Worsened
Recurrent

P i

 Database limitation
 Record the modification in a consistent documented way

Progressive

 Record the modification in a consistent, documented way
 Second term for the modification of the condition 



E d i h i i di i h h
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 Event reported with pre-existing condition that has not 
changed

C d t d t l Code reported event only
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 Exposures During Pregnancy and Breast Feeding
 Events in the mother: the pregnancy with or w/o clinical 

consequences

 Events in the child or fetus
 Type of exposure + any adverse eventyp p y



C it l T
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 Congenital Terms
 Condition described as congenital
 Congenital: any condition present at birth, whether 

genetically inherited or occurring in utero
 SOC C it l f ili l d ti di d SOC: Congenital, familial and genetic disorders

 Condition not congenital/not present at birth
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 Neoplasms

 Medical and Surgical Procedures
 Procedure (+ diagnosis )
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 Investigations
 Ambiguous investigation resultg g

 Do not lump together separated investigation results 
unless reported as suchunless reported as such



23

 Do not infer event unless specific information is 
provided

 EVENT+ clinical consequences
Without consequences: No adverse effectq
 Medication/Administration Errors ,Accidental Exposures 

and Occupational Exposures
 Misuse, Abuse and Addiction
 Transmission of Infectious Agent via Medicinal Productg
 Overdose, Toxicity and Poisoning
 Device-related Terms 
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 Drug interactions
 Specifically states an interaction

 Not specifically state an interaction Not specifically state an interaction



A ff “ ”
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 No Adverse Effect and “Normal” Terms
 LLT: No adverse effect
 Pregnancy registries, overdose and medication error reports 
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 Unexpected Therapeutic Effect
 LLT: Unexpected therapeutic effect
 Beneficial effect of a product apart from the reason it 

had been given
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 Modification of Effect 
 Only the “lack of effect” term even if consequences are 

also reported 

 Do not infer lack of effect

 Increased, decreased and prolonged drug effect 
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 Social Circumstances
 Not AE
 only available terms for recording ARs/AEs 
may add valuable clinical information

 Medical and Social History
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 Indication for Product Use
 If the only information reported is the type of therapy, 

select the most specific term.

Off L b l U Off Label Use
 LLT: Off label use
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 Product Quality Issues
 With or without clinical consequences 
 Quality issue (+ clinical consequences)
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 Product Quality Issues
 Product quality issue vs. medication error 



The Quality assuranceThe Quality assurance
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 The quality of the original reported information 
directly impacts the quality of data output. 

 Organisations should document their term selection Organisations should document their term selection 
methods and quality assurance procedures in 
coding guidelines consistentcoding guidelines consistent.



Thank you for your attention. 33
財團法人藥害救濟基金會
全國藥物不良反應通報中心
地址 台北市中正區愛國東路22號10樓
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地址:台北市中正區愛國東路22號10樓
諮詢專線-- (02)23960100
傳真專線-- (02)23584100
電子郵件—adr@tdrf.org.tw


