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Adverse Drug Reaction/Event Reporting Form
Initial report□        Follow-up Report□                                               No.：                                   
Report type：New□  Serious□  Non-serious□       Reporting unit type：Medical institution□   Distributor□   Manufacturer□   Individual□   Other□                

	Patient Name：
	Gender：Male□ Female□
	Date of birth：  Y　M　D
or Age： 
	Ethnic group：
	Weight（kg）：
	Contact No.：

	Original disease：
	Hospital Name： 

Medical record No./Patient No.：
	Past adverse drug reaction/event：Yes□                      No□   Unknown□

Family adverse drug reaction/event: Yes□                     No□   Unknown□

	Relevant Key Information： Tobacco use history□  Alcohol use history□  Pregnancy□  Liver disease history□  Renal disease history□  Allergy history□        Other□             

	Drug
	Approval No.
	Trade name
	Generic name
（including dosage form）
	Manufacturer
	Lot No.
	Dosage
（Dose、Route、Frequency）
	Start date/stop date
	Indication

	Suspect drug
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Concomitant drug
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	Adverse reaction/event：
	Onset date：　　Y　  M　 D

	Description of adverse reaction/event (including symptoms, signs and lab tests etc.) and actions taken:


	Outcome of adverse reaction/event：Recovered□      Recovering□      Not recovered□      Unknown□      Recovered with sequelae□  symptom：                              
Death□      Direct death reason：                             Date of death：       Y    M    D      

	Did reaction/event disappear or relieve after discontinuation or dose reduction?           Yes□   No□   Unknown□   No discontinuation or dose reduction□

Did reaction/event recur after re-starting suspect drug?     Yes□   No□   Unknown□   Not re-started□

	Effect to original disease： Not significant□   Prolonged course of disease□   Aggravated disease□    Caused sequelae□   Caused death□


	Causality assessment
	Reporter assessment：　　Definitely related□　Probably related□　Possibly related□　Possibly not related□　To be assessed□　 Unable to assess□　 Signature：　

Reporting unit assessment：　 Definitely related □　 Probably related □　 Possibly related □　 Possibly not related □　 To be assessed □　  Unable to assess □　  Signature ：

	Reporter information
	Contact No.：
	Occupation：Physician□　 Pharmacist□　 Nurse□    Other□     

	
	Email box：
	Signature：

	Reporting unit information
	Unit Name：　　　　　　　      　　　 
	Contact Person：
	Tel：　　
	Reporting date：  　Y　　M　　D   

	Source of report
(for Manufacturer)
	Medical institution□    Distributor□    Individual□    Literature□    Post-marketing study□    Other□                

	Note
	


　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　　 

Serious adverse drug reactions refer to one of the following damages caused by the use of drugs: 
1) Result in death；

2）Life-threatening； 

3）Result in cancer, congenital anomaly/birth defect；

4）Result in significant or persistent disability or damage to organic functions

5）Require in-patient hospitalization or prolongation of existing hospitalization；

6）Medically significant，which might cause the above mentioned situations without intervention. 
New adverse drug reaction：It refers to the adverse reactions not listed in the product information. If the nature, degree, consequence or frequency of adverse reactions are inconsistent with or more serious than described in the product information, the adverse reactions shall be handled as new adverse drug reaction.
Reporting timeline
    New or serious adverse drug reactions shall be reported within 15 days of awareness date, among which the death cases shall be reported immediately and the other adverse drug reactions shall be reported within 30 days. If follow-up information is available, it shall be reported promptly.
Other instruction
Suspect drug: The drug(s) used by patients in relation to the occurrence of adverse reactions.
Concomitant drug: any drug used by the patient during the onset of adverse drug reactions, other than suspected drugs, including drugs purchased by the patient or Chinese traditional medicine, etc.

Dosage: include dose, route of administration, number of times of administration per day, e.g., 5mg, oral, twice a day.
Report processing
All reports will be entered into the database and the professionals will analyze the relationship between the drug and adverse reactions/events. According to the universality or severity of the drug risk, decide whether to take relevant measures, such as adding warning information in the product information and updating information on how to use the drug safely. In rare cases, drugs are withdrawn when they are deemed to be more risky than beneficial.

 3 / 3

[image: image1.png][image: image2.png]


