
SAE Report Form
	Project Name
	

	Applying Department
	

	Contact Phone Number
	

	Type of Report
	□The 1st report           □Visit report          □Concluding report

	Basic Information of Subjects
	Acronyms of name:
Date of Birth:             Name:        □Male      □Female
Height:                  Weight:

	
	Commplicating Diseases and Treatment:  □Yes        □No
Disease:        Therapeutic drugs:        Usage and dosage:Disease：               

Disease：      Therapeutic drugs:        Usage and dosage:Disease：
Disease：      Therapeutic drugs:        Usage and dosage:Disease：
Disease:        Therapeutic drugs:        Usage and dosage:Disease：
Disease：      Therapeutic drugs:        Usage and dosage:Disease：                                                                                        
Disease：      Therapeutic drugs:        Usage and dosage:Disease：


	Medical Terminology of SAE (Diagnosis)
	

	Type of SAE
	□Expected SAEs                   □Unexpected SAEs

	Descriptions of SAE
	□Hospitalized           □Extension of hospitalization duration          □Disability       

□Dysfunction           □Cause malformation           □Endanger life
□Death         Year   Month   Day

	Time of SAE Occurence
	

	Time for Researcher to Know SAE
	

	SAE Reporting Time
	

	Measures Adopted
	□None       □Continue to use drug      □Reduce dosage    □Resume drugs after suspension   □Stop drug
□Withdraw from group     □Offer clinical treatment   □Others

	SAE Conversion
	□Symptoms dissappear (Afer effects:  □Yes    □No)             □Symptoms continue

	Relationship between SAE and Test
	□Irrelevant               □Might be relevant             □Might be irrelevant
□A high possibility of relevance        □Relevant          □Fail to judge according to the existing information

	Descriptions of SAE Report
	Domestic: □Yes     □No     □Unknown;    Overseas: □Yes     □No     □Unknown

	Occurence of SAE and detailed descriptions of handling:


	Name of Reporting Organization
	
	Position/Title of Reporter
	

	Signature of Reporter
	
	Date
	


Add.: No.12 Lingyin Road, Hangzhou City    Post Code: 310013  Tel: 0571-81595231  Contact Person: Xie Xiaoping


