高雄榮民總醫院人體試驗委員會

撰寫個案報告表（Case Report Form，CRF）注意事項：

一、個案報告表格式製作之目的為蒐集試驗所需之資料，所有受試者相關之醫療資料應記載於原始資料（病歷）中，故個案報告表中請勿記載關於受試者姓名、身分證字號等個人辦識資料以及填寫非試驗相關之病歷資料，以確保受試者隱私，受試者姓名及身分證字號請另填寫於「受試者篩選納入記錄表」(Screening Log)中，以確保個案報告表資料與病歷之連結性。
二、試驗計畫書中記載所需收集之資料應能確實反映於個案報告表格式中，兩者應該一致，不應超出其範圍。
三、若為回溯性（retrospective）且申請「免除受試者同意書」計畫者，計畫主持人及其研究團隊，需簽署「研究人員保密協定」並在填寫完成個案報告表（Case Report Form，CRF）後去連結，以確保受試者之隱私。
四、由於各計畫內容不同所以詳細的格式需請計畫主持人自行設計，個案報告表應標示清楚製作版本及日期。試驗進行後，若有任何修改或與原始版本不同之處，應於修改後之版本註明修改版本及日期，以利將來區分。例如：version 1，01 JAN 2008。
五、填寫內容時，請使用黑色原子筆，以端正字體填寫。
六、填寫處需修正時，應在錯誤地方畫上橫線，寫上正確之訊息於旁邊，並簽上修改者之initial及修改日期，錯誤劃掉部份不可使用修正液。例如：2002 2003 “王大名” 2003.01.01
七、請於日期填寫格式下註明填寫方法：

例如： VISIT DATE：__ __ __ / __ __ / __ __ __ __ (MMM /DD / YYYY)
八、時間之寫法建議使用24小時制，例如：16:30。
九、填寫內容中若有不知道或不適用的答案，請填寫” 不明 （unknown）”或” 不適用（NA、not applicable）”；若該步驟沒有進行，請填寫”未執行（not done）”
十、委託廠商案件、請參據原廠格式。主持人自行撰寫之計劃、可以情況或需要，參照提供格式，加以修改。 
十一、個案報告表（Case Report Form，CRF）的製作可以使用中文或英文，其內容的設計依各計畫不同而改變，請主持人自行設計。提供範例如下，請參考！
PROTOCOL TITLE
CASE REPORT FORM
SPONSOR
SUBJECT INITIAL：____ ____ ____
SUBJECT NO.：□□□

SCHEDULE OF EVENTS
【Example】

	
                 Visit type 
Procedures
	Screening
	Registration
	Baseline
	Randomization
	V1
	V2
	V3
	Follow Up Visit

	Informed Consent
	X
	X
	
	
	
	
	
	

	Assess Eligibility
	X
	X
	X
	
	
	
	
	

	Medical History
	X
	
	X
	
	
	
	
	

	Physical Exam
	X
	
	X
	
	
	
	
	

	Vital Signs/ Height and Weight
	X
	
	X
	
	X
	
	X
	

	Laboratory Tests
	X
	
	X
	
	X
	
	X
	

	X-Rays
	X
	
	X
	
	
	
	X
	

	EKG
	X
	
	X
	
	
	
	X
	

	Biopsies
	X
	
	X
	
	
	
	X
	

	Biomarkers
	X
	
	X
	
	
	
	X
	

	Study Evaluations/ Assessments
	X
	
	X
	
	X
	
	X
	

	Concomitant Medications
	X
	
	X
	
	X
	X
	X
	X

	Dispense 

Study Agent
	
	
	
	X
	X
	
	
	

	Collect 
Study Agent
	
	
	
	
	
	
	X
	

	Review Agent

Diary/Record
	
	
	
	X
	X
	
	X
	

	Adverse Events
	
	
	
	
	X
	X
	X
	X

	Telephone Contact
	
	
	
	
	
	X
	
	X


SCREENING SUMMARY

	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

SCREENING________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	


	SUMMARY

	
	YES
	NO

	1. Are females post-menopausal or surgically sterilized?
	□
	□

	2. Age 21 or older?
	□
	□

	3. LVH presence： detected by 2-D echocardiogram at baseline or study initiation
	□
	□

	4.Normal ECG and Chest x-ray?
	□
	□

	5.The volunteer has read and signed the informed consent document?
	□
	□

	

	

	Have the following been ruled out?
	YES
	NO

	1.Malignant or accelerated hypertension?
	□
	□

	2.Uncontrolled DM?
	□
	□

	3.CVA within past 6 months?
	□
	□

	4.Subject with a known hypersensitivity or serious adverse reaction to drugs with a chemical structure or pharmacologic profile ? i.e. nifedipine
	□
	□

	5.Subject who have received investigational drugs within four weeks prior to entering the clinical trial?
	□
	□

	If the answer to any of these questions in NO, this volunteer is not eligible for study participation


REGISTRATION
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
________________________
	VISIT TYPE

__________________________
	VISIT DATE

(MM/DD/ YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	

	Gender:
 FORMCHECKBOX 
 Male
 FORMCHECKBOX 
 Female
 FORMCHECKBOX 
 Unknown
	Year of Birth (YYYY): ___ ___ ___ ___

	Race: check one or more
 FORMCHECKBOX 
 Asian 


 FORMCHECKBOX 
 White 

 FORMCHECKBOX 
 Black or African American

 FORMCHECKBOX 
 Other __________
	Ethnicity: 
 FORMCHECKBOX 
 Chinese

 FORMCHECKBOX 
 Malay

 FORMCHECKBOX 
 Thai

 FORMCHECKBOX 
 Indonesian

 FORMCHECKBOX 
 Other __________

	Date Informed 

Consent Signed: ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)
	Date of Registration: ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)

 FORMCHECKBOX 
 Not Applicable

	Does the participant satisfy all of the eligibility criteria? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


RANDOMIZATION

	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	

	Date Run-In Started: ___ ___ / ___ ___ / ___ ___ ___ ___
(MM/DD/YYYY)
	Date Run-In Ended: ___ ___ / ___ ___ / ___ ___ ___ ___
(MM/DD/YYYY)

	Does the participant satisfy all of the randomization criteria?  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Date Participant Randomized: ___ ___ / ___ ___ / ___ ___ ___ ___
(MM/DD/YYYY) 
	Randomization Number: ___ ___ ___ ___ ___

	

	Agent Name: ________________________________________

Agent Dose: _____________  Units: _____________  Frequency: _________________

	Date Agent Provided (to participant):  __ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	Date Agent Started:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)



BASELINE MEDICAL/SURGICAL HISTORY
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	
	
	

	Body System
	Normal
	Abnormal
	Comments (Required if Abnormal)

	H/E/E/N/T
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neck
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Respiratory
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Cardiovascular
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Gastrointestinal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Musculoskeletal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Dermatologic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Hematopoietic/Lymph
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Endocrine/Metabolic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Genitourinary
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Breasts
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neurologic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Allergy/Drug Sensitivity
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Specify Other Body System/Site
	Normal
	Abnormal
	Comments (Required if Abnormal)

	__________________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	__________________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	__________________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


BASELINE SYMPTOMS

	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	
	
	
	

	Symptom Description
	Onset Date 

(MM/DD/YYYY)
	Severity*

(Grade)
	Comments

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	
	___ ___ / ___ ___ / ___ ___ ___ ___
	
	

	*Severity (Grade)

	1 = Mild
2 = Moderate
3 = Severe
4 = Life-threatening



PHYSICAL EXAM
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	

	Examination Date (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___


	Height: ___ ___ ___ . ___ ___

 FORMCHECKBOX 
 Not Obtained
	 FORMCHECKBOX 
 cm

 FORMCHECKBOX 
 in
	Weight: ___ ___ ___ . ___ ___ 

 FORMCHECKBOX 
 Not Obtained
	 FORMCHECKBOX 
 kg

 FORMCHECKBOX 
 lb
	Temperature: ___ ___ ___ . ___ ___ 
 FORMCHECKBOX 
 Not Obtained
	 FORMCHECKBOX 
 °C

 FORMCHECKBOX 
 °F

	Pulse Rate:  ___ ___ ___  

 FORMCHECKBOX 
 Not Obtained
	Respiration Rate:  ___ ___ ___ 

 FORMCHECKBOX 
 Not Obtained
	Blood Pressure:  __ __ __ / __ __ __

 FORMCHECKBOX 
 Not Obtained
Systolic (mm Hg)
Diastolic (mm Hg)


ECOG Performance Status: 
 FORMCHECKBOX 
 0
 FORMCHECKBOX 
 1
 FORMCHECKBOX 
 2
 FORMCHECKBOX 
 3
 FORMCHECKBOX 
 4

	Body System/Site
	Normal
	Abnormal
	Not Examined
	Comments (Required if Abnormal)

	Appearance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Skin
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	H/E/E/N/T
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Thyroid
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Chest
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Lungs
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Breasts
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Heart
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Abdomen
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Musculoskeletal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Genitalia
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Pelvis
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Rectal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Prostate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Vascular
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neurological
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Lymph Nodes
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Specify Other Body System/Site
	Normal
	Abnormal
	Comments (Required if Abnormal)

	___________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	___________________
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


CONCOMITANT MEDICATIONS
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
_______________________________

	At end of study only: check this box if participant did not take any concomitant medications

 FORMCHECKBOX 
 None

	Medication Reported Date
	Medication
	Total Daily Dose
	Units
	Reason
	Start Date 

(MM/DD/YYYY)
	Stop Date 

(MM/DD/YYYY)
	Continuing

	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 


	___ ___ / ___ ___ / ___ ___ ___ ___
	
	
	
	
	___ ___ / ___ ___ / ___ ___ ___ ___
	___ ___ / ___ ___ / ___ ___ ___ ___
	 FORMCHECKBOX 




CLINICAL LABORATORY DATA

HEMATOLOGY
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	

	Date Specimen Collected: __ __ / __ __ / __ __ __ __
Fasting:  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Unknown

(MM/DD/YYYY)


Please indicate results for all completed tests or check the Not Obtained box if a test was not performed.  Indicate if test is out of range (as defined by the lab where the specimen was analyzed) and provide the physician’s assessment of clinical significance for completed tests only.

	Lab Test
	Not Obtained
	Result
	Units
	Out of Range
	Clinically Significant
	Comments

	
	
	
	
	YES
	NO
	YES
	NO
	UNKNOWN
	

	Hemoglobin
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Hematocrit
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	RBC
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	WBC
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	DIFFERENTIAL
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neutrophils, %
	
	
	
	
	
	
	
	
	

	Lymphocytes, %
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Monocytes, %
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Bands, %
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Eosinophils, %
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Basophils, %
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Platelet 
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	



CLINICAL LABORATORY DATA
BLOOD CHEMISTRY
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	

	Date Specimen Collected: __ __ / __ __ / __ __ __ __
Fasting:  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Unknown

(MM/DD/YYYY)


Please indicate results for all completed tests or check the Not Obtained box if a test was not performed.  Indicate if test is out of range (as defined by the lab where the specimen was analyzed) and provide the physician’s assessment of clinical significance for completed tests only.

	Lab Test
	Not Obtained
	Result
	Units
	Out of Range
	Clinically Significant
	Comments

	
	
	
	
	YES
	NO
	YES
	NO
	UNKNOWN
	

	Total Protein
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Albumin
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Calcium
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Phosphorus
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Cholesterol
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Triglycerides
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Glucose, Serum
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Uric Acid
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	BUN
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Creatinine
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Bilirubin, Total
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Alkaline Phosphatase
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Sodium
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Potassium
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Chloride
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Bicarbonate
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	SGOT/AST
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	SGPT/ALT
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	LDH
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


CLINICAL LABORATORY DATA
URINE
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	

	Date Specimen Collected: __ __ / __ __ / __ __ __ __
Fasting:  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Unknown

(MM/DD/YYYY)


Please indicate results for all completed tests or check the Not Obtained box if a test was not performed.  Indicate if test is out of range (as defined by the lab where the specimen was analyzed) and provide the physician’s assessment of clinical significance for completed tests only.

	Lab Test
	Not Obtained
	Result
	Units
	Out of Range
	Clinically Significant
	Comments

	
	
	
	
	YES
	NO
	YES
	NO
	UNKNOWN
	

	Appearance
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Specific Gravity
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	pH
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Protein
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Glucose
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Ketones
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Blood
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


CLINICAL LABORATORY DATA
OTHER LAB TESTS

	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________
	VISIT TYPE

__________________________
	VISIT DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___


	Date Specimen Collected: __ __ / __ __ / __ __ __ __
Fasting:  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Unknown

(MM/DD/YYYY)


Please indicate the test name and results for all other completed tests.  Indicate if test is out of range (as defined by the lab where the specimen was analyzed) and provide the physician’s assessment of clinical significance.

	Lab Test
	Result
	Units
	Out of Range
	Clinically Significant
	Comments

	
	
	
	YES
	NO
	YES
	NO
	UNKNOWN
	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


COMPLIANCE
	SUBJECT INITIAL
__________________________
	SUBJECT NO.
________________________
	VISIT TYPE

__________________________
	VISIT DATE

(MM/DD/YYYY) 
___ ___ / ___ ___ / ___ ___ ___ ___


	Current Intervention

Agent Name: ________________________________________

Agent Dose: __________________ 
Units: _______________
Frequency: _________________

	First Dose taken this period (MM/DD/YYYY): __ __ / __ __ / __ __ __ __ 
Time (hr:mm per 24 hr clock): __ __ : __ __

	Last Dose taken this period (MM/DD/YYYY): __ __ / __ __ / __ __ __ __
Time (hr:mm per 24 hr clock): __ __ : __ __


	Was agent interrupted during this period?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A


If Yes, specify date stopped (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___



Specify reason stopped: _________________________________________________________



Was agent restarted? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A



If Yes, specify date restarted (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___




Specify reason restarted: ___________________________________________________

	Was agent regimen modified during this period?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A


If Yes, specify date modified (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___

Specify new regimen: 
Dose: ____________
Units: ____________
Frequency: ___________


	Amount of agent provided at last visit: ______________________


Amount of agent returned this visit: ______________________

Amount of agent taken during this period: ______________________

Amount of agent missing/not accounted for this period: ______________________

	Is the participant compliant with protocol intervention? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown

If No, specify reason for noncompliance: ________________________________________________

	Was agent provided at this visit? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A

Amount of agent provided at this visit: ________________________


	Comments: ____________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________


ADVERSE EVENTS
	SUBJECT INITIAL
__________________________________
	SUBJECT NO.
_________________________________

	At end of study only: check this box if participant experienced no adverse events
 FORMCHECKBOX 
 None
	

	Adverse Event Reported Date

(MM/DD/YYYY)
	Adverse Event Verbatim Term
	CTC Adverse Event Term (v 3.0)
（請參考附件）
(Include Category & AE Term)
	Event Onset Date 

(MM/DD/YYYY)
	Event End Date 

(MM/DD/YYYY)
	Severity (Grade) 
	Attribution
	Reported as SAE?
	Action
	Outcome
	Comments

	__ __ / __ __ / __ __ __ __
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __
	
	
	
	
	
	

	__ __ / __ __ / __ __ __ __
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __
	
	
	
	
	
	

	__ __ / __ __ / __ __ __ __
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __
	
	
	
	
	
	

	Severity (Grade)
	Attribution: Relation to Study Agent
	Reported as SAE?
	Action
	Outcome

	1 = Mild

2 = Moderate

3 = Severe

4 = Life-threatening

5 = Fatal
	1 = Unrelated

2 = Unlikely

3 = Possible

4 = Probable

5 = Definite
	1 = Yes

2 = No


	1 = Agent Withdrawn
5 = Unknown

2 = Agent Dose Reduced
6 = Not Applicable

3 = Agent Dose Increased


4 = Agent Dose Not Changed



	1 = Resolved
5 = Fatal

2 = Resolving
6 = Unknown

3 = Not Resolved

4 = Resolved with sequelae



OFF STUDY FORM
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
__________________________
	FORM DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___

	
	
	
	

	Date on Follow-up:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)
	Date Off Follow-up:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)

	Date Off Study:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)
	Date of Last Contact:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)

	Date Last Study Agent Taken:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)


	Reason Off Study
(Please mark only the primary reason. Reasons other than Completed Study require explanation next to the response)

	 FORMCHECKBOX 
 Completed study ____________________________________________________________________

	 FORMCHECKBOX 
 AE/SAE (complete AE CRF & SAE form, if applicable) _________________________________________________________________

	 FORMCHECKBOX 
 Lost to follow-up
_______________________________________________________________________________________________

	 FORMCHECKBOX 
 Non-compliant participant
_____________________________________________________________________________________

	 FORMCHECKBOX 
 Concomitant medication
______________________________________________________________________________________

	 FORMCHECKBOX 
 Medical contraindication
______________________________________________________________________________________

	 FORMCHECKBOX 
 Withdraw consent
_____________________________________________________________________________________________

	 FORMCHECKBOX 
 Death (complete Death Report CRF & SAE form) ______________________________________________________________________

	 FORMCHECKBOX 
 Other 
__________________________________________________________________________________________________________





DEATH REPORT FORM
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
_________________________
	FORM DATE

(MM/DD/YYYY) 
___ ___ / ___ ___ / ___ ___ ___ ___


	Date of Death (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___

	Place of Death:
	Cause of Death:

	 FORMCHECKBOX 
 Hospital (attach discharge summary)

 FORMCHECKBOX 
 Other, specify: ________________________
 FORMCHECKBOX 
 Unknown
	 FORMCHECKBOX 
 Study Agent

 FORMCHECKBOX 
 Other, specify: ________________________
 FORMCHECKBOX 
 Unknown

	Autopsy performed?
 FORMCHECKBOX 
 Yes (attach autopsy report or send to NCI, DCP when available)

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Unknown


Comments:
PHARMACOKINETICS FORM

BLOOD
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
______________________________
	VISIT TYPE

_____________________________
	VISIT DATE

(MM/DD/YYYY) 
___ ___ / ___ ___ / ___ ___ ___ ___

	
	
	
	

	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Specimen Amount
	Scheduled Time
	Scheduled Clock Time   (hr:mm per 

24 hour clock)
	Time Specimen were Collected (hr:mm per

24 hour clock)
	Result
	Units
	Other Result
	Date Specimen Analyzed

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _


PHARMACOKINETICS FORM

URINE

	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
_______________________________
	VISIT TYPE

_____________________________
	VISIT DATE

(MM/DD/YYYY) 
___ ___ / ___ ___ / ___ ___ ___ ___

	
	
	
	

	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Specimen Amount
	Scheduled Time
	Scheduled Clock Time   (hr:mm per 

24 hour clock)
	Time Specimen were Collected (hr:mm per

24 hour clock)
	Result
	Units
	Other Result
	Date Specimen Analyzed

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	__ __ : __ __
	
	
	 FORMCHECKBOX 
 Not assayed

 FORMCHECKBOX 
 Below limit of 

detection
	_ _ / _ _ / _ _ _ _


COMMENTS

	SUBJECT INITIAL
__________________________
	SUBJECT NO.
________________________
	VISIT TYPE

__________________________
	VISIT/FORM DATE

(MM/DD/YYYY) 
___ ___ / ___ ___ / ___ ___ ___ ___


	FORM CODE
	FIELD NAME
	COMMENTS

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



VERIFICATION FORM
	SUBJECT INITIAL
_________________________________
	SUBJECT NO.
____________________
	VISIT TYPE

__________________________
	FORM DATE 

(MM/DD/YYYY)
___ ___ / ___ ___ / ___ ___ ___ ___


The Investigator signature on this form should be obtained after ALL the Case Report Forms for this participant have been completed.
“I have reviewed all the Case Report Forms for the above participant and agree that they are accurate and complete.”
_________________________________________________
__ __ / __ __ / __ __ __ __
Investigator’s Signature

Date of Investigator’s Signature 




(MM/DD/YYYY)
_________________________________________________
Investigator (PLEASE PRINT)
[image: image1.png]



