
Protocol #: <DCP Protocol Number>
DCP Protocol #: <DCP Protocol Number>


_______________________________________


SCREENING
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Date Screening Informed 

Consent Signed: ___ ___ / ___ ___ / ___ ___ ___ ___  
(MM/DD/YYYY)

 FORMCHECKBOX 
 Not Applicable

Screening Date: ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)

 FORMCHECKBOX 
 Not Applicable
Is this participant a screen failure?        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
(If Yes, complete Off Study form)
      If yes, specify primary reason for screen failure:  FORMCHECKBOX 
 Investigator decision

 FORMCHECKBOX 
 Participant decision

 FORMCHECKBOX 
 Did not meet eligibility criteria

 FORMCHECKBOX 
 Other, specify: ____________________________

Comments: ____________________________________________________________________________

______________________________________________________________________________________

______________________________________________________________________________________

Who referred participant?  
 FORMCHECKBOX 
 Physician


 FORMCHECKBOX 
 Health Care Provider


 FORMCHECKBOX 
 Family/friend


 FORMCHECKBOX 
 Self

 FORMCHECKBOX 
 Other, specify:   _____________________________________________

How did participant find out about the study? 
 FORMCHECKBOX 
 Physician                

                         
 FORMCHECKBOX 
 Nurse                                  

                         
 FORMCHECKBOX 
 Family/friend                      

                        
 FORMCHECKBOX 
 NCI web site

                         
 FORMCHECKBOX 
 Written material



 FORMCHECKBOX 
 Unknown



 FORMCHECKBOX 
 Other, specify: 




_______________________________________________

INCLUSION CRITERIA

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE                       VISIT DATE 

                                                                                                                                                                                      (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
List each inclusion criteria question here exactly as stated in the protocol.  Modify the question numbers as appropriate.  
Gray out any boxes within the N/A column that do not allow N/A as a valid response.
	
	Criteria
	Yes
	No
	N/A

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	

	8
	
	
	
	

	9
	
	
	
	

	10 
	
	
	
	

	11
	
	
	
	

	12
	
	
	
	


EXCLUSION CRITERIA

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                                                         (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
List each exclusion criteria question here exactly as stated in the protocol.  Modify the question numbers as appropriate.
Gray out any boxes within the N/A column that do not allow N/A as a valid response.
	
	Criteria
	Yes
	No
	N/A

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	

	8
	
	
	
	

	9
	
	
	
	

	10 
	
	
	
	

	11
	
	
	
	

	12
	
	
	
	


REGISTRATION

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Registering Consortium:    ____________________________________

Gender:   FORMCHECKBOX 
 Male   FORMCHECKBOX 
 Female   FORMCHECKBOX 
 Unknown   FORMCHECKBOX 
 Unspecified

Date of Birth (MM/DD/YYYY): __ __ / __ __ / __ __ __ __
Race:
 FORMCHECKBOX 
 White

(Check all that apply)
 FORMCHECKBOX 
 Black or African American


 FORMCHECKBOX 
 Native Hawaiian or Other Pacific Islander


 FORMCHECKBOX 
 Asian


 FORMCHECKBOX 
 American Indian or Alaska Native


 FORMCHECKBOX 
 Unknown

                                   
 FORMCHECKBOX 
 Not Reported

Ethnicity: 
 FORMCHECKBOX 
 Hispanic or Latino


 FORMCHECKBOX 
 Not Hispanic or Latino


 FORMCHECKBOX 
 Unknown

                  
 FORMCHECKBOX 
 Not Reported
Date Study Informed 

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

(MM/DD/YYYY)

Date of Registration: ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)

Does the participant satisfy all of the eligibility criteria? 
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    (If No, complete Off Study form)
RANDOMIZATION

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
RANDOMIZATION
 FORMCHECKBOX 
 Not Applicable

Date Participant Randomized: __ __ / __ __ / __ __ __ __
(MM/DD/YYYY) 
Randomization Number: ___________________
RUN-IN
 FORMCHECKBOX 
 Not Applicable
Date Run-In Started: __ __ / __ __ / __ __ __ __
(MM/DD/YYYY)


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

WASHOUT
 FORMCHECKBOX 
 Not Applicable
Date Washout Started: __ __ / __ __ / __ __ __ __
(MM/DD/YYYY)


Date Washout Ended: __ __ / __ __ / __ __ __ __
(MM/DD/YYYY) 

INTERVENTION ADMINISTRATION

(BLINDED STUDY)

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Agent #
	Agent/Placebo
	Dose
	Dose Units
	Frequency
	Date Agent Provided (to Participant)

(MM/DD/YYYY)
	Date Agent Started

(MM/DD/YYYY)

	1
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __

	2
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __

	3
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __


INTERVENTION ADMINISTRATION

(NON-BLINDED STUDY - Agent is known)

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Agent #
	Agent/Placebo
	Dose
	Dose Units
	Frequency
	Date Agent Provided (to Participant)

(MM/DD/YYYY)
	Date Agent Started

(MM/DD/YYYY)

	1
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __

	2
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __

	3
	
	
	
	
	__ __ / __ __ / __ __ __ __
	__ __ / __ __ / __ __ __ __


INTERVENTION ADMINISTRATION

(OTHER MODALITIES)

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
    VISIT DATE 

                                                                                                                                                                                            (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Intervention #
	Intervention Type

(surgery, radiation, active surveillance, etc.)
	Intervention Name
	Intervention Dose 

(if applicable)
	Dose Units 

(if applicable)
	Start Date

(MM/DD/YYYY)
	End Date

(MM/DD/YYYY)
	Duration
	Duration Units

	1
	
	
	
	
	_ _ / _ _ / _ _ _ _
	_ _ / _ _ / _ _ _ _
	
	

	2
	
	
	
	
	_ _ / _ _ / _ _ _ _
	_ _ / _ _ / _ _ _ _
	
	

	3
	
	
	
	
	_ _ / _ _ / _ _ _ _
	_ _ / _ _ / _ _ _ _
	
	


BASELINE MEDICAL/SURGICAL HISTORY
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Check here if all body systems are normal:   FORMCHECKBOX 

	Body System
	Normal
	Abnormal
	Not Assessed
	Comments
(Required if Abnormal; provide condition/diagnosis)

	H/E/E/N/T
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neck
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Respiratory
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Cardiovascular
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Gastrointestinal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Musculoskeletal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Dermatologic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Hematopoietic/Lymph
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Endocrine/Metabolic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Genitourinary
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Breasts
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Neurologic
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


Does the participant have any allergies? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
           If Yes, specify: ___________________________________________________________________

BASELINE MEDICAL/SURGICAL HISTORY (continued)
 INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Specify Other Body System/Site
	Normal
	Abnormal
	Comments
(Required if Abnormal; provide condition/diagnosis)

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


BASELINE SYMPTOMS
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Check here if none reported (no baseline symptoms):  
 FORMCHECKBOX 

	Symptom Description
	Onset Date

(MM/DD/YYYY)
	Grade*
	Comments

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	


*Grade
1 = Mild; 2 = Moderate; 3 = Severe; 4 = Life Threatening

BASELINE SYMPTOMS (continued)
    INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Symptom Description
	Onset Date 

(MM/DD/YYYY)
	Grade*
	Comments

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	

	
	__ __ / __ __ / __ __ __ __
	
	


*Grade
1 = Mild; 2 = Moderate; 3 = Severe; 4 = Life Threatening

PHYSICAL EXAM
   INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Examination Date (MM/DD/YYYY): __ __ / __ __ / __ __ __ __
 FORMCHECKBOX 
 Not Done

Height: ___ ___ ___ . ___ ___    FORMCHECKBOX 
 cm   FORMCHECKBOX 
 in

 FORMCHECKBOX 
 Not Obtained

Weight: ___ ___ ___ . ___ ___    FORMCHECKBOX 
 kg   FORMCHECKBOX 
 lb

 FORMCHECKBOX 
 Not Obtained

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

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
Check here if NO body systems were examined:   FORMCHECKBOX 

	Body System/Site
	Normal
	Abnormal
	Not Examined
	Comments

(Required if Abnormal; provide condition/diagnosis)

	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 

	


PHYSICAL EXAM (continued)
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Specify Other Body System/Site
	Normal
	Abnormal
	Comments
(Required if Abnormal; provide condition/diagnosis)

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


TOBACCO USE ASSESSMENT

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Have you smoked 100 cigarettes or more during your lifetime?

 FORMCHECKBOX 
 Yes 
(If yes, please complete Sections 1& 2  below)

 FORMCHECKBOX 
 No 
(If no, complete section 2 only)
Section 1
At what age did you begin smoking regularly?

__________ (Age in years)

 FORMCHECKBOX 
 Don’t know

 FORMCHECKBOX 
 Never regular

Do you currently smoke cigarettes regularly?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

At what age did you stop smoking cigarettes on a regular basis?

_________ (Age in years)

 FORMCHECKBOX 
 Don’t know
 FORMCHECKBOX 
 Still smoking

How many years have you been smoking (or did smoke) regularly?

_________ (Years)

 FORMCHECKBOX 
 Don’t know

On the average, about how many cigarettes a day do (or did) you smoke? (1pack = 20 cigarettes)

________ (Number of Cigarettes per day)

Section 2
	Have you ever smoked this type of tobacco on a regular basis?
	Response
	If yes, how many years did you smoke this type of tobacco?
	If yes, how many did you usually smoke?

	Non-filtered (plain) cigarettes
	( Yes

( No  
	_______
	                       
 FORMCHECKBOX 
 Day

_______  per  
 FORMCHECKBOX 
 Week

                             
 FORMCHECKBOX 
 Month

	Filtered cigarettes
	( Yes

( No  
	 _______
	                       
 FORMCHECKBOX 
 Day

_______  per  
 FORMCHECKBOX 
 Week

                             
 FORMCHECKBOX 
 Month

	Low tar cigarettes
	( Yes

( No  
	 _______
	                       
 FORMCHECKBOX 
 Day

_______  per  
 FORMCHECKBOX 
 Week

                             
 FORMCHECKBOX 
 Month

	Pipe 
	( Yes

( No  
	 _______
	                       
 FORMCHECKBOX 
 Day

_______  per  
 FORMCHECKBOX 
 Week

                             
 FORMCHECKBOX 
 Month

	Cigar
	( Yes

( No  
	 _______
	                       
 FORMCHECKBOX 
 Day

_______  per  
 FORMCHECKBOX 
 Week

                             
 FORMCHECKBOX 
 Month


AE AND CONMED EVALUATION FORM

     INSTITUTION CODE
    PARTICIPANT ID       

_____________________________       _________________________       
	Visit Type
	Visit Date

(MM/DD/YYYY)
	Were any new or changes in Adverse Events reported? 1 

(either the first report of a new AE or changes to previously reported AEs?)
	Were any new or changes in Concomitant Medications reported? 2
(either the first report of a new Conmed or changes to previously reported Conmed?)

	Registration /Randomization
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 1
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 2
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 3
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 4
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 5
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Month 6
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A

	Follow up
	___ ___ / ___ ___ / ___ ___ ___ ___

 FORMCHECKBOX 
 N/A (visit did not occur)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Not Evaluated
 FORMCHECKBOX 
 N/A


1 If Yes is selected; the Adverse Event form must be completed.  If No and/or N/A is selected for ALL visits, NONE must be checked on the AE form 
2 If Yes is selected; the Concomitant Medication form must be completed.  If No and/or N/A is selected for ALL visits, NONE must be checked on the Concomitant Medications form
CONCOMITANT MEDICATIONS

     INSTITUTION CODE
          PARTICIPANT ID       

_____________________________       _________________________       
At end of study only: check this box if participant did not take any concomitant medications
 FORMCHECKBOX 
 None
	Medication Reported Date

(MM/DD/YYYY)
	Medication
	Dose
	Units
	Frequency
	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
     INSTITUTION CODE             PARTICIPANT ID             VISIT TYPE 
   VISIT DATE 

                                                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Date Specimen Collected: __ __ / __ __ / __ __ __ __


(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

Yes
	Out of Range

No
	Clinically Significant
	Not Clinically Significant
	Unknown
	Comments

	RBC
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Hemoglobin
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Hematocrit
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Platelets
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	WBC
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	DIFFERENTIAL
………………………
Neutrophils, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Bands, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Lymphocytes, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Monocytes, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Eosinophils, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Basophils, %
	 FORMCHECKBOX 

	
	%
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


CLINICAL LABORATORY DATA

BLOOD CHEMISTRY
     INSTITUTION CODE              PARTICIPANT ID             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

Yes
	Out of Range

No
	Clinically Significant
	Not Clinically Significant
	Unknown
	Comments

	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 

	

	Creatinine
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Glucose, Serum
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	BUN
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Alkaline Phosphatase
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	LDH
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	SGOT/AST
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	SGPT/ALT
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Bilirubin, Total
	
	
	
	
	
	
	
	
	

	Total Protein
	
	
	
	
	
	
	
	
	

	Albumin
	
	
	
	
	
	
	
	
	

	Calcium
	
	
	
	
	
	
	
	
	

	Phosphorus
	
	
	
	
	
	
	
	
	

	Uric Acid
	
	
	
	
	
	
	
	
	

	Cholesterol
	
	
	
	
	
	
	
	
	

	Triglycerides
	
	
	
	
	
	
	
	
	


CLINICAL LABORATORY DATA

URINE
     INSTITUTION CODE               PARTICIPANT ID             VISIT TYPE 
      VISIT DATE 

                                                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Date Specimen Collected: __ __ / __ __ / __ __ __ __


(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

Yes
	Out of Range

No
	Clinically Significant
	Not Clinically Significant
	Unknown
	Comments

	Appearance (include color & transparency)
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	pH
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Specific Gravity
	 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 

	


PREGNANCY SPECIMEN DATA
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
If “participant is male” or “participant is female and not of childbearing potential” and pregnancy specimen data was NOT COLLECTED please select the corresponding check-box below.

Otherwise, if participant is female and is of childbearing potential, please complete the form by indicating results for all completed tests or check the “Not Obtained box” if a test was not performed. 


Reason pregnancy data was not collected:

   
 FORMCHECKBOX 
 Participant is male 

   
 FORMCHECKBOX 
 Participant is female and not of childbearing potential
	Lab Test
	Pregnancy Test Type
	Result
	Date Specimen Collected

(MM/DD/YYYY)

	Pregnancy 
	 FORMCHECKBOX 
 Urine

 FORMCHECKBOX 
 Serum
	 FORMCHECKBOX 
 Not Obtained

 FORMCHECKBOX 
 Positive

 FORMCHECKBOX 
 Negative
	__ __ / __ __ / __ __ __ __


OUTCOME OF PREGNANCY
       INSTITUTION CODE
          PARTICIPANT ID             VISIT TYPE                  VISIT DATE 

                                                                                                                                                                                     (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Pregnancy Test Date: __ __ / __ __ / __ __ __ __

                                                          (MM/DD/YYYY)
Delivery Date: __ __ / __ __ / __ __ __ __

                                            (MM/DD/YYYY)
Delivery Type:    FORMCHECKBOX 
 Vaginal   
    FORMCHECKBOX 
 Cesarean         Reason for Cesarean: __________________________________

Neonate(s)
	Gender
	Weight

(kg)
	Length

(cm)
	One minute Apgar Score
	Five minute Apgar Score
	Was an abnormality discovered when neonate was assessed?
	Specify abnormality
	Contributing Factors
	Pregnancy Outcome

	 FORMCHECKBOX 
 Male

 FORMCHECKBOX 
 Female

 FORMCHECKBOX 
 Unknown
	_ _ . _ 
	_ _ . _ 
	
	
	 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 Full Term Live Birth
 FORMCHECKBOX 
 Induced/Elective Abortion

 FORMCHECKBOX 
 Miscarriage/Spontaneous Abortion*

 FORMCHECKBOX 
 Neonatal Death*

 FORMCHECKBOX 
 Preterm Live Birth


Weeks Gestation ______

 FORMCHECKBOX 
 Stillbirth*

	 FORMCHECKBOX 
 Male

 FORMCHECKBOX 
 Female

 FORMCHECKBOX 
 Unknown
	_ _ . _ 
	_ _ . _ 
	
	
	 FORMCHECKBOX 
 Yes*

 FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 Full Term Live Birth

 FORMCHECKBOX 
 Induced/Elective Abortion

 FORMCHECKBOX 
 Miscarriage/Spontaneous Abortion*

 FORMCHECKBOX 
 Neonatal Death*

 FORMCHECKBOX 
 Preterm Live Birth


Weeks Gestation ______

 FORMCHECKBOX 
 Stillbirth*


* Complete SAE Report Form
Obstetric History (check all that apply)
 FORMCHECKBOX 
 Gravida

Total number of pregnancies including current: ____

 FORMCHECKBOX 
 Para
Total number of pregnancies resulting in live births: ____



Total number of stillbirths ____

 FORMCHECKBOX 
 Abortus
Total number of miscarriages: ____



Total number of therapeutic abortions: ____

CLINICAL LABORATORY DATA

OTHER LAB TESTS

     INSTITUTION CODE
    PARTICIPANT ID             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

Yes
	Out of Range

No
	Clinically Significant
	Not Clinically Significant
	Unknown
	Comments

	
	
	
	
	
	
	
	
	

	
	
	
	 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 

	


PARTICIPANT CONTACT FORM
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Contact Type:

 FORMCHECKBOX 
 Home Phone

 FORMCHECKBOX 
 Work Phone

 FORMCHECKBOX 
 Home Cell

 FORMCHECKBOX 
 Work Cell

 FORMCHECKBOX 
 Email

 FORMCHECKBOX 
 Work Email

 FORMCHECKBOX 
 Regular Mail

Contact Time    ___  ___ : ___  ___
(hr:mm per 24 hour clock)   
 FORMCHECKBOX 
 Unknown

Contact Result:

 FORMCHECKBOX 
 Spoke to Patient/Participant

 FORMCHECKBOX 
 Spoke to family member

 FORMCHECKBOX 
 Spoke to friend

 FORMCHECKBOX 
 Left voicemail message

 FORMCHECKBOX 
 Email contact with Patient/Participant

 FORMCHECKBOX 
 Mail contact with Patient/Participant
 FORMCHECKBOX 
 No contact made 
(End this form; do not complete remaining questions)
Did the participant report any symptoms or adverse events?

 FORMCHECKBOX 
 Yes 
(Complete AE CRF)
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Too early to evaluate

Were any changes in concomitant medications reported?

[Either new medications started or previous medications stopped]?

 FORMCHECKBOX 
 Yes 
(Complete Con Med CRF)
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Is the participant compliant with protocol intervention per telephone conversation or email?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Unknown

COMPLIANCE
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE                       VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
First Dose taken this period (MM/DD/YYYY): __ __ / __ __ / __ __ __ __ 


Last Dose taken this period (MM/DD/YYYY): __ __ / __ __ / __ __ __ __

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


If Yes, indicate number of interruptions this period: ______  

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





       (If Yes is selected for either question, complete Agent Interruption/Modification form)
Amount of agent provided at last visit: ______________________
 FORMCHECKBOX 
 N/A

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: ________________________

AGENT INTERRUPTION / MODIFICATION FORM
     INSTITUTION CODE          PARTICIPANT ID             VISIT TYPE 
   VISIT DATE 

                                                                                                                                                                                       (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Agent Interruptions: 

	Interruption

Number
	Specify Date Stopped

(MM/DD/YYYY)
	Reason Stopped
	Specify Reason Stopped
	Was Agent Restarted?
	If Yes, specify date restarted
(MM/DD/YYYY)
	Specify Reason Restarted

	1
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision, specify
 FORMCHECKBOX 
 Participant decision, specify
 FORMCHECKBOX 
 AE/SAE, specify

 FORMCHECKBOX 
 Other, specify
	
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision    

 FORMCHECKBOX 
 Participant decision

	2
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision, specify

 FORMCHECKBOX 
 Participant decision, specify

 FORMCHECKBOX 
 AE/SAE, specify

 FORMCHECKBOX 
 Other, specify
	
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision    

 FORMCHECKBOX 
 Participant decision

	3
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision, specify

 FORMCHECKBOX 
 Participant decision, specify

 FORMCHECKBOX 
 AE/SAE, specify

 FORMCHECKBOX 
 Other, specify
	
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision    

 FORMCHECKBOX 
 Participant decision

	4
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision, specify

 FORMCHECKBOX 
 Participant decision, specify

 FORMCHECKBOX 
 AE/SAE, specify

 FORMCHECKBOX 
 Other, specify
	
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 N/A
	__ __ / __ __ / __ __ __ __
	 FORMCHECKBOX 
 Investigator decision    

 FORMCHECKBOX 
 Participant decision


Agent Modifications:

	Modification

Number
	Specify Date Modified

(MM/DD/YYYY)
	New Regimen:

Dose
	New Regimen:

Units
	New Regimen:

Frequency

	1
	__ __ / __ __ / __ __ __ __
	
	
	

	2
	__ __ / __ __ / __ __ __ __
	
	
	

	3
	__ __ / __ __ / __ __ __ __
	
	
	

	4
	__ __ / __ __ / __ __ __ __
	
	
	


ADVERSE EVENTS

     INSTITUTION CODE
          PARTICIPANT ID
_____________________________       _________________________
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
	CTCAE Term (v4.0)
	Event Onset Date

(MM/DD/YYYY)
	Event End Date

(MM/DD/YYYY)
	Grade
	Attribution
	Reported as SAE?
	Action
	Outcome
	Dropped due to this AE?
	Comments

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

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

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


	Grade
	Attribution: Relation to Study Agent
	Reported as SAE?
	Action
	Outcome
	Dropped due to this AE?

	1 = Mild

2 = Moderate

3 = Severe

4 = Life Threatening

5 = Death
	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
	1= Yes

2 = No


OFF STUDY*
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Date On Follow-up:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY) 


 FORMCHECKBOX 
 Not Applicable

Date Off Follow-up:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY)
 FORMCHECKBOX 
 Not Applicable
Date Off Study:  ___ ___ / ___ ___ / ___ ___ ___ ___
(MM/DD/YYYY
Date of Last Contact:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY) 
Date Last Study Agent Taken:  ___ ___ / ___ ___ / ___ ___ ___ ___

(MM/DD/YYYY) 
 FORMCHECKBOX 
 Not Applicable
Reason Off Study
(Please mark only the primary reason. Reasons other than Completed Study require explanation below)

 FORMCHECKBOX 
 Completed study

 FORMCHECKBOX 
 Ineligible
 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 
 Pregnancy

 FORMCHECKBOX 
 Withdraw consent

 FORMCHECKBOX 
 Death (complete Death Report CRF & SAE form) 
 FORMCHECKBOX 
 Other 
Reason Explanation: ______________________________________________________________


______________________________________________________________

*This form must be completed for all participants that have signed an informed consent, including screen failures.

DEATH REPORT

     INSTITUTION CODE
    PARTICIPANT ID              VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Date of Death (MM/DD/YYYY): ___ ___ / ___ ___ / ___ ___ ___ ___

Place of Death:

 FORMCHECKBOX 
 Hospital (Submit discharge summary to NCI, DCP)


 FORMCHECKBOX 
 Other, specify: ________________________

 FORMCHECKBOX 
 Unknown

Cause of Death:

 FORMCHECKBOX 
 AE/SAE


 FORMCHECKBOX 
 Other, specify: ________________________

 FORMCHECKBOX 
 Unknown

Autopsy performed?
 FORMCHECKBOX 
 Yes (Submit autopsy report to NCI, DCP when available)

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Unknown
SPECIMEN ACQUISITION
BLOOD

     INSTITUTION CODE             PARTICIPANT ID             VISIT TYPE                      VISIT DATE 

                                                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Pre-agent Administration

	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected

(hr:mm per

24 hour clock)
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __


Post-agent Administration

	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected

(hr:mm per

24 hour clock)
	Date Last Study Agent Taken

(MM/DD/YYYY)
	Time Last Study Agent Taken
(hr:mm per

24 hour clock)
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __


SPECIMEN ACQUISITION
URINE
     INSTITUTION CODE            PARTICIPANT ID             VISIT TYPE 
    VISIT DATE 

                                                                                                                                                                                            (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Pre-agent Administration
	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen were Collected (hr:mm per

24 hour clock)
	Date Last Urine Void

(MM/DD/YYYY)
	Time Last Urine Void

(hr:mm per 24 hour clock)
	Urine Volume

ml
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	
	__ __ / __ __ / __ __ __ __


Post-agent Administration

	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen were Collected (hr:mm per

24 hour clock)
	Date Last Study Agent Taken

(MM/DD/YYYY)
	Time Last Study Agent Taken   
(hr:mm per 

24 hour clock)
	Date Last Urine Void

(MM/DD/YYYY)
	Time Last 
Urine Void

(hr:mm per 24 hour clock)
	Urine Volume

ml
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	
	_ _ / _ _ / _ _ _ _


SPECIMEN ACQUISITION

TISSUE
     INSTITUTION CODE           PARTICIPANT ID             VISIT TYPE 
    VISIT DATE 

                                                                                                                                                                                           (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
Pre-agent Administration

	Specimen #
	Not Obtained
	Tissue Type
	Location
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected 
(hr:mm per 24 hour clock) 

(if unknown report UNK)
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	
	
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __

	
	 FORMCHECKBOX 

	
	
	__ __ / __ __ / __ __ __ __
	__ __ : __ __
	
	__ __ / __ __ / __ __ __ __


Post-agent Administration
	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Tissue Type
	Location
	Time Specimen Collected 

(hr:mm per 24 hour clock)

(if unknown report UNK)
	Date Last Study Agent Taken

(MM/DD/YYYY)
	Time Last Study Agent Taken   
(hr:mm per 

24 hour clock)

(if unknown report UNK)
	Storage Temperature

(Centigrade)
	Date Specimen Shipped

(MM/DD/YYYY)

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _

	
	 FORMCHECKBOX 

	_ _ / _ _ / _ _ _ _
	
	
	__ __ : __ __
	_ _ / _ _ / _ _ _ _
	__ __ : __ __
	
	_ _ / _ _ / _ _ _ _


PHARMACOKINETICS RESULTS
BLOOD
     INSTITUTION CODE             PARTICIPANT ID             VISIT TYPE        
             VISIT DATE 

                                                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected 

(hr:mm per 24 hour clock)

(if unknown report UNK)
	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 RESULTS
URINE

     INSTITUTION CODE           PARTICIPANT ID               VISIT TYPE 
            VISIT DATE 

                                                                                                                                                                                             (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Specimen #
	Not Obtained
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected 

(hr:mm per 24 hour clock)

(if unknown report UNK)
	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 RESULTS

TISSUE

     INSTITUTION CODE            PARTICIPANT ID             VISIT TYPE 
     VISIT DATE 

                                                                                                                                                                                         (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Specimen #
	Not Obtained
	Tissue Type
	Location
	Date Specimen Collected

(MM/DD/YYYY)
	Time Specimen Collected 

(hr:mm per 24 hour clock)

(if unknown report UNK)
	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

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Form Code
	Field Name
	Comments

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


FORM CODES:

AE (ADVERSE EVENTS)

AECMD (AE & CON MED EVALUATION)
AGINT (AGENT INTERRUPTION MODIF)

CNTCT (PARTICIPANT CONTACT FORM)
COMM1 (COMMENTS PAGE 1)

COMM2 (COMMENTS PAGE 2)

COMP (COMPLIANCE)

CONMD (CONCOMITANT MEDS)

DEATH (DEATH REPORT)

EXCL (EXCLUSION CRITERIA)

INCL (INCLUSION CRITERIA)

INTAD (INTERVENTION ADMIN)
LABBC (BLOOD CHEMISTRY)

LABHM (HEMATOLOGY)

LABOT (OTHER LABS)

LABUR (URINE)

MEDHX1 (MEDICAL HISTORY PAGE 1)

MEDHX2 (MEDICAL HISTORY PAGE 2)
OFFST (OFF STUDY)

OUTPG (OUTCOME OF PREGNANCY)
PE1 (PHYSICAL EXAM PAGE 1)

PE2 (PHYSICAL EXAM PAGE 2)

PKBL (PK BLOOD)

PKTS (PK TISSUE)

PKURN (PK URINE)

PREG (PREGNANCY SPECIMEN DATA)
RAND (RANDOMIZATION)

REG (REGISTRATION)
SCRN (SCREENING)

SPCBL (SPECIMENT AQUISTION BLOOD)

SPCUR (SPECIMENT AQUISTION URINE)
SPCTS (SPECIMENT AQUISTION TISSUE)
SYMP1 (BASELINE SYMPTOMS PAGE 1)

SYMP2 (BASELINE SYMPTOMS PAGE 2)
TOBAC (TOBACCO USE ASSESSMENT)
VERIF (VERIFICATION)
COMMENTS (continued)
     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT DATE 

                                                                                                                                                          (MM/DD/YYYY)
_____________________________       _________________________       ___________________          ___ ___ / ___ ___ / ___ ___ ___ ___
	Form Code
	Field Name
	Comments

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


FORM CODES:

AE (ADVERSE EVENTS)

AECMD (AE & CON MED EVALUATION)
AGINT (AGENT INTERRUPTION MODIF)

CNTCT (PARTICIPANT CONTACT FORM)
COMM1 (COMMENTS PAGE 1)

COMM2 (COMMENTS PAGE 2)

COMP (COMPLIANCE)

CONMD (CONCOMITANT MEDS)

DEATH (DEATH REPORT)



EXCL (EXCLUSION CRITERIA)

INCL (INCLUSION CRITERIA)

INTAD (INTERVENTION ADMIN)
LABBC (BLOOD CHEMISTRY)

LABHM (HEMATOLOGY)

LABOT (OTHER LABS)

LABUR (URINE)

MEDHX1 (MEDICAL HISTORY PAGE 1)

MEDHX2 (MEDICAL HISTORY PAGE 2)


OFFST (OFF STUDY)

OUTPG (OUTCOME OF PREGNANCY)
PE1 (PHYSICAL EXAM PAGE 1)

PE2 (PHYSICAL EXAM PAGE 2)

PKBL (PK BLOOD)

PKTS (PK TISSUE)

PKURN (PK URINE)

PREG (PREGNANCY SPECIMEN DATA)
RAND (RANDOMIZATION)



REG (REGISTRATION)
SCRN (SCREENING)

SPCBL(SPECIMENT AQUISTION BLOOD)

SPCUR (SPECIMENT AQUISTION URINE)
SPCTS (SPECIMENT AQUISTION TISSUE)
SYMP1 (BASELINE SYMPTOMS PAGE 1)

SYMP2 (BASELINE SYMPTOMS PAGE 2)
TOBAC (TOBACCO USE ASSESSMENT)
VERIF (VERIFICATION)
VERIFICATION

     INSTITUTION CODE
    PARTICIPANT ID             VISIT TYPE 
                 VISIT 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 Name (PLEASE PRINT)[image: image1.png]
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