
                                                      
  Protocol #: <DCP Protocol Number>

                                   
                      Protocol #: <DCP Protocol Number>

SCREENING

	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________
	VISIT TYPE

__________________________


SCREEN 1   FORMCHECKBOX 
 Not Applicable
	Specify the activities that are associated with Screen 1:
Screen 1: ______________________________________________

	Screen 1 Date: ___ ___ / ___ ___ / ___ ___ ___ ___    
                                            (MM/DD/YYYY)


SCREEN 2   FORMCHECKBOX 
 Not Applicable
	Specify the activities that are associated with Screen 2:

Screen 2: ______________________________________________  

	Screen 2 Date: ___ ___ / ___ ___ / ___ ___ ___ ___    
                                            (MM/DD/YYYY)


SCREENING OUTCOME
	Does the participant meet all screening criteria?        FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No    (If No, complete Off Study form)


DEMOGRAPHY 
	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________
	VISIT TYPE

__________________________


	Registering Consortium:    ____________________________________

	Participant Method of Payment: 

 FORMCHECKBOX 
 Private Insurance            

 FORMCHECKBOX 
 Medicaid             

 FORMCHECKBOX 
 Medicaid and Medicare 

 FORMCHECKBOX 
 Military Sponsored (Including CHAMPUS & TriCare)           

 FORMCHECKBOX 
 Veterans Sponsored 

 FORMCHECKBOX 
 No Means of Payment (No Insurance)

 FORMCHECKBOX 
 Medicare                     
	 FORMCHECKBOX 
 Medicare and Private Insurance

 FORMCHECKBOX 
 Self-Pay (No Insurance) 

 FORMCHECKBOX 
 Managed Care/Medicare    

 FORMCHECKBOX 
 State Supplemental Health Insurance

 FORMCHECKBOX 
 Military or Veterans Sponsored, NOS

 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Other 

	Gender:   FORMCHECKBOX 
 Female   FORMCHECKBOX 
 Male   FORMCHECKBOX 
 Unknown   FORMCHECKBOX 
 Unspecified
	Birth Date: __ __ /  __ __ __ __
                          (MM/YYYY)     (Provide MONTH and YEAR)

	Participant Zip Code: _ _ _ _ _

  (enter 00000 for international sites)
	Participant Country Code: 

 FORMCHECKBOX 
 CAN (Canada)


 FORMCHECKBOX 
 CHN (China)


 FORMCHECKBOX 
 ITA (Italy)


 FORMCHECKBOX 
 MEX (Mexico)


 FORMCHECKBOX 
 USA (United States of America)       

	Race:
 FORMCHECKBOX 
 American Indian or Alaska Native

(Check all that apply)
 FORMCHECKBOX 
 Asian 


 FORMCHECKBOX 
 Black or African American


 FORMCHECKBOX 
 Native Hawaiian or Other Pacific Islander
                                    FORMCHECKBOX 
 Not Reported

                                    FORMCHECKBOX 
 Unknown 

                                    FORMCHECKBOX 
 White
	Ethnicity: 
 FORMCHECKBOX 
 Hispanic or Latino


 FORMCHECKBOX 
 Not Hispanic or Latino


 FORMCHECKBOX 
 Unknown

                    FORMCHECKBOX 
 Not Reported


REGISTRATION / RANDOMIZATION
	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________
	VISIT TYPE

__________________________


	Informed Consent Date: ___ ___ / ___ ___ / ___ ___ ___ ___
                                                           (MM/DD/YYYY)

	Treatment Assignment Code (TAC): TAC-0
Treatment Assignment Description (TAD):  Signed informed consent document and before intervention


	Eligibility Status: 

Is the participant eligible for inclusion on this protocol?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No (If No, complete Off Study form)


REGISTRATION
 FORMCHECKBOX 
 Not Applicable

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


RANDOMIZATION
 FORMCHECKBOX 
 Not Applicable

	Randomization Date: __ __ / __ __ / __ __ __ __
                                                    (MM/DD/YYYY) 
	Randomization Number: ___________________




ENROLLMENT
 FORMCHECKBOX 
 Not Applicable
	Participant Enrollment Date: ___ ___ / ___ ___ / ___ ___ ___ ___    
                                                                        (MM/DD/YYYY)                               


INTERVENTION ADMINISTRATION

	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________


WASHOUT
 FORMCHECKBOX 
 Not Applicable


	Treatment Assignment Code (TAC):

_____
	Treatment Assignment Description (TAD):

____________________
	TAC Start Date:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	Date Washout Started:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	Date Washout Ended:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)


RUN-IN    FORMCHECKBOX 
 Not Applicable

	Treatment Assignment Code (TAC):

_____
	Treatment Assignment Description (TAD):

____________________
	TAC Start Date:

__ __ / __ __ / __ __ __ __

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

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	Date Run-In 

Ended:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)


AGENT ADMINISTRATION   FORMCHECKBOX 
 Not Applicable

	Treatment Assignment Code (TAC):

_____
	Treatment Assignment Description (TAD):

________________________
	TAC Start Date:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)

	Agent/Placebo
	Dose
	Dose Units
	Route
	Frequency
	Date Agent Started
	Agent End Date

	
	
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)

	
	
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)


	Treatment Assignment Code (TAC):

_____
	Treatment Assignment Description (TAD):

________________________
	TAC Start Date:

__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)

	Agent/Placebo
	Dose
	Dose Units
	Route
	Frequency
	Date Agent Started
	Agent End Date

	
	
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)

	
	
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)


ADVERSE EVENTS
	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________

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

	Adverse Event Reported Date
	Adverse Event Verbatim Term
	MedDRA System Organ Class (v12.0)
	CTCAE Term (v4.0)
	Event Onset Date
	TAC

(specify TAC at time of AE Onset)
	Event End Date
	AE Grade
	AE Attribution
	Reported as SAE?
	Action
	Outcome
	Dropped due to AE?
	Comments

	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	
	
	
	

	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	
	
	
	

	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	__ __ / __ __ / __ __ __ __

(MM/DD/YYYY)
	
	
	
	
	
	
	

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

	0 = Absent Adverse Event

1 = Mild Adverse Event
2 = Moderate Adverse Event
3 = Severe Adverse Event
4 = Life Threatening Adverse Event
5 = Death Related to Adverse Event
	1 = Unrelated

2 = Unlikely

3 = Possible

4 = Probable

5 = Definite
	1 = Yes

2 = No


	1 = Agent Withdrawn           

2 = Agent Dose Reduced    

3 = Agent Dose Increased

4 = Agent Dose Not Changed

5 = Unknown

6 = Not Applicable

7 = Agent Interrupted
	1 = Recovered/Resolved
2 = Recovering/Resolving
3 = Not Recovered/Not Resolved

4 = Recovered/Resolved with sequelae

5 = Fatal

6 = Unknown
	1= Yes

2 = No


ADVERSE EVENT
	REGISTERING INSTITUTION

___________________________
	PARTICIPANT ID

______________________
	ADVERSE EVENT REPORTED DATE

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


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

	MedDRA  System 
Organ Class (v12.0)
	

	CTCAE Term (v4.0)
	

	Event Onset Date
	___ ___ / ___ ___ / ___ ___ ___ ___

            (MM/DD/YYYY)

	TAC (specify TAC at time of AE Onset)
	

	Event End Date
	___ ___ / ___ ___ / ___ ___ ___ ___

            (MM/DD/YYYY)

	AE Grade 
	 FORMCHECKBOX 
 0 = Absent Adverse Event

 FORMCHECKBOX 
 1 = Mild Adverse Event

 FORMCHECKBOX 
 2 = Moderate Adverse Event

 FORMCHECKBOX 
 3 = Severe Adverse Event

 FORMCHECKBOX 
 4 = Life Threatening Adverse Event

 FORMCHECKBOX 
 5 = Death Related to Adverse Event

	AE Attribution
	 FORMCHECKBOX 
  Unrelated

 FORMCHECKBOX 
  Unlikely

 FORMCHECKBOX 
  Possible

 FORMCHECKBOX 
  Probable

 FORMCHECKBOX 
  Definite

	Reported as SAE?
	 FORMCHECKBOX 
 1 = Yes          FORMCHECKBOX 
 2 = No

	Action
	 FORMCHECKBOX 
 1 = Agent Withdrawn           

 FORMCHECKBOX 
 2 = Agent Dose Reduced    

 FORMCHECKBOX 
 3 = Agent Dose Increased

 FORMCHECKBOX 
 4 = Agent Dose Not Changed

 FORMCHECKBOX 
 5 = Unknown

 FORMCHECKBOX 
 6 = Not Applicable

 FORMCHECKBOX 
 7 = Agent Interrupted

	Outcome
	 FORMCHECKBOX 
  Recovered/Resolved

 FORMCHECKBOX 
  Recovering/Resolving

 FORMCHECKBOX 
  Not Recovered/Not Resolved

 FORMCHECKBOX 
  Recovered/Resolved with sequelae

 FORMCHECKBOX 
  Fatal

 FORMCHECKBOX 
  Unknown

	Dropped due to AE?
	 FORMCHECKBOX 
 1 = Yes          FORMCHECKBOX 
 2 = No

	Comments
	_____________________________________________________

_____________________________________________________

_____________________________________________________


OFF STUDY*
	REGISTERING INSTITUTION

_________________________________
	PARTICIPANT ID

______________________
	FORM DATE 

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

	
	
	
	


Follow-Up
 FORMCHECKBOX 
 Not Applicable
	Date On Follow-up:  ___ ___ / ___ ___ / ___ ___ ___ ___

                                                      (MM/DD/YYYY) 

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

                                                    (MM/DD/YYYY)


Off Study

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

                                            (MM/DD/YYYY) 

	Date of Last Contact:  ___ ___ / ___ ___ / ___ ___ ___ ___

                                                        (MM/DD/YYYY) 

	Agent End Date:  ___ ___ / ___ ___ / ___ ___ ___ ___     FORMCHECKBOX 
 Not Applicable
                                                        (MM/DD/YYYY)


	Off Study Reason
(Please mark only the primary reason. Reasons other than Study Complete require a comment below)

	 FORMCHECKBOX 
 Adverse Event (complete AE CRF & SAE form, if applicable)
 FORMCHECKBOX 
 Death (complete Death Report CRF & SAE form)
 FORMCHECKBOX 
 Disease Progression

 FORMCHECKBOX 
 Lost to follow-up

 FORMCHECKBOX 
 Other, Specify 
 FORMCHECKBOX 
 Participant Withdrawal


 FORMCHECKBOX 
 Participant Refused Follow-up


 FORMCHECKBOX 
 Physician Decision

 FORMCHECKBOX 
 Protocol Defined Follow-up Completed

 FORMCHECKBOX 
 Protocol Violation

 FORMCHECKBOX 
 Study Complete
 FORMCHECKBOX 
 Ineligible

	Comments : _________________________________________________________________________
___________________________________________________________________________________
___________________________________________________________________________________

___________________________________________________________________________________



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

MDS CRF Question Checklist

The following questions are those that are required for Minimum Data Set (MDS) reporting and that are expected to be included in each study’s CRF set.  This checklist should be submitted with every study CRF submission.
	MDS Collection Table
	Question
	Additional Information
	Included?
	If not included, provided explanation

	Protocol
	DCP Protocol Number 
	Expected to be present on every study CRF
	☐
	

	Participant; Race; AE 
	Participant Identifier
	Expected to be present on every study CRF
	☐
	

	Participant
	Participant Zip Code
	
	☐
	

	Participant
	Participant Country Code
	
	☐
	

	Participant
	Participant Birth Date
	
	☐
	

	Participant
	Participant Gender
	
	☐
	

	Participant
	Participant Ethnicity
	
	☐
	

	Participant
	Informed Consent Date
	
	☐
	

	Participant
	Screen 1 Date
	
	☐
	

	Participant
	Screen 2 Date
	
	☐
	

	Participant
	Registration Date
	
	☐
	

	Participant
	Randomization Date
	Not be expected to be present in CRF set for non-randomized trials
	☐
	

	Participant
	Eligibility Status
	
	☐
	

	Participant
	Participant Enrollment Date
	
	☐
	

	Participant
	Registering Consortium
	
	☐
	

	Participant
	Registering Institution
	
	☐
	

	Participant
	Participant Method of Payment
	
	☐
	

	Participant, AE
	Treatment Assignment Code (TAC)
	
	☐
	

	Participant
	Date Agent Started
	
	☐
	

	Participant
	Agent End Date
	
	☐
	

	Participant 
	Off Study Date
	
	☐
	


	Participant 
	Off Study Reason
	
	☐
	

	Participant 
	Reason Off Study Other, Specify
	
	☐
	

	Race
	Participant Race
	
	☐
	

	AE
	Adverse Event (AE) Verbatim Term
	
	☐
	

	AE
	CTCAE System Organ Class (SOC)

 
	
	☐
	

	AE
	CTCAE Term
	
	☐
	

	AE
	AE Grade
	
	☐
	

	AE
	AE Attribution
	
	☐
	

	AE
	Reported as SAE?
	
	☐
	

	AE
	Event Onset Date
	
	☐
	

	AE
	Event End Date
	
	☐
	

	AE
	Dropped due to AE?
	
	☐
	

	AE
	Outcome
	
	☐
	

	AE
	AE Comments
	
	☐
	


Schedule of Forms (Sample)
Please use this sample schedule of forms as a template by updating the table below to match the protocol’s schedule of events.  All visits (or events, if applicable) should be listed as columns and all forms in the CRF set should be listed on separate rows.  
	Phases
	Pre-Intervention
	Intervention
	Follow-Up
	

	Form/Visit
	Screening

Visit
	Randomization Visit
	Month 1 Visit
	Month 2 Visit
	Follow-Up 1
	Early Termination Visit

	Screening
	X
	
	
	
	
	

	Demography
	X
	
	
	
	
	

	Registration / Randomization
	X
	
	
	
	
	

	Randomization
	
	X
	
	
	
	

	Intervention Administration
	
	X
	
	
	
	

	Adverse Events
	
	X
	X
	X
	X
	X

	Off Study
	
	
	
	
	X
	X
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