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INTRODUCTION

The purpose of this document is to provide the Investigator, Site Coordinator and Data Management staff with instructions for using the Case Report Form (CRF) templates to create or revise a study-specific CRF set and to guide this team in completing the template questions. 
The DCP CRF templates are for use with Phase 0, I and II DCP chemoprevention trials, and contain both required and recommended content as well as the recommended formatting for questions and values. These templates should be used as the basis for developing the protocol-specific CRFs.  The instructions for completing these CRFs may also be modified for consistency with the protocol-specific CRFs.  

Refer to the Common Instructions section of this document for a list of CRFs that are required for each participant.  
GENERAL CONSIDERATIONS

· The Consortium Lead Organization (CLO) will submit the complete set of protocol-specific CRFs to the DCP Protocol Information Office (PIO) as Attachment # 2 of the CRF Package for review and approval. 
· Several forms in the CRF template set are identified as mandatory and will need to be included, with all mandatory data fields, when submitting the set of CRFs associated with a protocol.  

· Some template forms can be modified or new CRFs added to address the science of the protocol.  
· DCP will only approve CRFs that are relevant to the science and objectives of the protocol.  CRFs used for tracking consortium-specific tasks will not be programmed into the NCI/DCP-hosted clinical data management system, i.e. Oracle Clinical Remote Data Capture (OC-RDC).
· The protocol version and date, protocol title, form code with page numbers and DCP CRF template version must appear in the footer on every form.   
· All questions included on the CRFs must use Common Data Elements (CDEs).  DCP’s CDE Curation Contractor will work with each CLO to ensure all questions are CDE compliant.
· When changes are made to a form, all of the forms within the CRF set must be updated with the current revision’s version number and/or date. Refer to the CRF Versioning Guidelines located on the Clinical Data Transfer (CDT) website for specific information regarding the version number and date.
· The protocol-specific CRF set will include a Schedule of Forms, which should be submitted by the CLO as Attachment # 1 of the CRF package. The Schedule of Forms will describe which CRFs will be completed at each visit/event in a protocol-specific logical order (see Appendix A). 

· Only the CLO can submit CRF revisions to DCP/PIO. Refer to the CRF Versioning Guidelines for additional information on revising the CRFs.
CRFs are categorized as Mandatory, Optional or Conditional as defined below.  

· Mandatory forms are required in the CRF set (e.g., Registration). The data elements provided on these mandatory forms are used by DCP when reporting to NCI and other federal entities.    
· Conditional forms are only required in the CRF set when needed to document mandatory processes (e.g., Randomization) or elements relevant to the science and/or objectives of the protocol. 

· Optional forms are only required if they apply to a specific condition in the protocol or a consortium procedure (e.g., Inclusion Criteria Form).    
GUIDELINES FOR CREATING THE PROTOCOL-SPECIFIC TEMPLATE CRFs (Part A)
*Note: While some forms are designated as optional, there may be questions that are mandatory when the optional forms are used.
	CRF Name
	Inclusion of Form in Protocol-specific CRF Set
	Mandatory Questions
(cannot be removed from the CRF)
	Optional Questions
(can be removed from the CRF)

	Screening
	Conditional
	
	All

	Inclusion and Exclusion Criteria
	Optional
	All
	

	Registration
	Mandatory
	All
	

	Randomization
	Mandatory for randomized studies

Conditional for other studies
	Date Participant Randomized
Randomization Number
	Date Run-In Started
Date Run-In Ended

Date Washout Started

Date Washout Ended

	Intervention Administration (Blinded Study)
	Mandatory for blinded studies
	All
	

	Intervention Administration (Non-Blinded Study – Agent is known)
	Mandatory for non-blinded studies
	All
	

	Intervention Administration (Other Modalities)
	Mandatory for studies using other modalities
	Intervention #
Intervention Type

Intervention Name

Intervention Dose

Dose Units

Start Date

End Date
	Duration
Duration Units

	Baseline Medical/Surgical History
	Mandatory
	All – Body Systems can be modified as appropriate for the protocol (but must be CDE compliant)
	

	Baseline Medical/Surgical History (continued)
	Mandatory
	All
	

	Baseline Symptoms
	Mandatory
	All
	

	Baseline Symptoms (continued)
	Optional
	All
	

	Physical Exam
	Mandatory
	Examination Date
Height

Weight

Temperature

Pulse Rate

Respiration Rate

Blood Pressure

ECOG Performance Status
	Body System/Site (if included, on the form, body systems can be added or removed as appropriate for the protocol.  Any body systems that are added to this form must be CDE compliant.)
Normal/Abnormal/Not Examined

Comments

	Physical Exam (continued)
	Mandatory
	All
	

	Tobacco Use Assessment
	Conditional
	
	All – other types of tobacco products can be added to this form as appropriate for the protocol but must be CDE compliant.

	AE and Conmed Evaluation Form
	Optional
	All
	

	Concomitant Medications
	Mandatory
	All
	

	Clinical Laboratory Data Hematology, Blood Chemistry, & Urine
	Conditional
	All
	

	Pregnancy Specimen Data
	Conditional: may be excluded if study population is all male
	All
	

	Outcome of Pregnancy
	Conditional
	All
	

	Clinical Laboratory Data Other Lab Tests
	Conditional
	Date Specimen Collected

Lab Test

Result

Units

Out of Range

Clinically Significant

Comments
	Fasting

	Participant Contact Form
	Conditional
	Did the participant report any symptoms or adverse events?
Were any changes in concomitant medications reported?

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

Contact Result

	Compliance
	Mandatory
	All
	

	Agent Interruption / Modification Form
	Conditional
	All
	

	Adverse Events
	Mandatory
	All
	

	Off Study
	Mandatory
	Date Off Study
Date of Last Contact

Date Last Study Agent Taken

Reason Off Study

Reason Explanation
	Date On Follow-up
Date Off Follow-up

	Death Report
	Mandatory
	All
	

	Specimen Acquisition Blood, Urine and Tissue
	Conditional
	
	All

	Pharmacokinetics Results Blood, Urine and Tissue
	Conditional
	
	All

	Comments
	Optional
	Form Code
Comments
	Field Name

	Comments (continued)
	Optional
	Form Code
Comments
	Field Name

	Verification
	Mandatory
	All
	


GUIDELINES FOR CREATING THE PROTOCOL-SPECIFIC TEMPLATE CRFs (Part B)
Each page of a Case Report Form generally requires the following information:

	Question
	Instruction
	Inclusion of Question

	DCP Protocol Number
	The DCP Protocol Information Office (PIO) assigns the DCP protocol number.  
	Mandatory within the header on all forms

	Institution Code
	DCP provides a code for the institution that will be used for paper and electronic CRFs.
	Mandatory within the header on all forms

	Participant ID
	A numeric or alphanumeric identifier assigned to each participant from a list provided by the DCP Monitoring Contractor. Once an identifier is assigned to a participant it cannot be changed.
	Mandatory within the header on all forms

	Visit Type
	The visit at which the data reported on the form was collected (i.e., Baseline, Month 1, etc.). The visit types will be defined in the protocol.  Cumulative forms do not require a visit type field.
	Mandatory within the header on all non-cumulative forms

	Visit Date
	The actual date of the visit.
	Conditional – include either Visit or Form date within the header on all non-cumulative forms

	Form Date
	The date the form was completed (not all CRFs have the “Form Date” listed).  Form dates are only applicable on forms that cannot be tied to a visit date but will be completely finished at one time point. For example, the Death Report form requires a form date.
	Conditional – include either Visit or Form date within the header on all non-cumulative forms

	Page # __ of __
	Enter the number of pages for each specific CRF.
	Mandatory within the footer on all forms even if only one page is expected to be completed.


COMMON INSTRUCTIONS FOR CRF COMPLETION
· CRFs should be completed according to the Master Data Management Plan (DMP) for each consortium.  

· Use a black or blue ink pen only to record study information on the paper CRF. 

· The information documented on the CRF must be identical to the information found in the source document (i.e., participant charts, laboratory result printouts).  

· All dates are to be expressed in month/day/year (MM/DD/YYYY) format. 

· Some date fields will allow unknown value entries in the day, month and year fields. These allowances will be noted in the instructions for that data field on subsequent pages of this manual. 
· All times are to be recorded on a 24-hour clock (i.e., 13:00 should be recorded for 1:00 pm). If the time is not known, enter UNK.  Midnight must be recorded as 00:00. 
· Do not place text where numbers are required unless there is an option to select Unknown, Not Applicable, etc.
· All numeric data should be right justified. Do not use leading zeros for numeric data (except for time and date fields).

· Numbers should be rounded to the nearest number of significant digits allotted for the data entry field. 
· When checkboxes are provided on paper CRFs for responses, be sure to clearly mark the box with an X mark.  Make sure the mark is not ambiguous.  

· Corrections to the paper CRFs must be made in black or blue ink by crossing out the incorrect entry with a single horizontal line, placing the correct information next to the error and providing the initials of the person making the correction and date the correction was made next to the correction. Do not backdate. Do not use any type of correction fluid or tape, and do not erase any entries on the forms.

· Do not write in the margins of the paper CRFs. A Comments CRF is available for additional comments.

· Avoid the use of abbreviations.

· Any participant who signed an informed consent regardless of whether they received an intervention (which includes agent) or screening procedure will be designated as ON STUDY. The minimum CRFs required to be completed for on study participants include Screening (if applicable), Registration, Randomization (if applicable), AE, Off Study and Verification. Please note that an Off Study form must be completed for all participants who sign an informed consent as they are considered as On Study with Intent to Treat. 
The following pages provide instructions for each individual CRF to guide the completion of the CRF questions.

SCREENING

· The purpose of this form is to gather screening information prior to registration and to track the screening status for each participant.

· This form is conditional and is only required for studies that collect screening information.  If included in the CRF set, it is mandatory for all participants.  

	Question
	Instruction

	Date Screening Informed Consent Signed
	Record the date the participant consented to gathering medical information and/or a surgical or medical procedure performed to determine eligibility prior to the administration of an intervention. This consent is sometimes separate from the consent to receive intervention. Use the MM/DD/YYYY date format.  If the study is not collecting a separate screening consent form, check ‘Not Applicable’.

	Screening Date
	Record the date of an evaluation or assessment of an individual's eligibility to enter the study. Use the MM/DD/YYYY date format or check ‘Not Applicable’.

	Is this participant a screen failure?       
	Check ‘Yes’ or ‘No’ to indicate whether the participant was a screen failure.

If ’Yes‘, an Off Study form is required. Refer to page 9 for additional screening requirements.

	If yes, specify primary reason for screen failure
	If participant was a screen failure, check the primary reason for the screen failure.  

	Other, specify
	If primary reason is ‘Other’, a comment must be provided.

	Comments
	Provide additional comments where applicable.

	Who referred participant?  
	Check one of the choices to identify the individual or mechanism that recommended the participant for health care services. If ‘Other’ is checked, additional information must be specified.

	Other, specify
	If referral source is ‘Other’, a comment must be provided.

	How did participant find out about the study?
	Check one of the choices to indicate how the participant found out about the study. If ‘Other’ is checked, additional information must be specified.

	Other, specify 
	If ‘How did participant find out…’ response is ‘Other’, a comment must be provided.


INCLUSION AND EXCLUSION CRITERIA

· These forms are used to collect eligibility information at screening/baseline.  

· These forms are optional.

	Question
	Instruction

	Criteria
	List the complete text of an individual inclusion or exclusion question/criterion as listed in the participant selection or eligibility section of a protocol.

	Yes/No/NA
	Record ‘Yes’, ‘No’, or ‘Not Applicable’ for each inclusion or exclusion question/criterion on a protocol inclusion and/or exclusion checklist for participant registration and randomization (if applicable). 


REGISTRATION

· The purpose of this form is to gather demographic information at screening/baseline and to track milestone dates for each participant.

· This form is mandatory. It must be included in every study CRF packet and the content cannot be altered.  
	Question
	Instruction

	Registering Consortium
	The designation of a consortium that will be officially recorded as the registering consortium for the study. For those studies not defined as interconsortia or INC, the field will be pre-populated by the Monitoring Contractor with the name of the consortium conducting the study.  
If several consortia are jointly conducting the study, the Monitoring Contractor will add check boxes for the possible registering consortium so the person completing the form can check the consortium to be credited with the registration of the participant.  

	Gender
	Check ‘Male’, ‘Female’, ‘Unknown’ or ‘Unspecified’ as appropriate.

Unknown = Not known, not observed, not recorded, or refused
Unspecified = Not stated explicitly or in detail

	Date of Birth
	Record the participant’s date of birth.  Use the MM/DD/YYYY date format.

	Race
	Check one or more of the following standard NIH race categories: (Note that there is no ’Other‘ category)
White: A person having origins in any of the original peoples of Europe, the Middle East, or North Africa.

Black or African-American: A person having origins in any of the black racial groups of Africa.

Native Hawaiian or Other Pacific Islander: A person having origins in any of the original peoples of Hawaii, Guam, Samoa, or other Pacific Islands.

Asian: A person having origins in any of the original peoples of the Far East, Southeast Asia, or the Indian subcontinent including, for example, Cambodia, China, India, Japan, Korea, Malaysia, Pakistan, the Philippine Islands, Thailand, and Vietnam.
American Indian or Alaskan Native: A person having origins in any of the original peoples of North and South America (including Central America), and who maintains tribal affiliation or community attachment.

Unknown:  Race is unknown.

Not Reported: Race is not reported.


	Question
	Instruction

	Ethnicity
	Check one of the following standard NIH ethnicity categories:

Hispanic or Latino: A person of Cuban, Mexican, Puerto Rican, South or Central American, or other Spanish culture or origin, regardless of race.

Not Hispanic or Latino: A person NOT meeting the definition for Hispanic or Latino.

Unknown: Ethnicity is unknown.

Not Reported: Ethnicity is not reported.

	Date Study Informed Consent Signed
	Record the date the participant agreed to participation on the protocol by signing the informed consent document.  Use MM/DD/YYYY date format.

An Off Study form must be completed for all participants who signed an informed consent, including screen failures.

	Date of Registration
	Record the date when the participant was registered on the protocol, in MM/DD/YYYY date format.  This date may be the same date that the informed consent was signed.  

	Does the participant satisfy all of the eligibility criteria?
	Check ‘Yes’ or ‘No’ to indicate whether the participant satisfies all of the eligibility criteria as stated in the protocol.  
If ’No‘, an Off Study form is required. Refer to page 9 for additional screening requirements. 


RANDOMIZATION

· The form is only applicable for studies that include randomization, run-in or washout procedures.

· This form is mandatory for randomized studies, but is not required for non-randomized studies. 
	Question
	Instruction

	Randomization
	If this is not a randomized study, check ‘Not Applicable’ and leave the Date Participant Randomized and Randomization Number blank.  

	Date Participant Randomized
	If applicable, record the date a participant is assigned to a study intervention based on the protocol-specific randomization process.  Use the MM/DD/YYYY date format.  

	Randomization Number
	If applicable, record the unique number assigned to a participant as a result of the randomization process. 

	Run-In
	If Run-In is not applicable, check ‘Not Applicable’ and leave the Date Run-In Started and Date Run-In Ended blank.  

	Date Run-In Started
	If applicable, record the date the participant started the Run-In period. Use the MM/DD/YYYY date format.

	Date Run-In Ended
	If applicable, record the date the participant completed the Run-In period.  Use the MM/DD/YYYY date format.  

	Washout
	If Washout is not applicable, check ‘Not Applicable’ and leave the Date Washout Started and Date Washout Ended blank.  

	Date Washout Started
	If applicable, record the date the participant started the washout period.  Use the MM/DD/YYYY date format.  

	Date Washout Ended
	If applicable, record the date the participant completed the washout period.  Use the MM/DD/YYYY date format.  


INTERVENTION ADMINISTRATION

(BLINDED STUDY)

· The form is only applicable for blinded studies.
· This form is mandatory for blinded studies.  The content cannot be altered if it is included in the study CRF packet.
	Question
	Instruction

	Agent #
	List the sequence number for the agent used to uniquely identify the intervention being administered.  

	Agent/Placebo
	Record the name of the agent used in the treatment/intervention regimen. (Examples of treatment/intervention include chemotherapy, immunotherapy, hormonal therapy, etc.). If a placebo is used, the name should be the combination AGENT NAME/PLACEBO. 

	Dose
	Record the amount that represents the dose of the agent as noted in the protocol.

	Dose Units
	Record the units of the dose of the agent as noted in the protocol.

	Frequency
	Record the code that represents the dosage frequency for an agent as noted in the protocol.  A list of values is available within the eCRF.

	Date Agent Provided 

(to Participant)
	Record the date the agent was given to the participant.  Use the MM/DD/YYYY date format.  

	Date Agent Started
	Record the date the agent was started by the participant.  Use the MM/DD/YYYY date format.  


INTERVENTION ADMINISTRATION

(NON-BLINDED STUDY - Agent is known)

· The form is only applicable for non-blinded studies.

· This form is mandatory for non-blinded studies.  The content cannot be altered if it is included in the study CRF packet.

	Question
	Instruction

	Agent #
	List the sequence number for the agent used to uniquely identify the intervention being administered.  

	Agent/Placebo
	Record the name of the agent used in the treatment/intervention regimen as noted in the protocol.

	Dose
	Record the amount that represents the dose of the agent as noted in the protocol.

	Dose Units
	Record the units of the dose of the agent as noted in the protocol.

	Frequency
	Record the code that represents the dosage frequency for an agent as noted in the protocol.  A list of values is available in the eCRF.

	Date Agent Provided 

(to Participant)
	Record the date the agent was given to the participant.  Use the MM/DD/YYYY date format.  

	Date Agent Started
	Record the date the agent was started by the participant.  Use the MM/DD/YYYY date format.  


INTERVENTION ADMINISTRATION

(OTHER MODALITIES)

· The form is only applicable for studies that do not administer an agent, but use other modalities such as surgery, radiation, active surveillance, etc.

· This form is mandatory for studies using other modalities.  The content cannot be altered if it is included in the study CRF packet.

	Question
	Instruction

	Intervention #
	List the sequence number that is used to uniquely identify an activity that produces an effect, or is intended to alter the course of a disease in a patient or population.

	Intervention Type
	Record the type of activity that produces an effect, or is intended to alter the course of a disease in a patient or population.  Examples include surgery, radiation, active surveillance, etc.

	Intervention Name
	Record the name of a procedure or an activity that produces an effect, or is intended to alter the course of a disease in a patient or population as noted in the protocol.

	Intervention Dose 
	Record the intervention dose as noted in the protocol (i.e., dose of radiation given), if applicable.

	Dose Units 
	Record the units of the dose of the intervention if applicable.

	Start Date
	Record the date the intervention was started by the participant.  Use the MM/DD/YYYY date format.  

	End Date
	Record the date the intervention was stopped by the participant.  Use the MM/DD/YYYY date format.  

	Duration
	Record the duration of the intervention.  

	Duration Units
	Record the units of the duration of the intervention.  


BASELINE MEDICAL/SURGICAL HISTORY

· This form is used to record the medical and surgical history of the participant. Complete this form at the screening visit or combined screening/baseline visit (as appropriate). 

· This form is mandatory.  It cannot be removed from the study CRF packet; however, the content can be modified as appropriate for the protocol.  
	Question
	Instruction

	Check here if all body systems are normal  
	Check the box if ALL of the body systems pre-printed on the form are assessed as ‘Normal’.  If any of the body systems are assessed as ‘Abnormal’, this box cannot be checked.

	Body System
	A standard listing of body systems reviewed during a medical history is included on the template.  Body systems not reviewed for a protocol can be removed from the list on the protocol-specific form.  Additional body systems may be added, if appropriate for the study and are CDE-compliant.

	Normal/Abnormal/Not Assessed
	Indicate the findings of the medical/surgical history review by marking ‘Normal’, ‘Abnormal’ or ‘Not Assessed’ for each body system listed.  If the body system was assessed and the participant has no medical/surgical history to report, check ‘Normal’. 

	Comments (Required if Abnormal)
	If a body system was reported as ‘Abnormal’, give a brief description of the medical condition(s) and/or major medical and/or surgical event(s) during the participant’s lifetime specific for that system. If known, record the onset date or date of any surgery or procedures.  Do not record comments in this field if the body system was checked as ‘Normal’ or ‘Not Assessed’.

	Does the participant have any allergies?
	Check ‘Yes’ if the participant has any known allergies, or ‘No’ if the participant has no known allergies.

	“If Yes, Specify” for “Does the participant have any allergies?”
	If ‘Yes’ is checked, describe the hypersensitivity (i.e. a local or general reaction of a person following contact with a specific allergen to which it has been previously exposed and to which it has become sensitized).


BASELINE MEDICAL/SURGICAL HISTORY (continued)

· This form is an expansion page for the Baseline Medical/Surgical History form that should only be completed to report the assessments of those body systems that were not reported on the first Baseline Medical/Surgical History page (i.e. MEDHX1). 
· This form is mandatory.  It cannot be removed from the study CRF packet; however, the content can be modified as appropriate for the protocol.  
	Question
	Instruction

	Specify Other Body System/Site
	Record and specify the other body sites or organ systems that were assessed.

	Normal/Abnormal
	Indicate the findings of the medical/surgical history review by marking ‘Normal’ or ‘Abnormal’ for the Other Body System/Site listed.  If the body system was assessed and the participant has no medical/surgical history to report, check ‘Normal’.

	Comments (Required if Abnormal)
	If the other body system was reported as ‘Abnormal’, give a brief description of the medical conditions, and/or major medical and/or surgical events during the participant’s lifetime specific for that system.  If known, record the onset date or date of any surgery or procedures.  Do not record comments in this field if the Other Body System/Site was reported as ‘Normal’.


BASELINE SYMPTOMS

· The purpose of this form is to document any symptom(s) or abnormality/abnormalities reported by the participant at the time/date the informed consent is signed and/or during any baseline assessment.

· Document the symptom in the same manner as an AE is recorded during study intervention by assigning a term and grade according to the appropriate version of the Common Terminology Criteria for Adverse Events (CTCAE).  
· A baseline symptom that persists throughout the study is reported as an AE on the Adverse Event CRF only if the grade becomes more severe. 
· If a baseline symptom resolves during the study, the resolution can be noted in the Comment CRF at the discretion of the Principal Investigator (PI). 

· A baseline symptom that resolves and then recurs during the study should be reported as a new AE on the Adverse Event CRF. The recurrence date should be recorded as the onset date. Any increase in frequency from that determined at baseline should also be assessed for inclusion as an AE, using the appropriate version of the CTCAE grading scale. 
· Complete this form before the study participant is randomized or begins a Run-In period prior to randomization.  If the study is not randomized, complete this form at the time of registration.
· This form is mandatory.  It cannot be removed from the study CRF set and the content cannot be altered. 

· Baseline signs, which are defined as abnormalities found on physical exam or an abnormal lab result, should be documented on the appropriate baseline CRF.

NOTE:  Detailed information regarding the documentation of baseline symptoms and signs is documented in the DCP Guidelines for Identifying, Grading, and Recording Baseline Signs and Symptoms located on the Clinical Data Transfer (CDT) website.
	Question
	Instruction

	Check here if none reported  (no baseline symptoms)
	Check the box if there are no symptoms reported at baseline.  Otherwise, leave the box blank and complete the rest of the form.

	Symptom Description
	Enter a succinct clinical description of the actual symptoms. If pain is reported, enter the anatomical location. 

	Onset Date
	Record the date that the symptom was first observed or experienced.  Use the MM/DD/YYYY date format.  If the complete onset date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day of the month is unknown.  

	Grade
	Grade the symptoms according the CTCAE version currently referenced in the protocol. 

	Comments
	If applicable, comment on the relevance of the symptoms from a study perspective.


BASELINE SYMPTOMS (continued) 

· This form is an expansion form if additional pages are needed to record symptoms.  Indicate the appropriate page numbers within the footer.  
· This form is optional in the CRF set.  If it is included in the CRF set, the content cannot be altered.  

	Question
	Instruction

	Symptom Description
	Enter a succinct clinical description of the actual symptoms. If pain is reported, enter the anatomical location. 

	Onset Date
	Record the date that the symptom was first observed or experienced.  Use the MM/DD/YYYY date format.  If the complete onset date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day of the month is unknown.  

	Grade
	Grade the symptoms according the CTCAE version currently referenced in the protocol. 

	Comments
	If applicable, comment on the relevance of the symptoms from a study perspective.


PHYSICAL EXAM

· The purpose of this form is to document the results of the physical examination.
· This form is mandatory.  It cannot be removed from the study CRF packet. While it can be modified, select data fields are mandatory.
	Question
	Instruction

	Examination Date
Mandatory
	Record the date of the physical exam.  Use the MM/DD/YYYY format.  If the exam was not performed, checked the ‘Not Done’ box and leave the rest of the form blank.

	Height
Mandatory
	Record the participant’s height and mark the appropriate unit of measure.  If height was not obtained, mark the ‘Not Obtained’ box and leave the result and unit of measure fields blank.

	Weight
Mandatory
	Record the participant’s weight and mark the appropriate unit of measure.  If weight was not obtained, mark the ‘Not Obtained’ box and leave the result and unit of measure fields blank.

	Temperature
Mandatory
	The measure of a participant's temperature. Record the participant’s temperature and mark the appropriate unit of measure.  If temperature was not obtained, mark the ‘Not Obtained’ box and leave the result and unit of measure fields blank.

	Pulse Rate
Mandatory
	Numeric value to represent the measurement of the heart rate, which is the number of contractions (heart beats) expressed in ’beats per minute’ (bpm). Record the participant’s pulse.  If pulse was not obtained, mark the ‘Not Obtained’ box and leave the result field blank.

	Respiration Rate
Mandatory
	The respiratory rate measured in breaths per minute. Record the participant’s respirations.  If respiration was not obtained, mark the ‘Not Obtained’ box and leave the result field blank.

	Blood Pressure
Mandatory
	Record the participant’s systolic and diastolic blood pressure (mm Hg).  If blood pressure was not obtained, mark the ‘Not Obtained’ box and leave the result fields blank.

	ECOG Performance Status
	Mark the appropriate ECOG status according to the guidelines below:


Grade
Description

0 Fully active, able to carry on all pre-disease performance without restriction.
1 Restricted in physically strenuous activity but ambulatory and able to carry out work of a light or sedentary nature, e.g., light housework, office work.
2 Ambulatory and capable of all self-care but unable to carry out any work activities. Up and about more than 50% of waking hours.
3 Capable of only limited self-care, confined to bed or chair more than 50% of waking hours.
4 Completely disabled. Cannot carry on any self-care. Totally confined to bed or chair.

	Check here if NO body systems were examined
	Check the box if no body systems were examined. Otherwise leave the box blank and complete the rest of the form.

	Normal/Abnormal/Not Examined
	Indicate whether the finding for each Body System/Site was ‘Normal’, ‘Abnormal’, or ‘Not Examined’.

	Comments (Required if Abnormal)
	If a Body System/Site was reported as ‘Abnormal’, give a brief description of the findings from the physical exam, including condition or diagnosis if known.  This field may also be used to document any other information relevant to the Body System/Site.


PHYSICAL EXAM (continued)
· The purpose of this form is to document the results of the physical examination for Other Body System/Site, i.e. body systems or sites not listed on the Physical Exam form. 

· This form is mandatory within the CRF set; however its use is conditional and should only be completed if additional pages are needed to expand on the extent of the physical exam.  
	Question
	Instruction

	Specify Other Body System/Sites
	. If Other Body System/Sites were examined, specify the body system or site within the body.

	Normal/Abnormal
	Indicate whether the finding for each Other Body System/Site was ‘Normal’ or ‘Abnormal’.

	Comments (Required if Abnormal)
	If an Other Body System/Site was reported as ‘Abnormal’, give a brief description of the findings from the physical exam including condition or diagnosis if known.  This field may also be used to document any other information relevant to the Body System/Site.


TOBACCO USE ASSESSMENT
· The purpose of this form is to document the results of the assessment of tobacco use. 
· This form is conditional and is to be used if a smoking history is required for the protocol.  Questions can be removed from or added to the form as appropriate for the protocol; however, those questions used on the form should not be modified from those on the CRF template.    
	Question
	Instruction

	Have you smoked 100 cigarettes or more during your lifetime?
	The yes/no indicator to ask if the participant has a history of smoking 100 or more cigarettes over a lifetime. Check ‘Yes’ or ‘No’.

	At what age did you begin smoking regularly?
	The value that describes when the participant began smoking on a regular basis.  Record the age in years or check ’Don’t know‘ or ’Never regular‘.

	Do you currently smoke cigarettes regularly?
	Indicator to signify current status of the participant's habitual use of cigarettes. Check ‘Yes’ or ‘No’.

	At what age did you stop smoking cigarettes on a regular basis?
	The value that describes when the participant stopped smoking cigarettes on a regular basis. Record the age in years or check ’Don’t know‘ or ’Still smoking‘.

	How many years have you been smoking (or did smoke) regularly?
	Number of years smoked cigarettes. Record the age in years or check ’Don’t know‘.

	On the average, about how many cigarettes a day do (or did) you smoke?
	The average number of cigarettes the participant smoked per day during the time he/she was a smoker. 

	Have you ever smoked this type of tobacco on a regular basis?
	The types of tobacco a participant smokes or smoked.  The values are pre-populated on the CRF.

	Response
	The response to a question that asks if the participant has smoked a type of tobacco on a regular basis. For each pre-populated type of tobacco check ‘Yes’ or ‘No’.

	If yes, how many years did you smoke this type of tobacco?
	The number of years a participant has smoked tobacco products. If the Response was ‘No’, then leave this field blank.

	If yes, how many did you usually smoke in a day?
	The average number of tobacco products smoked per day, week or month. If the Response was ‘No’, then leave this field blank.


AE AND CONMED EVALUATION FORM

· The purpose of this cumulative form is to document the general (not detailed) AE and concomitant medication assessment for each visit.

· This form is optional. If it is included in the CRF set, the content cannot be altered.  
	Question
	Instruction

	Visit Type
	The name of the visit at which data reported on the Concomitant Medication and Adverse Event forms were collected.  The values are pre-populated on the template CRF and should be modified to match the visit types outlined in the protocol.

	Visit Date
	Record the date of the visit in MM/DD/YYYY or check ‘N/A’ box if the visit did not occur.  If ‘N/A’ is selected, leave the remaining questions for that visit blank.

	Were any new or changes in Adverse Events reported?
	The response to a question that asks if there were any new (adverse events) or changes in adverse events previously reported. Check ‘Yes’, ‘No’ or ‘N/A’. If ‘Yes’ is selected, the AE form must be completed.

	Were any new or changes in Concomitant Medications reported?
	The response to a question that asks whether there were any new (concomitant medications) or changes to concomitant medications. Check ‘Yes’, ‘Not Evaluated’, ‘No’ or ‘N/A’. If ‘Yes’ is selected, the Concomitant Medications form must be completed.


CONCOMITANT MEDICATIONS

· Use this form to document all medications being taken on the date of the Informed Consent signature (or  for a pre-defined timeframe before the Informed Consent signature date as required by protocol) and during the whole study period.
· This form is mandatory.  It cannot be removed from the study CRF packet, and the content cannot be altered.  

· This cumulative form must be updated at every visit and telephone contact as appropriate.  
· If there is no change from the previous visit, this should be documented in the source document and not on this form.

	Question
	Instruction

	At end of study only: check this box if the participant did not take any concomitant medications:
	The indicator representing that the participant did not take any concomitant medications throughout the study (beginning at the date of the Informed Consent signature). If the participant did not take any concomitant medications throughout the study mark the ‘None’ box. If ‘None’ is marked, all other fields on the form (except for the header information) should be blank.

	Medication Reported Date
	The date the use of concomitant medication was reported. Use the MM/DD/YYYY date format.

	Medication
	The name that describes the concomitant medication. 

Record the name of the medication (brand or generic).
Enter only one medication per line.  If multiple medications are used for one reason, record each medication on a separate line.  

Any medication that is stopped and then started again later in the study should be recorded on a separate line.   

If a medication name refers to a combination medication, report the full drug name and the dose and/or units in the medication name area. For example - Lotrel 5/10mg.

	Dose
	The numeric value for the amount of a medication which a patient is taking that is not part of protocol treatment. 

In the case of combination medications, record the number of combination tablets, capsules, tablespoons, etc. that are taken daily.

This is a numeric field that includes two additional values (‘Unknown‘ and ’Other‘).  The user may either enter a numeric value into the field or select one of these defined values.

This field must not be blank in the database.  When the participant cannot remember exact values, ’Unknown‘ should be selected for both the Dose and the Units. ’Other’ should only be used for the Dose field in cases when the dose cannot be quantified.  If ’Other’ is used for Dose, a comment should be provided on the Comments page to give additional background information.

	Units
	The code that represents the dosage unit of measure. 

A value must be selected from the list of values provided on the eCRF. 

In the case of combination medications, report the type of pill - use tablet, capsule or caplet from the list of values.

This field must not be blank in the database. There are two additional values that could be used (‘Unknown‘ and ’Other’). When the participant cannot remember exact values, ’Unknown’ should be selected for both the Dose and the Units.

In the situation where ’Other’ is used for Dose (for example, where the medication is a topical application) an effort should be made to provide a valid Units value.  If this is not possible, ’Other’ can be used for Units.  If ’Other’ is used for Units, a comment should be provided on the Comments page to give additional background information.

	Frequency
	The code that represents the administration dosage frequency for an agent. Select the appropriate code from the list of values provided. 

	Reason
	The text that describes the reason(s) for use of the concomitant agent. Record the reason the medication is being taken.  
For eligible participants: 

Before starting agent:  If medications are taken for a pre-existing medical event as indicated in 'Reason', then the event must be reported on the Baseline Symptom, Medical History, or PE form.  
After starting agent:  If medications are taken for a worsening or non pre-existing medical event as indicated in 'Reason', then the event must be reported on the AE form.  

	Start Date
	The date the participant began taking the concomitant medication in MM/DD/YYYY date format.  Every effort should be made to obtain the complete date; however if the complete start date is not known, at least the year must be provided.  Select ‘UNK’ if the month and/or day of the month are unknown.

	Stop Date
	The date the participant stopped taking the concomitant medication in MM/DD/YYYY format.  Every effort should be made to obtain the complete date; however if the complete stop date is not known, at least the year must be provided.  Select ‘UNK’ if the month and/or the day of the month are unknown. If the participant is still taking the medication, leave the stop date blank.

	Continuing:
	The indicator that describes if the concomitant medication continues to be taken when the participant goes off study. 

At the end of the study only: check this box if the participant is still taking the medication. During the study, the stop date and the continuing box will be blank until the participant stops taking the medication or the study ends. If the participant is still taking the medication when the participant goes off study, check ‘Continuing’ and leave the Stop Date blank.


CLINICAL LABORATORY DATA

HEMATOLOGY, BLOOD CHEMISTRY, URINE & OTHER

· The purpose of these forms is to record clinical laboratory data at intervals as specified by the protocol.

· This form is conditional and the list of tests reported on these forms can be modified to reflect the specific laboratory test requirements of the protocol.

	Question
	Instruction

	Date Specimen Collected
	The date on which a specimen was collected.  Use the MM/DD/YYYY date format.

	Fasting
(Blood Chemistry form only)
	Indicates if the participant was fasting when the specimen was obtained. Mark ‘Yes’, ‘No’ or ‘Unknown’ to indicate if the participant was fasting when the specimen was obtained.

	Lab Test
	Name of the test being performed.  With the exception of the Other Lab Tests form, the lab test names are pre-printed on the form. Additional tests can be added to any of the forms if CDE compliant.

	Not Obtained
	Mark this box if the specific laboratory test was not done.  The remaining fields for that test must be left blank if ‘Not Obtained’ is checked.

	Result
	The measure that describes the result of a diagnostic test. Record the result of the test as reported by the laboratory where specimen was analyzed.

	Units
	The units of the test result as reported in the laboratory normal values.  These may be pre-printed on the form if all laboratories will be reporting the results using the same units.

	Out of Range
	The indicator that represents whether the test result was outside of the normal range as specified by the laboratory. For each test, mark ‘Yes’ or ‘No’ to indicate if the results of the test were outside of the normal range specified by the laboratory.

A copy of the laboratory normal ranges must be provided to DCP and maintained in the Regulatory Binder.
If ‘Yes’ is selected, the clinical significance of the out of range test result must be provided.  If ‘No’ is selected, the clinical significance can be left blank.

	Clinically Significant
	The indicator that represents the physician's assessment of clinical significance. For each abnormal test result, mark ‘Yes’, ‘No’ or ‘Unknown’ to indicate the physician’s assessment of clinical significance.  
In keeping with good source documentation practices, the investigator or qualified clinician at the site should indicate the clinical significance of the abnormal lab value on the laboratory report or in clinical notations. 
Any deviation from the practices below will result in a data query.
Abnormal clinical laboratory values documented as part of the baseline assessment should not be reported as adverse events regardless of their clinical significance.  
All clinically significant lab values documented after the baseline assessment must be reported as an adverse event on the AE CRF.  
· If follow-up on a clinically significant lab value later provides new or additional information, the adverse event entry should be updated as appropriate.  

· If upon re-testing, a clinically significant lab value is found to be within normal range, the adverse event entry should be updated with a resolution date using the date of the re-test.  The AE should NOT be deleted in these situations.  

Out of range lab values that are NOT clinically significant (NCS) should NOT be reported as an adverse event unless prior approval to record NCS lab values as AEs has been granted by DCP.  This also may include any out of range lab value that is consistent with the participant’s medical history or baseline assessment.  
The use of ‘Unknown’ in response to clinical significance is discouraged by DCP and must be confirmed.  A comment indicating that the clinical significance of the lab value has been confirmed as “Unknown” must be provided in the Comment field.  

	Comments
	Record any comments relevant to the test result, values that are out of range and/or the clinical significance.

	Other Lab Test
	The name that describes other laboratory tests performed. 

Record the name of the Other Lab Test(s) done for the study.  Complete the remaining fields as described above.


PREGNANCY SPECIMEN DATA
· The purpose of this form is to record pregnancy specimen data as specified by the protocol. 
· This form is conditional and must be completed for all females with child bearing potential who are registered on a protocol.  The form does not need to be included in the CRF set if all study participants are male.
	Question
	Instruction

	Reason pregnancy data was not collected
	The indicator pertaining to the reason why a pregnancy test was not collected.  Choose ‘Participant is Male’ or ‘Participant is Female and Not of Childbearing Potential’.

	Lab Test
	Name of the test being performed. The field is preprinted for ‘Pregnancy’.

	Pregnancy Test Type
	The type of pregnancy test performed. Record if the type of test was ‘Urine’ or ‘Serum’.

	Result
	The indicator pertaining to the result of a pregnancy test. Record ‘Not Obtained’, ‘Positive’ or ‘Negative’.

	Date Specimen Collected
	Record the date the specimen was collected. Use the MM/DD/YYYY date format. If Result is recorded as ‘Not Obtained’, this field must be left blank.


OUTCOME OF PREGNANCY
· This form is conditional and is used only if pregnancy occurs after a female participant has signed an informed consent to enroll on the study.
	Question
	Instruction

	Pregnancy Test Date
	The date of the most recent pregnancy test of a participant in MM/DD/YYYY format. 

	Delivery Date
	The date the participant gave birth in MM/DD/YYYY format. 

	Delivery Type
	The type that denotes the method (or process) for birthing the fetus. Check ‘Vaginal’ or ‘Cesarean’.

	Reason for Cesarean
	The free text field used to describe the reason for performing the delivery of a newborn through a surgical abdominal incision. 

	Gender
	The text representing the gender of a person. Check ‘Male’, ‘Female’ or ‘Unknown’ for the gender of the infant that was delivered.

	Weight (kg)
	The code representing a weight unit of measure.  Record the weight of the infant that was delivered in kg.

	Length (cm)
	A measure of the linear extent of a newborn from one end (head) to the other end (feet). Record the length of the infant that was delivered in cm.

	One minute Apgar Score
	The assessment of a newborn which is recorded at one minute from the time of birth and expressed as a number quantifying the overall physical condition, which includes heart rate, muscle tone, respiratory effort, color, and reflex responsiveness. 

This is a numeric field.

	Five minute Apgar Score
	The assessment of a newborn which is recorded at five minutes from the time of birth and expressed as a number quantifying the overall physical condition, which includes heart rate, muscle tone, respiratory effort, color, and reflex responsiveness. 

This is a numeric field.

	Was an abnormality discovered when neonate was assessed?
	A yes/no indicator denoting the presence of any abnormality, anatomical or biochemical, evident at birth or during the neonatal period.
If ‘Yes’ is checked, a SAE Report form must be completed.

	Specify abnormality
	The free text field to describe the infant/neonate's abnormal condition that was present at birth. 

	Contributing Factors
	The free text field that describes anything that contributes causally to a result/condition acquired during fetal development that is present at birth (but not necessarily hereditary) which differs from the usual physical or mental state of an infant during the first month after birth.

	Pregnancy Outcome
	The result of the period from conception to birth when a woman carries a developing fetus in her uterus. Check the one that applies.

If ‘Stillbirth’, ’Miscarriage/spontaneous abortion’ or ‘Neonatal death’ is checked, a SAE Report form must be completed.

	Weeks Gestation
	The total number of weeks starting from conception and ending with the birth of a fetus. 

	Obstetric History
	The text used to describe the pregnancy history for the participant, which addresses all outcomes.  Check all that apply and provide the corresponding numeric information as described below.

	Total number of pregnancies including current
	The number of times, including this event, where a female participant conceived and became pregnant regardless of outcome. 

	Total number of pregnancies resulting in live births
	Count of the number of successful pregnancies, including this event if appropriate, that resulted in the birth of at least one live child. 

	Total number of stillbirths
	Count of the number of stillbirths as part of a woman's pregnancy history. Include this event, if appropriate.  

	Total number of miscarriages
	The number of times for which a female participant conceived and became pregnant, but did not carry fetus to term due to natural occurrences or problems during the pregnancy.  Include this event, if appropriate.  

	Total number of therapeutic abortions
	The number of times for which a female participant conceived and became pregnant, but did not carry fetus to term due to medical intervention to end the pregnancy.  Include this event, if appropriate.  


PARTICIPANT CONTACT FORM

· The purpose of these forms is to document contact with the participant as specified by the protocol.
· This form is conditional. While it can be modified, select data fields are mandatory.

	Question
	Instruction

	Contact Type
	Means by which an individual is contacted: e.g., phone, email, address, etc.  Check one response.

	Contact Time
	The time at which an individual is contacted. Record the time per a 24-hour clock or select ‘Unknown’ if the time of the contact is not known. 

	Contact Result
	Means through which a patient/participant or family is contacted for follow-up or survival information.  Check one response.  
If ‘No Contact Made’ is checked, do not complete the remaining questions on the form.

	Did the participant report any symptoms or adverse events?

Mandatory
	A yes/no question that asks whether the participant reported any symptoms or adverse events. Check ‘Yes’, ‘No’ or ‘Too early to evaluate’.  If ‘Yes’ is checked, enter on the AE CRF.

	Were any changes in concomitant medication reported?

Mandatory
	A question that asks whether the participant reported any changes in concomitant medications.  Check ‘Yes’, ‘No’ or ‘N/A’ (Not Applicable).  If ‘Yes’ is checked, enter on the Concomitant Medication CRF.

	Is the participant compliant with protocol intervention per telephone conversation or email? 
Mandatory
	The indicator that represents whether the participant was compliant with the protocol intervention. Check ‘Yes’, ‘No’ or ‘Unknown’.  


COMPLIANCE

· Use this form to document the participant’s compliance with the expected protocol intervention.  Complete this form at the interval periods specified by the protocol.  
· This is a mandatory form and must be included in the CRF set.

· If intervention consists of more than one agent, it may be appropriate to have a compliance form per agent included in the CRF set.
· The Compliance form should be used in tandem with the Intervention Administration form and the Agent Interruption/Modification form to capture data related to agent dosing.
	Question
	Instruction

	First Dose taken this period
	Record the date the participant started taking the agent for the specified visit period.  Use the MM/DD/YYYY date format.  If the complete first dose date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.  

	Last Dose taken this period
	Record the date the participant stopped taking the agent for the specified visit period.  Use the MM/DD/YYYY date format.  If the complete last dose date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.  

	Was agent interrupted during this period?
	Check ‘Yes’, ‘No’ or ‘N/A’ to represent if the agent regimen was interrupted during the specified time period.  If ‘Yes’ is selected, the Agent Interruption/Modification form must be completed.  If ‘No’ or ‘N/A’ is selected, proceed to the ’Was agent regimen modified during this period?’ question. 

	If Yes, indicate number of interruptions this period
	Provide the number describing how many times the agent dosing was interrupted during the period specified.  The question should be left blank if no interruptions occurred.

	Was agent regimen modified during this period?
	Check ‘Yes’, ‘No’ or ‘N/A’ to represent if the agent regimen was modified during the specified time period.  If ‘Yes’ is selected, the Agent Interruption/Modification form must be completed. Add the reason for the modification to the Comments CRF.

	Amount of agent provided at last visit
	Record the amount of agent provided to the participant during the last visit where agent was dispensed or the total amount of agent given to the participant for the time period.  If agent was not provided to the participant at the last visit, check ‘N/A’.

	Amount of agent returned this visit
	Record the amount of agent that was returned by the participant during this visit.  This should be an exact (pill, tablet, etc.) count and should include any agent that was expected to be taken but was returned.

	Amount of agent taken during this period
	Record the amount of agent that was taken by the participant during this period.  This should be an exact (pill, tablet, etc.) count.

	Amount of agent missing/not accounted for this period
	Calculate and record the amount of agent that is missing or not accounted for.  This should be an exact (pill, tablet, etc.) count.  Use the following calculation: 

Subtract the number of agent doses that were taken from the number provided.  If the resulting number does not equal the amount returned, record the difference between the amount of agent expected to be returned and actual amount returned as the amount of agent missing/not accounted for.

	Is the participant compliant with protocol intervention?
	Check ‘Yes’, ‘No’, or ‘Unknown’ to indicate if the participant was compliant with the protocol intervention as specified in the protocol.  If ‘No’, specify the reason for noncompliance.

	If No, specify reason for noncompliance
	Record the reason the participant was noncompliant.

	Was agent provided at this visit?
	Check ‘Yes’, ‘No’, or ‘N/A’ to indicate if agent was provided to the participant at this visit.

	Amount of agent provided at this visit
	Record the amount of agent, including units (pill, tablet, etc.), provided to the participant at this visit.


AGENT INTERRUPTION / MODIFICATION FORM
· Use this form to document changes in a participant’s agent dosing.
· This form is conditional and should be included in the CRF set for a study if the participant could have an interruption/modification in dosing.   Most studies should include this form in the CRF set; however, it may not be needed for all studies.  One reason for not including the form would be if the study has only a single dose of agent.
· The Agent Interruption/Modification form should be used in tandem with the Intervention Administration form and the Compliance form.
· If it is possible that agent may be interrupted, but not modified; the Agent Modifications section may be left off the form.

	Question
	Instruction

	Interruption Number
	Defaulted response representing the number of each interruption.

	Specify Date Stopped 
	Use the MM/DD/YYYY date format to record the date that interruption started, or the first day that the participant stopped the agent.

	Reason Stopped
	Select a reason for the interruption from the given list of values.  Complete Adverse Events form if AE/SAE is selected.

	Specify Reason Stopped
	A free-text response to clarify the reason the agent was stopped. 

	Was agent restarted?
	Check ‘Yes’, ‘No’, or ‘N/A’ to indicate if the agent was restarted.

	If Yes, specify date restarted
	If agent was restarted, use the MM/DD/YYYY date format to record the date the agent was restarted. 

	Specify reason restarted
	If agent was restarted, select a reason for the restart from the given list of values.  

	Modification Number
	Defaulted response representing the number of each modification.

	Specify Date Modified
	Use the MM/DD/YYYY date format to record the date the agent modification started, the first day that the participant had a change in agent dosing.  

	Specify new regimen Dose
	Record the amount that represents the new dose of the agent.

	Specify new regimen Units
	Record the units of the new dose of the agent.

	Specify new regimen Frequency
	Record the code that represents the new dosage frequency for an agent.


ADVERSE EVENTS

· This form is mandatory and must be included without modification in the CRF set for every study.
· An adverse event is any untoward medical occurrence associated with the use of a drug in humans, whether or not considered drug related. An AE can therefore be any unfavorable and unintended sign, symptom, or disease temporally associated with participation in a study, whether or not related to that participation. This includes all deaths that occur while a participant is on a study. Use this form to document ALL adverse events experienced throughout the duration of the study including any run-in and follow-up periods, regardless of the relationship to study agent administration.  

· Data will be added to this form as appropriate for every visit and telephone contact.

· If an adverse event is not reported during a visit, this should be documented in the source document but not on this form.

· Record only one adverse event per line.  For example, Nausea and Vomiting must be recorded on separate fields as separate adverse events.

· Record the appropriate codes for Severity, Attribution, Reported as SAE, Action and Outcome in the respective columns for each adverse event.

· Signs and symptoms that existed prior to the start of the study or that were reported during the baseline assessment and have been documented on the Medical History, baseline Physical Exam or Baseline Symptoms CRF are not considered adverse events.  Baseline signs and symptoms that increase in grade or frequency while the participant is on study should be assessed for inclusion as adverse events.  Refer to the Baseline Symptoms guidelines in this document for additional information.
· All clinically significant lab values documented after the baseline assessment must be reported as an adverse event.  Refer to the Clinical Laboratory guidelines in this document for additional information. 
	Question
	Instruction

	At end of study only: check this box if participant experienced no adverse events
	At the end of the study, if the participant did not experience any adverse events throughout the study mark the ‘None’ box.  All other fields on the form (except for the header information) should be blank.

	Adverse Event Reported Date
	Record the visit date at which the participant reported the adverse event.  Use the MM/DD/YYYY date format.

	Adverse Event Verbatim Term:
	Record the verbatim description of the adverse event as given by the participant in their own words such as “upset stomach”.

	CTCAE (v 4.0)
	Record the CTCAE term (version 4.0 or as specified in the protocol) that most closely relates to the verbatim term.  In some cases, there is not a CTCAE term that is closely related to the verbatim term.  In those cases only, select the ’Other, specify’ category for the AE term.  
If ‘Other specify’ terms are chosen, the verbatim term is serving as the specified text.  There is no need to enter additional ‘specify’ information.

	Event Onset Date
	Record the complete date of the first observation of the adverse event.  Use the MM/DD/YYYY date format.  

	Event End Date
	Record the date that the event ended.  Use the MM/DD/YYYY date format.  If the complete end date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.  

	Grade
	Each CTCAE term will have an associated grading scale for severity.  When “Other, specify” is selected, record the severity grade of the event by entering the appropriate grade as defined in the general guidelines..  

1 = Mild

2 = Moderate

3 = Severe

4 = Life Threatening

5 = Death 

	Attribution
	Record the investigator’s assessment of the relationship between the event and the study agent by entering the appropriate code in the column.  Use the following guidelines. 

1 = Unrelated
The adverse event is unrelated to treatment

2 = Unlikely
The adverse event is unlikely related to treatment
3 = Possible
The adverse event is possibly related to the treatment
4 = Probable
The adverse event is probably related to treatment
5 = Definite
The adverse event is definitely related to treatment

	Reported as SAE?
	Record whether the adverse event was reported as a serious adverse event (SAE) by entering the appropriate code in the column.  Use the following list of values.  

1 = Yes

2 = No
If the event is an SAE, all relevant information must be reported to the appropriate DCP personnel and documented on the paper SAE report according to the guidelines outlined in the protocol.

	Action
	Record the action taken as a result of the adverse event by entering the appropriate code in the column.  Use the following guidelines:

1 = Agent Withdrawn
The agent was stopped for any reason

2 = Agent Dose Reduced 
The dose of the agent was lowered from the 
original dose or other dose reductions.


3 = Agent Dose Increased 
The dose of the agent was increased from a 
previous lower dose but not increased more 
than the maximum original dose allowed.

4 = Agent Dose Not Changed 
The dose of the agent remains the same as 
originally allowed.

5 = Unknown 
Any change in the dose of the agent is 
unknown at the time of the event.

6 = Not Applicable 
A change in the dose is not applicable.


If Action is recorded as ‘Agent Dose Reduced’ (2) or ‘Agent Dose Increased’ (3), relevant information must be captured on the Agent Interruption/Modification form.

	Outcome
	Record the outcome of each event by entering the appropriate code in the column.  Use the following guidelines:

1 = Resolved
The adverse event ended.

2 = Resolving
The adverse event has not ended but is improving.

3 = Not Resolved
The adverse event is continuing.

4 = Resolved with 
The adverse event ended with some remaining  sequelae 
effects.

5 = Fatal
The adverse event ended with death.

6 = Unknown 
The outcome of the adverse event is unknown at 
the time of the event regardless of the reason.

	Dropped due to 
 this AE?
	Question asking if the participant was taken off study (“dropped” from the study) due to the given AE.  
Note: The responses to this question (1 = Yes, 2 = No) will be compared against the REASON OFF STUDY on the Off Study form.  If ’AE/SAE’ is selected for the reason the participant went off study, at least one AE must identified as the reason why the participant dropped.

	Comments
	Record any data/comments related to the adverse event that are not captured in the other fields but are considered pertinent to the adverse event.


OFF STUDY FORM

· The purpose of this form is to document participant completion, removal from or dropout from the study. This form is mandatory and must be included in the CRF packet for the study.  While it can be modified, select data fields are mandatory.
· Follow-up is defined as the protocol-specific evaluation period between the end of the last dose of agent taken and off study.  If the study has no defined follow-up period, the Date On Follow-up and Date Off Follow-up questions should be removed from the study CRF.
· This form must be completed for all participants who signed an informed consent, including screen failures. 
	Question
	Instruction

	Date on Follow-up
	Record the date the participant began follow-up.  The follow-up period should be defined in the protocol.  Use the MM/DD/YYYY date format.  If the complete on follow-up date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.  

	Date Off Follow-up
	Record the date the participant completed follow-up.  The follow-up period should be defined in the protocol.  Use the MM/DD/YYYY date format.  If the complete off follow-up date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.  

	Date Off Study
Mandatory
	Record the date the participant completed the study or is no longer participating in the study for any reason.  If there is a defined follow-up period included in the protocol, the Date Off Study must be the same as or after the Date Off Follow-up. Use the MM/DD/YYYY date format.

	Date of Last Contact
Mandatory
	Record the date when there was any form of communication with the participant.  This may be the same as or before the Date Off Study.  Use the MM/DD/YYYY date format.

	Date Last Study Agent Taken
Mandatory
	Record the last date the participant took the study agent.  Use the MM/DD/YYYY date format.  If the complete date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.

	Reason Off Study
Mandatory
	Mark only one reason why the participant went off study.  If the reason is other than Completed Study, provide an explanation in the field for “Reason Explanation”.  The possible off study reasons are:
 
Completed study


Ineligible


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

Lost to follow-up


Non-compliant participant


Concomitant medication


Medical contraindication


Pregnancy 


Withdrew consent


Death (complete Death Report CRF & SAE form)


Other


DEATH REPORT 

· The purpose of this form is to gather information regarding the participant’s death if it occurred after the consent form is signed. (This includes screening consent forms as well as ‘treatment/intervention’ consent forms).
· This form is mandatory and must be included in the CRF set for the study; however, it is acknowledged that there is little expectation that its use will be invoked. The data fields on this form cannot be modified. 

	Question
	Instruction

	Date of Death
	Record the date the participant died.  Use the MM/DD/YYYY date format.  If the complete death date is not known, at least the year must be provided.  Report ‘UNK’ if the month and/or day is unknown.

	Place of Death
	Mark the place of death (Hospital, Other, specify or Unknown).  If the participant died in the hospital, submit the discharge summary to NCI, DCP.  If “Other, specify”, record the place of death in the space provided.

	Cause of Death
	Mark if the cause of death was due to an ‘AE/SAE’,   an ‘Other, specify’ cause or is ’Unknown’.  If ‘Other, specify ’, record the cause the death in the space provided.

	Autopsy Performed
	Mark ‘Yes’, ‘No’, or ‘Unknown’ to indicate if an autopsy was performed.  If ‘Yes’, submit the autopsy report to NCI, DCP when available.


SPECIMEN ACQUISITION FORMS: BLOOD AND URINE

· The purpose of these forms is to record data regarding the collection of blood and urine samples. 

· The forms are conditional and can be modified to address the science of the protocol.  
· Values of ’N/A’ can be attached to questions where a response may be not applicable in all cases.
	Question Group
	Question
	Instruction

	Pre-Agent Administration
	Specimen #
	Record the unique number assigned to the specimen. 

	Pre-Agent Administration
	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be left blank if this box is checked.

	Pre-Agent Administration
	Date Specimen Collected
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Pre-Agent Administration
	Time Specimen Collected
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown record ‘UNK’.

	Pre-Agent Administration
	Storage Temperature
	Record the temperature at which the sample is stored in degrees Centigrade.

	Pre-Agent Administration
	Date Specimen Shipped
	Record the date the specimen was shipped if sent to a protocol specified lab for analysis.   Use the MM/DD/YYYY date format.

	Post-Agent Administration
	Specimen #
	Record the unique number assigned to the specimen.

	Post-Agent Administration
	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be left blank if this box is checked.

	Post-Agent Administration
	Date Specimen Collected:
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Post-Agent Administration
	Time Specimen Collected
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown record ‘UNK’.

	Post-Agent Administration
	Date Last Study Agent Taken
	Record the date the agent was last taken before the sample was collected.  Use the MM/DD/YYYY date format.  

	Post-Agent Administration
	Time Last Study Agent Taken
	Record the actual time per a 24-hour clock the agent was last taken before the sample was collected.  Use the hh:mm time format.

	Post-Agent Administration
	Storage Temperature
	Record the temperature, in degrees Centigrade, at which the sample is stored.

	Post-Agent Administration
	Date Specimen Shipped
	Record the date the specimen was shipped if sent to a protocol specified lab for analysis.  Use the MM/DD/YYYY date format.


SPECIMEN ACQUISITION FORM: TISSUE
· The purpose of this form is to record data regarding the collection of tissue samples. 

· This form is conditional and can be modified to address the science of the protocol.  

· Values of ’N/A’ can be attached to questions where a response may be not applicable in all cases.
	Question Group
	Question
	Instruction

	Pre-Agent Administration
	Specimen #
	Record the unique number assigned to the specimen. 

	Pre-Agent Administration
	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be left blank if this box is checked.

	Pre-Agent Administration
	Tissue Type
	Specify the tissue type of the sample.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.

	Pre-Agent Administration
	Location
	Specify the location on the body from which the sample was taken.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.  If the tissue type defines the location of the sample, this question may be removed from the study CRF.

	Pre-Agent Administration
	Date Specimen Collected
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Pre-Agent Administration
	Time Specimen Collected
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown, record ‘UNK’.

	Pre-Agent Administration
	Storage Temperature
	Record the temperature, in degrees Centigrade, at which the sample is stored.

	Pre-Agent Administration
	Date Specimen Shipped
	Record the date the specimen was shipped if sent to a protocol specified lab for analysis.  Use the MM/DD/YYYY date format.

	Post-Agent Administration
	Specimen #
	Record the unique number assigned to the specimen. 

	Post-Agent Administration
	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be blank if this box is checked.

	Post-Agent Administration
	Date Specimen Collected
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Post-Agent Administration
	Tissue Type
	Specify the tissue type of the sample.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.

	Post-Agent Administration
	Location
	Specify the location on the body from which the sample was taken.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.  If the tissue type defines the location of the sample, this question may be removed from the study CRF.

	Post-Agent Administration
	Time Specimen Collected:
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown, record ‘UNK’.

	Post-Agent Administration
	Date Last Study Agent Taken
	Record the date the agent was last taken before the sample was collected.  Use the MM/DD/YYYY date format.  

	Post-Agent Administration
	Time Last Study Agent Taken
	Record the actual time per a 24-hour clock the agent was last taken before the sample was collected.  Use the hh:mm time format.

	Post-Agent Administration
	Storage Temperature
	Record the temperature, in degrees Centigrade, at which the sample is stored.

	Post-Agent Administration
	Date Specimen Shipped
	Record the date the specimen was shipped if sent to a protocol specified lab for analysis.  Use the MM/DD/YYYY date format.


PHARMACOKINETICS FORMS: BLOOD AND URINE

· The purpose of these forms is to record blood and urine agent levels for pharmacokinetics (PK) analyses in those studies with pharmacokinetic endpoints.
· These forms are conditional and can be modified to address the science of the protocol.  

· Values of ’N/A’ can be attached to questions where a response may be not applicable in all cases.
· The timing for entering the PK results should only be approved by the Principal Investigator (PI) and DCP Medical Monitor so that any blinding or masking is not compromised, which could bias the interpretation of the study results.
	Question
	Instruction

	Specimen #
	Record the unique number assigned to the specimen.

	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be left blank if this box is checked.

	Date Specimen Collected
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Time Specimen were Collected
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown, record ‘UNK’.

	Result
	Record the result.

	Units
	Record the units associated to the result.

	Other Result
	Mark if the result was not assayed or below the limit of detection.  If either of these responses is checked, the result and units field must be left blank.

	Date Specimen Analyzed
	Record the date the specimen was analyzed.  Use the MM/DD/YYYY date format.


PHARMACOKINETICS FORM: TISSUE
· The purpose of this form is to record tissue agent levels for pharmacokinetics (PK) analyses in those studies with pharmacokinetic endpoints on tissue samples.
· This form is conditional and can be modified to address the science of the protocol.  

· Values of “N/A” can be attached to questions where a response may be not applicable in all cases.

· The timing for entering the PK results should only be approved by the Principal Investigator (PI) and DCP Medical Monitor so that any blinding or masking is not compromised, which could bias the interpretation of the study results.

	Question
	Instruction

	Specimen #
	Record the unique number assigned to the specimen.

	Not Obtained
	Mark this box if the specimen was not obtained.  The rest of the fields must be left blank if this box is checked.

	Tissue Type
	Specify the tissue type of the sample.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.

	Location
	Specify the location on the body from which the sample was taken.  If the protocol requires the collection of tissue from a single body site only, consider defaulting to a pre-determined response for this column on the study CRF.  If the tissue type defines the location of the sample, this question may be removed from the study CRF.

	Date Specimen Collected
	Record the date the specimen was collected.  Use the MM/DD/YYYY date format.

	Time Specimen  Collected
	Record the actual time the specimen was collected per a 24-hour clock.  Use the hh:mm time format.  If the time of collection is unknown, record ‘UNK’.

	Result
	Record the result.

	Units
	Record the units associated to the result.

	Other Result
	Mark if the result was not assayed or below the limit of detection.  If either of these responses is checked, the result and units field must be left blank.

	Date Specimen Analyzed
	Record the date the specimen was analyzed.  Use the MM/DD/YYYY date format.


COMMENTS and COMMENTS (continued)
· The purpose of this form is to capture comments per visit/event.  If necessary, complete all fields for all CRFs that require comments.
· This form is optional as it will only be used if additional information is needed to further describe events noted in other CRFs.
	Question
	Instruction

	Form Code
	Enter the code that represents the name of the form.  The form codes are provided by DCP and are located at the bottom of the Comments CRF and in the footer of each CRF page.  When submitting a CRF set containing new protocol specific forms for which codes have not yet been assigned, contact the DCP monitoring contractor for form code values for those forms.

	Field Name
	Enter the name of the field as listed on the CRF to which the comment pertains.  If the comment is not relating to a specific field, the field name may be left blank.

	Comments
	Enter the additional comments from the pertaining form or key a general comment about the participant. 


VERIFICATION FORM

· The purpose of this form is to obtain the investigator’s signature to verify the completion of the Case Report Forms following participant study completion or termination. 
· This form is mandatory.  It cannot be removed from the study CRF packet, and the content cannot be altered.  
· This form should be signed only after all the CRFs have been completed for a participant and have been verified by the investigator.  
	Question
	Instruction

	Investigator’s Signature
	Signature of the investigator who reviewed the CRFs.   

	Date of Investigator’s Signature
	Date the investigator signed the form.  Use the MM/DD/YYYY date format.

	Investigator
	The investigator’s name in printed format.


Appendix A: SCHEDULE OF FORMS

· The purpose of the schedule of forms is to create an “at-a-glance” guide that identifies which forms are to be completed at various points within the protocol.

· The template should be modified to reflect the forms and time frames specific to an individual protocol.

Sample:

	Form/Visit
	Pre-Intervention

Screening

Visit
	Pre-Intervention

Randomization Visit
	Pre-Intervention

Baseline Visit
	Intervention

Month 1 Visit
	Intervention

Month 2 Visit
	Follow-Up 1
	Early Termi-nation Visit

	Screening
	
	
	
	
	
	
	

	Registration
	X
	
	
	
	
	
	

	Baseline Medical/Surgical History
	X
	
	
	
	
	
	

	Baseline Symptoms
	X
	
	
	
	
	
	

	Physical Exam
	X
	
	X
	X
	X
	
	X

	Clinical Laboratory Data
	X
	
	X
	X
	X
	
	X

	Randomization
	
	X
	
	
	
	
	

	Intervention Administration
	
	X
	
	
	
	
	

	Pregnancy Specimen Data
	
	
	
	
	
	
	

	Compliance
	
	
	
	X
	X
	
	X

	Participant Contact Form
	
	
	
	
	
	
	

	Off Study Form*
	
	
	
	
	
	
	

	Death Report Form‡
	
	
	
	
	
	
	

	Pharmacokinetic Forms
	
	
	X
	
	
	
	X

	Outcome of Pregnancy†
	
	
	
	
	
	
	

	Verification Form1
	
	
	
	
	
	X
	X

	AE and Conmed Evaluation Form2
	
	X
	X
	X
	X
	X
	X

	Concomitant Medications2
	X
	X
	X
	X
	X
	X
	X

	Adverse Events2
	
	X
	X
	X
	X
	X
	X


*To be completed when a participant goes off study (screen failure, end of study or early termination).
‡To be completed if a participant died while on study or during follow-up.
†To be completed if a participant becomes pregnant while on study or during follow-up.
1The Verification Form should be signed after all the CRFs have been completed and reviewed by the investigator.
2These are cumulative forms where data will be added throughout multiple visits.
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