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GCP ConnectionGCP Connection

1.11 Case Report Form
A printed, optical, or electronic document designed 
to record all of the protocol required information to 
be reported to the sponsor an each trial subject.
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CRF DesignCRF Design

Standard CRF Modules
performing multiple studies in same research area

Design Standards
standardize the “look and feel”

CRF Connectivity
link data from one CRF to another for analysis
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Standard CRF ModulesStandard CRF Modules

Reusable CRFs as templates
useful starting point, customize as needed

Design goals
Gather accurate data that answers study 
questions

avoid duplication of data
ease of entry on CRF
conformance with the study protocol

Ease of data entry
Ease of analysis
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Standard CRF ModulesStandard CRF Modules

Forms likely to use standard templates
Inclusion/Exclusion
Adverse events
Concomitant medications
Protocol Violation Forms
Final status 
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Design StandardsDesign Standards

Header 
Study number - Preprinted
Site number
Participant number
Form ID – Preprinted
Form Sequence Number (FSN) – Preprinted
Contact Date – Can preprint “20”
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Header Items Header Items 
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GCP ConnectionGCP Connection

2.11 The confidentiality of records that could 
identify subjects should be protected, respecting 
the privacy and confidentiality rules in 
accordance with the applicable regulatory 
requirements.
5.5.5 The sponsor should use an unambiguous 
subject identification code that allows 
identification of all the data reported for each 
subject.
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Data Entry Screens Data Entry Screens ––
Design HeadersDesign Headers

Standardize naming convention for header 
items. 
Facilitates query of data

Reporting errors
Tracking of errors at the sites

Facilitates reporting of data
Tracking enrollment totals over time



R
es

ea
rc

h 
In

fo
rm

at
ic

s

10

Electronic Form HeaderElectronic Form Header
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Standard Reports Standard Reports 
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Screened Enrolled ReportScreened Enrolled Report
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Design StandardsDesign Standards

Footer
Study Name
Date
Version number
Page number if necessary
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Design Standards Design Standards -- FooterFooter
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Design StandardsDesign Standards

Library of precoded answer sets
Yes/no/don’t know/not applicable
Method of administration of medicine
Severity of adverse event/experience
Education level
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Precoded Answer Sets Precoded Answer Sets -- Visit Visit 
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458678
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PrePre--coded Answer Setscoded Answer Sets
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Design StandardsDesign Standards

Guidelines for CRF design
Boxes to hold answers 

boxes provide visual cues
limit circling of answers (hard to interpret)

Specified density of questions on page
Separation of columns with thick lines
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Design StandardsDesign Standards

Skip pattern information
Bold, italicized instructions
Limit skips by placement of questions
Tell where to skip TO, not what to skip
Skip to “section name” not question number if 
possible
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CRF Design toolsCRF Design tools

Word
Excel
Adobe Page Maker
Other
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CRFs in ExcelCRFs in Excel
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CRF ConnectivityCRF Connectivity

Standard method of linking CRFs
Boxes that store the Form Sequence Number 
(FSN) of the related form
Open-ended text fields to hold list of FSNs 
separated by commas
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CRF Connectivity CRF Connectivity --
Form Sequence Number (FSN)Form Sequence Number (FSN)

6-digit number (no leading 0)
Assigned to each CRF

Same FSN for each sheet of multipage CRF
FSNs are unique within each study
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GCP ConnectionGCP Connection

2.10  All clinical trial information should be 
recorded, handled, and stored in a way that 
allows its accurate reporting, interpretation, and 
verification.
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CRF Connectivity CRF Connectivity --
Review of CRFsReview of CRFs

Map all links between forms
Multiple instances of forms can affect the linkage
Are the links bi-directional?
Are CRF dates used for linkage?
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CRF Design ConclusionsCRF Design Conclusions

Reusable modules enforce data integrity and 
efficiency of forms
Design standards improve quality of data 
collected and increase efficiency of data 
analysis
CRF connectivity is crucial when planning 
complex analyses



101322    FINAL 

Version 1.0, September 07, 2004 

WILDCAT CS Phase 3 Study 
Final Status  

1. Study Number:   |_8_|_7_|_6_|_5_|  

2. Screening Number:   |___|___|___|___|___|   

3. Discontinuation Date:   |___|___| / |___|___| / |___|___|___|___| 

                                                         month                         day                                   year 

    4. ID # of person completing form:   |___|___| 

5. Final status……………………………………...…………………………………..………………..…...………|___| 

    1=Not enrolled  Specify reason and skip to Investigator’s tatement:____________________________ 

    2=Discontinued before final scheduled follow-up visit 

    3=Lost to follow-up  Skip to Investigator’s Statement 

    4=Completed final scheduled follow-up visit  Skip to item 6 
 

6. Reason for early discontinuation…………………………...…………………………….…….………...…|___| 

1=Protocol violation  Specify: ___________________________________________________________________ 

2=Medical reason, not related to study product 

3=Medical reason, related to study product  Specify:________________________________________________ 

4=Participant request following physical  

5=Participant request, related to study product  

6=Participant request, related to study product  Specify:_____________________________________________ 

7=Other  Specify: _____________________________________________________________________________ 
 
               8. Post-discontinuation visit required.…………………...…………………………….…………….…….....|___| 

  0=No  Skip to Investigator’s Statement 
  1=Yes  Specify reason: _________________________________________________________________ 
 

  9. Date of post-discontinuation visit………….………..|___|___| / |___|___| / |___|___|___|___| 
                                 day                        month                                   year       

 
INVESTIGATOR’S STATEMENT 

 
 
I have reviewed all data contained on the data collection forms for this participant and have verified that the contents are 
consistent with observations and source records. They accurately reflect the condition of the subject before, during, and 
at the completion of the study. 
 
 
 
___________________________________________________       |___|___| / |___|___| / |___|___|___|___| 
           Investigator’s Signature                            month            day                                    year       
 

Initials of person completing form:       Date:        



    

Final, September 08, 2004 

454341             FU 
 

WILDCAT Phase 3 Study 
Follow-up Visit 

1. Study Number: |_8_|_7_|_6_|_5_|       

 2. Center Number: |___|___|___|___|___|  

3. Screening Number: |___|___|___|___|___| 

4. Date of Visit:              |___|___|/|___|___|/|___|___|___|___| 
                                        day                     month                               year 

5. ID # of person completing form:……………..............|___| 

6. Follow-up visit # (1-12) ……………...……..…...........|___|    
     7. Has participant experienced any headaches 

      since the last visit? ....... ....... ....... ...........................|___| 
0=No 

      1=Yes  

8. Has participant used any pain relieving products other than study product since last visit? ……………. |___| 

   1=No 
2=Yes  Answer the following with 0=NO or 1=YES 

a. Powder   ……….. …..……………………….……|___|        
b. Liquid …………….. ..………………………….….|___| 
c. Gel……....…...………………………………….…|___|        
d. Other   Specify:_______________________ |___|  

9. Participant status ……………………………………..|___| 
1=Continue to next scheduled follow-up visit 
2=Discontinued at this visit  Complete FINAL Form 

 
 

Initials of person completing form:       Date:        



    

Final September 08, 2004 

8798              FU 

Recent Medical History  

1. Study Number:  |_8_|_7_|_6_|_5_|  

 2. Screening Number:  |___|___|___|___|___|  

 3. Center Number:  |___|___|___|___|___| 

4. Date of Visit:    |___|___| / |___|___| / |___|___|___|___| 
             day                         month                                  year 

5. ID # of person completing form:  |___|___| 

Please respond to items 6-11 with reference to the Past 12 months.  

        6. Has participant had any allergies?…………………..…….….|___|           
      0=No                                                                                                                                                         
      1=Yes  Specify:  ____________________________________________ 

                 ____________________________________________ 
             

     7. Has participant not had any dermatological problems?…….……………………………………………..…...|___|  

0=No                                                                                                             

1=Yes  Specify:  _____________________________ 

____________________________________________ 
 

8. Has participant had any episodes of migraine         
headaches?………………………………………………….....|___| 

0=Yes                                                             
 1=No   

 
9. Has participant had any seizures?……….…………….…….|___|  

0=No  
1=Yes 

10. Number of seizures ………...…....…..………………….…|___| 



    

Final September 08, 2004 

890765             LAB 
      

                                                 WILDCAT CS Phase 3 Study                                                               y                     

Lab Results form 

1. Study Number:  |_9_|_8_|_4_|_5_|  

 2. Screening Number:  |___|___|___|___|___|  

 3. Center Number:  |___|___|___|___| 

4. Date of Visit:    |___|___| / |___|___| / |___|___|___|___| 
             day                         month                                  year 

5. ID # of person completing form:  |___|___| 

        6. Pregnancy tests results?…………………..…….….|___|           
      0 = Negative  
      1 = Positive  

             
     7. Chlamydia tests results?…….……………………………………………..…...|___|  

0= Negative                                                                                                             

1= Positive 

3 = Not Done  Specify reason:  _____________________________ 

____________________________________________ 
 

8. HIV tests results?…………………………………….......|___| 
0= Negative                                                           

 1= Positive 
     2 = Not Done  Specify reason:  _____________________________ 

____________________________________________ 
 

 
9. Influenza A test results ?……….…………….…….|___|  

0=Negative  
1=Positive 
2=Not Done  Specify reason:  _____________________________ 

____________________________________________ 
 

10. Number of seizures ………...…....…..………………….…|___| 



    

Final September 08, 2004 



    

Final September 08, 2004 
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