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The King’s Health Partners Clinical Trials Office
Case Record Form Completion Guidelines

INTRODUCTION

A CRF is defined as:

“A printed, optical or electronic document designed to record all of the protocol required information to be reported to the sponsor on each trial subject”(ICH-GCP)

The rationale for using CRFs in a trial is to collect the necessary information about: 

• The Participant  

• Trial interventions 

• Administration of the Investigational Medicinal Product (if applicable) 

• Trial procedures 

• Outcome of assessments/tests 

• Adverse events 

CRFs are the official documentation of the trial for both sponsors and regulatory authorities, and together with the source documents and the Trial Master File/Investigator Site File, will be closely examined during monitoring, audits and inspections. 

The data collected on the CRF is therefore used directly as the basis for the trial report and any publications, as well as making up part of the data for regulatory approval of a new drug. 

Prior to trial initiation, it is the responsibility of a designated member of staff to ensure there is an adequate supply of CRFs at the research site to conduct the trial. 

The delegation of responsibility of CRF completion by the Investigator will be documented on the Trial Delegation and Signature Log and only these Individuals may enter data in a CRF. 

CRFs will be completed according to the specifications of each trial and will be completed in a timely fashion.

CRF COMPLETION

Abbreviations:




CRF

Case Record Form



NK 

Not Known



ND

Not Done



AE

Adverse Event



NCR

No Carbon Required 


· Always refer to the trial protocol before completing forms. 


· The participant’s identity must remain confidential at all times, for this reason it is imperative that the participant is identified by a trial number and/or initials only on the CRF. A record will be kept by the Principal Investigator of participants in the trial consisting of their full name and trial number; this is the Subject Identification/Enrolment Log and will be stored in the Investigator or Trial Master File. 


· If using CRFs printed on NCR paper, always make sure that a suitable separator is inserted under the form being completed.


· Ensure data entries are consistent with the source data (usually the participants medical record)


· Always use black ballpoint ink 


· Always write clearly ensuring that the entries are legible to others


· Avoid abbreviations and acronyms, unless they are standard medical abbreviations or known to be acceptable.


· Ensure that you complete the ‘header’ information on each page consistently.


· Always fill in EVERY field on each CRF page (unless indicated otherwise). It is impossible for personnel doing the data entry to interpret blank spaces.  If data are unavailable write, for example, ‘not known’ (NK) or ‘test not done’ (ND), as defined by trial specific CRF Completion Guidelines (if applicable).  Avoid using the ambiguous phrase, ‘not available’.


· Do not write outside of the designated boxes. Write BRIEF comments on the comments page if there is one.


· Completely fill in each box using leading ‘0’ if needed.

If a mistake is made, never obliterate or over-write an entry.  Corrections will be made as follows:

· Cross out the incorrect entry with a single line so that the incorrect entry should still be readable.  Never use correction fluid.

· Enter the correct data.
· Initial and date the correction
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Diagram 1 CRF correction procedure.


· The procedure to be followed for the resolution of data queries should be agreed with the trial sponsor. These will then be completed and signed off by designated site staff in a timely fashion. Details of data queries and their resolution will be kept on a log by data entry personnel.


· Set and record dates in one format (i.e. 11 Apr 05; 11 Apr 2005)
· Time should be entered as 24 hour clock format (i.e. 00.00 for 12 midnight, 13.00 for 1 pm)
· Do not record incomplete dates (i.e. if you know the month and year, but not the day, 
record- NK/Apr/05).


· Ensure you use the correct units for weight, height, lab results etc. Unless otherwise agreed, laboratory values should be entered without conversion from printed reports even if in multi-centre trial units of measurement differ from centre to centre. 


· If using assessment pages, make sure each assessed item is documented consistently - in the same order at each assessment. If, for example, a lesion has disappeared between assessments, record them on the page as ‘not present’ so that the assessed item has been shown to be included across the visits. 
· Ensure that all AE information is captured accurately on the CRF.  All fields of the AE pages should be completed including severity. The events should be documented using non-ambiguous medical terminology. All AEs should be followed up to completion where possible and all concomitant medications administered as a result of the AE should be captured on the concomitant medications logs in the CRF. 
· If using a “per visit AE log” ensure that AEs are numbered correctly and that any changes to ongoing AEs are fully documented.

· If using a cumulative log for the duration of the study, ensure that any changes to AEs ongoing over a period of time are able to be reflected accurately in your CRF.
· Use the status column in the AE log to record any changes to an adverse event report. 


· Ensure that all concomitant medications are recorded including start and end dates. This includes medication given to treat AEs.


· Set and record concomitant medications in one format using either generic or brand names, but not both.


· The CRF must be signed where indicated, by the Principal Investigator or designee (as appropriate) to assert that he/she believes they are complete and correct.

· CRFs will be kept in a secure location during the course of the trial. Once the trial has closed the CRFs will then be archived with all other essential documentation.
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