	Good Clinical Practice, Documentation

The PI should ensure the accuracy, completeness, legibility, and timeliness of all data related to the conduct of the clinical trial. In this section, you will learn about the types of documents required in a clinical trial:

· Source documents 

· Case report forms 

· Essential documents 

· Report modification

Definitions

Source documents are the documents in which information regarding study subjects is first recorded. Hospital records or investigator patient files generally form the basis of source-document information. Information in the source documents is used to complete the case report forms.

Case report forms (CRFs) contain all study-related data needed by the Sponsor to answer the study questions. Data reported on the CRF should be consistent with those in the source documents or the discrepancies should be explained.

Essential documents are those documents that individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced. They serve to demonstrate the compliance of the investigator, Sponsor, and monitor with the standards of GCP and with all applicable regulatory requirements.

	

	Source Documents

The source documents should contain at least the following information:

  Medical history, including relevant history for the condition being treated 

  Current physical condition 

  Current illnesses and injuries 

  Current medications 

  Medications discontinued 

  A statement that the ICF was signed by the subject 

  A statement that the subject is enrolled in the study protocol 

  Dates of study-required visits 

  Study procedures completed, including dates and results 

  Any adverse experiences, illnesses, or problems reported by subject during the study 

  Number of study treatments or quantity of study material received by subject 

It is industry practice to have source documents signed or initialed by the individuals completing them. They should have the subject's name on each page, and all corrections should be initialed and dated by the individual making the change or correction. 

Case Report Forms

General industry guidance dictates that instructions developed for the completion of CRFs should: 

· Be clear and concise 

· Include correction procedures 

· Indicate any preference for ink color 

· Be kept in an accessible location

All questions on the CRFs should be completed and comments should be limited to special comment fields or pages. There should be no blank spaces. Explanations for missed protocol-required visits or tests should be included. For example, if study-required procedures are not completed or are completed outside the time frame specified in the protocol, the reasons for the deviations should be explained in the source documents and noted in the CRF. Explanations for unexpected occurrences such as the subject's non-compliance with study procedures should also be noted.
If the CRF differs from the source document, e.g., hospital record, it should be reflected in the CRF and the discrepancy explained.

	Essential Documents

They are grouped in three sections according to the stage of the trial:

· Before the clinical phase commences 

· During the clinical conduct of the trial 

· After completion or termination of the trial

Note that these documents include all aspects of the trial itself (protocol and amendments, informed consent, investigator brochure, materials given to subjects), documentation of qualifications of investigators, correspondence with IRB and regulatory authorities, monitoring activities and reports, source documents, and CRFs. 

Master files should be established at the beginning of the trial and a study team member delegated to assure completeness of these files. The PI should monitor these files throughout the trial. Any or all of these documents should be available for audit by the Sponsor's study monitors and for inspection by regulatory authorities. 

	

	Report Modification

Each Sponsor should have a written correction policy for the site team to follow. The policy should indicate a procedure for making corrections or changes to CRFs both at the site before the originals have been sent and after the originals are obtained by the Sponsor. All corrections should be initialed and dated by the individual making the correction. 

The correction should be supported by the source data. For unusual changes, a brief explanation should be given. If there is conflicting information in the source documents, the PI should indicate in a study note which information was used and why those data were chosen. 

During routine visits, the monitors should compare the source documents with the CRFs to ensure that the information is recorded correctly and that corrections have been made according to the Sponsor's policy.

Summary

Source documents include all clinical records that document the subject's history of the disease being treated, current illnesses and medications, consent to be in the clinical trial, and all study procedures and results. 

CRFs include data derived from source documents that provide the Sponsor with data needed to address the study questions to be answered by the clinical trial.

Essential documents address all aspects of the trial, including qualifications of investigators and study personnel, correspondence with the Sponsor and regulatory authorities, monitoring activities, and all related study data.
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