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I. SCOPE   

This SOP applies to all research studies involving human subjects. Source documents are 
used to collect information or observations in order to validate clinical findings in a clinical 
trial.  These documents serve to substantiate the integrity of the data and provide an audit 
trail and verification process for what is recorded in the case report form.   
 
This procedure applies to Loyola University of Chicago employees and students who are 
working on clinical research at the Health Sciences Campus. 
 

II. DEFINITIONS 
A. Documentation: All records, in any form (including, but not limited to, written, electronic, 

magnetic, and optical records, and scans, x-rays, and electrocardiograms) that describe or 
record the methods, conduct, and/or results of a trial, the factors affecting a trial, and the 
actions taken. (ICH GCP 1.22) 

B. Source Data: All information in original records and certified copies of original records of 
clinical findings, observations, or other activities in a clinical trial necessary for the 
reconstruction and evaluation of the trial. Source data are contained in source documents 
(original records or certified copies). (ICH GCP 1.51) 

 
C. Source Document:  Original documents, data, and records (e.g., hospital records, clinical and 

office charts, laboratory notes, memoranda, subjects’ diaries or evaluation checklists, 
pharmacy dispensing records, recorded data from automated instruments, copies or 
transcriptions certified after verification as being accurate copies, microfiches, photographic 
negatives, microfilm or magnetic media, x-rays, subject files, and records kept at the 
pharmacy, at the laboratories and at medico-technical departments involved in the clinical 
trial). (ICH GCP 1.52). 

 
D. Case Report Form (CRF): 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 1.11). 

 

III. PROCEDURES 
A. Content of a Source Document 

a. A source document serves is a tool to document data points in the trial and 
confirm the accuracy of the data.  

b. The source document starts with the consenting of the participant through 
completion of trial.    

c. Source documents must be:  
i. Attributable: clear on who has documented the data 
ii. Legible: readable and signature identifiable 
iii. Contemporaneous: Information should be recorded at the time of the 

activity. 
iv. Original: Original record or certified copy. 
v. Accurate: exact, truthful, correct and verifiable 
vi. Complete: Capture all required data. 21 CFR part 11 

d. Lab reports, radiology, EKGs, films, etc are source documents. 
e. All entries in a source document must be in ink.  
f. Source documents need to be signed and dated. 
g. If a document is to be interpreted for clinical significance, the determination must 

be signed and dated by the Principal Investigator or a qualified designated 
member of the study team. 
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