Principles of Source Documentation
Source documents are those documents where data regarding study subjects are first recorded and serve as the basis for the information submitted to the Sponsor on the case report forms.  Source documents may be kept in the investigator’s patient file and/or the patient’s official medical record.  Ideally, source documentation consists of progress notes and other items as are routinely generated in the course of medical care of the patient.  Certain source documents, however, are not appropriate for inclusion in the medical record or would be difficult to identify and retrieve from the medical record.  Therefore, source documentation often exists partially in the medical record and partially in a clinic chart specifically prepared for the study patient.  Regardless of location, the following principles of source documentation apply in clinical trials.

· Each data point necessary to reconstruct and evaluate the conduct of the trial is supported by and traceable to a previously recorded entry in a primary source document (ideally). 
Data should never be entered directly onto a case report form (CRF) unless the CRF calls for data not normally recorded on a primary source document (e.g., forms self administered by patients) or unless the protocol or operations manual contain instructions to do so.  If a CRF is used as a source document, it is advisable to write a progress note indicating this was done.  

· Every patient contact is documented (clinic visits, phone calls, etc.)
· Source documentation is timely, completed as close to the time of observation as possible.  Late additions are identified as such.

· Source documentation is signed and dated and indicates who performed the various study tasks.

· The consent process is documented by a progress note as well as by a fully executed consent form.  This practice is required by many IRBs and is commonly required by industry.  Ideally, this note would state that the patient:
-
has reviewed the consent form and discussed the study 
· signed the form prior to study procedures

· has been given a signed copy of the form
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