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PURPOSE
This standard operating procedure (SOP) describes types of source data and documents and requirements for management in accordance with good clinical practice (GCP). 
SCOPE
This SOP applies to all personnel involved in conducting a clinical trial
1 REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
2 DEFINITIONS
· Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
· Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
· Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator.
Appendices
None.
procedure
Source DAta and SOurce Documents
Source data is all 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 which can be original records or certified copies of original records and may include:
hospital records,
clinical and office charts,
laboratory notes, 
memoranda,
subjects' diaries or evaluation checklists,
Pharmacy dispensing records,
recorded data from automated instruments,
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).
Investigator Responsibilities:
The sponsor and investigator should ensure that:
Content, types and use of source documents are reviewed, agreed upon and documented in the site initiation report (refer to SOP: Site Initiation and Activation).
The minimum requirements for the recording of clinical trial data in source documents for each subject visit are defined. For example:
The full clinical trial number including randomisation number, if applicable.
Date of the visit.
Confirmation and adequate source documentation that the subject meets inclusion/exclusion criteria as per protocol.
Status or nature of the visit e.g. screening, visit 2, follow-up. 
That all source entries are current, dated and signed by the author.
Complete details of concomitant medication and investigational product/clinical trial medication or changes from previous visit e.g. for concomitant medication all dates, indication etc.
Complete details of any adverse events and serious adverse events e.g. dates, severity, causality and outcome.
Details of the trial procedures completed for that visit.
Status of the subject at the visit e.g. continues on trial, withdrawn etc.
Details and explanation of any protocol compliance issues or protocol deviations.
Statement in the medical notes that the subject is enrolled in a clinical trial.
Requirement that any corrections made to errors in source should be made in a manner compliant with the protocol and GCP guidelines: the incorrect information crossed through such that the original entry is not obscured and then dated and initialed by the author.
The accuracy, completeness, legibility, and timeliness of data collection is adhered to and in accordance with the protocol. 
Data reported on the case report forms (CRFs) that are derived from source documents are consistent with the source documents. Any discrepancies should be explained. 
Original source documents are kept and measures taken to prevent accidental or premature destruction of these documents. 
Upon request of the monitor, auditor, human research ethics committee (HREC), governance officer or regulatory authority, make available for direct access, all requested trial-related records.
monitoring: SOurce data verification
During a monitoring visit a monitor will ensure that the site is maintaining sufficient source documents to support the clinical trial and the following should be verified:
The assessments are being performed in accordance with the directions and timeframes stated in the protocol by a suitably qualified person, who is listed on the site signature and responsibility log.
The results are recorded as source data in real time by the person performing the assessment.  The person recording the data should sign and date the entries appropriately.
Data added to or amended in the source documents is done so in a manner and format compliant with the protocol and applicable GCP guidelines. 
2.1 Filing
All source data and documents will be filed as required by GCP Section 8, Essential Documents (refer SOP: Essential Documents and Trial Master File).
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