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DATA MANAGEMENT

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the requirements and describes the methods for the collection, receipt, and management of data.

2.0 
RESPONSIBILITIES
2.1 
The PI is responsible for accurate and complete collection, support, and storage of the data generated during a clinical study. 

2.2 
The PI and/or study coordinator are responsible for interactions with the study subject to collect accurate and complete clinical study data and the maintenance of the CRF and source documentation containing that data, such as research visit notes, laboratory results, tests reports, etc. 

2.3 
The PI is responsible for the clinical review and interpretation of data. 

3.0 
REQUIREMENTS 

3.1 
Data collection begins using study subject screening forms for effective and efficient screening of potential study subjects for a protocol.   

3.2 
The following information is kept on study subjects:

1) An enrollment roster of all study subjects, their current status in the study, and their visit progress.  Sponsors will often provide an enrollment roster.

2) A roster of all telephone calls relating to the study involving the Sponsor, IRB, or other involved parties and the information exchanged during the conversation. 

3) A roster of drug/device accountability and dispensing.  Drug accountability and dispensing rosters will be handle by the PI and/or study coordinators and the VA research pharmacist (for VA Studies).

4) A visit activity worksheet/study flow chart.  A list of activities at each visit to ensure all protocol-defined activities are completed on each study subject.

3.3 
Protocol defined activities are followed meticulously throughout the study by the use of a study activities checklist.  Accurate and completed data is collected on the CRF and the source documents.    

3.3.1 
All CRF are completed during the study subject visit or as soon as possible after the visit to ensure accuracy. 

3.3.2 
An accurate and complete study subjects study drug/device dispensing roster is maintained at all times by the PI and/or study coordinator/VA research pharmacist.  At the end of the study, a closing inventory is tallied with notes on the rationale for missing containers or medication. 

3.3.3 
AE data is collected in a timely manner at every visit.  The Sponsor is notified immediately in the case of a serious or unexpected adverse event as well as the IRB. 

3.3.4 
As much information as possible is obtained from study subjects that drop out of the study.  The primary pieces of information are: 

1) AE.

2) Concomitant medication status.

3) Return of study drug/device or amount left.

4) Last day of study compliance.

5) If the subject has moved, a new address and phone number for follow-up.

3.4 
CRF are the forms designed by the Sponsor and/or PI to collect information required by the protocol.  Information includes, but is not limited to, medical histories, physical exams, concomitant therapy, current illnesses, study drug/device use, etc. 

3.4.1 
Forms are completed using a black pen and all fields completed.  If the data is not available, the space is completed as directed by the Sponsor or PI. 

3.4.2 
When corrections are necessary, a single line is made through the error and the error is initialed and dated.  The use of erasure or correction fluid is prohibited.  The correct answer is written next to the error.  If necessary, a clarifying notation for the correction is added. 

3.4.3 
A copy of each completed CRF is retained at the Sponsor and by the PI and/or study coordinator.

3.4.4 
If a correction or additional information is needed after the Sponsor has retrieved their copy of the CRF, corrections are made as directed by the Sponsor to ensure the correction is the same at the Sponsor and the PI’s site. 

3.4.5 
The CRF is reviewed by the PI/study coordinator with the Sponsor to ensure accurate interpretation of the requirements of the form. 

3.5 
FDA regulations and GCP guidelines require maintaining adequate and accurate records (referred as source documents) of each study subject in a clinical study.  These records include the following documents, but are not limited to:

1) CRF.

2) Medical history records.

3) Physical exam results.

4) Results of laboratory tests.

5) Research visit (progress) notes including study subject clinical management information, observations on the study subject's condition, and lists of procedures and test results that may have occurred during the study period that are not listed on the CRF.   These notes should support the data in the CRF. 

6) Information that the study subject meets the inclusion and does not meet the exclusion criteria of the study. 

7) Sufficient information to support the data in the CRF. 

8) Information describing the study subject's exposure to the study drug/device. 

9) Signed and dated study subject ICD. 

10) Drug/device therapy history. 

11) Drug/device dispensing records on a study subject by study subject basis. 

3.6 
The PI is responsible for accurate and timely reporting of AE in the CRF.  Serious and unexpected adverse events need to be reported to the IRB and to the Sponsor.  The PI will also provide follow-up information on all AE until resolution or an appropriate end point is reached. 

3.6.1 
The PI is responsible for recording all new clinical experiences, exacerbation’s, and/or deterioration of any existing clinical condition occurring after a study subject has entered the study on the CRF. 

3.6.2 
The Sponsor is responsible for a complete and accurate investigation, reporting, and timely filing of AE reports to the FDA. 

3.6.3 
The Sponsor is responsible for advising the PI that all SAE must be reported immediately to the Sponsor, the IRB. 

3.6.4 
All PI staff members are responsible for communicating reports of any AE to the PI for follow-up. 

3.7 
Any clinical study experience that is judged to be an AE (any new clinical symptom or exacerbation of a current condition) shall be recorded on the CRF and/or AE report during the course of the study.  The PI and/or study coordinator ensures this information is captured during every study subject visit in the clinical research notes.  This form and the information remain a part of the CRF case record and filed appropriately.  If the AE is serious, the PI informs the Sponsor and the IRB within 24 hours.  All information available on the event (hospital records, lab tests, discharge summaries, etc.) is forwarded to the Sponsor so they can determine whether the event is unexpected or associated and the reporting outcome of the event.

3.8 
For each protocol, a listing will be prepared of all the allowed and disallowed medication for the duration of the study.  This list will be consulted during every study subject visit to ensure study subject is not on any disallowed medication.  A database of medication should be reviewed to prepare this list.  
3.9 
When all study subjects have completed the study, the PI decides to stop participating, or the Sponsor has terminated the study, the study is "closed out".  Several important tasks are completed to close out the study and include but are not limited to the following:

1) Complete all CRF.

2) Complete the participation of all study subjects.

3) Collect all used and unused drug/device supplies from the study subject, if applicable. 

4) Inventory and return all study supplies to the Sponsor, if applicable.

5) Return all completed CRF to the Sponsor, if applicable.

6) Complete and forward an annual renewal form (indicate final or closure, as applicable) to the IRB and R&D Committee.

7) Store all completed CRF and complete regulatory documentation in a safe location.

8) Document the end of the study participation in the research chart and remove any medication restrictions or study warnings, if applicable.

3.10 After the study is completed and the analysis and report are complete, the data can be archived.  FDA regulations require that all study subject databases be kept by the Sponsor and the PI for two years after a NDA is approved for the drug/device, or if an application is not approved, until two years after the complete drug/device investigation is completed.  Original CRF are retained as above since federal regulations require copies of these forms for study subjects who died during a clinical study, did not complete the study because of an AE in the New Drug Application (NDA) submissions, or in case of an audit. 
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