DATA MANAGEMENT TIPS FOR INTERVENTIONAL STUDIES

These data management tips primarily apply to multi-center studies. Investigators of single-site studies are also encouraged to review them and adapt them as relevant.

[bookmark: _GoBack]Tip 1: Prepare these documents and develop procedures before the study starts:
 
· Screening Log - to capture data on individuals screened, including those who are not eligible.  
· Study schedule – to identify participant visits and telephone calls in a matrix format. 
· Written procedures - to describe how data are collected at each participant contact.
· Study forms (Case Report Forms [CRFs]) - to capture all data required by the study protocol.
· Utilize numerical response categories in data elements to allow summarization and analysis.
· Avoid redundant data elements and unnecessary data.
· Adverse event (AE) form - to ensure collection of the necessary data to generate safety reports.
· Data Collection Procedures - for completing CRFs.
· Data Handling Procedures – to describe how data are entered into a computer system (e.g., at study site or sent to Coordinating Center for central entry) and tracked from collection through entry.
· Clinical data management system (CDMS) – to handle data management including data entry, editing, storage, and transmission to an analysis package. Describe: 
· Edit Processes – check for missing, inconsistent, and erroneous entries; describe data correction processes and tracking changes.
· Participant Status – method or codes that track the status of each participant throughout the study.
· Laboratory Data - process for obtaining, transmitting, and reconciling laboratory data.
· Data Management Reports – to monitor study progress and data quality.
· Final, Cleaned Data Set – mechanism to ensure it is created and archived when the study has completed.
· Data Sharing Policy - identify considerations for sharing the final data set. 
· Confidentiality Policy – to ensure the Health Insurance Portability and Accountability Act (HIPPA) guidelines are followed to protect the confidentially of participants’ data and to establish a convention for unique participant identifiers (PIDs).
· Follow-up Procedures – describe procedures for following participants from enrollment through study completion.
[bookmark: _Toc350862246][bookmark: _Toc356560362]Tip 2: Follow these general instructions when completing study forms: 

According to the ICH Good Clinical Practice (GCP) guidelines, all data recorded on study forms must be verifiable in the source documents maintained by the study site(s). Instructions for completing CRFs ensure quality and consistency in data collection. In this section of the MOP, please provide a set of instructions for completing CRFs.  Some useful and frequently used sample instructions are listed below:

When completing paper study forms, PRINT IN CAPITAL LETTERS use black ink. Note, participants must not be identified by name on any study document submitted with the forms (e.g., ECG tracing, lab reports).  Replace the participant name with the participant initials and identification (ID) number. 
Header:  Complete the header information on EVERY page, including pages for which no study data are recorded. 
Participant ID:  The participant ID must be recorded on EVERY page, including pages for which no study data are recorded.
Time:  Use a 24 hour clock (e.g., 14:00 to indicate 2:00 p.m.) unless otherwise specified.
Dates: All dates must be verifiable by source documents. Historical dates are sometimes not known (e.g., date of first symptom); therefore, conventions for missing days and/or months should be described (e.g., UNK or 99).
 Abbreviations:  Use of abbreviations not specifically noted in the instructions for completing the forms can be problematic and should be held to a minimum.
Extraneous Writing: Comments written extraneously on forms cannot be captured in the database; thus, write only in the spaces indicated.  
Correcting errors:  If an error has been made on the study forms, place a single line through the erroneous entry and record the date and your initials. Indicate the correct response.
Skipping items: Do not skip any items. Some items may carry "Unknown" or "Not Applicable" response choices which should be selected when necessary.
Incomplete data: Data may not be available to complete the form for various reasons.  Circle the item for which information is not available and indicate the reason near the appropriate field:
· If an evaluation was not done, write ND and provide a reason.
· If the information is not available, but the evaluation was done, write NAV. 
· Note:  Only in rare circumstances, as in the case of lost documentation, should NAV be recorded on the form.  Every effort should be made to obtain the information requested.
· If an evaluation is not applicable, write NA.
· Incomplete or Illegible forms: Incomplete forms that do not have adequate explanation (as described above) compromise the integrity of the entire study. Errors, such as incomplete or illegible forms, are problems that require time and energy to resolve. 
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