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Laboratory Data Procedures

1. Purpose

2. Scope
2.1.  
Responsibilities and Authorizations
3. Lab Requests 
4. Receiving from the site
4.1. Receiving into the laboratory system
4.2. Receiving Specimens
5. Entry and Validation of Rapid Results

6. Manual Sample Tracking 
7. Laboratory Result Transmission 
8. Co-Applicable Quality Management Documents
9. References

1. Purpose

This chapter describes the [STUDY] procedure for Data Management as they pertain to specimen collection, transport, reception and
 the handling of results 
2. Scope
2.1. 
This SOP applies to the [YOUR LAB] specimen reception area located at [LOCATION] of [YOUR FACILITY].

2.2. 
Only trained and validated staff members are authorized to perform laboratory specimen reception and processing procedures

3. Lab Requests - This section must be rewritten to be specific to your laboratory processes and may refer to specific procedures that detail each process.
3.1. When a clinician requests a laboratory test on a subject, he/she will complete the laboratory request form provided by the laboratory. This form will include the following information: PID, initials, date of birth, sex of subject, date sample drawn, time sample drawn, site code, visit code, clinician’s initials, group reference number (assigned by the Data Center), a space for the lab to affix a barcode, and the laboratory tests requested.

3.2. Vacutainer tubes with the correct specified volumes of blood must be drawn for each test requested. Tubes must be correctly and legibly labeled with a participant identification number (PTID), the letter(s) code indicating which test is requested and the date, using a black, permanent marker to label the tubes. Specimen and forms should be transferred by a designated person to the laboratory inside a cool-box labeled with the study name. The cool box should contain either an ice brick for samples to be stored at 4 0C or no ice brick for samples to be stored at room temperature. The specimen should be arranged upright in a specimen rack and all associated test request forms (including the delivery checklist) should be delivered to the laboratory with the cool box. If a problem occurs during transportation, such as loss of specimen or breakage of specimen tubes, use Universal Precautions to clean the biohazard spill if required and report the incident to the laboratory (Laboratory Director: Name & Number or the Safety Officer: Name & Number).  Refer to your specimen collection and safety procedures for specific details.
3.3. A daily sample sheet should be sent to the Laboratory every morning. This is keyed into the Laboratory Information System (LIS) and referred to online by research lab staff as a list of "expected samples" to be received later in the day. Samples are received for each required test online using the LIS against the expected samples. All QA by the lab research staff is currently based on these systems. As all results are handled electronically, a summary of what has and has not been resulted for the batch of samples received is available online for the lab research staff to manage the samples/results/storage.

4.
Receiving from the Site - This section must be rewritten to be specific to your laboratory processes and may refer to specific procedures that detail each process.
Specimens for processing arrive via the [list your collection sites] on a daily basis. Staff on duty will receive the specimens and ensure that:

a) Specimens are accompanied by the appropriate requisition form

b) All specimens have been keyed into the LIS.
c) Original delivery checklists received with the specimens are immediately sent to the Data Management Center
In the event that a problem occurs with either specimens or forms, staff must contact the Data Management Center immediately, following which they may contact a site representative based on advice from the Data Management Center.

4.1. 
Receiving into the Laboratory Information System

a) Affix a master barcode to each Screening form received from the site.

b) Produce duplicate barcodes (one of each) to affix to each corresponding specimen. Refer to [Your receiving or barcode printer SOP] for step-wise instructions on how to use the barcode printer.

c) Refer to [Your LIS receiving SOP] for step-wise instructions on receiving specimens into the LIS.

4.2. Receiving Specimens

a) Provide specific

b) Refer to [Your LIS receiving SOP] for step-wise instructions on receiving specimens into the LIS.
5. Entry and Validation of Results - This section must be rewritten to be specific to your laboratory processes and may refer to specific procedures that detail each process.
a) Enter results into the LIS for all tested samples.  Refer to your LIS result entry SOP for step-wise procedures.
b) Provide guidance for how results will be validated.  Include responsible party and time limits.  If this information is listed in an SOP, refer to it.
c) In the event that the LIS is down, refer to [Your Lab] back-up and Manual Result Entry and Validation procedure for step-wise instructions and additional information.  
6. Manual Sample Tracking - This section must be rewritten to be specific to your laboratory processes and may refer to specific procedures that detail each process. 
a) Enter all specimens into the relevant logbook and transcribe each specimen Lab ID onto the corresponding requisition form.
b) The Lab ID number should be clearly displayed on the specimen along with the barcode assigned that particular screening specimen.

c) Refer to the [Your Lab] Tracking SOP for step-wise instructions and additional information. 

7. Laboratory Test Result Transmission - This section must be rewritten to be specific to your laboratory processes and may refer to specific procedures that detail each process.
a) Complete results will be placed in a tray located in the Main Laboratory Specimen Reception. The tray is labelled specifically for the [Your Study Name] study, for collection by the lab personnel. The tray will contain only results forms of completed test results.

b) It is official policy of [Your Lab] to not provide test results over the telephone to the clinic, doctors, nurses or other medical staff. 
c) All Screening results are sent to the clinic.
d) Copies of all results sent out are kept at the Specimen Reception. 
e) The study laboratory research assistant will retrieve the paper copy of all laboratory results from the respective laboratory areas, and send them to the study nurse at the appropriate study unit.
f) The study nurses will file the laboratory results in the proper participant’s source document file, and transcribe reportable results onto study CRFs as per the protocol requirements. 
g) Laboratory results will be reviewed for quality control and will be entered into the database by the study data manager.
h) As outlined in the Laboratory Quality Management plan, quality assurance of laboratory results will be performed by a quality assurance team and will be an integral component of the overall Continuous Quality Improvement (CQI) processes of [Your lab]. The CQI process will include assessment of completeness of laboratory results.  The reason for incomplete / missing laboratory results can be tracked (given the information trail) to the site for specimens not obtained; to the transport process, for specimen not delivered to appropriate area in the laboratory; to specimen handling in the laboratory for specimens received but not tested, unavailable results and reasons; and to the flow of results to clinic or database for results not sent to clinic or not entered into the database. Similarly, all out of range or unexpected laboratory results will undergo review by the quality assurance team.
8. Co-Applicable Quality Management Documents
a) Quality Management Policy

b) Quality Control Policy

c) External Quality Assurance Procedure

d) Laboratory Information System Procedures
e) [List all applicable SOPs/policies that pertain to quality data management]

9. References

a) [STUDY] Manual Of Operations
b) Standard Operating Procedure for Specimen Collection
c) Standard Operating Procedure for Receiving Specimens 
d) Standard Operating Procedure for Automated or Manual Tracking
e) Standard Operating Procedure for Result Entry
f) [List all applicable SOPs/policies that are referenced in this SOP and pertain to Data Management for this study]
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