SAMSUNG
BIOEPIS

Lab Notebook
Management



Contents

0 Lab. Notebook

-  What is Lab. Notebook
- Importance of Lab. Notebook

- How to write Lab. Notebook

a Good Documentation

° Samsung Bioepis’ Lab. Notebook

SAMSUNG BIOEPIS

Copyright Statement




What is a Lab. Notebook?

1. A laboratory notebook is a primary record of research.

Researchers use a lab notebook to document their hypotheses, experiments and initial analysis or
interpretation of these experiments.
The notebook serves as an organizational tool, a memory aid, and can also have a role in protecting

any intellectual property that comes from the research. (Wikipedia)
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Importance of Lab. Notebook
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Importance of Lab. Notebook
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How to Write a Lab. Notebook
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[Appendix] Data Integrity

Data Integrity

Data integrity is the degree to which data are complete, consistent, accurate, trustworthy;,

reliable and that these characteristics of the data are maintained throughout the data lifecycle.
(Medicines & Healthcare products Regulatory Agency (MHRA), Mar 2018)

ALCOA+ Requirement
. Source of raw data must be traceable to the level that who created it, when it was
Attributable created, and how it was created thus anyone can reconstruct the source of raw data.
Data must be legible and permanent so that anyone can understand the data clearly.
Legible Any correction on written data must be adequately done as per Good Documentation
Practice (GDP).
Contemporaneous Data must be recorded at the time of data generation or event observation.
L Original data must be used or presented as when was created.
Original Original document or certified copies must be available for data retrieval.
Data must correctly reflect the action/observation made and be verified that there is no
Accurate erTor.
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