
LOINC* Sharing
External Data in Clinical Trial

1

*Logical Observation Identifiers Names and Codes

Quinn Su
Sr. Spclst, Clinical Data Mgmt
EDAO, GDMS, MSD

08-Nov-2024



The Disclaimer

The content presented in this presentation is derived from 
thorough literature review and personal expertise. It is 
imperative to acknowledge that the perspectives, opinions, 
and discoveries expressed herein are solely attributable to 
the presenter and may not align with the official stance or 
perspectives of the Company. The information shared is 
intended for informational purposes exclusively and should 
not be construed as professional or legal counsel. Any 
decisions made based on the content of this presentation 
are at the discretion and accountability of the individual. 
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What is LOINC?

“LOINC is a common language (set of 
identifiers, names, and codes) for 
identifying health measurements, 
observations, and documents.”
What LOINC is – LOINC

Freely Available for 
everyone

More than 172 
countries using 
LOINC

Nearly 30 countries 
adopted LOINC as 
National Standard

2 Updates per year

Picture Reference: Home – LOINC

https://loinc.org/get-started/what-loinc-is/
https://loinc.org/


Logical Observation Identifiers Names and Codes

A common language for laboratory 
tests and other clinical observations 
that enables the electronic 
exchange of clinical data.

A single concept that represents a 
combination of relevant aspects that 
belong to test or measurement.

• The substance 
or entity being 
measured or 
observed.

Component 
(Analyte)

• The 
characteristic or 
attribute of the 
analyte.

Property

• The interval of 
time over which 
an observation 
was made.

TIME

• The specimen or 
thing upon which 
the observation 
was made.

System 
(Specimen)

• How the 
observation value 
is quantified or 
expressed

Scale

• A high-level 
classification of 
how the 
observation was 
made. 

Method

LOINC is:



CASE: LOINC CODE 10834-0

LOINC Part Example from 10834-0 Mapping to CDISC

COMPONENT Globulin -TEST/-TESTCD

PROPERTY MCnc (Mass concentration)

TIME Pt (Point in time) -TPT

SYSTEM Serum -SPEC/-LOC

SCALE Qn (Quantitative)

METHOD Calculated -METHOD/-ANMETH

https://loinc.org/10834-0


FDA Requirement for LOINC

FDA requires the submission of LOINC codes
✓Human Clinical Trial Data
✓ LB Domain datasets
✓ Study Start after March 15th, 2020



¹Weber Shandwick/KCR Research, 2020 / AMO 2019 8

Resource for 
LOINC 
Implementation

Study-Data-Technical-Conformance.pdf (fda.gov)
Recommendations-for-the-Submission-of-LOINC-Codes-in-Regulatory-Applications-to-the-U.S.-Food-and-Drug-
Administration.pdf (fda.gov)

https://www.fda.gov/media/88173/download?attachment
https://www.fda.gov/media/109376/download
https://www.fda.gov/media/109376/download


LOINC Implementation

POPULATE LBLOINC FIELD

SUBMIT LATEST VERSION OF LOINC

SUBMIT APPROPRIATE LOINC

SUBMIT AS RECEIVED

STAY SAME VERSION

DOCUMENTATION

LOINC Submission Requirements

53%

22%

16%

9%

Collection of LOINC Codes

NO

No Sure

YES

What is LOINC

15%-50% 
total trials



LOINC Implementation – In Our Company

LOINC 
Implementation

Plan 
development

Trial and 
Vendor 

assessment

Central 
Vendors 

only

Vendor 
qualification

process 
review

Supporting 
documents 

update

✓Data Transfer specification contains 
population requirement for LOINC

✓Training session with central vendor
✓Auto-check implemented for clinical 

data
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Thank you!
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