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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.



Bl LOINC & LOINC Code
n FDA Submission Requirement

Implementation in MSD

Q&A



What is LOINC?
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“LOINC is a common language (set of Fote® 2 countries using
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https://loinc.org/get-started/what-loinc-is/
https://loinc.org/

Logical Observation ldentifiers 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.
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CASE: LOINC CODE 10834-0

Part Description

LP1458585-5 Globulin
Globulins include alpha 1, alpha 2, beta, and gamma globulins. The alpha 1 fraction consists of alpha 1 antitrypsin, alpha 1 lipoprotein, and alpha 1 acid glycoprotein.

The alpha 2 fraction consists of alpha 2 macroglobulin, haptoglobin, and apolipoprotein B. The beta fraction consists of transferrin, hemopexin, complement factors,
antithrombin I, and immunoglobulins. The gamma fraction contains the immunoglobulins G.AM,D, and E. Increases in the gamma fraction of CSF protein are often

found in Multiple Sclerosis (MS).

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 Data Standards Catalog v6.1 (09-09-2019)
For fulf description of column headings, see Instr. & Column Descriptions tab

Date Support Date Lz Date

Begins Support Requirement Requirement

. Begins
[ MNUDDMY Y YY) Ends (MM/DDIYYYY) Ends

Terminology
Standards
o _ . o FDA
Development andior Version(s) .
- - Center|s)
Maintenance
Organization

Examples Statutory, Regulatory, or
of Use Guidance Authority

Terminology

Standard Information Sources

Logical
Ob=servation . )
. . . Latest CBER, 03182020 [1] Use in SDTH . Study Data Technical
ldentifiers Mames| Regenstrief Institute Version COER 1002002017 0311572021 [2] LBLOMNG Standardized Study Data LOINC Conformance Guide
and Codes
(LOINC)

FDA requires the submission of LOINC codes
v Human Clinical Trial Data

v LB Domain datasets

v’ Study Start after March 15th, 2020



This Document 1s incorporated by reference mnto the following

Guidance for Industry Providing Regulatory Submissions in Electronic

STUDY DATA

Guidance Document(s):

Format - Standardized Study Data

TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

Recommendations for the Submission of
LOINC? Codes in Regulatory Applications to
the U.S. Food and Drug Administration

LOINC Working Group:

For questions regarding this technical specifications document, contact CDER at U.S. Food and Drug Administration (FDA), U.S. National
a . cder-cdata@{da hhs gov or CBER at 4 y Institutes of Health (NIH), Clinical Data Interchange Standards
Consortium (CDISC), and Regenstrief Institute
U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)
November 2017
a ] . March 2018

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)

CMSC LBTEST CMSC LBSPEC
- i = - [~
53835-5 1,5-Anhydroglucitol 1,5-Anhydroglucitol SerPl-mCnc 1,5-Anhydroglucitol SERUM OR PLASMA
h3835-5 1,5-Anhydroglucitol 1,5-Anhydroglucitol SerPl-miCnc 1,5-Anhydroglucitol SERUM
53835-5 1,5-Anhydroglucitol 1,5-Anhydroglucitol SerPl-mCnc 1,5-Anhydroglucitol PLASMA
145698 17-Hydroxyprogesterone 1TOHP SerPl-sCnc 17-Hydroxyprogesterone SERUM OR PLASMA
14569-8 17-Hydroxyprogesterone 1FOHP SerPl-sCnc 17-Hydroxyprogesterone SERUM
Readhie Chemistry



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

mm SUBMIT AS RECEIVED

mm STAY SAME VERSION

mmm DOCUMENTATION

LOINC Submission Requirements

15%-50%
total trials

ollection of LOINC Codes

m NO
No Sure
YES
W What is LOINC



LOINC Implementation - In Our Company

Trial and
Vendor
assessment

Supporting Central
documents Vendors

update LOINC only
Implementation

Plan
development

v' Data Transfer specification contains
population requirement for LOINC
v Training session with central vendor
v Auto-check implemented for clinical

data

process
review
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