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Introduction to FDA's new guidance for writing dosage and administration
section of drug labeling (Part 2)

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: The US Food and Drug Administration (FDA) issued the "Dosage and Administration Section of Labeling for Human
Prescription Drug and Biological Products — Content and Format draft guidance for industry" in January 2023, and withdrew the
"Dosage and Administration Section of Labeling for Human Prescription Drug and Biological Products — Content and Format

guidance for industry "

issued in March 2010. Its purpose is to assist applicants in ensuring that the dosage and administration
section contains the dosage- and administration-related information needed for safe and effective use of a drug and that the
information is clear, concise, and presented in a manner that is pertinent and understandable to health care practitioners. This
guidance introduces the requirements for writing dosage and administration section in extremely detailed and specific manner with
examples, which mainly includes the basic principles for writing the section in the labeling and the requirements for writing various
specific contents of the section. At present, there is no similar guidance in China. This article introduces the FDA guidance in detail.
The guidance of FDA have a good reference value for the writing of the drug labeling section in China, and also contribute to the
more targeted supervision of this aspect in China. Because the length of this guidelines is long, the introduction will be divided into
two parts, second article published in this issue.
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Table1 Recommended DRUG-X dosage in patients with

renal impairment

ftiit GFR® 7l &/g B
50~89 mL-min™' 2 4 8 /NAT
25~49 mL-min”' 1.5 4 8 /N
15~24 mL-min"' 1.5 £ 12 /)i
VA1) B I 9 3 T 1 £ 12 /N

R B B 1AL T GFR (eGFRO & fif A EAL 9 1.73 m® {4
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*If estimated GFR (eGFR) for an adult patient is calculated using
an equation standardized to a body surface area value of 1.73
m? (reported in units of mL-min"-1.73 m™) , then multiply the
standardized eGFR value by the patient’s body surface area and divide
by 1.73 to obtain the eGFR in units of mL-min~". Finally, use eGFR in
units of mL-min”! to determine the recommended dose and frequency;
** For adult patients with kidney failure receiving intermittent

hemodialysis, administer DRUG-X after dialysis
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Table 2 Recommended DRUG-X dosage in pediatric patients with renal impairment

&1+ GFR’

e

60~89 mL-min"-1.73 m™
30~59 mL-min"-1.73 m™
15~29 mL'min"-1.73 m™

<15 mL-min™"-1.73 m2 8543 5% B8 I35 A7 B0 BGE M

30 mg-kg” AR, & H 11K

20 mg-kg! AR, BH 1K

10 mg-kg AR, BH 11K
g AE
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* Estimate GFR using an equation validated for use in appropriate pediatric age range; ** Dosage based on actual body weight
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