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Assess if the tablet is 
scored. If product meets 
guidelines and criteria for a 
scored tablet, state 
“functionally scored” 

 
 
 
N/A 

 

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use). Other 
package terms include 
pharmacy bulk package 
and imaging bulk package. 

Singe-dose  

             

            

             

 

 

 

 

 

             

1.2  FULL PRESCRIBING INFORMATION 
1.2.1 Section 2 (DOSAGE AND ADMINISTRATION) 
 

Proposed 
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1.2.3 Section 11 (DESCRIPTION) 
 

Change to: 
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has a warning such as “Do 
not eat.” 

Storage conditions. Where 
applicable, use USP 
storage range rather than 
storage at a single 
temperature.  

Yes  

Latex:  If product does not 
contain latex and 
manufacturing of product 
and container did not 
include use of natural 
rubber latex or synthetic 
derivatives of natural rubber 
latex, state: “Not made with 
natural rubber latex.  Avoid 
statements such as “latex-
free.” 

Included in the description 
section 

 

Include information about 
child-resistant packaging  

N/A  

 

 

 

 

 

 

1.2.5 Other Sections of Labeling 
There may be other sections of labeling that contain product-quality related 

information.  For example, there are specific required/recommended warnings 

for certain inactive ingredients [e.g., aspartame, aluminum in large and small 

volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 

alcohol].  Please notify the prescription drug division if the product contains any 

of these inactive ingredients. 

Please include your comments about other sections of labeling if they contain 

product quality information.  

 
1.2.6 Manufacturing Information After Section 17 (for drug products) 
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3.2  Carton Labeling 

 

 

3. Outer case label 
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9. DESIGN VERIFICATION REVIEW  
9.1. Performance/Engineering Verification  
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7.2.1. Description of the Device Manufacturing Process 

Summary of Manufacturing Process / Production Flow 
The Sponsor provided the following summary of the manufacturing process of the combination product, including the 
drug product/biologic and device constituent parts: 

 
The Sponsor provided the following production/manufacturing flow diagram that identifies the steps involved in the 
manufacture of the finished combination product. The diagram includes all steps involved in the manufacturing and 
assembly of the device constituent parts of the combination product: 
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Essential Performance Requirements Control Strategy Table  
* The proposed acceptance criteria for the EPR may be tighter than the design input and should be assessed for adequate 
quality control)/ Sampling Plan (Sampling plan may be review issue depending on the product (e.g. emergency-use) 
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