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1.12.14 Environmental Analysis

1. ENVIRONMENTAL ANALYSIS

1.1 Categorical Exclusion

Pursuant to 21 CFR § 25.31(b), Celerity Pharmaceuticals, LLC (Celerity) hereby claims a 

categorical exclusion from the requirements of an environmental impact analysis 

statement. Under 21 CFR § 25.31(b), a categorical exclusion exists for Action on an 

NDA if the estimated concentration of the substance at the point of entry into the aquatic 

environment will be below 1 part per billion.  Refer to 1.1.1 for calculations.  

Consequently, Celerity submits that an environmental impact analysis statement is not 

required with this application and, therefore, requests that it be categorically excluded 

from the requirement to submit an environmental impact analysis.

1.1.1 Expected Introduction Concentration (EIC) of an Active Moiety into the 
Aquatic Environment

According to the Guidance for Industry: Environmental Assessment of Human Drug and 

Biologics Applications (July 1998), the expected introduction concentration (EIC) of the 

active moiety, bivalirudin, into the aquatic environment is calculated as follows:

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

The estimate of the kilogram/year active moiety should be based on or include (1) the 

highest quantity of the active moiety expected to be produced for direct use in any of the 

next five years. Produced for direct use means the quantity intended for use in humans 

during a given year (i.e., excludes any quantity produced for inventory buildup), (2) the 

quantity used in all dosage forms and strengths  included in the application, and (3) the 

quantity used in an applicant's related applications.

As it applies to Celerity and 505(b)(2) NDA 208374, the highest quantity of the active 

moiety expected to be produced for direct use in any of the next five years is kg.  
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This quantity includes all dosage forms and strengths (two codes/two strengths) and the 

quantity used in an applicant's related applications (Celerity has no other related 

applications).

Utilizing kg/year in the calculation above, EIC-Aquatic (ppb) =  which is

.

1.2 Extraordinary Circumstances

In accordance with 21 CFR § 25.15(d), Celerity Pharmaceuticals, LLC (Celerity) 

additionally states that to the best of our knowledge, no extraordinary circumstances exist 

that would significantly affect the quality of the human environment and would warrant 

the preparation of an Environmental Assessment for bivalirudin under 21 CFR § 25.21.
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