Example Industrial User Pretreatment Permit (IUP) Language for Pharmaceutical Sampling and Analysis Regulations


NOTE TO PERMIT WRITER:  Review example carefully and revise/delete wording as needed to address your specific situation, esp. those marked with [[ ]].

1.  Pharmaceutical Organics Parameter Sampling and Test Procedures:

Sampling by the permittee and/or the Control Authority and/or Municipality may consist of [[[ one single grab sample or a grab composite sample ]]] for compliance judgment as approved by the Control Authority and/or Municipality.

Test procedures for the analysis of pollutants shall conform to regulations published by the United States Environmental Protection Agency (USEPA) pursuant to 40 CFR Part 136 under which such procedures may be required.  The categorical regulated parameters must be analyzed using appropriate test methods listed in Table IF of 40 CFR 136.3.  If allowed by the Control Authority and/or Municipality, analysis may be performed using an alternative method as long as the method meets the QA/QC requirements of the applicable Table IF method (see 40 CFR 136.4), and the lab has approval from NC DWR Laboratory Certification Unit to use the alternative method for the applicable parameter.  Detection levels generated by the chosen method must be low enough to judge compliance with limits contained within [[[ Part ??? ]]] of this permit.

2.  Pharmaceutical Organics Parameters Not Used or Generated

The permittee has submitted documentation under 40 CFR 439.2 that the following parameters are neither used nor generated at the facility. 

	Parameter Name
	40 CFR 439.___ Standards

	
	

	
	

	
	

	
	

	
	


The permittee shall provide the following certification [[[ with each report required by [[[ Part II, 2, ]]] of this IUP, but in no case less than once per calendar year ]]]    OR    [[[ by XXX ]]].


"Based upon my inquiry of the person or persons directly responsible for managing compliance with the Pretreatment Standards for 40 CFR ________, I certify that, to the best of my knowledge, there has been no change in our process that would result in the use or generation of the parameters listed in [[[ Part III, 2 ]]] of our IUP at the facility since filing of the [[[last certification.]]]"

[[[ The certification must be accompanied by an annual chemical analysis with a non-detect result for each parameter.]]]    OR    [[[The annual re-confirmation sample shall be performed by the Control Authority and/or Municipality.]]]

In the event that a certified parameter is found to be present or is expected to be present based on changes that occur in the permittee’s operations, the permittee shall immediately notify the Control Authority.
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