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Introduction

Federal, state, and local regulatory bodies mandate reporting requirements when there is 
an emission limit defined in a specific regulation.
• Oftentimes, these requirements tend to be standard across many regulations. They tend to only differ in 

the following areas:
• Regulatory reports are legally binding and reporting false data can cause you and your company a lot of 

problems:
• Notice of violation (NOV)
• Consent Decree (CD)
• Prison
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Introduction Cont.

A well-designed system should generate reports 
with all the required data in the format specified in 
the applicable regulation for submission.
• Even with a system capable of doing this, proactive quality 

assurance plays a major role in report submission.
• This presentation will cover the best practices for 

emissions reporting.
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Agenda
Best Practices in Data Management and Reporting

An overview of the reporting requirements currently applicable to facilities using 
ethylene oxide.

Best practices for environmental staff and management to ensure reporting is done 
accurately and effectively.

Best practices for maintenance staff and/or contractors to ensure environmental staff 
has everything they need to complete their reports.

Best practices for generating reports, making edits where needed, and reviewing prior 
to submission.

Reporting 
Requirements

EHS Best 
Practices

Maintenance 
Best Practices

Report 
Generation & 
Review

A review on how to submit reports to federal, state, and local regulatory bodies.Submission
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Reporting Requirements

40 CFR 63.366 specifies the reporting requirements for commercial 
sterilizers that are required to be submitted to the Administrator’s 
address or electronically.
• All reporting will eventually be submitted within the Central Data Exchange 

(CDX) via the Compliance and Emissions Data Reporting Interface (CEDRI).
• Provides specifications on the following:

• Initial Compliance Reports
• Quarterly Compliance Report
• Construction/Reconstruction Applications
• Notifications
• Performance Test Submissions
• Performance Evaluation Submissions
• Extensions due to CDX/CEDRI Outages or Force Majeure

40 CFR 63, Subpart O Reporting Requirements
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Reporting Requirements

If an ETO CEMS is used to demonstrate continuous compliance, the following is required to 
be reported:
• The information required in Section 11 of Appendix A of 40 CFR 63, Subpart O
• Affected sources included in each inlet being monitored with EtO
• The IDs of each inlet(s) and outlet(s) of each control system
• The daily sum of EtO for each inlet, along with 30-operating day rolling sums
• The daily sum of EtO emissions for each outlet, along with 30-operating day rolling sums
• Daily mass emission limit that the control system must achieve or the 30-operating day mass emission limit
• The mass of EtO emitted from control system over previous 30-operating days

Facility Compliance Reports
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Reporting Requirements

Facilities must report the following information on a quarterly basis:
• Information specified in 63.366(b)1(i) through (vi) 

– Exception that EtO use, in tons, only needs to be reported for previous 12 months
• If the facility demonstrates compliance through periodic performance testing, report ID of any control system that 

has not operated since the end of the period covered by previous performance test.
• Report ID of any sterilization chamber that has not operated since end of the period covered by previous 

compliance report or any information that changed.
• Report ID for any room where there has not been potential for EtO emissions if your rooms are subject to 

emission standards
• Report all required CEMS information
• Provide certification from RO that approach is being followed to limit sterilization chamber concentration limit to 1 

ppmv prior to opening if you are complying with that rule
• If you use less than 4 tpy and have Group 2 emissions at an area source, you must report ID for any room where 

Group 2 air emissions have ceased
• Report the number of deviations to meet an applicable standard:

– Date, Time, Cause, and Duration of each

Facility Quarterly Compliance Reports
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Reporting Requirements Cont.

Quarterly CEMS reports require the following 
information to be submitted electronically through 
CEDRI and submitted by the 30th day following the 
end of the quarter:
• Date of report generation
• Facility identification information
• Hourly CEMS data

– Date and hour
– Pollutant concentration (ppbv)
– Stack gas volumetric flow rate (scfm)
– ETO Mass emission rate (lb/hr)
– Special code signaling whether data is quality assured or not
– Monitoring availability

• Results of all daily calibrations and flow interference checks

CEMS Quarterly Compliance Reports
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Reporting Requirements Cont.

Performance tests and/or RATA tests require 
notification to the Administrator and approval 
of the test plan and results shall be submitted 
electronically within 60 days of completion.
• Include the date and time of testing
• Facility identification information
• Measurement location ID
• Results of performance test
• All relevant QA documentation
• Test company information

Performance Testing Reports
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EHS Best Practices
Overview

Be Involved
Open communications and regular 

touchpoints with 
maintenance/contractors.

Regular Reviews
Set up regular intervals for 

process/data reviews.

Be Proactive
Proactive action makes reporting more 

effective and accurate.

Ask for Help
Regulations and CEMS can be 

difficult. Do not be ashamed to ask 
experts for help!
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Set up an alert schedule for 
OOC periods or maintenance

Provide trainings on the 
importance of your system(s)

Provide reference documents 
and logbooks for use

Reach out to stack testers 
the quarter before it is due.

Ensure CD results and 
alarms are reviewed daily

Review process/instrument 
operation(s) weekly

Review downtime and plan 
accordingly

Hold regular calls with 
maintenance staff

Take regular notes in DAS or 
logbook for flagged data

Set reminders to complete 
requirements before deadline

Schedule maintenance/QA to 
avoid unexpected issues

Always maintain a minimum 
stock of critical parts

Maintain communications with 
vendor and/or consultants

US EPA is responsive and 
willing to help when needed

Clarify QA needed following 
major maintenance events

Encourage cross trainings with 
maintenance team to better 
your program



EHS Best Practices

Reporting includes more than just generating emissions data – it involves an expertise in 
the regulations and triggering events.
• There are common issues seen throughout multiple industries:

– Interpretation of downtime (quadrant rule, grace periods, etc.)
– Maintenance triggered QA testing requirements

• Oftentimes, maintenance staff is not as aware of these requirements or how crucial CEMS uptime is
• It is recommended to conduct regularly trainings
• Providing printouts near instrument has proven to be very beneficial

Common Issues
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Maintenance Best Practices

A key factor in emissions monitoring is having qualified personnel to conduct 
maintenance to maintain its functionality. Maintenance and/or process events being 
recorded properly are critical to reporting.
• Emissions monitoring systems are designed to last decades with proper preventative maintenance 

being conducted
• Facilities should maintain an activity matrix of preventative maintenance based off manufacturer 

specifications and previous experience
• It is recommended to conduct regular trainings for maintenance teams to understand the importance of 

these systems running correctly and what the consequences could be if they do not

Overview
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Maintenance Best Practices
Highlights

Training
Maintenance personnel should have regular 

trainings for new employees and annual 
refresher trainings. These trainings should 

include details on the equipment used in the 
emissions monitoring system, as well as a 

regulatory focus for where there is overlap with 
what they do (i.e. downtime, quality assurance, 

repairs, etc.)

Documentation
Maintenance personnel should document any 
time an activity occurs causing downtime or 

excess emissions. Furthermore, the full details 
of calibration cylinder should be logged 

whenever they are swapped, or QA testing is 
conducted. This documentation should be 
provided to EHS staff regularly and easily 
accessible during reporting periods. All 

documentation should have the responsibility 
party’s signature.

Communications
Anytime an issue occurs, maintenance 

personnel should let their supervisor know and 
provide a detailed description including the 

date/time, cause, and solution.

Systems Checks
It is recommended maintenance personnel 

review the entire system, including cylinders 
at regular intervals each day/week. Any 

issues should be clearly documented in a 
logbook with date and time.



Maintenance Best Practices

Maintenance should review the 
CEMS each day following calibration 
drift test completion to check for 
any alarms that may impact 
reporting, or, for EtO CEMS, if an 
above span calibration check was 
required and completed.

Daily Review
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Report Generation and Review

The first step in report generation and 
review is organization and proactive note 
taking.
• Report generation requires a blend of emission 

monitoring data, process operating conditions, 
and maintenance notes to be completed 
optimally.

• As soon as the reporting window opens, 
compile the following:
– Process upsets, outages, and/or other conditions
– Emissions monitoring system maintenance logs
– Emissions monitoring quality assurance testing 

logs
– Monitoring data in units of emission standard for 

reporting interval

Introduction
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Report Generation and Review

The recommended first step for reporting 
emissions data is to ensure your downtime 
(or OOC periods) are flagged properly and 
following the requirements of the 
appropriate regulation.
• For CEMS, a facility must not have more than 

10% downtime per quarter to meet the federal 
requirements
– This may be different for state/local regulations

• It is recommended to generate all calibration logs 
and emissions data and compare periods that 
have been flagged due to calibration failures.
– If calibration failed, ensure the system has flagged the 

appropriate amount of downtime for that period

Report Generation – First Steps
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Report Generation and Review

From there, all excess emissions should be generated 
and verified against your process operating conditions 
or maintenance that could have caused the 
exceedance.
• For any excess emissions, you should know:

– Date/Time
– Duration
– Magnitude
– Cause/Solution

• Excess emissions resulting in two consecutive hours of data 
200% of your span or more require an above span calibration 
check (QA Procedure 7)
– Calibration must run within 24 hours
– A failed, or not completed above span calibration will result in having 

to normalize the data

Report Generation – First Steps Cont.
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Report Generation and Review

If excess emissions are less than 1% of operating time and downtime is less than 5% of 
operating time, you only need to submit a summary report.
• Company name and ID #
• Dates of reporting period
• Description of units and emission limits
• Monitoring equipment make and model #
• Total operating time
• Emission data summary
• CMS performance summary
• Changes to CMS, process, or controls
• Name and signature
• Date

CMS Summary Report
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Report Generation and Review

It is also important to cleanly package up all 
Quality Assurance testing results (i.e., cylinder gas 
audit, dynamic spike, RATA, etc.)

Quality Assurance Test Results
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Submission

Commercial sterilizers are subject to quarterly reporting windows federally; however, 
state/local regulations may have different timelines.
• Reports will need to be submitted electronically using CDX/CEDRI/ERT
• This includes quality assurance testing reports, as well

Overview
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Submission

The Electronic Reporting Tool (ERT) is a MS 
Access based program that will be used for 
emissions reporting.
• Incredibly slow and tedious process
• A single RATA can take 3+ hours of data entry
• Emissions reporting templates will be provided to 

sterilizers
• There is a specific manner you need to enter data 

into the ERT

The Electronic Reporting Tool

22



Submission

There are some common problems associated with the ERT.
• Incredibly slow and tedious process
• A single RATA can take 3+ hours of data entry
• Emissions reporting templates will be provided to sterilizers
• There is a specific manner you need to enter data
• Calculations not matching
• Calibration cylinders not being referenced correctly
• Method 205 being incorrect
• Process conditions not calculating properly
• Etc.

The Electronic Reporting Tool Common Issues
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Submission

There are some common problems associated with the ERT.
• Incredibly slow and tedious process
• A single RATA can take 3+ hours of data entry
• Emissions reporting templates will be provided to sterilizers
• There is a specific manner you need to enter data
• Calculations not matching
• Calibration cylinders not being referenced correctly
• Method 205 being incorrect
• Process conditions not calculating properly
• Etc.

The Electronic Reporting Tool Common Issues
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Submission

Do your stack test plan before testing begins

The Electronic Reporting Tool Tips
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Submission

Make sure you have all attachments added properly

The Electronic Reporting Tool Tips
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Submission

Designated representative needs to submit the package to EPA (contractors can do the 
data entry.
• Need to be credentialed in the CDX database

• Preparer
• Certifier
• Delegated certifier

The Electronic Reporting Tool Tips
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Thank You

Sean Cronin
CEMS Program Manager
Email: scronin@picarro.com 
Phone: (1) 815-954-0857

mailto:scronin@picarro.com
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