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Barbara Kanegsberg, President

Ed Kanegsberg, Vice President

Sept. 21, 2011

To: Gene Pettingill

State of Delaware

Dept. of Natural Resources & Environmental Control

Division of Air Quality

Re: BFK Solutions Comments on OTC Model Rule

Thank you for the opportunity to provide additional comments regarding the August 18, 2011 version of the OTC Model Rule for Solvent Degreasing 2011. Overall, this is developing into a very sensible model rule, one that will accomplish the goal of reducing VOCs while allowing United States manufacturers of critical products to continue and thrive.  

We have a few additional comments and suggestions and want to provide them prior to the September 22 conference call.

1. Include a definition of “Very Low Emission System” in Section 2 (Definitions)  and use this phrase rather than using  “Airless/Airtight.” throughout the rest of the document.

A Very Low Emission System is one that, by the inclusion of VOC Control mechanisms, controls VOC air emissions to no more than would be experienced if the cleaning solution were VOC compliant in absence of the capture/control mechanisms. 
Explanation and Rationale:  This definition encompasses airless, airtight, Permanent Total Enclosure, and other designs. The burden would be on the equipment supplier to justify that the system is capable of controlling VOC emissions. It should not matter HOW a manufacturer controls VOC emissions so long as they do not emit more VOCs than would be emitted using a VOC compliant cleaning agent. This would give manufacturers and equipment suppliers much more leeway to be innovative and be cost effective to achieve desired goals.

2. Delete the word ‘vacuum’ from the definition of Airless/Airtight in Section 2.0 (d) 

Rationale: It is inaccurate to use the phrase ‘vacuum drying’ since airtight systems do not require a vacuum or reduced pressure for the drying stage. Even for airless systems, the term ‘vacuum’ is inaccurate, as the term implies lack of vapor, and such systems operate at reduced but not necessarily near zero pressure. This phrase was originally inserted into the SCAQMD rule through the efforts of an advocate of airless systems as a means of making it more difficult for competing designs to comply.
3. In Section 2.0 (x), use the following definition of Medical Device.

Medical devices are items that are used for diagnosis, cure, mitigation, treatment or prevention of a disease or condition. In addition, they affect the structure or function of the body, but do not achieve their effect wholly through chemical reaction, or by being metabolized. 

Rationale: This definition is in harmony with the wording in section 201(h) of the Food, Drug and Cosmetic Act. This definition distinguishes medical devices from pharmaceuticals. By including the word ‘wholly’, the definition will extend to Combination Devices. Combination devices, such as a stent with an anti-coagulant drug coating, include a pharmaceutical with a medical device. 

4. We applaud the intent of Section 3.0a(4) ( Standards; Batch-Loaded and Conveyorized (In-Line) Cold Cleaners) that effectively allows a Very Low Emission System.

Rationale: As mentioned above, It should not matter HOW a manufacturer controls VOC emissions so long as they do not emit more VOCs than would be emitted using a VOC compliant cleaning agent.
5.  Extend the provision in Section 3.0a(3)( Standards; Batch-Loaded and Conveyorized (In-Line) Cold Cleaners) allowing up to 150 grams VOC per liter for PCB assemblies to include process adjuncts that are deemed critical to electronics assembly.
Rationale: Some assembly tools must be cleaned to the same specifications as the final product. 

6. In our opinion, specifying methods to determine VOC content, as in Section 5.0a (Compliance Test Methods, determination of VOC content), is beyond the scope of the OTC. OTC could suggest that appropriate consensus methods for analyzing the VOC content of cleaning agents be developed. 

Rationale: No one method is applicable for all chemicals or blends. EPA Method 24 is specified for coatings, not for cleaning solvents; therefore it should not be specified in this document. SCAQMD method 313 is not a good test for many high boiling point fluids. The OTC or states might suggest a primary method, but wording must acknowledge that there may be cleaning processes for which this method is not the best method. 

Perhaps OTC could be funded to coordinate development of consensus methods. An example is the recent effort of SCAQMD to develop Rule 1144 as more appropriate than SCAQMD Method 313 for determining the VOC content of metal working fluids. By working with the Independent Lubricant Manufacturers Association (ILMA) and ASTM, thermogravimetric analysis (TGA) was determined to be a more reproducible technique. We have written about and can provide references related to this effort. 

7. Provide an option in Section 7 (Exemptions), to allow 150 g/L for applications that are high-value but that may not be suitable for a full exemption.

Rationale: The current wording appears to be black and white in that a certain sectors would be fully exempt from the regulation or would have to comply with the 25 g/L requirement. There is the potential that either no exemptions would be provided or that so many exemptions would be allowed that the rule would not do the intended job.  Providing some guidance in rule development to 150 g/L VOC gives the states with an option that would enable effective manufacturing while reducing VOC emissions.

8. We may comment about the sub-sections in Section 4 (Equipment Design and Work Practice Requirements)
There are inconsistencies in the sub-section hierarchy numbering; when parts of this section are referenced in other parts of the document, we cannot determine what is being referred to.

Background

Barbara Kanegsberg and Ed Kanegsberg Ph.D, BFK Solutions LLC, are independent consultants and industry leaders in critical and industrial product cleaning. Their practical assessment and insight helps companies achieve rugged, trouble-free processes. Projects include metals cleaning/surface prep, aerospace/military, electronics assembly, medical devices, engineered coatings, pump repair, and optics. They were active contributors to the IPC-CH-65B Cleaning Handbook for electronics assemblies and are on an ASTM committee developing cleanliness standards for medical devices. They are editors/contributors for the newly-revised, expanded 2 Volume Second Edition of the “Handbook for Critical Cleaning,” CRC Press, 2011.

16924 Livorno Dr., Pacific Palisades, CA 90272


(310) 459-3614 • fax (310) 459-3624


� HYPERLINK "mailto:info@Bfksolutions.com" ��info@Bfksolutions.com� • � HYPERLINK "http://www.Bfksolutions.com" ��www.Bfksolutions.com� 














