Dr. Scott Masten

Office of Chemical Nomination and Selection

NIEHS/NTP

P.O. Box 12233

Research Triangle Park, NC 27709

September 19, 2001

Re: NIOSH's Draft Metal Working Fluids, Recommendation for Chronic 

    Inhalation Study

Dear Dr. Masten:

The Independent Lubricant Manufacturers Association ("ILMA")

appreciates this opportunity to provide additional comments to NIOSH on its Draft Metal Working Fluids, Recommendation for Chronic Inhalation Study ("Draft Recommendation"). ILMA’s Safety, Health, Environmental and Regulatory Affairs Committee (“SHERA”) prepared these comments. 

As stated in our January 31, 2001 letter, ILMA continues to oppose

NIOSH's recommendation to the National Toxicology Program ("NTP") for metal working fluid ("MWF") chronic inhalation studies. We maintain that MWFs are not appropriate candidates for chronic inhalation studies at this time. ILMA identified many specific comments in support of our position. One key reason for our position is that there are hundreds of MWF formulations and ingredients, allowing for an infinite number of combinations, making it nearly impossible for NIOSH to pick a representative formulation. Moreover, any study of virgin MWFS will not address in-use fluid changes, which may in fact be the largest contributing factor to any adverse health effects associated with occupational exposure to MWF formulations. 

While ILMA believes that the proper selection of test materials is essential if NTP were to go forward with the Draft Recommendation, the Association cannot assist NTP in making such selections. We can find no common representative basis for selection.

To preserve the integrity of the scientific process, it is ILMA’s position that NIOSH and NTP's deliberations must be free from any product-related influence by interested parties.  Further, the complexity of MWFs and the competition in the MWF market complicate ILMA’s ability to advise agencies in a product-neutral manner.  Moreover, the Association does not posses product related information or data on MWF products, formulations, or analytical data. Therefore, participation would need to come directly from member companies.  

ILMA strongly supports science that resolves the testing endpoint before initiating a testing program. The 1998 NIOSH Criteria Document, which was developed over several years and which included information and comments from interested third parties, including ILMA, states that current-day MWF formulations do not present a cancer risk, but rather a risk of non-malignant chronic respiratory endpoints.  ILMA feels it is extremely important that the NTP not ignore this conclusion, regardless of the conclusions reached by the ICCEC. 

ILMA members are committed to the safe use and handling of

Metal working fluids in the workplace.  The Association welcomes the opportunity to support and participate in scientifically sound testing programs that advance workplace safety. I have attached ILMA's January 31, 2001 letter, which addresses other issues for NIOSH's consideration.

If you or other NIOSH staff members have any questions about either of these submissions, please contact Cathleen Barmoy, SHERA Committee Manager at 703/684-5574, ext. 121.

Sincerely,

Michael C. Metallo                 

Executive Director

cc/ILMA Board of Directors

   SHERA Committee

   Jeff Leiter, Collier Shannon Scott

   Mark Torassen, NIOSH

