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Specifications for Environmentally Preferable Exam Gloves

Comments Due by October 31, 2012 

We are seeking comments on this draft specification from members and partners of Practice Greenhealth. We hope this specification becomes  a valuable supply chain tool for purchasers in health care who are not familiar with or lack expertise in the environmental attributes associated with various products used in health care.  This is one specification of several we are preparing for 2012.

Please submit comments by email to Beth Eckl, beckl@practicegreenhealth.org using track changes to this document.  Please include all of the individuals and their affiliations who participated in this review for recognizition as Advisory Members. 

We have not done an assessement to determine if there are existing products on the market that meet these specifications. We anticipate the specification will help determine market availability. We did use existing furniture standards to develop this specification; however, we were not able to find a single standard that covered all of the HHI Safer Chemicals Challenge requirements for furnishings. 

We have may need more requirements for corporate social responsibility in these specifications.  These drafts are mainly product-focused. We welcome suggestions on areas important to address.

Scope

Exam gloves covered in this category include all medical gloves used in non-surgical applications.   This includes exam gloves made from a variety of materials types, sizes and colors.

This specification also supports the Healthier Hospitals Initiative Safer Chemicals Challenge
 to purchase exam gloves free of polyvinyl chloride (PVC).
Definitions

Environmentally Preferable Product – A product or service that has a lesser or reduced effect on human health and the environment when compared with a competing product or service that serves the same purpose.

Latex Allergy:

· Type I Allergy – (immediate-type) hypersensitivity natural rubber latex (NRL) allergy is an IgE-mediated, immediate type hypersensitivity reaction to one or more proteins in natural rubber latex (Hevea brasiliensis).  This reaction is systemic.

· Type IV Allergy – (delayed-type) hypersensitivity is a T cell-mediated, delayed response, and typically occurs 48 to 96 hours after exposure.  This is frequently a reaction to the processing chemicals using in manufacturing natural rubber latex.

Glove Powders - Total particulate matter [glove powder] includes dusting or donning powders, mold-release compounds, and manufacturing debris. Dry lubricants, such as cornstarch, silicone etc., are used to make donning gloves easier and to prevent gloves from sticking together during the manufacturing process. Cornstarch, which meets the specification for absorbable dusting powder in the United States Pharmacopoeia (USP), is the most common lubricant for patient examination gloves.

Required Product-Specific Environmental Criteria

1. Manufacturers must comply with all applicable regulations by the U.S. Food and Drug Administration (FDA or www.fda.org) and the American Society for Testing and Material (ASTM or www.astm.org).

Required Documentation:

Manufacturer must provide a copy of the completed FDA 510K form or the URL for the form demonstrating that exam gloves meet applicable ASTM testing procedures as listed in Appendix A.

2. Exam gloves shall be free of polyvinyl chloride (PVC).  Exceptions for limited use of PVC gloves to reduce health impacts from allergies (such as Type I and Type II latex allergies) will be allowed.  

Required Documentation:

Bidder must submit a formal declaration stating that the products supplied do not contain polyvinyl chloride (PVC).  The declaration must be written, signed, and dated on the manufacturer’s letterhead by the manufacturer.
3. Exam gloves shall be free of intentionally added powder.  Bidders shall provide residual powder content information for the following classifications:  

	Classification (21 CFR)
	Product Code
	Product Code Description

	880.6250
	LYY
	Glove, Patient Examination, Latex

	880.6250 
	LZA
	Glove, Patient Examination, Poly

	880.6250
	LZC
	Glove, Patient Examination, Specialty

	880.6250 
	LYZ
	Glove, Patient Examination, Vinyl


Required Documentation:

Bidder must  provide complete and unabridged test results verifying exam gloves meet FDA requirements for “powder-free” based on ASTM D6124-06 – Standard Test Method for Residual Powder on Medical Gloves.
4. Exam gloves shall  be free of intentionally added phthalates, specifically the following:

· Di-2-ethyl hexyl phthalate (DEHP) CAS 117-81-7, 
· Benzylbutylphthalate (BBP) CAS 85-68-7, 

· Di-n-hexyl phthalate (DnHP) CAS 84-75-3, 

· Di-isodecyl phthalate (DIDP) CAS 68515-49-1 or 26761-40-0, 

· Dibutyl phthalate (DBP) CAS 84-74-2   .

Required Documentation:

Manufacturer will provide complete and unabridged test results from a CPSC-accredited third party laboratory
 verifying that gloves are free of phthalates using Consumer Product Safety Commission (CPSC) CH-C1001-09.2 – Standard Operating Procedure for Determination of Phthalates.  

5. Latex exam gloves shall meet the following requirements in order to reduce the potential for latex-related allergic reactions:
a) Latex exam gloves must not exceed the low protein content of 200 micrograms/dm2 as specified in ASTM D3578 using the Lowry Method to reduce the allergenic potential.  

b) Bidders shall state on the
 product label for latex exam gloves the amount of water-soluble natural latex proteins.  

Required Documentation:

Manufacturer shall provide test results documenting the latex products provided meet the standards for low protein measured using the guidelines provided by ASTM D3578 using ASTM D5712 – Standard for Testing for Extractable Proteins using the Lowry Method Or ASTM- D6499-07 – Standard Test Method of the Immunological Measurement of Antigenic Protein using the ELISA method.

1. Packaging Requirements

a. Product’s primary and secondary packaging shall be reusable, contain postconsumer recycled materials or recyclable (meaning it can be collected, separated or otherwise recovered from the solid waste stream for reuse, or in the manufacture or assembly of another package or product, through an established recycling program).

b. Product shall not be packaged with polystyrene (Styrofoam™) or polyvinyl chloride (PVC) materials in the primary or secondary packaging materials.

Required Documentation:

Bidder must submit a formal declaration stating whether or not this product meets the specified packaging requirements.  The declaration must be written, signed, and dated on the manufacturer’s letterhead by the manufacturer.

2. Required Corporate Environmental Responsibility

a. [Our organization] prefers manufacturers who demonstrate a commitment to improving the environment and the products they produce.  Manufacturers must have an environmental management plan or policy that guides programs and addresses overall corporate environmental stewardship.

Required Documentation:

Bidder must provide a copy of their environmental management plan or policy or the URL where the plan or policy can be found.
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Appendix A: ASTM Regulatory and Performance Requirements for Exam Gloves

US Food and Drug Administration (FDA) -    www.fda.gov
The FDA requires manufacturers complete a 510K form and documentation before gloves may be exported to U.S. and recommends that finished, powder-free gloves meet the following standards, cited in detail below:

· ASTM D3578 

· ASTM D5250

· ASTM D6319 -10

· ASTM D6977 – 04(2010)

American Society for Testing and Material (ATSM) - www.astm.org
ASTM Relevant Standards:

ASTM Glove Standards:

ASTM D3578-05 (2010) - Standard Specification for Rubber Examination Gloves

ASTM D5250-06e1 - Standard Specification for Poly(vinyl chloride) Gloves for Medical Application

ASTM D6319-10 - Standard Specification for Nitrile Examination Gloves for Medical Application

ASTM D6977 – 04(2010) - Standard specification for polychloroprene examination gloves for medical application.

ASTM Test Procedures:

ASTM D3578-01ae2 - limits Lowry test protein to 200 micrograms/dm2 and maximum powder to 10 micrograms/dm2 or ELISA test of antigenic protein to 10 mg (80 mg/glove)  note, these limits are  recommended but not mandatory.

ASTM D5712 - Standard for Testing for Extractable Proteins using Lowry Method

ASTM D6124-06 - Standard Test Method for Residual Powder on Medical Gloves, powder free designation may be used for gloves meeting a standard of no-more-than 2 mg of any filterable residue per glove.  

ASTM D6499-07 -  Standard Test Method of the Immunological Measurement of Antigenic Protein in Natural Rubber and its Products.  This test uses the Enzyme Linked ImmunoSorbant Assay (ELISA) test for antigenic protein levels.

ASTM D7103-06e1 - Standard Guide for Assessment of Medical Gloves

ASTM F739 -  Test for Permeation (resistance to Heavy Exposure)

ASTM F1383 - Test for Permeation (resistance to Limited Exposure)

�What amount of proteins should they see on the label that is acceptable? 





� �HYPERLINK "http://healthierhospitals.org/"�Healthier Hospitals Initiative�


� American Latex Allergy Association.  � HYPERLINK "http://www.latexallergyresources.org/definition" ��American Latex Allergy Association�


� American Latex Allergy Association.  � HYPERLINK "http://www.latexallergyresources.org/definition" ��American Latex Allergy Association�


� Medical Glove Powder Report, U.S. Food and Drug Administration, � HYPERLINK "http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm113316.htm" �http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm113316.htm�, Accessed March 2012


� Consumer Product Safety Commission � HYPERLINK "http://www.cpsc.gov/cgi-bin/labsearch/" ��CPSC Certified Laboratories�
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