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TO: Joint Committee on Dietary Supplements
FROM: Brian Zamora, Chairperson
DATE: May 23, 2019

SUBJECT:  Proposed revision to NSF/ANSI 173 — Dietary Supplements (173i81r3)

Revision 3 for NSF/ANSI 173, Issue 81 is presented to the Joint Committee on Dietary Supplements for
consideration. Please review the changes proposed to this standard and submit your ballot by the due date
of June 13, 2019 via the NSF Online Workspace <www.standards.nsf.org>.

When adding comments, please include the section number applicable your comment and add all comments
under one comment number whenever possible. If additional space is needed, you may upload a word or
.PDF version of your comments online via the browser function.

Purpose

The intent of this proposal is to expand the content of NSF 173 with respect to its references to known toxic
constituents and known adulterants and to add recognition of certain botanical species that are prohibited
from use in dietary supplements.

Background

This was originally balloted in July of 2018 but received negative comments. These have been resolved and
approved of by the negative commenter per revision 2. Revision 2 was balloted in March 2019 but received
one negative comment. Revision 3 resolves this comment and was approved of by the commenter.

It is proposed that section 5.3.4 Aristolochic acid be expanded to recognize pyrrolizidine alkaloids and
ephedrine alkaloids as other botanical constituents that are of concern for dietary supplements. These
additions will be made in separate issue papers. This paper will focus on updates to Aristolochic acid.

All of the genera should be italicized. FDA’s Import Alert in this matter never mentioned either Asiphonia
and Hexastylis was mentioned only insofar as H. arifolia may be a synonym for a species of Asarum; in
addition, these species are either never or very nearly never in commerce — so they could be removed if we
prefer to be most accurate, though if retained there is no actual burden since these are not in commerce;
Annex A in this document contains several species which “require testing for AA” that were included on
FDA’s original list but have now been removed from this list by FDA. To conform to FDA’s current
guidance only species in the following genera should be retained on this list: Aristolochia; Asarum;
Cocculus; and Thottea

Public Health Impact

These changes will have no negative impact on public health.
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If you have any questions feel free to contact me.
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Brian Zamora

Chairperson, Joint Committee on Dietary Supplements
c/o Joint Committee Secretariat

Rachel Brooker, Standards Development Liaison

NSF International

Phone: (734) 827-6866

Email: rbrooker@nsf.org
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5 Product requirements
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5.3.4 Aristelochicacid Botanical constituents

5.3.4.1 Aristolochic acid

Dietgry ipgredients a_nd finished pro_ducts shall not contain. botanicals in the.AristoIochiaceae family {e-g+

be ollowing-genera: olochia—Asarum:; phonia;—Hexastylis- Fhottea;—ete) unless such
materials or products are confirmed to be free of aristolochic acid at a limit of detection of 0.5 ppm.

Dietary ingredients and finished products containing any botanicals listed in Annex A shall be confirmed to
be free of aristolochic acid at the above-stated limit of detection according to 7.4.

5:3:5 5.3.4.2 Pyrrolizidine alkaloids (PAS)
[ ]
[ ]
[ ]

Annex A
(normative)

Table Al - List of botanicals which require testing for aristolochic acid*
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tAvristolochia spp. (all species)

tAsarum spp. (all species)

*Cocculus orbiculatus

tThottea siliquosa

NOTE - The species marked with a dagger symbol (t) are species in the Aristolochiaceae family and should be
assumed to contain aristolochic acid (FDA Import Alert 54-10) unless scientifically valid analysis shows otherwise.
The species marked with an asterisk(*) has some history of substitution with one or another species of Aristolochia
(Upton R., Characterization of selected plants that may contain or be adulterated with aristolochic acid. Scotts Valley:

American Herbal Pharmacopoeia, 2006).
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