8 Natural

. . Products 1773 T Street, N.W., Washington, DC 20009

ASSOCIATION (202) 223-0101, Fax (202) 223-0250

Promoting Natural Products www.NaturalProductsAssoc.org
for Healthy Lifestyles

Decenber 14, 2007

Jeffery Shuren, MD.

Assi st ant Conmi ssioner for Policy

Di vi si on of Dockets Managenent (HFA-305)
Food and Drug Admi nistration

5630 Fishers Lane, Rm 1061

Rockvi | Il e, MD 20852

Re: Draft GQuidance for Industry: Questions and Answers Regarding Adverse Event
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Dear Assistant Conm ssi oner Shuren:

The Natural Products Association, formerly the National Nutritional Foods Association
(NNFA), is subnitting this letter as a formal comment, concerning the draft guidance
Regarding Adverse Event Reporting and Recordkeeping for Dietary Supplenments as
required by the Dietary Supplenent and Nonprescription Drug Consuner Protection Act
(Public Law 109-462, 120 Stat. 3469), appearing in the Federal Register on Cctober 15,
2007 (Volune 72, Nunber 198). The Natural Products Association was founded in 1936 to
pronmote and protect the unique values and shared interests of retailers and suppliers
of natural nutritional foods and natural products. The Natural Products Association is
a non-profit 501 (c) (6) association whose mission is to unite a diverse menbership,
from the smallest health food store to the largest natural products supplier. W
chanpi on consuners' freedom of choice in our narketplace. W strengthen and safeguard
retailers and suppliers. W build strong markets to fuel industry growmh. W act
together with unconpronmising integrity, and we encourage all to reach ever higher
standards of quality. W are the largest trade association in the Natural Products
industry by sheer nunbers representing over 10,000 nenbers. Thank you very nuch for

the opportunity to comrent.

First and forenpst we recognize that FDA, specifically the Center for Food Safety and
Applied Nutrition (CFSAN) has nunerous challenges to address, so it can better protect
the public health, and we enthusiastically support the use of Serious Adverse Event
Reporting as well as other efforts to address those challenges. FDA has denonstrated
in other industries where the agency has regul atory oversight that mandatory reporting



of serious adverse events enables the agency to identify risks, should they exist,
both quickly and accurately. For this reason anobngst others, the Natural Products
Associ ati on has been a proponent of Serious Adverse Event Reporting (SAER) for Dietary
Suppl enents, we believe they are a critical conponent for nmmintaining the |evel of
consuner confidence that some 190 MIIlion Anericans that take a supplenent as a part
of a healthy lifestyle currently enjoy. W would like to comrend CFSAN for offering
gui dance on Serious Adverse Event Reporting on what has proven to be both a very busy
and a very productive year for CFSAN. Wth that in nind, we also want to ensure that
the agency understands the challenges the industry faces in conplying with the
agency’s regul ati ons, and how gui dance nmay be enhanced to inprove conpliance through

clarification, but also address issues central to the new regulatory requirenents.

Wth respect to the guidance we believe the followi ng areas need greater clarification

to elimnate confusion:

1) Guidance question # 9 “Are retailers required to subnit serious adverse event
reports for dietary supplenents to FDA? A retailer whose name appears on the
| abel of a dietary supplenent as its distributor may, by agreenment, authorize
the manufacturer or packer of the dietary supplenent to submit the required
adverse event reports for such dietary supplement to the FDA so long as the
retailer directs to the manufacturer or packer all adverse events associated
with such dietary supplenent that are reported to the retailer through the
address or telephone nunber on the label of the dietary supplement.” Wth
respect to the contact information that must be present on the | abel we believe
that 21 CFR § 101.5 and § 343(e) (1) should be referenced here to eliminate any
confusion associated with the new |law. Dietary supplenent manufacturing firns,
and/or said “responsible parties” as put forth in the law, in conpliance with
the U S. code sections listed in the previous sentence are not and should not
be required to make any |abeling changes in reference to contact information.
And, we note that the new law explicitly did not require any |abel changes.
Clearly, the drafters of the legislation would have statutorily nmandated
addi tional |abel changes if any such |abel changes were desired or needed to

provi de consuners w th additional contact infornation.

2) Guidance question #23“Does FDA have an on-line option at FDA' s MedWatch website
for submitting serious adverse events reports for dietary supplenents
el ectronically? No. W do not have this option available for dietary suppl ement
adverse event reporting at this tinme. Serious adverse event reports for
dietary supplenents nust be submitted by filling out MedWatch Form 3500A and
nmailing it to FDA along with the product |abel and any other attachnents.” The
serious adverse event reporting requirenents as put forth in the law for OTC
pharmaceuticals was witten in parallel with dietary supplenments. However per
the respective guidance for dietary supplenments and OTCs there appears to be

one mgjor difference. That difference being the agency’'s refusal to accept



electronic filings for dietary supplenments. Wile we support the agency’'s
decision in not offering an electronic option at this time, we understand that
such a system (both electronic subm ssion and record keeping) would have to be
21 CFR Part 11 conpliant. Considering the snall nunber of adverse events the
agency currently receives (and anticipates receiving) on dietary supplenents,
coupled with the small business concern that makes up a great deal of the
di etary suppl enent industry, this would not be feasible economcally for either
the agency or the industry at this tinme. However, there are factors that may
rapidly shift the need for an electronically viable system for both the agency
and industry. Specifically, the use of third-party services to subnit adverse
event reports, firns that produce pharnaceuticals as well as dietary
suppl ements thus currently subnmit reports electronically, and international
firms who may not be able to neet the 15-day w ndow due to geography and postal
systens, are just a few exanples where electronic subm ssion may be favorable.
For the reason that the law was witten in parallel between dietary supplenents
and OICs, we believe nore discussion is needed in the guidance on what the
future holds for electronic submission as well as the referencing of 21 CFR
Part 11 at a mininmum for those dietary supplenent firnms who intend to store

records el ectronically.

We woul d wel cone the opportunity to participate in any forum where future gui dance on

SAERs and issues surroundi ng SAERs for dietary suppl enents may be discussed further.

Very truly yours,

Dani el
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Vice President, Scientific & Regulatory Affairs
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