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WELCOME/INTRODUCTIONS

Jim Bradford (AOAC) welcomed everyone to the fourteenth stakeholder meeting of AOAC Stakeholder
Panel on Infant Formula and Adult Nutrition (SPIFAN) and led introductions of attendees. Bradford
introduced Darryl Sullivan (Covance), chair of AOAC SPIFAN stakeholder panel.

SPIFAN OVERVIEW

Darryl Sullivan (Covance) updated the stakeholders with an overview of the accomplishments and
provided background information on the SPIFAN project, provided an historical perspective on infant
formula including regulatory challenges, engagement of the infant formula industry and current
voluntary consensus standards development including the AOAC Standard Method Performance
Requirements (SMPRs®). Related roles and responsibilities with the various entities including the
Official Methods Board (OMB), stakeholder and expert review panels and AOAC staff were also
discussed. Activities included the outcomes of the March 2016 mid-year meeting and proposed
activities to be held during the AOAC Annual Meeting. A Whey Protein: Casein Ratio update was also
provided.

UPDATE ON INTERNATIONAL ACTIVITIES

a. CODEX REVIEW AND ADOPTION OF AOAC SPIFAN METHODS
Robert Rankin (INCA) and Darryl Sullivan (Covance) provided progress to date on the activities related
to the submission of the AOAC SPIFAN Final Action Official Method™ to the Codex Committee on
Nutrition and Foods for Special Dietary Uses (CCNFSDU). Rankin also provided background
information including prior submissions into the Codex process. The Next steps will be to submit the
AOAC 2012.22 (Vitamin C) method into the Codex system.

b. UPCOMING CODEX MEETINGS
Robert Rankin (INCA) updated the stakeholder panel on the future meeting dates and highlighted
efforts in preparation for the upcoming Codex committee meetings including CCNFSDU for which
AOAC SPIFAN methods may be under consideration. The first meeting will be held December 5-9,
2016 in Hamburg, Germany; additional meetings are slated for 2017.

c. REVIEW OF AOAC SMPRS AND CODEX STAN 72
Scott Coates (AOAC) reported on a comparison study document of AOAC SPIFAN SMPRs and the
Codex Standard 72 for infant formula to ensure compliance.

d. AOAC/ISO/IDF COOPERATIVE UPDATE
The cooperative update was presented by Erik Konings (ISO representative) with collaboration from
Harrie van den Bijgaart (ISO/IDF) and Marcel de Vreeze (NEN & IDF). The cooperation agreement
was signed with AOAC in 2012 to collaborate on standard development for harmonization. The
update consisted of activities with AOAC/ISO/IDF to establish the SPIFAN samples. The system is a
two way direction on the methods; studies could come into the AOAC process as well as into the
ISO/IDF process.

At the beginning of the 2016, several new work item proposals were launched in the ISO/IDF process,
which means that as soon as a topic can be shared there will be a work item proposal launched. As
recommended at the March 2016 meeting, include the feedback given by ISO/IDF prior to executing
the protocols in their respective process and evaluate the study data. Vitamins By, B,, and Bg, vitamin
D, vitamin K, carnitine/choline, folate, and biotin were reviewed by the ISO TC 34/WG 14 (Vitamins,
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Carotenoids and other nutrients). The working group level discussions included the MLT protocols.
ISO TC 34/SC 5 on milk & milk products (IDF) reviewed methods for chloride, minerals, fructans (FOS)
and GOS. The agreements are possible for standards to be adopted by different organizations and
countries.

e. UPDATE ON GLOBAL OUTREACH
Robert Rankin (INCA) focused discussion on facilitating international awareness for the SPIFAN
methods by engaging the communities and regions around the world. Focus includes identifying key
countries to promote the SPIFAN methods. Ongoing efforts will continue for outreach to continue to
Brazil, India, China, and Europe including Codex.

IV. UPDATE ON INFANT FORMULA PROFICIENCY TESTING (PT) PROGRAM TASKFORCE Darryl Sullivan
(Covance) provided an update on the Proficiency Testing Pilot Program on behalf of the program co-
chairs Don Gilliland (Abbott) and Melissa Phillips (NIST).

The infant formula manufacturers formed a working group (Matrices Working Group) to develop a suite
of test materials to use in the validated studies. Currently, in the second reiteration of supplies, the
objective is to make the SPIFAN methods widely available as well as test samples. The program is being
used as a path forward and work plan to develop a proficiency program for nutrients in infant formula as
a resource to the SPIFAN community.

Using the consensus approach, the taskforce pilot program launched with a wide variety of products in
the portfolio including those with challenging matrices. It will identify and address the components
using the SPIFAN methods which include nutrient definitions and units of measurement per the SMPR®
identify the product matrices, the testing frequencies in the different type of products used and
establish the statistical design. The program will also include instrument detail.

The taskforce also discussed using a consensus true value based on the proficiency program for use on
the SPIFAN methods or all methods. The program will test the processes, not the test methods or
laboratories; the labs signed up through a submission site. Six (6) labs were chosen and feedback was
received from those labs on instructions, overall process and reporting format for the data entry forms.
With the pilot program, submission of the laboratory samples will take place within a 30-day timeframe.
Assessing data from multiple methods is part of the program.

V. DISCUSSION ON AOAC PROCESSES & PRIORITY NUTRIENTS

Deborah McKenzie (AOAC) provided information on AOAC processes in relation to the development of
standards and also reviewed AOAC policies and procedures.

The Working group chairs lead discussions relating to analytical challenges and deficiencies with
Carotenoids, Fluoride, and Folic Acid (folate). There is a method currently submitted for carotenoids, but
the working group chair requested that the SMPR® be split into multiple SMPRs® with one measuring only
beta carotene and lutein. Lycopene and alpha carotene should have a separate SMPR®. Methods should
separate alpha carotene (cis and trans isomers), not necessarily quantify.

Folate was also a discussed due to the question that was raised concerning revising the applicability
statement in the SMPR® to include both folic acid and 5-MTHF (polyglutamate) in determining the total
folate.
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The fluoride discussion included old, new and alternative methodologies. The Codex requirement for the
nutrient was also discussed.

AOAC SPIFAN FUTURE ENDEAVORS

Robert Rankin (INCA) updated the stakeholder community on the potential future activities for AOAC
SPIFAN which included progress to date. The proposed action plan includes continuation with the
SPIFAN Il nutrients through March 2017, with five (5) nutrients without First Action Official Method®™
status along with Final Action methods and ISO/IDF standards for the remaining nutrients. Currently, we
are working to develop objectives for SPIFAN Il with the focus on meeting the needs of the community
via this forum along with stakeholder financial support of the program/process. Discussions also
included Codex adoption of the collaborated methods for all nutrients groups.

TIMELINES/DEADLINES/WRAP-UP

Darryl Sullivan (Covance) provided a timeline of continued AOAC SPIFAN activities including upcoming
deadlines, wrapped up all discussions and answered any additional questions.



