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Variability in DNA extraction step Variability in data analysis steps

“Of the 366 tested species, we found 90 “sequences that were quality-filtered by
that were significantly affected by mothur and QIIME produced significantly
extraction protocol” different taxonomic compositions.”
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Intermediate precision (intra-laboratory) ~

mock DNA mixture

|
[ N

QIASeq FX SMARTer ThruPLEX

|
N

high low high
PCR cycles PCR cycles PCR cycl

Bray Curtis distance

PCR-free

808

- BHEEABRToONAA—LOI)—IFPA

0.06 -

0.05-

0.04 -

0.03 -

0.02 -

0.01 -

E3QlAseq FX
B SMARTer TruPLEX

O kit
condition
‘ operator

lot

32/54



w
= a~::. INAM™ /™

w’

y
»  DNA extraction kits / protocols -
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Intermediate precision (intra-laboratory)
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o INAM ™

Summary & outlook

o JMBC: industry-led consortium with shared pre-competitive goals

o Developed genome DNA and cell based mock communities that
will be available to the industry

o Comprehensive assessment of the impact of experimental
variables at all steps of the measurement workflow, basis for
development of SOP

o0 Ongoing collaborative study to assess performance of selected
methods

o SOP to be adopted for healthy cohort study

o International collaborations and efforts

S JMBC  @azw  Nite 25
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4" The Microbiome Movement — Drug Development ¢ 2 ;JHMBC
Summit, 2019.6.26-28, Boston

FEBEDYA— K

Jun Terauchi at the Japan #microbiome consortium discusses the
need for reliable and consistent data for future Microbiome
research and the efforts of the consortium to create
standardisation protocols in Japan. The JMBC was founded in
2017 by leading Japanese Pharma

companies https://t.co/SymC78Dshn
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Measurements (2019.9.9-10, Gaithersburg)

2019 NIST Workshop on Standards for Microbiome

Measurements

2019 NIST Workshop on Standards
for Microbiome Measurements

-...A?i ) P
> 1

#NISTMicrobiome

This workshop will focus on
the need for standards to
support the burgeoning
biotech and pharma
industries developing
clinical applications that
target the human
microbiome. Informed
regulatory decision making
requires an understanding of
the analytical performance
of the assays being used to
verify the identity, purity,
potency and stability of
these biomanufactured Live
Biotherapeutic Products

(LBPs). Additicnally, clinical microbiome laboratory tests must be validated before being used for

donor screening, monitoring engraftment or evaluating other changes that occur in a patient’s

microbiome before, during and after therapeutic intervention.

While next generation sequencing (NGS)-based (metagenomic) methods will be a major emphasis,

other analytical methods, such as those being used for enumeration and viability assessment, will

also be addressed.

NIST is currently working with our stakeholder community to develop standards for microbiome

measurements that will enable federal, academic and industry labs to reliably reproduce each other’s

results and advance the overall field.

WORKSHOP

iz September 09, 2019 to September
10,2019

v NIST, 100 Bureau Drive,
Gaithersburg, MD 20899 (Green
Auditorium)

Last day to register is September 3, 2019. The
registration fee is $125.

All attendees must be pre-registered to gain
entry to the NIST campus. Photo identification
must be presented at the main gate to be
admitted to the conference. International
attendees are required to present a passport.
Attendees must wear their conference badge at
all times while on the campus. There is no on-
site registration for meetings held at NIST.

General Inquiries: NISTmicrobiome@nist.gove

2 JMBC

2019 NIST Workshop on Standards for Microbiome

—BHEEABEI 10/ A—LIN -2

https://www.nist.gov/news-events/events/2019/09/2019-nist-workshop-standards-microbiome-measurements
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NEDOEEME T BT 5 LOMERRZFHE (FEHRH)
2019 NIST Workshop on Standards for Microbiome

Measurements

Workshop on Standards for Microbiome Measurements Day 2, Part 4

Workshop on Standards for Microbiome Measurements

Standards for Microbiome

Standards for Microbio

@

-]

' NIST O

[ -y

WORKSHOP

izs September 09, 2019 to September
10,2019

v NIST, 100 Bureau Drive,
Gaithersburg, MD 20899 (Green
Auditorium)

In-person registration closed on September 3,
2019.

Webcast option: Webcast registration is not
required to view the live stream, but registered
viewers will receive a reminder and updates
prior to the webcast. You may participate by
emailing your questions or comments

to NISTmicrobiome@nist.gov= or join us

on Twitter using #NISTMicrobiome.

All attendees must be pre-registered to gain
entry to the NIST campus. Photo identification
must be presented at the main gate to be
admitted to the conference. International
attendees are required to present a passport.
Attendees must wear their conference badge at
all times while on the campus. There is no an-
site registration for meetings held at NIST.

Sponsorship Inquiries: Sam Forry
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