Possible

Project name Committees Federation |Description Final deliverable DATE
! at : COMPLETED
Activity
USP-NF General Chapter . Review the proposed General Chapter
Compendial . .
<1029> Good . <1029> Good Documentation Practices
. . Review/ N/A . . Comments to USP 29-Sep-25
Documentation Practices L and Data Integrity and provide
) Harmonization
and Data Integrity comments to USP.
. IPEC-Americas to develop a
Congratulate Fouad Atouf, [Compendial
) . . congratulatory letter to Fouad Atouf
newly appointed Chief Review/ N/A ] . Letter to Fouad 22-Sep-25
Science Officer of USP Harmonization who was recently appointed Chief
Science Officer of USP
DOCKel NO. DUJ-ULF-2ZUZ5-
0169 Request for Info on DOJ Request for Info on State Laws
. . . g DOJ comments to
State Laws Having Signif Regulatory Having Significant Adverse Effects on
) . N/A . L Docket No. DOJ- 15-Sep-25
Adyv Effects on National Affairs National Economy or Significant Adverse
OLP-2025-0169
Economy or Interstate Effects on Interstate Commerce
Lomearea Udy 5. Al ADOUT Supplier
. L Communication: Interaction of User and [LATAM ELL
Supplier Communication: . .
) Executive Manufacturer webinar on
Interaction of User and . N/A . L . . 11-Sep-25
Committee eSupplier Qualification Slides Supplier
Manufacturer . . —
eQuality Agreement Slides communications
aClD Clidac
Uverview or Known regiondl
requirements for excipients .
L . . ELL webinar on
Navigating Regulatory Regulatory N/A * Regulatory — excipient regulations regional excinient 10-Sep-25
Filings: Where, When, How |Affairs * Pharmacopoeial & . P P
. . . . regulations
* Registration/license requirements
¥ Crnacial Inhalina/chalf lifa
Day 2: Measurement and Maintenance
Measurement and . of Excipient Standards LATAM ELL
. . Executive L .
Maintenance of Excipient ) N/A eAudit Slides webinar on 10-Sep-25
Committee . - .
Standards eCertificate of Analysis Slides Excipient Standards
eSignificant Change Slides
. . . Day 1: Setting Excipients Standards LATAM ELL
Setting Excipients Executive . . .
) N/A *GMP Slides webinar on Setting 9-Sep-25
Standards Committee . .
*GDP Slides Excipient Standards
excipient 1ol raining, mtroduction to
excipients. LATAM ELL
LATAM WG Excipient 101 |Executive Webinar provided foundational info on .
. . N/A L . webinar on 7-Aug-25
Webinar Committee excipients with a focus on: L
_ Excipient 101
> Definitions
S Dagulatary Cancidarvatinne
purdit comments to 1CH 1 guideline on
stability testing of drug substances and
L Good y & g . Submit ICH Q1,
ICH Q1 guideline on ) drug products - Step 2b IPEC Federation
o ] Manufacturing |Yes . Step 2 comments 30-Jul-25
stability testing ] Comments from IPEC-Americas and
Practices to EMA

consolidate with Federation comments

hofara cithmittina +a EMA




USP (1037) Process

Review recent USP General Chapter on

lity b P Analytical Technology - Th
Analytical Qua.| ¥ by N/A rocess. nalytical Technology eory Comments to USP 30-Jul-25
Design and decide whether or not to prepare
Technology—Theory .
and submit comments to USP
Docket No. FDA-2025-D- recommendations for replacing color
. L . FDA comments to
0507, Replacing Color Regulatory additives in approved or marketed drug
o . N/A . Docket No. FDA- 22-Jul-25
Additives in Approved or  |Affairs products. IA to prepare and submit
2025-D-0507
Marketed Drug Products comments
FDA COMMIMISSIONET S Natonar PTTOTTy
Voucher Program (CNPVP) is as an
Regulatory opportunity to bring up innovative Comments sent to
PRIME FDA letter i N/A R | FDA Commissioner 16-Jul-25
Affairs excipients into the current regulatory
S Markay
priorities. Prepare and send an
intraductarg lottar +n EDA froam IDEC
IPEC Federation Position paper entitled:
EMA Q&A on co- Quality b EMA Q&A on co-processed excipients IPEC Federation
processed excipients used Desi : 4 Yes used in solid oral dosage forms. The Position Paper on 25-Jun-25
in solid oral dosage forms & document was developed by members |CoP
of IPEC-Americas and Europe.
IPEC-Americas Executive IPEC-Americas International Journal of
International Journal of Committee N/A Pharmaceutical Excipients; Journal publication 25-Jun-25
Pharmaceutical Excipients Q2 2025 Edition Published
Infographic to show “road map” for
. grap P Guide Infographic
Guide Road map for Users [User Network |N/A users (and maybe makers, too) for for Users 25-Jun-25
applying IPEC guides and position papers
Checklist for
. . Develop two audit checklists for the .
IPEC-Americas Excipient Good IPEC-PQG Excipient GMP guide, one Federation to use
GMP Audit Checklist to Manufacturing |TBD comprised of puestions ar?d the: other in development of 5-Jun-25
revised IPEC GMP Guide Practices remiF:\der hra?ses a revised IPEC
P : GMP Audit guide
TOETTUTY ana VIt TAuSTry SIVIES 1O
SME Scienifc /s for pedatrs e [Presenations at
Engagement/Knowledge . N/A L P Q2 SAC 2025 3-Jun-25
) , Affairs injectables to IPEC members. .
Sharing with SAC Members . . meetings
Knowledge to feed into future guidance
dovialanmant
EW25 Experts Panel:
Addressing Executive panel of experts to discuss the impact of [EW 2025 Panel
L . . . N/A L ) . ) . 14-May-25
Misinformation Insights Committee misinformation on public health discussion
and Strategies
COMPIEX SYSTEIS are CNaractertZed by
. . L unpredictable emergent behaviours
Excipients in Quality Risk
P Q ¥ Quiality by which can confound risk analyses and EW 2025
Management of ) N/A . ) . 14-May-25
. Design control strategies, leading to sudden Presentation
Pharmaceutical Products . . .
product failures. Quality Risk
Maonaacgomant nor ICH OQIR1) ic o
Excipient Innovation .
L. Featured key stakeholders to provide
Roundtable: Strategies in |Regulatory . ) EW 2025 Round
) N/A their insight on strategies for 13-May-25
Development of New Affairs Table

Excipient Products

introduction of new excipient products.




TOUNOTADIE SESSTON 10 OISCUSS e
regulatory environment in Europe and

European Decisions Regulatory its implications for excipient EW 2025 Round
. - . N/A 13-May-25
Impacting Excipients Affairs manufacturers and users. Indludes Table
current issues and regulatory challenges
wiith tho imnlamantatinn nf now
Compendial
Share results from QC Lab Capabilit
QC lab capability survey Review/ N/A Surve Q P y EW 25 Poster 13-May-25
Harmonization y
TTTE PUTPOSE WJSs T0 OETElTIMe e
current “State of the Industry” for QC
state of the Industry - QC | Compendial laboratory Instrumentation :nd b
Laboratories Instrument Review/ N/A ] ¥ . . EW 2025 Poster 13-May-25
L Equipment, specifically barriers that may
Survey Harmonization ]
be encountered preventing stakeholders
from ovialiinting now nr ravicad
Survey to collect data from global PEC share analytical
Compendial members regarding testing capabilities |capability with
QC lab capability survey Review/ N/A of excipient QC release labs, including USP, ideally during 13-May-25
Harmonization instrumentation available and analyst a stakeholder
expertise forum
WOTKSTTOP TOCUSITTE OTT TNE Tatest
Biologics Summit: e e Fentore msghil resentations i [F12025
Advances in Cell and Gene . N/A . J . P . o Conference 12-May-25
Committee dynamic panel discussion, providing a
Therapy ) , Workshop
comprehensive overview of current
trandec challonaoc and fiitiira diractinne
Strategic Tearn i formulation sepecs of commmon - [EW 2025
Excipients 101 Workshop & N/A L . i . Conference 12-May-25
excipients used in orgal solid dosage
Workshop
forms.
IPEC Good Distributi i f the significant updat d
. 00 .|s ribution Good overv!ewo e significant updates an EW 2025
Practices Guide for . overview and enhancements made to
. . Manufacturing |N/A . Conference 12-May-25
Pharmaceutical Excipients . the recently published IPEC GDP How-To
Practices . Workshop
Update guide.
The Increased Relevance CPhl presentaton
. ] Regulatory Presentaton for CPhl NA - scheduled for .
of Excipients in the ] N/A ) during NA 7-May-25
) Affairs delivery on May 21, 2025
Pharmaceutical Industry Conference
Published revised
Update of Risk Assessment |Excipient Review the 2017 Risk Assessment Guide ] .
. . Yes . Federation Risk 6-May-25
Guide Qualification for possible update )
Assessment guide
TPEC-AIMETTCAS COMIMENTS 10 BUTEaU OT
Department of Commerce Industry and Security, U.S. Department
Docket No. 25041-0065 RE |Regulatory N/A of Commerce Docket No. 25041-0065 Submitted docket 6-Mav-25
Pharmaceutical & Affairs (XRIN 0694-XC120): Notice of Request comments ¥
Pharmaceutical Ingredients for Public Comments on Section 232
Naotinnal Socnirity Invactiaation of
TNIS WEDTHAT TeVieWE the IMMpact oT e
IPEC QbD guid duct
Excipients in QbD - Basic Quality b devel?; misl aenznl:eroc l:Ice IPEC-Americas LL
Concepts and Guide . ¥ by N/A P ¥ . 25-Mar-25
Design management. Included: webinar on QbD

Revisions

> The impact of excipient variability on

nradiuct norfarmanco




Late Breaking News: 2025 Excipient

EW webinar to

2025 Excipient World E ti t
xuple.n or xecu .|ve N/A World Conference & Expo promote 19-Mar-25
Event Overview Committee conference and
announcements!
expo
IPEC-Americas presentation on
Presentation at IFPAC Quallity by N/A excipients u.sed for continuous Presentation at 5-Mar-25
Design manufacturing for 2025 IFPAC IFPAC
Conference
TPEC ana T WG 7 NOVET EXCIPTENTS —
Medicine Maker
Medicine Maker (Roundtable w Steph Sutton asking article on FDA
id ticl FDA N I |E ti ts of WG b
vi t.eol/ar icle f)n : ovel |Execu .|ve N/A qt.Jes 59 .mem ers) Novel Excipient 1-Mar-25
Excipient Review Pilot Committee Discussion points: . .
. . Review Pilot
Program ¢ The importance of novel excipients
and thao nharma inductnidc naoadc in thic Program
Publish updated
. . Good Update the 2015 IPEC Federation Position paper on
Third Party Audit and . . . . . .
. Manufacturing |Yes position paper on Third Party Audit and |Third Party Audit 27-Feb-25
Certification Programmed . . e
Practices Certification Programmes and Certification
Programmes
Richard Panzer, Senior Digital Product
USP innovation and Compendial Manager and Marilyn Espinal, Senior USP Presentation
. . Review/ N/A Marketing Leader, Product & Growth 26-Feb-25
customer centric solutions L L . to CRC
Harmonization Strategy spoke on ensuring innovation
and customer centric solutions for USP
TOETTUTY ana VIt TAuSTry SIVIES 1O
SME Scienifc /e for pedatrs e [Presenations at
Engagement/Knowledge . N/A L P Q1 SAC 2025 25-Feb-25
) , Affairs injectables to IPEC members. .
Sharing with SAC Members . . meetings
Knowledge to feed into future guidance
REARE A TemTs oTre ToD COMDMeET GUIOE
Sampling Guide into the 2020 for Incorporation
uality b International Pharmaceutical Excipient |of Pharmaceutical
QbD Sampling Guide Quality by 1y ¢ , , pien narmac 25-Feb-25
Design Council Incorporation of Pharmaceutical |Excipients into
Excipients into Product Development Product
vcing Oualitv v Daocian (OWND) Ciiida Dovialanmaont icinag
IPEC-A| i 2024 E ti Detailed inf ti bout IPEC-
mericas xecu .|ve N/A e alle informa |F)n abou ! 2024 Annual Report 20-Feb-25
Annual Report Committee Americas accomplishments in 2024
. . This infographic gives a high-level Infographic on IA
IPEC-Americas 2024 Year |Executive
. . . N/A snapshot of our accomplishments in 2024 20-Feb-25
in Review Committee .
2024. accomplishment
EW webi t
2025 Excipient World Executive Late Breaking News: 2025 Excipient ror:":/:;temar °
P . . N/A World Conference & Expo P 12-Feb-25
Event Overview Committee conference and
announcements!
expo
TNE TPEC GDPJ GUIOE WS TevVISed ana
blished (Version 3 “how to”
. Good rep.u !S ed (Version 3) as a OVY ° . |ELL webinar on
IPEC GDP Guide for . Guide in October 2024. Tne webinar will .
. . Manufacturing |N/A . R . revised IPEC GDP 30-Jan-25
Pharmaceutical Excipients . provide a high-level overview of the .
Practice Guide

guide while highlighting significant

chanaooc hotwinon viarcian J and viorcinn




Docket Number: FDA-2024-N-4821

FDA Docket Number: FDA- |R lat Docket C t
ocket Tumber egl,J atory N/A relative to Best Practices for FDA ¢ e. omments 27-Jan-25
2024-N-4821 Affairs o . . Submitted
Communication with Interested Parties
ECHA - Consultation on ECHA T35 TaUNCNEd g CONSUTtation 1o
. ) seek comments on a proposal for
the implementation of the Regulator reporting of estimated emissions of SPM
reporting requirements of g. y N/A P g . . Comments to ECHA 3-Jan-25
. Affairs (synthetic polymer microparticles) for
the REACH restriction on .
. . certain derogated uses from REACH
mlCrOpIaSthS roctrictinn an micranlactice (Entre 79 ~f
TAERTTY ana TNVITE THausSty SMES 10
SME share knowledge on excipients used
Scientific in/needed for pediatrics and/or Presentations at
Engagement/Knowledge . N/A . / P / . 3-Dec-24
) , Affairs injectables to IPEC members. SAC 2024 meetings
Sharing with SAC Members . .
Knowledge to feed into future guidance
dovialanmant
talk with Flavor RX to determine any
New USP Flavor Compendial comments or concerns that they might
Monograph for Distilled Review/ N/A have regarding USP proposing a new USP letter 30-Nov-24
Lime Oil Harmonization monograph for distilled lime oil or any
other potential monograph for flavors.
TPEC-AIMETTCAS IMTENT 10 OEVETOp DOTN
EMA Q&A regarding co- high-level and detailed comments, to comments to EMA
processed excipients used |Quality by Yes first share/discuss with IPEC Europe on their Co- 26-Nov-24
in solid oral dosage forms [Design then submit to EMA, regarding their processed
HandV concerns which include, but not limited |excipient Q&A
tn tho ONQ.N nntantial miciindarctandinag
. Provide summary of QC lab survey
Compendial . . .
QC Laboratory Instrument . results at 2024 Compendial Joint Presentations at
: Review/ N/A . . 20-Nov-24
Survey presentation L Industry Group meeting hosted by PDA  [JIG meeting
Harmonization
on November 20-21st
ZUZZ TPEC-AMETTCAS CATAVI VWOTRINE
IPEC-Americas LATAM —_— 'Cli;oup Semina:j, Sh;crl will present a
egulator anorama an ate on
Working Group Seminar g. y N/A . . p. . LATAM Seminar 19-Nov-24
2024 Affairs Nitrosamines, Atypical Actives, and GMP
for Excipients" and feature presenters
from thao llnitad Statac Brazil and
Based on 2023 ELL webinar survey,
Quality Management Excipient N/A intited Jason Kerr from Moderna to give |ELL webinar on 6-Nov-24
Maturity Qualification an ELL webeinar on the FDA QMM FDA QMM
program
FOTTOWINE PUDIICATION OT TNE TPEC SaTety
Guide for Pharmaceutical Excipients, a Develop webinar
Alternative Methodologies |Scientific global sub team of Safety Guide and/or article on
- . N/A . . . i 30-Oct-24
sub team activities Affairs contributors continue to monitor alternative
current and emerging trends in methodologies
TSR FRARRE R zoTr—For
Good next revision, this guide would be
IPEC Good Distribution . updated to include information on how |[Published GDP
. . Manufacturing |Yes ) ] . 17-Oct-24
Practices How To Guide Practices to implement the requirements. Need |How To Guide
to prioritize this project based on
raconrcac  On hald far noag
TSP GCLT078> EXCIPIENT GIVIP TEVISTONS
Good have now been completed and the final [IA review of
USP GC <1078> Excipient . version is scheduled to be published in  |revised USP
. Manufacturing |N/A . . 16-Oct-24
GMP re-write Practices December 2024. Sub team to review <1078> Excipient

previous version vs revised version (and

11CD vroacnanco +n cammaontc vacoiviaod an

GMPs




REZUTATOrS OUTSIOE US TeqUesTed SNoTT
webinar on excipient GMP, but IPEC

L Good . Excipient GMP 101
Excipient GMP 101 . does not currently have such a webinar. )
. . Manufacturing |N/A . webinar/course for 9-Oct-24
Webinar/Training . Suggested to develop an Excipient GMP
Practice . ) o management
101 course to provide basic excipient
CND traininalnvariiow far raaulatare
Excipient Excellence: The Excipient CPHI Europe(Milan) panel discussion on Panel discussion at
Power of Excipient Grade p . N/A Excipient Excellence: The Power of 9-Oct-24
. Qualification . o CPHI Europe
Selection Excipient Grade Selection
REGUTATOrS OUTSIOE US TeqUESTET SNoTT
webinar on excipient GMP, but IPEC .
L Good P . Excipient GMP 101
Excipient GMP 101 . does not currently have such a webinar. )
. . Manufacturing |N/A . webinar/course for 1-Oct-24
Webinar/Training . Suggested to develop an Excipient GMP
Practices . ) o management
101 course to provide basic excipient
CMD trainina/avarviow far ragulatare
compIance with excprent GMP/GDP TS
Good important to everyone involved in the
Excipient GMP Compliance manufacture, distribution or use of
P P Manufacturing |N/A L . . Workshop held 20-Sep-24
Workshop . excipients. This workshop includes
Practices . .
analyzing essential elements and
avnarctatinne rolatad +n aveiniant
PharmTech cover story on_ |Excipient Publication based on PharmTech video  |Pharmaceutical
e o y p . N/A interview (with Felicity Thomas) on the [Technology article - 10-Sep-24
Excipient Quaity Qualification . . .
importace of excipient grade. published
Part Is - HOT
. . Series of DID YOU KNOW articles Topics involving
Insider Articles on our targeted to make our public audience excipients (e
Library of IPEC Guides and [Strat Team3  |[N/A & ) P ) j P ) B 9-Aug-24
) aware of our extensive library of nitrosamines,
Postion Papers )
resources TiO2,
PTEpare COMMENTS IO TATO EqTopean [ iosanlactice ate |
Chemicals Agency (ECHA) in response to
CLH proposal on silicon Regulatory the Dutch Competent Authority’s On-line comment
o . N/A . y 8-Aug-24
dioxide Affairs request (RIVM) for the harmonized submission to ECHA
classification of silicon dioxide,
cnacifically Sunthotic Amaoarnbhaonic Silica
. . Series of DID YOU KNOW articles Part 14 - Regional
Insider Articles on our targeted to make our public audience excipient laws
Library of IPEC Guides and |Strat Team 3 |N/A & irput PiEt ' 23-Jul-24
A aware of our extensive library of regulations, and
Postion Papers .
resources guidelines.
DIVETSE ProJect team (€.8., J0U, GIVIF, UpUated OeTInion
etc.), to better define excipient for excipient
Update definition for . . ) . . P . . p
L . Quiality by impurities and concomitant components |[impurities and
excipient impurities/ . Yes ) . 15-Jul-24
. Design and develop a strategy moving forward, |concomitant
concomitant components . ] .
including revisions to IPEC Glossary and [components.
aguidoc _ac annranriata Dofinad ctratoovu tn
TWO TonCerns rarsed Wit ZUZZ CoA
guide:
2022 IPEC Certificate of Excipient o text requiring CoA date of approval to
. ] p . Yes q & PP updated CoA guide 12-Jul-24
Analysis Guide Qualification be shown on COA and
o 2nd COA example for a COA that is
not hand cianad vot chawina ID nf thao
SUDTTIT TPEC-
. Prepare IPEC-Americas Americas
. Compendial
USP proposed Resolution . comments/support for proposed comments on
Review/ N/A - 29-Jun-24
Concepts resolutions for the USP 2025-2030 proposed

Harmonization

Convention cycle

resolutions for the
11SD 2NIJE _JN2N




Prepare IPEC-Americas

SUDIMITTPEC-
Americas comment

Compendial
USP Draft Proposed Bylaw Review/ N/A comments/support for changes to for changes to 29-)un-24
Amendments L bylaws for the USP 2025-2030 bylaws for the USP
Harmonization .
Convention cycle 2025-2030
Convantinn cucla
. Review the revised ChP <0251> chapter
Compendial on Pharmaceutical Excipients and IA comments sent
ChP GC<0251> Review/ Y . P K 28-Jun-24
L provide feedback from IA to the to Federation
Harmonization .
Federation by June 30, 2024
T Termatonar Piarmaceutcar
Excipients Council of the Americas (IPEC-
Excipients: Compliance Good p. ( .
. . . Americas) and Cobblestone have Joint Course
with Compendial and Manufacturing |N/A ) ) . 18-Jun-24
) . developed a comprehensive accredited |delivered
GMP Requirements Practices .
course. The training includes an
intradiuction ta nharmacanagi with an
DERISH 3Nt 0 2REMTAE AUTEREY
Article on excipient information needed for excipients and
considerations to ensure a [Quality by N/A their potential impact on CM processes. |Article published in 13-1un-24
robust CM process Design Focus on information from PharmTech
operation presentations during PQRI Workshop
antitlad “NManaaina Eveiniant and ADI
. . Series of DID YOU KNOW articles
Insider Articles on our targeted to make our public audience Part 13- Excipient
Library of IPEC Guides and |Strat Team 3 |N/A & irput =P 12-Jun-24
A aware of our extensive library of Master Files
Postion Papers
resources
Part 12- suppl
. . Series of DID YOU KNOW articles . PRl
Insider Articles on our targeted to make our public audience chain
Library of IPEC Guides and |Strat Team 3 [N/A & ) P . considerations for 29-May-24
A aware of our extensive library of .
Postion Papers pharmaceutical
resources .
excipients
Part I1- EXCIPTENT
. . Series of DID YOU KNOW articles User Quality by
Insider Articles on our targeted to make our public audience Design and
Library of IPEC Guides and |Strat Team 3 |N/A & irput & 15-May-24
A aware of our extensive library of Continuous
Postion Papers .
resources Manufacturing
activitioc
Alternative Analytical Quality b covers the use of alternative procedures [EW 2024
Procedures for Excipient Desi : 4 N/A to demonstrate equivalency to Conference 15-May-24
Quality Control Testing & compendial procedures Presentation
TS WOTRSTTOP OEMONSIrated oW tNe
Commercial Drug Product IPEC Papers and Guides can accelerate EW 2024
Formulation Development the use of excipients during the
. P N/A P g. o Conference 14-May-24
Road Map Using IPEC development and commercialization of Worksho
Excipient Guides new drugs. IPEC guides can help drug P
EBVRIRREY TR SRR Y Poltriatic
3D Printing: Emerging L S i
- excipients and their utility in 3D Printing
Technologies and Quality b in drug development. Particular focus EW 2024
Functionality of Polymeric . ¥ oY N/A g P ) . Conference 14-May-24
. . Design was given to hot melt extrusion and
Excipients in Drug Product . ) Workshop
extruded filaments suitable for
Development i 3O Dt
REST4BBraTIve tEam OT exXperts Trom 1.,
IPEC-Americas and IPEC Europe have EW 2024
Titanium Dioxide Industry |Regulatory combined their efforts to provide an
. N/A . . . Conference 14-May-24
Updates Affairs overview of ongoing activities retated to

TiO2. The presentation included a brief

haclkarnnnd and ciimmmany o laalk ot thao

Presentation




Expectations for

PTOVITES an UNUETSanaing or the
fundamental sources and types of

Developing and Sharin Quality b components that might be present in an EW 2024
. pIng .. & . vy N/A . p & . P Conference 14-May-24
Excipient Composition Design excipient, offer best practices for ]
: - . " Presentation
Information characterizing an excipient composition
nrafila and dicoiice nntantial analutical
Exoloring Todav's Panel discussion on perspectives from
EXZ ienf - dzca . ecutive USP, 1A and IE regarding trends in EW 2024
P ) Pe: . N/A political and consumer pressure Conference Panel 14-May-24
Trends, Risks and Committee . ) . ]
. challenging science based regulatory Discussion
Regulations .
agency decisions.
SETOT MOUSTTY PreSentations on
Biologics Summit: 1) The role of excipients in drug delivery EW 2024
Breakthroughs in Drug Executive CQAs of Drug Coated Balloons
. . . N/A , . Conference 13-May-24
Delivery and Medical Committee 2) Microneedles for drug and vaccine
. . Workshop
Devices delivery
2 linnid Emhalic Suctam farthao
C d th tial latory, lit
Strategic Team and formulation aspects of commn | 2024
Excipients 101 Workshop & N/A L . i . Conference 13-May-24
3 excipients used in orgal solid dosage
Workshop
forms.
Review of PFAS regulations and
Global Impact of PFAS Regulator restrictions based on EU proposed EW 2024
Regulatory Restriction on Affiirs y N/A restrictions on their use and undesirable |Conference 13-May-24
Excipients toxicological and ecotoxicological Presentation
properties
CDER Program for the ANSI 363 Excipient
Recognition of Voluntary |Good Submit the ANSI 363 Standard to FDA GMP Standard
Consensus Standards Manufacturing |N/A for consideration as an FDA Reference recognized by FDA 7-May-24
Related to Pharmaceutical |Practices Standard for excipient GMPs as a voluntary
Quality consensus standard
A TEanT OT CRC MEeMDEers Nas Deen
f dt t di
Compendial ormed to prepar.e.commen s regarding
PF 50(2) Proposed . the proposed revisions to USP General IA comments to
. Review/ N/A . ] 29-Apr-24
Revisions to USP GN L Notices posted in PF 50(2). USP GN proposal
Harmonization . I . T
eMinor clarifications in 3.10 Applicability
nf Standardc
. . Series of DID YOU KNOW articles
Insider Articles on our targeted to make our public audience Part 10 - Excipient
Library of IPEC Guides and |Strat Team 3 |N/A & irput oo 17-Apr-24
A aware of our extensive library of Qualification
Postion Papers
resources
. . Series of DID YOU KNOW articles
Insider Articles on our targeted to make our public audience Part 9 - Excipient
Library of IPEC Guides and |Strat Team 3 [N/A & ) P . . P 3-Apr-24
A aware of our extensive library of Qualification
Postion Papers
resources
Tate BIEaRMg News: ZUZA EXCIPIENT
2024 Excplent World | o pecal amouncemente wenaveon |promete
Conference & Expo P N/A P L ’ P 20-Mar-24
) World exciting line-up of guest speakers who conference and
Webinar . .
will share new details about what to expo
avnaoct thic Moy
. . Series of DID YOU KNOW articles
Insider Articles on our targeted to make our public audience Part 8 - Excipient
Library of IPEC Guides and |Strat Team 3 |N/A & P P 20-Mar-24

Postion Papers

aware of our extensive library of
resources

Qualification




Insider Membership

Article on "How has IPEC benefited your

Quarterly articles

Article #1 Stratteam3  [N/A company. industry " published in the 20-Mar-24
pany, v IPEC Insider
Excipient Considerations IPEC-Americas/GADA co-sponsored
in the Development and Regl.JIatory N/A webinar on excipients considerations., in Webinar 12-Mar-24
Approval of Animal Drug  |Affairs the development and approval of animal
Products drug products
. . Series of DID YOU KNOW articles L
Insider Articles on our tareeted to make our public audience Part 7 - Excipient
Library of IPEC Guides and |Strat Team 3 |N/A & " pu GDP and GDP 7-Mar-24
A aware of our extensive library of . .
Postion Papers Audit Guides
resources
IPEC-Americas comments uploaded to
FDA Docket No. FDA-2023-|Regulator FDA Docket No. FDA—2023-N-5653: 'A comments to
N-5653 . Affiirs ! N/A Draft Report an.d Plan on Best Prac.tices FDA Docket No. 4-Mar-24
. P FDA-20230N-5653
for Guidance
USP for <470> .
o . IPEC-Americas comments to USP for
Determination of Compendial <470> Determination of Diethylene IA comments for
Diethylene Glycol and Review/ N/A ) ¥ 29-Feb-24
. L Glycol and Ethylene Glycol in USP <470>
Ethylene Glycol in Harmonization
Polyethylene
Polyethylene
The Role of Excipients i Revised IPEC Federati it
e Ro z.e(.) xcipients in EV.ISE ; ederation -p(.)5| on. paper Revised IPEC
Determining N- Regulatory entitled "The Role of Excipients in e
. . . . Yes . . . . position paper 27-Feb-24
Nitrosamine Risks for Drug |Affairs Determining N-Nitrosamine Risks for ublished
Products Drug Products" P
Tate BIEaRMg News: ZUZA EXCIPIENT
2024 Excipent aWorld e special ammoomcemensi e e an promete
Conference & Expo P N/A P o ’ P 21-Feb-24
) World exciting line-up of guest speakers who conference and
Webinar . .
will share new details about what to expo
avnaoct thic Moy
Update of Qualit Excipient Review the 2017 Federation Quality Published revised
i . i p L Yes Agreement guide and re-issue updated |Federation Quality 21-Feb-24
Agreement Guide Qualification ] .
version Agreement guide
Excipient Review the 2015 Federation TUPPS Published revised
Update of TUPPs Guide p . Yes . . ) Federation TUPPs 5-Feb-24
Qualification guide and re-issue updated version .
guide
. . This infographic gives a high-level Infographic on IA
IPEC-A| 2023 Y E t
. .mer|cas ear xecu .|ve N/A snapshot of our accomplishments in 2023 24-Jan-24
in Review Committee .
2023. accomplishment
PORT TTUZ VWWOTRSTTOP OUTEanIZIng
C itt k iti
. . om.m.l ee/spea e.rs position paper Ti02 position
PQRI Workshop TiO2 Quiality by providing an overview of the
-, . N/A . X ) paper completed 22-Jan-24
Position Paper Design information presented and ideas

discussed during breakout sessions

ralatad +a TiN) cafotv and tho

and published




Prepare seconds set of written
comments from IPEC-Americas makers

IPEC-Americas

OEHHA t of Scientifi
Eth len;’eoa;sde:smen ° A(‘l:‘lfz?rsl I N/A and/or users of EtO for TITLE 27, comments to 19-Jan-24
4 CALIFORNIA CODE OF REGULATIONS, OEHHA
AMENDMENT TO SECTION 25705
TS WEDITTar W TOCTUS O TNE actual
safety situation with TiO2, the potential
Potential Impact of the EU |Regulatory use of TiO2-free coatings and the IA LL Webinar on
) . N/A . . : 17-Jan-24
TiO2 Food Ban Affairs associated challenges being faced by the |TiO2
industry, regulators and patients, if TiO2
wiarain ha hannaod in nharmacoutical
PHATMTECIT VIAE0 TNTETVIEW {WITh FeliCTty [PTiarmaceutcal
Thomas, European/Senior Editor — Technology Video
PharmTech video on Excipient N/A Pharmaceutical Technology Group) on interview (with 5 8-Jan-24
Excipient Grade Qualification the importace of excipient grade. To be |[IPEC-Americas
used as part of the PharmTech Drug members) -
Dicact vidon cariac nublichad
Seri f DID YOU KNOW articl
Insider Articles on our tae::;d to make our ublaiz ;Cuzsience Part 6 - Risk
Library of IPEC Guides and |Strat Team 3 [N/A g . P . Assessment for 1-Jan-24
A aware of our extensive library of .
Postion Papers Excipients
resources
Emerging hot topics Insider series "DID
. g & . i . Develop article on Emerging hot topics \
involving excipient Excipient . . . ” . YOU KNOW
) . . N/A involving excipient supplier expectation . 14-Dec-23
supplier expectation and  [Qualification o ] highlighting IPEC
. ) and excipient supplier response
excipient supplier response resources
USP <317> ICP-OES Provide thank you to USP for publishi
. . Compendial rovice thank you to Of PHISHING IPEC-Americas
Testing for Sodium . the General Chapter Prospectus on
. . Review/ N/A - ) comments for GP 14-Dec-23
Hydroxide and Potassium L <317>ICP OES Testing for Sodium
. Harmonization . R . <317>
Hydroxide Hydroxide and Potassium Hydroxide
USP-NF draft PF stimuli
Article entitled Proposed Quality b review stimuli article and prepare Comments to USP
Definitions of Excipient . ¥ oY N/A prep . regarding stimuli 28-Nov-23
L Design comments/response from IPEC-Americas A
Components - Revisions to article
2018 Definitions
BaSed ON TECENT FUA Warning Teter 10 TR LC WWeDmar
Importance of CAPA Good an ef(cipien'F manufacturer, develop a entitletd Why an
. . . webinar to include examples of recent  |effective CAPA
investigations and Manufacturing |N/A . . . . . 15-Nov-23
> . FDA excipient inspection findings and system is
resolutions Practices . . i . .
actions, describe FDA’s definition of important for
oaveiniontc ac “Ariia roamnanantc” and oveiniant
Based on feedback from the webinar to |IA LL Webinar on
IPEC Significant Change Excipient describe what was changed in the 2023 [the IPEC Significant
. & & p . N/A version of the IPEC Significant Change Change guide for 8-Nov-23
Guide Qualification . o . .
Guide, a webinar is being developed to  |Pharmaceutical
provide training in the guide itself Excipients
. IPEC-Americas
. Provide formal comment letter for
Compendial . comments for the
USP Hard Capsule . PF49(5) Hard Gelatin Capsules, Hard
o Review/ N/A hard capsule 29-Oct-23
monograph revisions L Hypromellose Capsules, and Hard
Harmonization monograph
Pullulan Capsules .
revisions
What to Expect From Your |Executive N/A New infographic on What to Expect IPEC-Americas 18-0ct-23
IPEC-Americas Meetings Committee From Your IPEC-Americas Meetings Infographic




PTOVITE TOTTITAT COMTTIENT TETET TOT TNe
recently revised USP Excipient

IPEC-Americas

USP Excipient Monograph Compendial Monograph Submission Guide (for new comments for the
xclpient VIonograph g eview/ N/A Erap s USP Excipient 18-0ct-23
Submission Guide L and proposed revision). Comment letter
Harmonization will discuss inapplicability of ICH Q3A/B Monograph
o it PP B Submission Guide
PPESENTation MvOoIVINE SUPPTY Charm
challenges and best practices for .
Excipient Supply Chain Regulatory controlling for DEG/EG, review of IPEC Presentation at
Challenges: EG/DEG Affairs N/A Federation Position Pa, er and summar NIPQCA meeting 17-Oct-23
ges: ’ P Y |october 17, 2023
of IPEC-Americas comments to FDA
Anclbot and 11SD imnlamantatinn nlanc
) . Compendial L . Host first Joint
Joint Industry Meeting . IPEC-Americas is the host for the first )
Review/ N/A . o Industry Meeting 11-Oct-23
2023 L Joint Industry meeting in 2023 )
Harmonization in 2023
PTESEMTaUON IMVOIVITE SUPPTY CIaim
challenges and best practices for Presentation at
Excipient Supply Chain Regulatory N/A controlling for DEG/EG, review of IPEC  [Joint Industry 11-0ct-23
Challenges: EG/DEG Affairs Federation Position Paper and summary [Group meeting on
of IPEC-Americas comments to FDA Oct. 11, 2023
dackat and 11SD imnlamantatinn nlanc
aeveroped an PLC-Affieficas \Weninar
combining excipient composition
Expectations for Sharing . . . & . P P . .
. " Quiality by (including review of recent composition |IPEC-Americas
Excipient Composition . N/A . ; . . 10-Oct-23
) Design infographics) and excipient webinar
Information ) L
fundamentals — a review of excipient
charactarizatinn activitiac
T peErso Workdnop to BE MeTT at TPEC
Americas, Arlington.
Excipient GMP Auditin Good Workshop to iniludes analyzin Workshop on
P & Manufacturing |N/A . P ¥zine . Excipient GMP 5-Oct-23
Workshop . essential elements and expectations .
Practices . Auditing
related to excipient GMP and GDP for
matarialec intandaod far 1ico in
TPEC-AIMETTCaS
Dave to give an update presentation on [presentation "How
Co-Processed Excipient Quiality by N/A Co-Processed Excipients and the FDA FDA’s PRIME 28-Sep-23
Presentations Design letters sent from IPEC-Americas at IPEC  |[program will P
Europe-APV Conference support future
Noval Eveiniont
RESPONSE 10 USP
Responses to Comments . -,
o Compendial Comment positively on the transparency )
on Stimuli Article . ) IPEC-Americas
" . Review/ N/A of sharing all the stakeholder comments 25-Sep-23
Understanding the L ) letter to USP
" . Harmonization and USP perspective on the comments
Composition and Quality
af Dnlicnrhatac +n
PORTOTATET g POSIUION PAPEr O PFAS
that IPEC-Americas provided excipient IPEC-Americas
Regulator feedback/comments on and all member [endorsement of
PFAS Position Paper guBtony  Inysa ack/comments " 21-Sep-23
Affairs organizations (including IPEC) have been |PQRI PFAS position
asked to formally endorse the document |paper to ECHA
nrinrtn cuhmitting tho racnancac +n
| te CDRH guideli int
. ncorpora «.a guidelines into an IPEC-Americas
FDA CDRH best practices |Regulatory IPEC-Americas procedure to use when )
) . N/A . ) commenting 13-Sep-23
for commenting Affairs developing and sending comments to rocedure
any agency/organization P
TR COTIMENTS
incorporated into
. Develop IA response to Questions for P )
PharmTech Q&A on Excipient ) , Pharmaceutical
. . . N/A Pharmaceutical Technology’s September X 2-Sep-23
Quality of Excipients Qualification Technology’s

2023 Ingredients Quality Feature

September 2023

Inaradiante Oinlity




TPEC-AMETTCIS WEDSITE POSUNE
recommending to member companies

TPEC-AMETTCAsS
Website posting

Regulator to wait until more information is for providin
Microparticles Regulation g. y Yes . p. . & 30-Aug-23
Affairs available from the European regulators |specific
before providing specific information to |information to
ncarc nr rroatina tho inctriictinne fariico liicarc nr croating
Revise Federation position |Good . . " . »
. . Revised Federation position paper on Revised position
paper on supply chain Manufacturing |Yes ) ) . . 30-Aug-23
] . supply chain security. Published on paper published
security Practices
TPEC-AIMETTCAS COMMENTS UPToaued 10 TPEC-AIMETTCaS
FDA Docket No. FDA-2023-C-1487: comments
Request to Revoke Color Regulator Filing of Color Additive Petition from uploaded to FDA
Additive Listing for Use of | oo oo In/A N P 30-Aug-23
. A Affairs Environmental Defense Fund, et al.; Docket No. FDA-
Titanium Dioxide in Food » -
Request to Revoke Color Additive Listing [2023-C-1487
farllca of Titaninm Niavida in CAnd hittne:/ananar roaila
TRTO prépare d response 1o ECHA S
proposed restriction on PFAs. Letterto [Letter submitted
ECHA’s proposed Regulatory 0 include the following discussion points: |to ECHA’s 16-Aug-23
restriction on PFAs Affairs -A request for a full derogation on the proposed &
entire medicinal product restriction on PFAs
O RARE SaatRe B thi DA ARG~ TsupmmToockeT
guidance “Testing of Glycerin, comments to USP
Testing for Diethylene Regulatory N/A Propylene Glycol, Maltitol Solution, on how to 11-Aug-23
Glycol and Ethylene Glycol |Affairs Hydrogenated Starch Hydrolysate, implement &
Sorbitol Solution, and other High-Risk DEG/EG testing
Driia Camnaonantc far Diathyulona Chical docerihad in
IPEC-Americas and IQ Consortium to FDA meeting to
Co-Processed excipient Scientific N/A meet with FDA to develop guidance to  |discuss guidance 10-Aug-23
guidance Affairs de-couple co-processed excipients from |on co-processed &
"novel" excipients
FOTTOW TNE UPUAtES O INE FUA FImar SUDTTITT OOCRET
guidance “Testing of Glycerin, comments to FDA
Testing for Diethylene Regulatory N/A Propylene Glycol, Maltitol Solution, for Docket 2023 28-Jul-23
Glycol and Ethylene Glycol |Affairs Hydrogenated Starch Hydrolysate, FDA-2023-D-1573
Sorbitol Solution, and other High-Risk and potential
hyulono Glhcnl commantc +n 11SD
PHERATBRESE partnerea W ERSTs
host 2 Biological Summit workshops. EW 2023
IPEC-Americas/CRS Scientific Part 1 was held prior to the EW Conf
. . . . N/A Conference 24-Jul-23
Biological Summit - Part 1 |Affairs and Expo on May 1, 2023 and Part 2 was
Workshop
held July 24 as part of the CRS
FBREWRNT e PRI worRsTop;
TiO2 — Importance to Dave Schoneker was invited by Wenlei  [Presentation on
Pharma, The Real Safety  |Regulatory N/A Jiang (Senior Advisor for Innovation and [TiO2 to FDA IPRP 19-Jul-23
Profile, Potential Impact Affairs Strategic Outreach, ORS, OGD, FDA) to  |Nanomedicine
of a Ban speak on Ti02 at a July 19 FDA IPRP Working Group
MBRRARI ISP SIS fssynmeating o —rmerTeaS
monographs for Acetyl tributyl citrate letter to USP for
Response to USP PF49(3) |Compendial . grap - Y Y
. . . (revised) and Histidine (new) posted proposed
Acetyl tributyl Citrate and [Review/ N/A . o . 11-Jul-23
. L lacking briefing information lacked monographs for
Histidine Harmonization . . . )
rationale for |mpur|ty limits or Acetyl tributyl
orin alualn ar adviancad dcod)
SOl IR TR aeve|op and ECLRITEHERE
comments to be submitted on FDA comments
FDA Docket FDA-2023-N- |Regulatory Docket FDA-2023-N-1585 on uploaded to FDA
. N/A " - 5-Jul-23
1585 Affairs Identification, Assessment, and Control |Docket FDA-2023-

of Nitrosamine Drug Substance-Related

lmnuvitioc in Himman Driig Deaduicte! if

N-1585

Nitracaming




R lat 2023 IPEC-A i bi EU 2023 IPEC-
Microplastics Webinar egl,J atory N/A . . mericas vs./e ||Inar on . . 22-Jun-23
Affairs Microplastics Regulation Americas webinar
TTTE VWOTKSTTOP WITT D& d NyDITO eVent (M- [PURT NyDTTa
PQRI Workshop: TiO2 Use person and virtual). The objective of the [workshop —TiO2
in Pharmaceuticals — Regulatory N/A workshop is to bring together material Usein 14-Jun-23
Global Regulatory and Affairs suppliers, the pharmaceutical industry, |Pharmaceuticals —
Technical Challenges and regulatory experts to discuss the Global Regulatory
imnact romavinag titaninm diavido winild |and Toachnical
COMSreRENSE T et aterEtitet CenterTor
Excipient Compliance with |Good training, based on cc?llaboration . Professional .
. . between IPEC-Americas/CfPA, which Advancement Joint
Compendial and GMP Manufacturing |N/A . . ) 14-Jun-23
] . includes an introduction to the Workshop (CfPA)
Requirements Practices . . . e
pharmacopoeias, with an emphasis on Excipients:
tho 11ICD NE ~and Dh _Euiv Comnlinnco wiith
Prepare written comments from IPEC-
OEHHA reassessment of Scientific Americas makers and/or users of EtO for |IPEC-Americas
Ethvlene Oxide Affairs N/A TITLE 27, CALIFORNIA CODE OF comments to 14-Jun-23
4 REGULATIONS, AMENDMENT TO OEHHA
SECTION 25705
USP Thank vou for EW Compendial Send a thank you letter to USP for their IPEC-Americas
) y ) Review/ N/A involvement in various EW 2023 7-Jun-23
2023 participation L o letter to USP
Harmonization activities
. ) LATAM working
LATAM working group to work with
Good SAFYBI to schedule and LATAM workin group SAFYI
SAFYBI' W Manufacturing |N/A . . .g webinar on IPEC- 31-May-23
. group webinar on 2019 Remote Auditing )
Practices . Americas Remote
Webinar . .
Audit webinar
. . . USP Excipients
International Pharmaceutical Excipients )
. . . . . Collaborative
Introduction to IPEC- Executive Council (IPEC) Americas Introduction at
. ) N/A . . . Group 31-May-23
Americas Committee in-person USP Excipients Collaborative .
Group Hybrid Meeting presentation on
IPEC-Americas
REVIEW ana
Good Review draft WHO excipient GMP comments on draft
WHO DRAFT 2023 , view el WHO 2023
. o Manufacturing |Yes guidelines and provide feedback to L 26-May-23
Excipient GMP Guidelines . . . Excipient GMP
Practices WHO via the Federation
from IA to
Eodaoratinn
LATAM working group to work with LATAM working
LATAM webinar on Good SAFYBI to scheiugle ar[:d LATAM workin group SAFYI
Federation Nitrosamine Manufacturing |N/A . . B webinar on IPEC 17-May-23
. . group webinar on the Federation . ]
position paper Practices . . . Nitrosamine
Nitrosamine position paper — .
position paper
Rick Friedman (FDA) organizing IPEC- FOR TATrS o.n
. . QMS expectations
FDA IPEC Excipient GMP Good Americas training for FDA personnel at excipient firms
. P Manufacturing |N/A regarding QMS expectations at excipient P . 17-May-23
training ] ) ) . 2 x 3 hour sessions
Practices firms focusing on ANSI 363 excipient
for 90-130 FDA
GMPs. |
REVIEW ana OTSCUSSTON OT appIcanTe Aazcanna
A Deep Dive into Supplier |Excipient g:ii:r:l:nctoan:;d:l:atll(i);]: f(lJJ;Irilfsil:ation EW 2023
. p . PP p . N/A o PP q . Conference 15-May-23
Qualification Qualification stages. In addition, share information on
Workshop

recent examples of counterfeit and

adultaratad aveinionte




Key new IPEC Papers and Excipient A review of recently published and EW 2023
Guides: What you need to Worrle N/A pending IPEC Position Papers and Conference 15-May-23
know! Guides. Workshop
De-coupling certain co- IQ/IPEC-Americas presentation to justify EW 2023
processed exci.pi.e.nts from Sciehtific N/A regulfatory authorities de.-c.oupling Conference 15-May-23
regulatory definition of Affairs certain co-processed excipients from ]
“ " . . " . presentation
novel their definition of "novel" excipient
DUTTNE TS SESSTOMN UNE Panensts Wil
address the overall nanoparticles issue
EW 2023 TiO2 Di i Regulat inE includi tential b f
i iscussion egl.J atory N/A |rf urope inclu |ngjc1 potential ban o EW 2023 Pannel 15-May-23
Panel Affairs TiO2 in pharmaceuticals as well as
discuss on-going industry advocacy to
nrovant 2 ban fram bhan ning
THTS'SESSToM amis T presént e eners
IPEC - Latin America to current and new IPEC-Americas EW 2023
Working Group - . Regl.JIatory N/A memt?ers joining this working.group. It Conference 15-May-23
Enhancing the regional Affairs also aims to present an overview of resentation
integration various excipient regulations in Latin P
PRSI TTITES TESUTTS TroTT OaTE TG
NAMs Regulatory a US FDA database to compilea list of
Considerations & Reality  [Scientific excipients usedin approved EW 2023
) . N/A L ) 15-May-23
Check for Pharmaceutical |Affairs biological,vaccines, cellular and gene Conference poster
Excipients therapy products and results from an
IDEC_Amarica curuoyv o idantifisuwihora
TPEC-AMEFCas partherad with CRS {0
host 2 Biological Summit workshops. EW 2023
IPEC-Americas/CRS Scientific The first prior to the EW Conf and Expo
. . ) . N/A Conference 1-May-23
Biological Summit - Part 1 |Affairs on May 1, 2023 and Part 2 to take place
. Workshop
as part of the CRS conference in July
2002
Collaborate with CRS on a joint IPEC- Joint IPEC-
Joint IPEC-Americas/CRS  |Scientific Americas / CRS workshops marketed as |Americas/CRS
. N/A 1-May-23
workshop Affairs EW Academy and held as part of workshop at EW
Excipient World 2023 2023
T&C article on
Excipient Develop and publish article in T&C based
Supplier Qualification p . N/A P i ) Supplier 26-Apr-23
Qualification on J. Putnam 2022 EW presentation L
Qualification
Regulator CPhl presentation on TiO2 by Dave CPhITIO2
CPhI TiO2 Update g. y TBD P y presentation from 24-Apr-23
Affairs Schoneker .
IPEC-Americas
IQ Initiative (Novel o IPEC-America? and 1Q Consortium to IITDA suppo.rt.ed
. Scientific collaborate with FDA to novel excipient
Excipients FDA . N/A i . L 11-Apr-23
. Affairs propose/develop new "novel excipient |qualification
Qualification Pathway . " R
qualifying process. process
New Section - Best
. The presenters spoke about the recently
Practices for . . . .
o . published IPEC Excipient Information IPEC-Americas
Communicating Excipient |0 Yes 5-Apr-23

Sustainability Information
to Excipient Users

Package User Guide and Template, Part
IV: Sustainability.

webinar




2023 Excipient World

TaTe BIEaRMg NEWST ZUZ3 EXCIPTENT
World Conference & Expo. Join us for

EW webinar to

Conference & Expo Excipient N/A spe.ci.al armouncements! We have an promote 4-Apr-23
) World exciting line-up of guest speakers who conference and
Webinar . .
will share new details about what to expo
avnaoct thic Moy
The presenters provided an overview of
Revised IPEC Significant Excipient the recently re-issued IPEC Significant IPEC-Americas
. - N/A . : ; 23-Mar-23
Change Guide Qualification Change Guide for Pharmaceutical webinar
Excipients
IPEC-Americas 2022 Executive Detailed information about IPEC-
i N/A . ) . 13-page pdf report 16-Mar-23
Annual Report Committee Americas accomplishments in 2022
Develop Federation charter and update
P o P . Published revised
L . the 2015 IPEC Significant Change Guide. )
Update of Significant Excipient ] o, Federation
] e Yes This update/revision has been approved | . . 8-Mar-23
Change Guide Qualification . .. |Significant Change
by the Federation for a formal project in vide
2021. &
PUDTSTET
Develop and publish a Federation guide [Federation guide
Sustainability and Excipient Yes to add a fourth section to the EIP Guide |covering 28-Feb-23
Responsible Sourcing Qualification covering sustainability and responsible  |sustainability and
sourcing responsible
e oo e [P e
T&C publication on IPEC-  |Compendial P P & article in Tablets
. . our USP comments over that 18 months
Americas comments to Review/ N/A . X and Capsules 24-Feb-23
o or so, starting with maltol comments e ”
uspP Harmonization I . . Excipient Issue
Share compiled information with the
WINTER 2022.
£DDN arniintn holn analuza tho trande
Conference & Expo P N/A . ¥ . P 22-Feb-23
) World understanding of why this is a must- conference and
Webinar
attend event! expo
Regulator email to Susan Zuk and IID mailbox email to FDA/IID
FDA data inconsistencies Affiirs y N/A regarding IID data inconsistencies mailbox 14-Feb-23
between Q2, 2022 and Q1 2023
ey [PECAmar
USP <312> Molecular Compendial <312> st:)tinp concerns about tEe comments for the
Weight Determination for [Review/ N/A & o new proposed 31-Jan-23
_ L relevancy and applicability of SEC and
Alginates Harmonization . General Chapter
MWD procedures for characterization
. . <312>
and camnandinl ctandarde far alainatac
HeTo TPEC-
T e [
GMP Audit Guide to ANSI  [Manufacturing |Yes . .y ] . 25-Jan-23
standard webinar Practices Americas GMP Audit guide to the Guide to
NSF/IPEC/ANSI 363 Standard. NSF/IPEC/ANSI 363
Standard
. . This infographic gives a high-level Infographic on IA
IPEC-A| 2022 Y E t
. .mer|cas ear xecu .|ve N/A snapshot of our accomplishments in 2022 25-Jan-23
in Review Committee

2022.

accomplishment




Develop a GMP Audit guide to the

Published IPEC

IPEC-Americas Excipient Good NSF/IPEC/ANSI 363 Standard. This guide GMP Audit Guide
GMP Audit Guide to ANSI  [Manufacturing |Yes could then be used as a foundation for to NSF/IPEC/ANS| 22-Jan-23
Standard Practices the current IPEC GMP Audit guide which 363 Standard
has been on-hold since 2018
TPEC-AIMETTCAS COMIMENTS 10 EDUIVI TOT— [COTTIITENTS 10
. deletion of As and Pb tests from EDQM regarding
Compendial . -
Pharmeuropa 34.4 . monographs for Magnesium trisilicate Pharmeuropa 34.4
. Review/ N/A . . . 19-Dec-22
deletion of As and Pb o hydrate, Aluminum oxide, hydrated, deletion of As and
Harmonization . . . .
Aluminum magnesium silicate, Pb for certain
Aluiminum cadinim cilicata and maonnaranhc
IPEC-A| i is the host for thi !
Joint Industry Meetin Compendial joint inr:LTsr'::asrrZetien (\J/\jhicohr halsS e Host the Joint
¥ J Review/ N/A ) " 4 g Industry Meeting 8-Dec-22
2022 o traditionally followed the Fall USP P/NP
Harmonization for 2022
Stakeholder forum
USP Stimuli Article Provide IPEC-Americas comments to
“Mutagenic Imourities and Compendial stimuli article published in PF48(5)
g P . Review/ N/A regarding mutagenic impurities and Comments to USP 30-Nov-22
Potentially Mutagenic - . . e
o . |Harmonization potentially mutagenic Impurities in the
Impurities in the USP-NF
USP-NF
Compendial IPEC-Americas comments for the revised |Comments to USP
USP PF 48(5) GC <5.15> .p General Notices and requirements as regarding PF 48(5)
. Review/ N/A . . . 28-Nov-22
Definition L posted in PF 48(5) to include new to new section
Harmonization . . N
section 5.15 Definition 5.15 Definition
COTTIITENTS 10 USP
IPEC-A| i ts to the briefi ding PF48(5
USP PF48(5) removal of Compendial . me.rlcas comments to the briefing [regarding (5)
. provided in PF48(5) for the removal of  [removal of the
the Aspartame Review/ N/A 28-Nov-22
L the Aspartame Acesulfame NF Aspartame
Acesulfame NF Monograph [Harmonization
Monograph Acesulfame NF
COMPITance Wt EXCIPTENT GIVIPTGDP- Manaaranh
Thi kshop includ lyzi
Excipient GMP Compliance |Good essifer\:\fc(i)a: :Ie?z;::suaneds ::aeﬁlarjc?ons IPEC-Americas
Virtual Workshop Manufacturing |N/A . i Excipient GMP 17-Nov-22
. related to excipient GMP/GDPs for .
Practices . ) Auditing Workshop
materials intended for use in
nharmaconticale ar diotarns cunnlamantc
DEvETOP Feaeratiofr cnarter to update
t IPEC Stability Guide (2010) and
Good ::\::en uide to?nclllu\(/:le :clasil(it a) :rr]1ot Published revised
Update Stability Guide Manufacturing |Yes & . . y.g p Federation 17-Nov-22
. covered in 2010 guide (e.g. expiration . .
Practices Stability guide
and/or use-by dates, temperature
2onoclraninnce aote )
IPEC-Americas sub-team to review the Comments to USP
USP for PF48(4) <1078> | °°¢ proposed PF48(4) revision of USP for PF48(4) <1078>
. . Manufacturing |N/A <1078> Excipient GMP and . 17-Nov-22
Excipient GMP re-write ] ] Excipient GMP re-
Practices prepare/submit comments to USP by write
comment deadline (9/30/2022)
Brian C. to represent IPEC on ICH Q13
ICH Continuous Quiality by Yes Working Group. He will provide ICHQ13 CM 16-Nov-22
Manufacturing (Q13) Design updates/drafts from WG activities, as Guideline
allowed.
NAMOMTITErTar COMUMUES 10 D€ g NoT
Nanoparticles in excipients topic among regulatory agencies
and their potential impact [Quality by globally. The recent ban on TiO2 (E171) [IPEC-Americas
. . N/A e : 8-Nov-22
on patients and Design as a food additive in Europe has webinar

pharmaceuticals

highlighted the need to have a

camnrohoncivia uindarctandinag af tho




Develop Federation charter and update
the 2013 IPEC CoA Guide. This

Published revised

Excipient
Update of CoA Guide p L Yes update/revision has been approved by [Federation CoA 3-Nov-22
Qualification . . .
the Federation for a formal project in guide
2021.
Modernizing Excipient
Technolo & Ne:d for 3D Printing — Characteristics and
. = . EW Large team |N/A limitations of excipients designed 0 2-Nov-22
excipients designed for . o
specifically for 3D printing
purpose
SUSaN Halgney, Vianagmg EQTor, BTOPTYArT
PharmTech is writing an article on International
Excipient supplier oversight and best practices for [article entitled
Supplier Oversight article p . N/A p;.). & ) P i " 1-Nov-22
Qualification certificates of analysis for PharmTech’s The Role of CoAs
and BioPharm’s November issues. IPEC- |in Supplier
Amaricac wwiac ackod +n racnand +n Q Dvarciaght!
A Seat at the table Execut.ive N/A this. infographic shows the Yarious H.OT IPEC-Ame.ricas 1-Nov-22
Committee topics that are covered during meetings |Infographic
TS WEDTNar 15 TMENUeq 10 Proviae a
summary of the current regulatory
Excipient Requirements in |Regulatory situation for excipients in Latin America [IPEC-Americas
: . . N/A . : 27-Oct-22
Latin America Affairs and possible future developments. IPEC- |webinar
Americas has been working with our
nartnarc in l atin Amarica tn hovuo IDEC
To provide awareness of what the
IPEC Foundation Video Execut.ive N/A Foundation doe? anfi clear info.rmation 1.-min animated 4-0ct-22
Committee on how academia / industry might get video
involved.
Develop an article for T&C on Impact of
uality b supplier excipient composition Published article in
Excipient Variability article Q . ¥ oY N/A p.p o P P 2-Aug-22
Design variability on drug products/drug Pharm Tech
product formulations
EPTSO0E 3Z % ZNa
IPEC-Americas presenter (Nigel Langley) [August 2022 e CPhl
CPHI Podcast on Novel Scientific N/A for CPHI Podcast Series: The importance |Podcast Series: The 9-Aug-22
Excipient Affairs of novel excipients for innovative drug  |importance of €
development novel excipients
for innnvativo driia
IPEC-Americas sponsors and publishes a
IPEC-Americas Journal of . peer-reviewed quarterly journal related
. Executive . . . " Vol. 13, Issue 2,
Excipients and Food . N/A exclusively to excipients entitled “The 1-Aug-22
. Committee o 2022
Chemical Journal of Excipients and Food
Chemicals”.
Excipient World 2023 To promote Excipient World
. P EW Large team |N/A p. o P 1-minute video 1-Aug-22
Video participation
Submit IPEC Safety Guide L.or.15|5tent wnn- ZICFR3 .lu.u: \uc.)og
. Guidance Practices), consider submitting
to FDA for recognition of L . ) FDA cover letter
Scientific the recently published IPEC Safety Guide .
Voluntary Consensus ) N/A , and Safety guide 1-Aug-22
Affairs to FDA as part of CDER’s Program for

Standards Related to
Pharmaceutical Quality

the Recognition of Voluntary Consensus

Standarde Dolatad +a Dharmacanitical

submitted to FDA




APV_IE_IA_IQ workshop entitled: The

Regulat
TiO2 workshop A:fil:r: ory N/A future Role of Titanium dioxide as an Workshop held 27-Jul-22
excipient in Pharmaceuticals
atafm.mg tlf)pIC 0 CII.SCUSS smergmg ongoing
. e excipient “peer reviewed” articles R
Poorly reviewed scientific . ] B . .\ monitoring and
o . Scientific considered to be “poor science.” Intent
excipient article IN . N/A . response to poorly 21-Jul-22
Affairs would be to develop public comments, ) R
Gastroenterology ) L reviewed scientific
from IPEC-Americas, highlighting issues . .
. L excipient articles
wiith thoco nithlicatinne
IA comments to USP PF 48(3) Stimuli
USP Response to GC Excipient Article “USP’s Iterative Approach to comments to USP
P prent N/A PP for USP's lterative 17-Jul-22
<1083> Qualification Standards Development and the Apbroach
‘Emerging Standards’ Concept” i
Document Depot Executive To improve useability of the Document |1-minute video
Navigation Videos & ) N/A P y 1-Jul-22
. Committee Depot and 1-page pdf
Mapping pdf
Seek to improving relationship between Increased
Face-to-face meeting Compendial USP and IPEC-Americas via face-to-face opportunities for
between USP and IPEC- Review/ N/A interaction between USP leadership and PP . . 1-Jul-22
. o . . . collaboration with
Americas Harmonization IPEC chair, IPEC executive administrator UsSP
and IPEC liaison to USP
. . . IPEC-Americas and CfPA Co-Sponsor a 3
Excipients: Compliance Compendial 1/2-Day Virtual Course — Excipients: Training course
with Compendial and GMP [Review/ N/A .y . . P : & 15-Jun-22
) L Compliance with Compendial and GMP |developed and held
Requirements Harmonization .
Requirements
P d send a letter to NSF aski
NSF Letter to clarify future |Good a[)iz?cr:h?e?r i::ennt ioeco(;;incLe to e Submit letter to
support for ANSI 363 Manufacturing |N/A . 15-Jun-22
] support the ANSI 363 Excipient GMP NSF
Standard Practices
Standard
SUDTTITT COMMIMENTS
Docket No. FDA-2022-N- Prepare and send a Docket comments to Docket No. FDA-
0236 Prioritizing IID MDE  |Regulatory N/A for FDA-2022-N-0236 Prioritizing 11D 2022-N-0236 9-Jun-22
and collapsing dosage Affairs MDE and collapsing dosage forms, with [Prioritizing [ID
forms copy to Susan Zuk MDE and
collancing dncaan
Excipient World Novel Scientifi Host | excipient I di i
xc!p!en .or . ove ueh ific No os. a novel excipient panel discussion panel discussion 4-Jun-22
Excipient Discussion Panel |Affairs during the EW conference
T&C articl
T&C Article on Continuous |Quality b Article on Switching from Batch to Exci aigr::seand
. . ¥ by N/A Continuous: Don’t Forget about p 1-Jun-22
Manufacturing Design . Continuous
Formulations .
Manufacturing
T&C Article on Educational Executive Article on Educational Opportunities T&C article
Opportunities Available . N/A ) pp Keeping up to Date 1-Jun-22
Committee Available from IPEC-Americas

from IPEC-Americas

with Excipients




Article on Microplastics: proposed EU

T&C Article on Regulator T&C article Eye on
. . g. ¥ N/A regulation on Small Particles Could lead . y 1-Jun-22
Microplastics Affairs . . o Excipients
to Potentially Big regulatory implications
PQRI CM
Develop PQRI Continuous |Quality b PQRI sponsored workshop entitled Wo(;rksho
P . . ¥ oY N/A Manufacturing Excipients and API P 28-May-22
Manufacturing Workshop |Design . ) scheduled and
Impact on Continuous Manufacturing
executed
Comments to TGA
Pending Australia TGA Resulator IPEC-Americas comments to pending on broposed
regulation change for their & ) y N/A Australia TGA regulation change for prop . 27-May-22
> Affairs ] . change to poison
Poisons Standard their Poisons Standard .
control regulation
COMPITANCE WITIT EXCIPTENT GIVIP7GDP-
. . This workshop includes analyzing
Excipient GMP Compliance | Good essential elements and expectations IPEC-Americas
Virtual Workshop Manufacturing |N/A . i 26-May-22
. related to excipient GMP/GDPs for Workshop
Practices L .
materials intended for use in
nharmacaonticale nr diotary ciinnlamantc
. Lhasa webinar
Review of recently N . . .
. . . Scientific IPEC-Americas presentation at a Lhasa presentation on
published nitrosamine ) Yes . . . 17-May-22
. Affairs webinar held IPEC nitrosamine
position paper .
position paper
CPhl Novel
Novel Excipient Pilot Scientific IPEC-Americas presentation on the Excipient Pilot
P ] . N/A Novel Excipient Pilot Program Review - P . 17-May-22
Program Review Affairs . Program Review
Nigel Langley .
presentation
Regulatory agencies are issuing
Atypical Actives - déja vu Regulator deficiencies and rejecting sponsors' drug
What can be done about Affiirs y N/A applications that use excipients as 0 3-May-22
new regulatory concerns? atypical actives. Why, what are the
issues, what can industry do?
Impact and Far Reaching .| e n:ulropean LnemI.CBIS AEENCY (ECHA]
is moving forward with proposed
Consequences of Regulator restrictions on the use of microplastics
European Microplastics g. y N/A . ) ) P 3-May-22
] . Affairs in products used in various market
Regulations on Excipients . . .
. segments — including medicinal
and Medicinal Products .
nroducte ECH AN c nranncad ragulatinne
TIENTUNT DIOXIOE (150 RNOWN as EL7 1]
has recently been banned for use in
Impact of the EU E171 Ban Regulator foods and (Iietar supplements in
on Pharmaceuticals - IPEC g. ¥ N/A ¥ supp . 3-May-22
Affairs Europe. A three-year period has been
& Industry Response
granted for the EMA and the
nharmacantical indiictry tn accace thao
TATO-party GDP Certnication of
Improved Supply Chain Good pharmaceutical excipient distributors
Security for Distributors of . has been available since 2012. A new,
Manufacturing |N/A . . ) ) 3-May-22
Closed-Pack Practices innovative, third-party GDP standard will
Pharmaceutical Excipients soon be available to improve the safety
SBErsffAit R NSy RERS,
we hear about “transitioning to a carbon
Sustainability -What does . YL ) .g
. Excipient net zero world” which will impact all
it mean for . N/A . . . 0 3-May-22
Qualification industry sectors. Join usin an

pharmaceutical excipients?

interactive discussion on sustainability

and wihat wia ac con da ac aveiniont




Technical Qualification of
Alternate Source

TTITS PTESENTation SEEKs 10 MgNNENT e
complexity of the evaluation and

Excipient ualification of alternate sources of
Excipients in PIERE N/A I es 3-May-22
s Qualification excipients in already commercialized
Commercialized Drug . .
drug products, which requires much
Products . R
marathan comnaring cnacificatinne
Brotfiae R oVETTER T 2Rcipfent
An Overview of Excipient regulations and requirements in key
Regulations and Regulatory regions and countries outside of the US [EW Academy
. . . N/A ) 2-May-22
Requirements in Key Affairs such as Europe, Canada, India, workshop
Regions and Countries Brazil/other LATAM countries, China and
2 fou athaor Acian caountrioc _Thic
Elemental Impurities SUMNarZe ang update mrorrmatron
. presented at the 4th PQRI Workshop on
Implementation Status - Scientific Elemental Impurities including the EW Academ
Outcomes from PQRI . N/A P ] € . ¥ 2-May-22
Affairs current status of global implementation |workshop
Workshop and Phase 2 L
. of the ICH Q3D Guideline and the results
Collaborative Study N ieeslinas )
and imnlicatinne nf 2 DARI Callabharativa
TOCUS ON g TeVIewW OT recentry pupnsned
and impending IPEC Position Papers and
Key new IPEC Papers and . . P . 8 . P .
8 Executive Guides. The interactive workshop will be |EW Academy
Guides: What you need to . N/A ) ] ) 2-May-22
know! Committee designed with breakout sessions to workshop
' facilitate audience participation and
foadhacl 1+ aiill alen incliida aranin
IPEC-Americas sponsors and publishes a
IPEC-Americas Journal of . peer-reviewed quarterly journal related
. Executive . . . " Vol. 13, Issue 1,
Excipients and Food . N/A exclusively to excipients entitled “The 1-May-22
. Committee o 2022
Chemical Journal of Excipients and Food
Chemicals”.
TA ana TE SUTMTTTary OT UNE COTE EIeMments
How to document to the . .
. of the restriction proposal and intends
ECHA's Proposal for an EU- Regulator to provide guidance for excipient
wide Restriction on g. y Yes P & P Published guide 24-Mar-22
. Affairs manufacturers and users on how to
Intentionally Added ] )
. . prepare for compliance with the current
MlCrOpIaStICS nronncod ractrictinn
Still on the fence about whether to
Updates and Late Breaking come to Excipient World 20227 Join us .
. . . . Excipient World
News: 2022 Excipient EW Large team |N/A for this exciting presentation... and walk webinar 23-Mar-22
World Conference & Expo away with a clear understanding of why
this is a must-attend event
IPEC-Americas 2021 Executive Detailed information about IPEC-
i N/A . ) . 13-page pdf report 16-Mar-22
Annual Report Committee Americas accomplishments in 2021
Ratronare
implementation of
Compendial Support Trade Association coalition on GI:baI £l
Elemental Impurity Review/ N/A the Rationale Implementation of . 2-Mar-22
o . requirements for
Harmonization Elemental Impurities .
pharmaceutical
aveiniantc
The Role of Excipients in This paper describes IPEC’s position on
Determining N- Scientific the role of excipients when conducting |Position Paper
. . . . Yes . . . . . . 1-Mar-22
Nitrosamine Risks for Drug |Affairs N-nitrosamine nitrosamine) risk published
Products assessments for drug products.
Seek to improving relationship between Increased
Face-to-face meeting Compendial USP and IPEC-Americas via face-to-face opportunities for
between USP and IPEC- Review/ N/A interaction between USP leadership and PP 1-Mar-22

Americas

Harmonization

IPEC chair, IPEC executive administrator
and IPEC liaison to USP

collaboration with
usp




Medicine Maker

TPEC and I WG 7 NOVET EXCIPTENTS
(Roundtable w Steph Sutton asking

Medicine Maker
article on FDA

id ticl FDA N I |E ti ts of WG b
vi t.eol/ar icle f)n : ovel |Execu .|ve N/A qt.Jes 59 .mem ers) Novel Excipient 26-Feb-22
Excipient Review Pilot Committee Discussion points: . .
. . Review Pilot
Program * The importance of novel excipients
AL BRPRI RS BT B eXpReHTE b Program
Medicine Maker
Medicine Maker (Roundtable w Steph Sutton asking video on FDA
id ticl FDA N I |E ti ts of WG b
vi t.eol/ar icle f)n : ovel |Execu .|ve N/A qt.Jes 59 .mem ers) Novel Excipient 26-Feb-22
Excipient Review Pilot Committee Discussion points: . .
. . Review Pilot
Program * The importance of novel excipients
and tho nhaorma inductnlc naode in thic Program
& COMPTENENSIVE OVETVIEW Of EXCIPIENT
World 2022... and walk ith
Excipient World cleoarr understair(]jinWZf vjhway(:::lshtiuld Excipient World
Conference & Expo 2022: [EW Large team |N/A . & vy p 23-Feb-22
attend this in-person event! Reconnect |webinar
Top Reasons to Attend ) ]
with colleagues and friends at the
GCovlnrd Dalme RPacnrt 8 Canvantinn
. IA follow-up comments to USP in Follow-up
Compendial
USP Response to GC . response to November 22 Letter response to USP
Review/ N/A . 2-Feb-22
<621> Chromatography Harmonization regarding PF 47(6) General Chapter for GC <621>
<621> Chromatography Chromatography
IPEC-Americas sponsors and publishes a
IPEC-Americas Journal of eer-reviewed quarterly journal related
. Executive P . q L. v . " Q4 2021 Edition
Excipients and Food . N/A exclusively to excipients entitled “The ) 26-Jan-22
. Committee . Published
Chemical Journal of Excipients and Food
Chemicals”.
IA follow-up comments to USP in
. Follow-up
USP Response to GC Excipient response to November 22 Letter
. N/A . response to USP 21-Jan-22
<1083> Qualification regarding PF 47(5) General Chapter for GC <1083>
<1083> Supplier Qualification
DUTTNE TS WEDITar, partuciparts Wi
IPEC Best Practices Guide learn how the guide evolved from Webinar on IPEC
for the Safety Evaluation  [Scientific N/A articles published by IPEC-Americas and [Safety Guide for 20-)an-22
of “Novel” Pharmaceutical |Affairs IPEC Europe in 1996 and 1997, pharmaceutical
Excipients respectively, to the current content, excipients
AT Bt RE Y T seres oT
Excipient Composition inf hics. It
- - . . P .pOSI ‘onn ograp? e Infographic on
Defining Excipient Quiality by gives an overview of how starting o
. . 0 . - excipient 16-Jan-22
Composition Design materials become bulk finished .
. ) . composition
excipients, as well as, lists materials that
maviha faund in o finichod aoveiniant
. . This infographic gives a high-level Infographic on IA
IPEC-Americas 2021 Year |Executive
. . . N/A snapshot of our accomplishments in 2021 16-Jan-22
in Review Committee .
2021. accomplishment
Repear or e
. IPEC-Americas formal appeal petition to |changes to Maltol,
Compendial USP for changes to Maltol, NF NF monograph
Maltol Appeal Review/ N/A & . ! . . grap 17-Dec-21
L monograph published to be effective published to be
Harmonization .
May 1, 2022 effective May 1,
2029
RequestTor
IPEC-Americas postponement request to |postponement of
Compendial USP for chan ez to pMaltol NF ) fhe cphan es to
Maltol postponement Review/ N/A & . ! . i 17-Dec-21
L monograph published to be effective Maltol, NF
Harmonization
May 1, 2022 monograph

nuhlichad +a ho




PTIMary PUTPOSE OT TNTOETapniC 15 10
clear up misconceptions that DMF:

Infographic on

Regulator - is mandatory for DP application review
DMF Infographic guBtony  Inysa : y PPAcatic DMF 8-Dec-21
Affairs - is mandatory regulatory requirement . .
. misconceptions
for supplier
dacciar can bho chavad b ENA asith
CoMpifdnce witn exciprent GIViP/GDP-
. . This workshop includes analyzing
Excipient GMP Compliance |Good . )
. . essential elements and expectations Workshop held
Virtual Workshop Manufacturing |N/A . 3-Dec-21
. related to excipient GMP/GDPs for Nov 29-Dec 3, 2021
Practices L .
materials intended for use in
nharmacaonticale nr diotary ciinnlamantc
USP Comment on GC 312 Compendial IA comments to USP regarding General [Comments to USP
Prospectus Review/ N/A Chapter Prospectus: <312> MW of for GC 312 2-Dec-21
P Harmonization Alginates Prospectus
Comments to USP
USP GC <2800> Multi Compendial Dietary Supplements should not utilize er broposed
Ingredient Dietary Review/ N/A Excipients, (Food Additive) fevisr.)ionpto Ge 1-Dec-21
Supplements Harmonization Response needed.
pp z P <2800>
presentation 1o
Challenging the ‘Status IPEC-Americas presentation at The The Association for
Quo’ for Excipient Scientific Association for Chemistry and Chemistry and
. . N/A ) . . . 23-Nov-21
Innovation in the Global Affairs Economics- German Chemical Society, Economics-
Pharmaceutical Industry Germany, November 23, 2021 German Chemical
PF POSTTE OT TEVISTON 10 USP GT JIUS3> Caciaty
s g teuin [ il e
to GC <1083> Supplier prent. N/A ~afrom 5ood ton - perprop 22-Nov-21
. Qualification Practices” to “Supplier Qualification revision to GC
Qualification .
and describe how drug product <1083>
manufacturarec chanld avalifis thaoir
Excipient GMP an overview for use and value of the
Certriincation Scheme and Good recently published IPEC GMP
e . Manufacturing |Yes Certification Scheme and Certification Webinar 18-Nov-21
Certification Body . e .
. Practices Body Qualification Guide for
Qualification . -
Pharmaceutical Excipients.
. . This webinar was intended to provide a
Overview of Excipient Regulator road map for how the regulator
Laws and Regulations in g. y Yes .p B ) y Webinar 16-Nov-21
Affairs process in Europe works relative to the
Europe -
use of excipients.
FDA opened Docket FDA-2021-D-1047
Docket FDA-2021-
ICH Continuous Quality b ICH Q13 CM Oct 14, 2021 for comments |, )01 1o 13
, TYRY e to the ICH Q13 Step 2 document. [PEC- . 15-Nov-21
Manufacturing (Q13) Design . Continuous
Americas commented to the open .
Manufacturing
docket
2 part (Oct 20 & Nov 4) webinar
(o] i f Excipient Regulat intended t id d forh
verview o xcplen . egl.J atory Yes intended to provide a r?a map for how Webinar 4-Nov-21
Laws and Regulations in US |Affairs the regulatory process in US works
relative to the use of excipients.
. . . . An updated guide
Revise previous IPEC-Americas Guide,
. L . . . for the types of
Update IPEC-Americas Scientific published in Regulatory Toxicology and .
. ) TBD safety testing 4-Nov-21
Safety Guide Affairs Pharmacology, Volume 24, No. 2,

October 1996.

needed for a
product approval




Novel Excipient Review Excipient
Pilot Program Overview World N/A 2021 EW Academy webinar Webinar 27-Oct-21
and Q&A Academy
1A ts to USP ding G |
USP Comment on GC 2760 Compendial Ch:o'ZTIS:os :ctus- :§g736|;)>lr:i1 z:i:ifs Comments to USP
Review/ N/A -hap pectus: mp for GC 2760 22-0ct-21
Prospectus L in Dietary Ingredients and Dietary
Harmonization Prospectus
Supplements
Comment letter &
PMDA general comments |Compendial IA comments to PMDA rezarding their form to PMDA for
for G9-1-181 proposed Review/ N/A ronosed FRC chapter forgthe JPg proposed FRC 12-Oct-21
FRC chapter Harmonization Prop P chapter G9-1-181
DEVETOP a SEMINAr ToT SAFYBT (ATEENTng
Association of Industrial Pharmacy and
IPEC - Everything you need . . ) . ¥ Seminar delivered
. Executive Biochemistry) that provided background |, .
to know about excipients . N/A o . in Spanish to 7-Oct-21
Committee for the IPEC organization, Excipient
and more! . . SAFYBI members
Learning Lab, Excipient World
DOCRET NG FOR-ZUTI-N= Conforanca 8 Evinn and Eveiniant \ AW Aarld
5464 0028. Center for Dru Develop comments to Docket No. FDA-
Evaluation and Research & Regulator 2019-N-5464-0028 Center for Drug Submit comments
Office of New Drugs Novel Affiirs ¥ N/A Evaluation and Research Office of New |to Docket No. FDA- 4-Oct-21
. . g Drugs Novel Excipient Review Pilot 2019-N-5464-0028
Excipient Review Pilot
Drogram Program
. . Comments to USP
. IA comments to USP regarding potential .
Compendial . . . for potential
USP Comment on . conflict of interest for an instrument
Review/ N/A o monograph 4-Oct-21
Monograph Sponsors L mfg. to sponsor a monograph specific to .
Harmonization . . ) sponsor conflict of
use of their analytical equipment .
interest
Published
PharmTech article Executive PharmTech industry interview of 1A PharmTech article
regarding FDA Novel Committee N/A members regarding FDA Novel Excipient |entitled Great 30-Sep-21
Excipient Pilot Program Review Pilot Program Expectations for
Excipients
PUDTSTET
PharmTech article
PharmTech request for Executive PharmTech request for comment on an on Industr
article on industry . N/A article how pharma responded during ) .y 30-Sep-21
. Committee . Organizations
response to Pandemic the Pandemic ]
Assist Pharma
Dirina thao
Excipient Stability — Use of
Expiration/ Re-evaluation |Excipient . . .
. N/A 2021 IPEC-Americas LL webinar Webinar 29-Sep-21
Dates and Accelerated Qualification
Stability
PTEPATe 1ETer 10 EDQIVI T TESPONSE 10 [FOTOW-UP
EDQM letter related to Compendial proposed revisions to the calcium comments to
proposed revision to the .p acetate monograph posted in EDQM proposed
. Review/ N/A - o 29-Sep-21
calcium acetate L Pharmeuropa 33.3, regarding revisions to the
Harmonization . . .
monographs introduction of FRC. The comment calcium acetate
doadling far Dharmaiiraona 22 2 ic mannaranh
Prepare/Sena USP COMMEents Trom 1A
regarding USP IPA monograph revision Follow-up
USP letter related to Compendial buglletin deition of the L?mifof comments to USP
proposed IPA monograph |Review/ N/A for proposed IPA 24-Sep-21

revision bulletin

Harmonization

Methanol as an ID test. The revised

monograph is to become effective
2/1/929

monograph
revision bulletin




EDUIVI TETTET TETated 10
proposed revision to the

PTEpare Teter 10 EUUIVT TN TESPONSE 10
proposed revisions to the hydroxypropyl

FOITOW-Up
comments to

Compendial
hydroxypropyl starch and Reviepw/ N/A starch and pregelatinized hydroxypropyl |EDQM proposed 21-Sep-21
pregelatinized Harmonization starch monographs revision posted in the hydroxypropyl P
hydroxypropyl starch Pharmeuropa 33.3, regarding starch and
mnannaranhc ._nltlreréna 'r"é'r"li‘ nFeFE}rr]‘an'lékaer,hnemn{ngm- nroaolatinizod
) PP 5 Infographic on
commitment to GMP
Upper Management Good - Need for training to engage upper upper
p? . Manufacturing |N/A management 16-Sep-21
Training ; management I
Practices o . . responsibilities
- Training should capture their attention: .
. . available
Thic ic how oy ctav aut Af iail
PTEpare/sena UsP COMmments ITonT 1A FOTOW-UP
ding USP PF 47 (4 It ts to USP
USP letter related to Compendial regarcing . (, ) propos.a. ° ) comments to
. . lower the current limits for Alginic Acid, |[for proposed
Alginate monograph Review/ N/A . . . N 15-Sep-21
. o Potassium Alginate, and Sodium Alginic Acid,
revisions Harmonization ) . .
Alginate rather than remove individual |Potassium
olamant cnacificatione 1A ic nAt Swaro Alainato and
TS gUToe W draw from appiftanre
sections of the ANSI 363 standard which
o Good - . .
IPEC Good Distribution . apply to distributors and is intended be |New GDP Audit
. ] . Manufacturing |Yes ] . . 14-Sep-21
Practices Audit Guide . a reference guide for auditors. Guide
Practices .
However, given the status of the IPEC
DD Cuida ac ctatad ahovo thic anidit
IPEC-Americas celebrates |Executive N/A Article in Tablets & Capsules entitled Article published in 23-Aug-21
30 years Committee “IPEC-Americas celebrates 30 years" T&C &
CPhl Annual Meetin Scientific CPHI Collaboration ~ Educational IPEC-Americas
. & . N/A Programming/Pod Cast - Drug Safety ) 23-Aug-21
educational pod cast Affairs . . e CPhI TiO2 podcast
and Quality. Potential topic TiO2
DPMH ts f
Pediatr?:srr:en o Regulator Submit comments to DPMH regarding DPMH comments
& g. y N/A FDA’s Pediatric Drug Development 20-Aug-21
Development Research Affairs ] uploaded
. Research Crowdsourcing Challenge
Crowdsourcing
Excipient World Excipient
Conference & Expo: Top  [World N/A 2021 EW webinar Webinar 18-Aug-21
Reasons to Attend Academy
Vanoaton Tor
Pharmaceutical Excipients
Presented by The ° Good
- v Manufacturing |N/A 2021 IPEC-Americas LL webinar Webinar 21-Jul-21
International ;
. . Practices
Pharmaceutical Excipients
Council
IPEC Safety Guide
CRS Annual Meeting . Develop presentation for on IPEC Safety .y
. Scientific . ) presentation at
presentation to promote ) N/A Guide for CRS Annual Meeting (July 25- 17-Jul-21
. Affairs 2021 CRS Annual
new Safety Guide 29, 2021). .
Meeting
Excipient World .
Excipient . .
Conference & Expo: Top World N/A 2021 EW webinar Webinar 14-Jul-21

Reasons to Attend




Excipient World Academy:

Excipients & Excipient
Upstream/Downstream World N/A 2021 EW Academy webinar Webinar 30-Jun-21
Manufacturing Processes |Academy
in Biologic Drug Products
TTTE NTITOSarITeg Cross FUncuonar Teamt
Pharmeuropa 33.2
. developed comments to the
Pharmaceutical Regulator Pharmeuropa 33.2 Pharmaceutical
Preparations and g. ¥ N/A R P ; Letter to EDQM 30-Jun-21
Affairs Preparations (Reference: PA/PH/SG (21)
Substances for
. 5 ANP) and Substances for
Pharmaceutical Use GC ]
Dharmacoutical llca (Roforancao:
TA TVt GUUFA T hiégotiation
meeting with pharma industry on June [IPEC Presentation
GDUFA Il - 1ID Regulatory N/A 29 to continue discussion with FDA on update on Industry 29-Jun-21
Commitments Affairs Industry prioritization of 11D prioritization of 11D
excipients/grades excipients/grades
FOTOW-UP
ts to USP
Compendial 2/16/2021 - USP requested additional comments to
USP letter related to ) . . R for proposed
. Review/ N/A information, which is being gathered by . 18-Jun-21
Maltodextrin L . Maltodextrin
Harmonization member company (Perrigo)
monograph
rovicinnc in DE A6
Excipient World Academy: |Excipient
The Importance of World N/A 2021 EW Academy webinar Webinar 9-Jun-21
Excipient Functionality Academy
IPEC-Americas and the Center for
Excipients: Compliance Compendial Professional Development - CfPA Virtual |IPEC-
with Compendial and GMP [Review/ N/A Workshop Collaboration — Excipients: Americas/CfPA 31-May-21
Requirements Workshop  |Harmonization Compliance with Compendial and GMP  |Workshop
Requirements (cfpa.com)
TPEC-AIMETTCaS
t
USP Notice of Intent to Compendial Provide feedback to USP with regards to zs:r:i];:dsto UsSP
revise the USP Isopropyl Review/ N/A their notice of Intent to revise the USP for their notice of 27-May-21
Alcohol monograph Harmonization Isopropyl Alcohol monograph
grap z propy grap Intent to revise the
11CD lcanronyl
IFPEC presentation
ISPE-IPEC excipient QbD Quality b Partner with ISPE India to deliver IfDOr;:jsuPct:c on
. . P . ¥ oY N/A training on the recent IPEC QbD guide 26-May-21
Guide training Design Development and
on May 26. .
Life-cycle
Monasagomaont
Brian C. to represent IPEC on ICH Q13
ICH Continuous Quiality by Yes Working Group. He will provide ICHQ13 CM 18-Mav-21
Manufacturing (Q13) Design updates/drafts from WG activities, as Guideline ¥
allowed.
Excipient World Acad :
e A
. . World 0 2021 EW Academy webinar Webinar 12-May-21
Pharmaceutical Coating
Academy
Development
L . J. Medwid/J. Parker at FDA organizing FDA training on
FDA IPEC t QbD lity b
A IPEC excipient Q Quality by N/A IPEC excipient QbD Guide training for  |IPEC excipient QbD |  11-May-21
Guide training Design

FDA for May 11, 2021 from 10:00-12:00.

Guide completed




TTe USP CFT 1O UEVETop
"Recommendations for Responding to

Recommendations

Recommendations for Compendial Requests from USP for Samples”, to for Responding to
Responding to Requests Review/ N/A q ) . P S P & 7-May-21
L provide member companies with things [Requests from USP
from USP for Samples Harmonization .
to consider when USP contacts them for |for Samples
SRS TCE Wit eXCp e T G VPTG P
. . This workshop includes analyzing
Excipient GMP Compliance essential elements and expectations Workshop held
Virtual Worksho Learning Lab  [N/A 30-Apr-21
P & / related to excipient GMP/GDPs for April 26-30 P
materials intended for use in
nharmacaonticale nr diotary ciinnlamantc
TPEC-AIMETTCaS
t
Compendial Provide feedback to USP with regards to zs:r:i];:dsto UsSP
USP GSP GC Prospectus Review/ N/A General Chapter <1xxx> Supplier for GC <1x0c> 22-Apr-21
Harmonization Qualification Prospectus .
Supplier
Ouinlification
Excipient World Academy: .
Role of Excipients in Excipient
) . |World 0 2021 EW Academy webinar Webinar 21-Apr-21
Continuous Manufacturing
. Academy
of Solid Oral Dosage Forms
DOCKET NO. FUA-ZUZU-
2016: Policy for Testing .
Alcohol (Ethanol) and Regulator Develop comments to Docket No. FDA Submit comments
guRtony  Inysa P : to Docket No. FDA- | 16-Apr-21
Isopropyl alcohol for Affairs 2020-D-2016.
. 2020-D-2016.
Methanol, Including
Durinag thao Duhlic Haalth
Follow-
USP letter related to the  |Compendial Provide feedback to USP with regards to czmor\:e:fs to USP
USP Open Forum held Feb |Review/ N/A follow-up requests pertaining to the USP for Feb 11 & 12 16-Apr-21
11 & 12,2021 Harmonization open forum Feb 11 & 12, 2021
Open Forum
IA invited to GDUFA Il meeting with IPEC Presentation
GDUFA Il —-II1ID Regulatory pharma industry on April 1 to discuss update on status
) . N/A ] 1-Apr-21
Commitments Affairs how the FDA might be able to better of GDUFA Il IID
meeting required IID enhancements commitments
TPEC-AIMETTCaS
Compendial Review proposed monograph revisions comments
USP lett lated to Oleyl bmitted to USP
clierrelatedto Dley Review/ N/A for Oleyl Oleate from PF 47(1) and submitted to 30-Mar-21
Oleate L . for Oleyl Oleate
Harmonization provide feedback to USP
monograph
rovicinnc in DE A7
TPPEC-AMERTas
t
USP letter related to USP  |Compendial Review proposed elemental Impurity zs:r:i];:dsto UsSP
GC<232> elemental Review/ N/A limit revisions to UPS GC <232> from PF for GC <232> El 30-Mar-21
impurity limits Harmonization 47(1) and provide feedback to USP . . .
limit revisions in PF
A7 (1)
. Infographic on
. Executive - .
2020 Year end review . N/A 2020 Year end review infographic 2020 year end 22-Mar-21
Committee .
review
SOT Post
SOT Annual Meeting L ; o
Scientific Develop poster for SOT Annual Meeting [presented at 2021
Poster to promote new . Yes 18-Mar-21
Affairs (March 2, 2021). SOT Annual

Safety Guide

Meeting




Develop and article on the QbD Guide to |Part 3 of QbD
be published as part of a CPhl Annual Guide article
Outsourced Pharma article [Quality by P P . ) ]
. . N/A report. The paper was also broken into |published in 10-Mar-21
on IPEC QbD Guide Design . ]
3 parts and published in Outsource Outsourced
Pharma Pharma
USP endorsement of IFAC . IPEC-Americas endorsement of IFAC’s .
Compendial USP notification of
comments to USP GCs . comments on proposed new GC <2740>
Review/ N/A o endorsement of 10-Mar-21
<2740>, <2800> and L and <2800> and proposed revision to GC
Harmonization IFAC comments
<2750>. <2750>
TPEC-AIMETTCaS
. . - comments
Compendial Review proposed revisions to glucose, .
USP comments related to . . submitted to USP
. Review/ N/A liquid monograph from PF 47(1) and 4-Mar-21
Glucose, Liquid PF 47(1) L . for proposed
Harmonization provide feedback to USP L
glucose, liquid
maonnaranh
Develop and article on the QbD Guide to |Part 2 of QbD
be published as part of a CPhl Annual Guide article
Outsourced Pharma article [Quality by P P . ) ]
. . N/A report. The paper was also broken into |published in 3-Mar-21
on IPEC QbD Guide Design . ]
3 parts and published in Outsource Outsourced
Pharma Pharma
Nigel, Priscilla, Meera, Dave S, Kathy U, [Published
PharmTech article on Scientific N/A etc. provided input to PharmTech PharmTech article 9-Mar-21
Novel Excipient Affairs entitled Novel Excipients Needed More |on Novel excipient
Than Ever Before review process
DEVETOP and PUDITSIT d POSTUON Paper O [POSTION paper on
Pharmaceutical Lactose used in oral Pharmaceutical
Pharmaceutical Lacthse IPEC Europe N/A prep.arations.is a. low-risk excipient Lactose used .in . 1-Mar-21
used in oral preparations Possibly publish in Pharm Tech. oral preparations is
Presentation at NJPQCA, |A Webinar, a low-risk excipient
E\M wainvlkchan nublichad
GADA Meeting with CVM  |Regulator Deliver a presentation on CoAs durin Present on IPEC
& suiatony Iy presentatior € |and CoAsatGADA- |  25-Feb-21
(FDA) Affairs the GADA meeting with CVM )
CVM meeting
Part 1 of QbD
Develop an article on the QbD Guide to . Q
. . . Guide article
Outsourced Pharma article [Quality by be published as part of a CPhl Annual ) ]
. . N/A ) o published in 24-Feb-21
on IPEC QbD Guide Design report. Publish as 3 part series in
Outsourced
Outsource Pharma
Pharma
Polysorbates Composition |Compendial ¢ Biotech members may be interested shared with CRC
and Quality Stimuli Article [Review/ N/A e Share with CRC during Feb committee [committee 24-Feb-21
PF 47(1) Harmonization meetings members
PTEPAre a reputtar Ieter 1o UBIVI ToT Reputtar
Letter to editor of article (Baran, Sulukan, Turkoglu, et al., [letter/comments
International Journal of Scientific N/A Is sodium carboxymethyl cellulose submitted to IJBM 23-Feb-21
Biological Macromolecules |Affairs (CMC) really completely innocent? It for article by
(JBM) rebuttal letter may be triggering obesity, Volume 163, [Baran, Sulukan,
Daaoc 2AEE 2472\ \lhila criantifically Tiivlkadhs ot ol
Microplastics Webinar
Part 2 — Conti dl R lat
ar ontinued issues Regulatory 4 2021 IPEC-Americas LL webinar Webinar 17-Feb-21
and Impact on Affairs

Pharmaceutical Products




Brian C. presented an update of the

ICHQ13

ICH Q13 update at IPEC lity b P tation t
Q13 update a Quality by /o draft 2 ICH Q13 Guideline to the IPEC resentation to 4-Feb-21
Europe Excipient Forum Design . IPEC Europe
Europe Excipient Forum .
Excipient Forum
Incorporation of
Pharmaceutical Excipients .
. . . Quality by . . .
into a Quality-by-Design Desian N/A 2021 IPEC-Americas LL webinar Webinar 31-Jan-21
(QbD) Development &
Project
Brian C. to represent IPEC on ICH Q13
ICH Continuous Quality by Yes Working Group. He will provide ICH Q13 CM 31-Jan-21
Manufacturing (Q13) Design updates/drafts from WG activities, as Guideline
allowed.
USP notification
USP courtesy email Compendial send USP a courtesy email notifying email to Catherine
notifying them of the Review/ N/A them of the PharmTech Concomitant 28-Jan-21
L o L S, John G and Hong
PharmTech publication Harmonization Component publication W
DEVETOP a SErMes Or Z article 10 De ATTICIES ENUed
. published in Pharm Tech "Understanding
Pharmaceutical Quality b 1) Additives and process aids in Concomitant
Technology follow-up . ¥ oY N/A . P . . 27-Jan-21
. . Design pharmaceutical excipients Components in
series of articles ) . ]
2) Concomitant components in Pharmaceutical
nharmacaontical aveiniantc Eveciniantc!!
Review proposed revisions to P ROTITETES
Compendial . o submitted to USP
USP letter related to Review/ N/A Maltodextrin monograph and stimuli for broposed 95-Jan-21
Maltodextrin o article from PF 46(6) and provide prop ]
Harmonization Maltodextrin
feedback to USP L L
The TPEC-Americas 1996 article "A New .
Send official
Approach to the Safety Assessment of .
. . ) N notification to USP
Notify USP of IPEC in- . Pharmaceutical Excipients" was the .
. Compendial . ) of IPEC's efforts to
process work to revise . basis for USP <1074> Chapter. With the
Review/ N/A ) o update the IPEC 21-Jan-21
base resource for USP L current Safety Guide revision underway
Harmonization . . ] . Safety Assessment
<1074> and with various new project being .
. . of Pharmaceutical
identified by USP, IPEC needs to make Excioi
11SD awara nf niir affartc tn 1indato tho XCIpIents
POSITIoN paper
. . "Qualifying an
Develop a position paper to include .
. . . L. . Excipient
Options for excipient users . options for excipient users to qualify .
. . Excipient . . . Manufacturing
to qualify excipient Qualification N/A their excipient suppliers when the Site" 14-Jan-21
suppliers in lieu of an audit supplier won’t allow an audit and isn’t . L
- L Possibly publish in
certified to an excipient GMP standard.
Pharm Tech.
Drocontatinn ot
Develop IPEC GUIDE on Excipient
Good . p ) . ) P Published new
L . ) Validation, including Equipment,
Validation Guide Manufacturing [N/A . IPEC GUIDE on 14-Jan-21
. Process, Product, Computer, Cleaning L. o
Practices Excipient Validation

and Analytical Validation




IPEC General Glossary of
Terms and Acronyms

Executive
Committee

N/A

Revise and update the latest version of
IPEC General Glossary of Terms and
Acronyms

To publish version
2 of IPEC General
Glossary of Terms
and Acronyms

1-Jan-21




