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This document represents voluntary guidance for the pharmaceutical excipient industry
and the contents should not be interpreted as regulatory requirements. Alternative
approaches to those described in this guide may be implemented.

T OXERERGENFITEDT DO EENLTE & ThY EMERER & LTRRSL
ZREBLOTIEAY, FTHhOENERERZAETZ2H0LLT, IO IKREshT
WERRERTIND I LB H D,

FOREWORD

IPEC is an international industry association formed in 1991 by manufacturers and end-users of
excipients. It is an association comprising four regional pharmaceutical excipient industry
associations covering the United States, Europe, China and Japan (which are known respectively
as IPEC-Americas, IPEC Europe, IPEC-China and JPEC). IPEC’s objective is to contribute to
the development and harmonization of international excipient standards, the introduction of
useful new excipients to the marketplace and the development of best practice and guidance
concerning excipients.

538

TPEC L EIMF s 22 b oy 2 & o T, 1991 FIHik Sh BB TEBRTH Y . BKREKF 4
BOELRIEMFES (IPEC-America, IPEC Europe, IPEC China, JPEC) THERRSIL T\ %,
IPEC 0 B B . ERSH 2 FNFI % (standards) OBI% & 300, AR ZFBMAOTHE~OEA L,
FINFNC B4 B Bl D EEHE (best practice) RUW 44 VADBRIZBEEBRTHZ L THD,

IPEC has three major stakeholder groups;

1. Excipient manufacturers and distributors, who are considered suppliers in this document,
2. Pharmaceutical manufacturers, who are called users, and

3. Regulatory authorities who regulate medicines.

IPEC @ 3 »DEE 2 BFRE S N—T,

1. ATETHBE L E 2 LN ARMFIRESE R UIRTEES,
2. a4 - L BTN B EELEER,

3. EELOFHE R,

This document offers best practice and guidance in the establishment of a quality agreement
between a buyer and a supplier of an excipient. The excipient supplier may be a manufacturer or
a distributor (or both). The Guide highlights the factors to consider when planning and executing
a such agreement between the parties.

A0V . A & Il S ERESS LT, BEREELNAS ERET I HOT
H5,

RS F I RLEEE 1 13RGEE (BDAWEES) THD.
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INTRODUCTION

In the current regulatory environment surrounding excipients, pharmaceutical manufacturers are
under increasing pressure to develop better knowledge of their excipient supply chain. As part of
solidifying supplier relationships, quality agreements have been introduced because they are
considered to be beneficial in a supply relationship and are required in some jurisdictions for
manufacturing under contract. They enable excipient users and suppliers to create a quality
partnership between the two companies. Quality agreements are legally binding agreements that
are mutually negotiated between users and suppliers of excipients. They are intended to be an
agreement between quality departments. The purpose of the quality agreement is to define who is
responsible for quality activities and how quality issues will be resolved that will allow excipient
suppliers to provide safe products that are suitable for the user’s intended application.

By clearly delineating GMP (good manufacturing practice) responsibilities, costly product
quality issues resulting from miscommunication can be reduced or eliminated.

PR

E%%%Mﬁ%@@%<ﬁﬁ@&ﬁﬁ%ﬁﬁﬁwf\@%&@%%%K%Téﬁ%wﬁﬁ%%MﬂWWH
I PNTDE Y LVHRERED D Z L ~OERIIEMLTVD, HEBEIHAGEREZRDI—D
DEEL LT, BEEERERIC 252 2 EME L, BT ToREIR LTEREND, bl
E 3 S FNE Y - & B O RIFRRE LS Z L ZFREICT D, E B EIENHR I DH 5B
HCh Y . ERRENF O - HREOHMTEVERE SN bDOThD, T HEmEtOMER
S OARRR SN D LEERL WD, SHEBEOCRNIT, HEEBICEIT SRENELSHY .
e —SER A BT7 V-va ol L e R 2 BET 5 2 & 2 ERAFRMAIBHEE CHER S & mEH
REEE VNIRRT ADNEERT O LS D,
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RN DVITELS T2 N TE DHRITR D,

Due to the increasing desire to have quality agreements in place with key suppliers, there has
been a trend to use templates to get a large number of agreements in place quickly. Many
companies, both users and suppliers, have developed their own templates to address quality
agreements. Unfortunately, these individual templates have often been designed to cover
multiple types of products (excipients, active pharmaceutical ingredients and/or packaging) and
been presented in an inflexible manner. The result of this has been extensive negotiations
between companies, significant time and resources spent, and fewer agreements completed.
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IPEC is committed to improving communications between excipient users and suppliers. As part
of that on-going effort, IPEC has developed the IPEC Quality Agreement Template. The IPEC
Quality Agreement Template is designed to provide excipient users and suppliers a common
starting point to create quality agreements that address fundamental quality issues specific to the
manufacture and use of excipients. By utilizing the IPEC Quality Agreement Template, users
and suppliers will be able to reduce the time and effort needed to complete successful quality
agreements. Having appropriate quality agreements in place can significantly improve
communications, limit product quality issues that result from misunderstandings, and improve
supply chain relationships.
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SCOPE AND PURPOSE

The IPEC Quality Agreement Template is designed to be a flexible model for crafting quality
agreements where an agreement is desired. It is intended to define the appropriate topics that
should be addressed in a quality agreement related to excipients. The template is designed to be
global in scope thus being suitable for use in many regions. There is both a manufacturer
template and a distributor template. The information below is provided to assist in determining
which template is appropriate for the individual situation.

Manufacturer Template: Designed for use between the original manufacturer and either the end
user or a distributor. The original manufacturer is the company manufacturing a material to the
stage at which it is designated as a pharmaceutical starting material.

Distributor Template: Designed for use between the distributor and the end user. Distributors are
those parties handling the excipient after the point at which the excipient is transferred outside
the control of the original manufacturer’s material management system. Distributors include
those parties involved in trade and distribution, reprocessors, repackagers, transport and
warehousing companies, forwarding agents, brokers, traders and suppliers other than the original
manufacturer.
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A quality agreement is intended to be a formalized, joint agreement on quality responsibilities
and activities defining both the user’s and supplier’s respective obligations as they relate to
quality. They are intended to address quality commitments between the parties and are based on
the quality procedures in place. However, quality agreements cannot take the place of an audit.
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BEBER. 1 - HE TN ENOSEEFHE LESERELEDCETIEX2RERNOTH L
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Quality agreements are not designed to replace commercial supply agreements but rather
complement them. Other agreements may contain references to quality responsibilities and
activities. During periodic reviews of these other agreements, excipient users and suppliers may
wish to consider replacing specific quality information in the agreement with reference to a
quality agreement.

X5 MEGERRE LoREHECESRDS L OB SN TBLTHABELMTT O bOTHD,
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TP WEEXDI LN D,

FORMAT OF THE EXCIPIENT QUALITY AGREEMENT DOCUMENTS

The IPEC Quality Agreement Template format is a combination of a legal-style format and a
tabular format. The Introduction/Purpose section of the template is presented in a legal-style
format and the Quality Responsibilities section is presented in a tabular format. The legal style
format addresses the terms and conditions and scope of the agreement. The tabular format allows
for quick and easy identification of quality responsibilities which are the central point of the
agreement. The template addresses the main quality points and responsibilities that should be
included in a quality agreement appropriate for excipients; however, it does not list every
element of the quality system used. It is not necessary to reiterate agreement on every point of
the quality system when general agreement on the applicable quality criteria has been stated.
However, included in the template are quality responsibilities that may require action by one or
both parties.

ERSRINA SE R EEOHN

IPECEVE B EFYT V-ME. MR RE AR LisT-7b & —BERI-wh & OBRBEDENLRDLDOTH D,
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=9 CIRENTWD, —EE - MIBEOTLTH D MEREEREIC, POBFBITHERTEDL L )
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The format is intended to be flexible with the template offering the elements needed for most
excipient quality agreements. Modifying the template should be done with care and only as
necessary to avoid lengthy negotiations. It is suggested that excipient suppliers prepare in
advance a quality agreement based on the template to be used to begin the negotiation process
with their customers when a quality agreement is requested.

As with any binding agreement, it is advisable to seek the review of legal counsel of all
companies that are party to the agreement.
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QUALITY AGREEMENT RESPONSIBILITIES AND REVIEW

Effective implementation of any quality agreement is dependent on both excipient supplier and
user ensuring that the obligations of the agreement are consistent with the quality systems at the
respective sites. Use of a template allows a supplier to conduct this review once, prior to
initiating any quality agreements with users. Any obligations or commitments added during the
negotiation phase of an agreement should require additional review of the affected quality
systems to assure compliance prior to signature. When a supply agreement exists, or is being
generated at the same time as the quality agreement, reviewers should assure that any quality
provisions captured in the supply agreement are also reflected and/or not contradicted in the
quality agreement.

SEWEEREEVE ~(REL)
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It is dependent upon both parties to assure the quality agreement is maintained as a current,
accurate document during the entire effective period. Amendment(s) and/or addendum(s) may be
needed to assure the current requirements and/or responsibilities are reflected in the quality
agreement. Both parties are responsible for reviewing requests for amendments/addendums to
assure the quality systems support such changes.

All quality agreements and amendments/addendums require legally binding signatures. It is the
responsibility of each party to assure the signatures in the quality agreement reflect the legally
binding signatures representing each party.

HZHEAR . BIEO TR/ CE L L CHE SN EHERELRIET 5 2 L RtoSticgET 5, &
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Manufacturer’s Quality Agreement Template

SEERERETIT L-

1. Introduction/Purpose

1. /R

Scope
3 A &6 B

Parties to the agreement

U nHEBE

_Example wording:
This Quality Agreement is by and between <Supplier Name> with office at <address>,
hereafter referred to as <Supplier> and <Customer Name> with office at <address>,
hereafter referred to as <Customer>. Whereas, <Supplier> supplies excipients suitable
for pharmaceutical use to <Customer>.

Note: Company name can be expanded to include further descriptive information about
the company such as Company X, a manufacturer of pharmaceutical excipients duly
organized and existing under the laws of <list appropriate jurisdiction>.

B3

T OREBEESIIUEE L . FITEHD CLTF., 477 94v-& 3 3) &L BEES ., FEH CLT, 17-&$28)1K
BOWTEROVZbENELDOTHD, 7 AT ME T 2 REKIC 5 S b LWESK S IRINA & 4t
Wb,

Specify excipients covered by agreement

Example wording:

This agreement pertains to the following excipient(s) (or excipient
processes/types/locations, etc), hereafter referred to as <Excipients>: <list or see
attachment>.

AE TR L 72 2 B ESINA
ABELAT OELLFNFN (D D \VIZERSEMA vr, 17, of-vi/ ) EHTHHD0TH D,
(AT, <EESHFMA>L T D, ) <BFEHSE>,

Definition of the quality criteria

Example wording:

Supplier will manufacture, test and release the <Excipients> in accordance with the
following quality criteria:

Examples of potential quality criteria:
IPEC PQG GMP, current version (Primary Reference)

Others as applicable:
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GMP as published in USP General Chapter <1078>, current version
ISO-9001, current version

WHO Guideline on GMP, current version

United States FD&C Act Misbranding and Adulteration Provisions
Documented HACCP Concept

Other regional certification, as applicable

MEEEDOFER
b
$7° Y- 1Z A T O RE RV <ERLTNAE>Z8E L, RBRE2I1TV., R®RET 5,

BEERMEEREDOH
HITHR IPEC PQG GMP (b - & b EELRHE)

F OE A T & B 3TRR

BTHR USP—%<1078>ZFE ;I TV S GMP
HATIR  1S0O-9001

BATH GMPIZBI$ ZWHOR {1 747

KEFD&C MEMALEL L AR AX HKIE
XLE(LEIL-HACCPayt7 b

ZOM, AT L0 L LTOHIKOIERE

Responsibilities for quality activities

Example wording:
This Quality Agreement will outline the responsibilities of <Supplier> and <Customer>
with regard to the quality activities described in the quality criteria listed above.

Site(s) involved

Note: Sites supplying <Excipients> should be mutually agreed upon. The Supplier sites
involved can be specified here if needed(may refer to an appendix). If the sites involved
are not listed in this agreement, it should be indicated where the agreed sites are
specified.

IR DT D DR

%13
AGLEHEIT EROMEEE TR I NG EEICET 5 <7 HMY> L <> HOREZHMBH L2 b O
THD,

xtB L R HEEP(TE)

ER  <EEITENA> 2 ST 5 FEMCH)IFHAECRE I CWaRThiER 62y, R Ee247
IA-OBEEFIIMEIZG LT IOETHETDIZ LN TEDL (HDIWIEIFLE LTERICLTH LV,)
RB L RAEERPABFEZBCTHINTOVRWVWES, ABESNZEEFTNE CTHRESNDIDONERS
R nidia s lan,

Use of third parties

Example wording:

If <Supplier> uses third parties to manufacture, package, label, test or release
<Excipients>, such use is set forth <list here or specify attachment>. Changes in the
use of third parties as set forth in this agreement will not be made without prior written
notification to the <Customer>. <Supplier> shall, however, retain all obligations under
this Agreement whether or not a third party manufactures, packages, labels, inspects,

Copyright © 2009 The International Pharmaceutical Excipients Council
Page 9 of 37



Bt

tests, releases or handles <Excipients>.
Note: If this information is considered confidential, specify how this information can be
disclosed to the customer, for example under confidentiality agreement.

F=£ N =7 - DfE A

I3

b L<t7 A->hM-0 N —7- 2Bl A 5, R D D WIE<EEGTIF>ORFEICER Y 5 & &I
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DT> ~DLEIZ L BWEBLUTCITH Z LIFTERY, L LR bo<iaE>id, -V 712X 2
<EEEFNF>ORGE, SIE, TN, BE. BB, BREOMTCED LT, ABETICRT 52 TORE
FRHIRELOTH D,

IR - b N -l BT A E B A REIC L WEAITIE, FIERERERI 6 A TI-IZBIRT 5
TENRTED,

Term of agreement

Example wording:

This Agreement shall become effective and binding upon the date of the final signature
and shall remain in effect until 2 years after the last delivery of <Excipients> by
<Supplier> to <Customer> unless <Customer> specifically requests an extension of the
Agreement. Either party may terminate this Agreement by giving 6 months written notice
to the other party. After such termination, and if so requested by <Customer>,
<Supplier> will negotiate with <Customer> in good faith a subsequent Quality
Agreement.

BEDTET

HiC -

A EE<IMT—> BB EDERE X TR LRWIRY | <§7° 74¥—>03 b <haAfv—>Z <E G IMF> DR D
B S2EMANTH D, b L—IREBELET LEWHEITIIER L > TFIZ6r ARNCES
+3, TORBRLTETLEED., <> bERMNH - HEITIE, <7 HY->F<irgv—>L Tl
D SEBEICHSDWTHE 2> ThET 2.
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Assignment

Example wording:

Neither party shall have the right to assign any or all of its rights or obligations under
this agreement without the other party’s prior written consent, which shall not
unreasonably be withheld. The foregoing notwithstanding, prior written consent shall not
be required in connection with a merger, consolidation, or a sale of all or substantially all
of party’s assets to a third party, except if such merger, consolidation or sale is with a
competitor of the other party.

FEE

#3C

Bt bHEFFORYREELRN T, REXER LEABEICRIT DM ELIISBLEETLIZ &
Tx, FRICLEDLT. BESHERWEY— FAA—F 4 —~DEEEFF. HE. EHITHEERD
B BEAICIIREXERL T UHME TR,

Confidentiality (optional)

Note: May define here according to <Supplier>’s policy or refer to other documents
pertaining to confidentiality, e.g. confidentiality agreement (also referred to as a
confidential disclosure agreement).

WMEBRFITE
BEIR <7 >0 HEHI LV I TEETH I EH D0, ToMOXE, fIITHEBERFRNR LT
FREEICOVWCEETANECITCERTHI L L TES, (MERTHEZDCL > RXELRERT D, )

Other agreements

Example wording:

If a supply agreement is in place between <Supplier> and <Customer>, and there are
any inconsistencies between the supply agreement and the Quality Agreement, the
supply agreement will take precedence over the Quality Agreement.

Z DO HE

i3

<H7" 544> L <hrye->EUCHASRIONTFE L, T ORHE L RE BB 2 A DFENRVES, HAR
MRTRTOREBEL Y bEESND,

Choice of Law
Note: If a choice of law is not specified in a supply agreement, a choice of law should be
agreed to between the parties and designated here.

TR
BB THEROBRABES L TORVES, AEHNCORESLETHY . I THRT 2LEEDH
B

2. Compliance
See attached QA Responsibility Table.

2. ETEHE
QA Responsibility TableZ &R D Z &
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3. Manufacturing, Packaging and Labeling
See attached QA Responsibility Table.

3EE, BREBLTINYT
QA Responsibility Tablez Zf D Z &

4. Documentation and Records
See attached QA Responsibility Table.

4 XEEHS LFVRER
QA Responsibility TableZZRD Z &

5. Storage and Distribution
See attached QA Responsibility Table.

5 R B RTHREE
QA Responsibility TableZ ZRD Z &

6. Change Control
See attached QA Responsibility Table.

6.EEEHE
QA Responsibility TableZZRD Z &

7. Non-Conformance
See attached QA Responsibility Table.

7. EE
QA Responsibility Table# SRDZ &

8. Auditing
See attached QA Responsibility Table.

8.EH
QA Responsibility TableZ ZRD Z &
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9. Quality Contacts
List the contact persons from each party that will be responsible for communications
related to this agreement. This information can be provided in an attachment.

0.mEEY
FHEBCHEITZIENTNOLHOBHEFEZIIMLTS L,
AFEMELTRRETDCEETED,

10. Signatories

10.BR &

11. References

1.2 R

12. List of Attachments

12. 7 ER DR
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Quality Agreement Responsibility Table
REREOEET—IIL

Responsibilities Supplier Customer NA
B Hicd BE EL
Compliance

EBFER

Conform to the Joint IPEC-PQG GMP Guide | %

and/or other quality criteria defined in the scope
of this agreement. The current versions of the
defined quality criteria in effect at the time of this
agreement are attached. (Attachment of quality
criteria is optional.)

Joint IPEC-PQG GMPH AR/ RU/REZDE
HOEMELTERSN TV REEEICHR
5, COBRENHARERIC.HESN-REEE
DRHIRERTT 2. (REEEORFTRER.)

Mutually agree upon specifications for the | 4 x
Excipients which are the subject of this
agreement. Specifications in place at the time of
this agreement are attached. (Attachment of
specifications is optional.)
COBEDHETHIEREGFRMBIORIEIZHET
ZHEICAET . COEBEDORICRO LN IR
BT 5. FERORKMEIERE.)

Changes to the agreed upon specifications must | x <
be mutually agreed upon and communicated in
writing between the parties to this agreement,
except for compendial changes which can be
implemented without mutual agreement.
Compendial changes must be implemented by
the compendial implementation date.
HEDABLRLICERTHIENATED, AEED
TEERE, AELRBROLEEL. HFERHTH
HIZHEL. BEICKYITONAETIIEREDELY,
NEFEEDEEL. AFEDOHTEETIIEESh
N IEELRL,

Ensure that the specifications for compendial % x
excipients are in compliance with the current
compendia.
AFEICERHSNTOIEERFMBEFRE I, &
FOATEEICEETHEERET Do

Manufacture Excipients that conform to the x
mutually agreed upon specifications.
HEICEELERBICEATIERRFMAIZR
EY B

Upon request, disclose to the Customer recent %
regulatory agency inspections and findings
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pertaining to the Excipients.

BENHNE. TOEERHRMFNIETH5E0
RELBEOERRTERERZERICHLTHT
9 %o

Notify promptly if, in the course of a regulatory
inspection, negative findings are made related to
the quality of the Excipients supplied.

L. RHE LOEROBET, ERERRMF DOMHiG
GEIZEET IV T RADEREENSNES.

BRICEANT %

Shall have a quality agreement with third parties
used for production, packaging, testing or
processing the Excipients in any manner, which
could be viewed during an audit.

EROKR, BARAETHIMERNE, ®HiE, B
8, BRELBTORNAOHETRICED
EEIBREMASHOFETHELETNE LS HE
Lo

Manufacturing, Packaging and Labelling
giE. AERUSANYLT

Document that manufacturing and packaging
process are fit for purpose. Demonstrate the
commissioning of critical systems and equipment
used in the manufacture and control of the
Excipient. Demonstrate that cleaning procedures
are appropriate and their effectiveness has been
demonstrated.
SLERUVEEBENENICAMTHCLEXET
HERT 5. EERPNFONERVEETHERAS
NTWREELRL AT LEERFEOREELEITI. ik
HEFIEAFEYTHY. Tz, TODREIBHALNTH
BTLERELT %o

Samples will be retained for a period of X
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years from (specify).
HoINE_ (BATII NG FORME. RE
ERCN

Agree upon special labelling requirements.
BEGSRUVITERICELEET S,

Documentation and Records

XEERR U

Certificate of Analysis will be supplied with each
batch.

AR EZEDO VR EITRET S,

Certificate of Analysis will be prepared either
according to the current IPEC-Americas
Cettificate of Analysis Guide for Bulk
Pharmaceutical Excipients or an agreed upon
alternative that is defined in this agreement (an
example COA may be attached).

ST FR L EEFTDIPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical Excipients
HLLFZORYITHESLREHFR D ELLH
[CEDEERIND, (FRERFIERFLTHELY)

Agree upon special Certificate of Analysis
requirements.

HARSNRICEHIIEEERERYRDS,

Where applicable, electronic signatures used on
the Certificates of Analysis must conform to the
requirements of the IPEC-Americas Certificate of
Analysis Guide for Bulk Pharmaceutical
Excipients or an agreed upon alternative that is
defined in this agreement.

DERERIZE. MR TEASNSGEFERIL.
IPEC-Americas Certificate of Analysis Guide for
Bulk Pharmaceutical Excipients D ERBIEX (LZD
METEELAEEShRBHEAIC—HLETIE
YA AN

Records required by the agreed upon quality
system will be maintained for a period of
years from (specify).

BBLEREYATALICKYERE WD RERE
"5 FHRRETD. (RETD)

Storage and Distribution
RE R VRS

Maintain and supply upon request documentation
that supports the recommended storage and
transportation conditions plus reevaluation or
expiry dates.
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BETH A R SERAMREMAHRESILIRER
VHEEHEXFTHXEEREL. ROICIECH

9%

Ensure that Excipients are stored and shipped in | "
accordance with manufacturer's recommended
storage conditions.
AIMFLNEEEEDHRTIREFHITRVERE
RUHBSNDZEEREIET Do

Where applicable, agree upon requirements for % %
reusable shipping containers.

LEIGE . BERATEGEZRRFICETD
BEREBRYRDD,

Change Control
ETHEEE

Changes will be evaluated and communicated x
based upon agreed criteria and timelines. Refer
to the IPEC-Americas Significant Change Guide
or specified alternative that is defined in this
agreement.

EFRFIAESN-EERUVHARBICE SEHESH.
PYHEYEN B, IPEC-Americas Significant Change
Guide R IFCDMETHRESNI=CLEZSRT S,
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