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Precepts for Procurement of Vaccines for Public Sector Programs

The historical role of vaccines in disease prevention is unprecedented
in the reduction of devastating epidemics and suffering throughout
the world. The substantial investments in research and development
of vaccine-based disease prevention have gone hand-in-hand with
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investments in public health infrastructure to procure, store and de-
liver these life-saving medicines. The success of global immunization
efforts has depended on leadership and cooperation among many
different organizations, including private industry, inspection and
testing laboratories, public health ministries, health care providers,
bilateral and international donor institutions and non-governmental
organizations.

It is appropriate for a document that details the complex procedures
and safeguards in managing vaccines procurement, quality assurance
and distribution, that the community of organisations involved in these
processes reflect on some key precepts for continued success in global
immunization efforts. Four fundamental principles can guide and
encourage ongoing immunization programs and the development of
new vaccines for new and re-emergent diseases.

Strong global leadership for immunization activities that incorporates
efficient managerial capacities will provide the fundamental basis for
success. This leadership must consist of the top level executives of all
the relevant partners in global programmes. Public and private coop-
eration among health care providers, academia, technical laborato-
ries, public health and finance ministries, the pharmaceutical indus-
try, donor institutions and private sector charitable organisations is
essential. It is important for these partners to set up theworkingmecha-
nisms to provide the strategic planning and review of issues and les-
sons learned in successful immunization efforts.

Governments, private-sector charitable organisations and foundations
and donor organisationsmust be committed to sustained and increased
financial resources for vaccines procurement and immunization pro-
grammes. The benefits of immunization in disease prevention must
be clearly articulated and quantified in these organisations so that the
cost-effectiveness is understood by finance ministries and other health
care payers. This is particularly relevant to the development of new
vaccines for such worldwide health problems as tuberculosis, malaria
and HIV.

The community of partners in global immunization activities must
recognise the work of appropriate pricing and tendering in the devel-
opment, quality assurance and delivery of vaccines. The costs of in-
novative research, vaccines approval, inspecting and testing proce-
dures, administrative infrastructure in procuring vaccines and ad-
equate storage and distribution require education and training of those
involved in the procurement process. Governments and donor organi-
sations have an important role to play in helping countries develop
this essential infrastructure.

Both public- and private-sector entities should work towards promot-
ing a general environment that preserves the incentives to invest in
research and development of vaccines for the diseases most prevalent
in developing countries. These organisationswill need to enforce prod-
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uct quality and safety through the elimination of corruption which
contributes to the high and growing problem of substandard and coun-
terfeit pharmaceuticals. Governments, donor organisations and pri-
vate industry can play a vital role in strengthening local drug regula-
tory agencies, customs, storage, distribution systems and patent and
judicial offices.

There is every reason to believe that ongoing immunization efforts
can be strengthened and that new resources and commitment by glo-
bal leaders can continue to reduce disease and death throughout the
world. The leveraging of knowledge and financial resources through
the global partnership of public and private institutions can be as-
sured of success through agreement on common precepts and the
will to continue working together on preventing the most destructive
infections affecting people throughout the world.
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PREFACE
Many government ministries and agencies that, in the past, received vaccines
through international donor agencies or a central authority are now assuming
responsibility for the procurement and financing of their national immunization
programmes. The personnel charged with obtaining vaccines and related sup-
plies often have very little knowledge or experience of international purchasing
procedures and are in need of practical advice, particularly with regards to pur-
chasing vaccines on the international market.

The purchase of safe, effective vaccines is a process that requires special expertise
and knowledge. Although producers of vaccines in industrialised countries have
quality assurance systems and national regulatory bodies that ensure their vac-
cines meet international standards, nearly half of the world�s vaccine supply is
produced by manufacturers in countries that have yet to establish the necessary
quality assurance procedures. Vaccines produced under these conditions do not
always meet the requirements of safety, potency and efficacy. In addition, most
vaccines lose their potency if they are transported and stored in conditions where
temperature is not strictly controlled. Vaccines that have lost their potency and
vaccines of uncertain quality are dangerous. The former do not protect the recipi-
ent from the disease and the latter can cause dangerous, sometimes fatal side
effects.

Because of the risks related to the use of a vaccine, quality is the overriding con-
sideration governing its purchase. The need for absolute certainty with regard to
quality, coupled with the fact that there are a limited number of companies pro-
ducing vaccines of known good quality, mandates that the purchase of vaccines
is undertaken using procedures different from those established for the purchase
of pharmaceuticals and other commodities or equipment.

This manual is designed to be an easy-to-use guide and compendium of informa-
tion on how to purchase vaccines for public-sector immunization programmes. It
will be most effective when used in conjunction with the support of specialised
technical assistance. Much of the information in the manual can be applied to the
purchase of other products but the focus throughout is specific to vaccines.

The procedures selected and described are based on those widely used in public-
sector international tendering with a number of variations that are tailored to the
special requirements of vaccines. The guidance provided must be used in the
context of the legislation in the purchasing country with particular reference to
legal and economic systems and administrative structures. However, it must be
clearly understood that in order to ensure the purchase of potent, safe and
effective vaccine, no public-sector purchasing entity should consider purchas-
ing vaccines unless the purchaser�s country has established, through appropriate
legislation, a regulatory authority for vaccines that is independent, competent
and carries out all the essential functions. The manual is therefore mainly di-
rected to the purchase of vaccines by countries that have established such a regu-
latory authority. Advice also is provided to countries that have not yet estab-
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lished a regulatory authority for vaccines on what steps they should take to ac-
quire the necessary vaccines (see page 3)1 .

World Bank procurement guidelines have been used as a basis for the procure-
ment procedures described in the manual because governments are increasingly
purchasing critical medical supplies with the financial assistance of the Bank as
they move from donor commodity support to financial independence. In addi-
tion, many governments have adopted national procedures similar to those of
the Bank. It should be borne in mind that the Bank requires adherence to its
guidelines when purchases of goods or services are made using IBRD loans or
IDA credits.

1 Advice is provided to countries on what steps they should take to acquire the necessary
vaccines if they do not have a National Control Authority with biologicals expertise.
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The Department of Vaccines and Other Biologicals was established by the World
Health Organization in 1998 to operate within the Cluster of Health Technologies
and Pharmaceuticals. The Department's major goal is the achievement of a world
in which all people at risk are protected against vaccine-preventable diseases.

The Department replaces the former Global Programme for Vaccines and Immuni-
zation. Five teams implement its �bench-to-bush� strategy, which starts with the
establishment of norms and standards, focusing on major vaccine and technology
issues, and ends with implementation and guidance for vaccination programmes.
The work of the teams is outlined below.

The Quality Assurance and Safety of Biologicals Team ensures the quality and
safety of vaccines and other biological medicines through the development and
establishment of global norms and standards.

The Vaccine Development Team coordinates and facilitates the development of
new vaccines and immunization-related technologies.

The Vaccine Assessment and Monitoring Team assesses strategies and activi-
ties for reducing morbidity and mortality caused by vaccine-preventable diseases.

The Access to Technologies Team endeavours to reduce financial and technical
barriers to the introduction of new and established vaccines and immunization-
related technologies.

The Expanding Immunization Team develops policies and strategies for maximiz-
ing the use of vaccines of public health importance and their delivery. It supports
the WHO regions and countries in acquiring the skills, competence and infrastruc-
ture needed for implementing these policies and strategies and for achieving dis-
ease control and/or elimination and eradication objectives.

For further information please contact:
Department of Vaccines and Other Biologicals

World Health Organization � CH-1211 Geneva 27 � Switzerland
Fax: +41 22 791 4192/93 � E-mail: vaccines@who.ch

or visit our web site at:
http://www.vaccines.who.int/
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INTRODUCTION

The user of this guide to the procurement of vaccines may wonder why it has been
necessary to create such a substantial document. A wealth of text has been written
about the theory and practice of procurement in general but very little is available
to explain, in detail, how to go about doing this work. In addition, vaccine procure-
ment requires specialised knowledge and a careful approach. The authors have
attempted to deliver, in one comprehensive document, a step-by-step model for
vaccine procurement, critical background information and basic reference materi-
als of importance to procurement personnel in developing and transitional coun-
try programmes.

Vaccine quality issues

Vaccine quality cannot be assured by all suppliers. At present, no more than 25
manufacturers in the private sector produce vaccines of a sufficient quality and
quantity suitable for use in immunization programmes in any country around the
world. There are a number of public-sector producers making high quality vac-
cines, but most of these do not export their products. On the other hand, there are
many producers of vaccines of variable quality in countries with inadequate regu-
lation of both the conditions of manufacture and the quality of the product. With
vaccines, quality is critical.

Vaccine production is a biological process, using living organisms as raw material.
Thus, the character of each batch is subject to variation and the quality of the fin-
ished product cannot be determined solely by laboratory testing. Quality control
requires full compliance with Good Manufacturing Practices (GMP) and with Good
Laboratory Practices (GLP). It is essential that quality is ensured from the first steps
in the production process to the final packing of the product.

Vaccines are heat sensitive and must be stored and transported in a “cold chain”.
Certain vaccines are damaged by freezing and light as well. Even under the most
favourable conditions, vaccines have a very limited shelf life (a maximum of two
years).

Vaccine quality is not only important in and of itself; the credibility of an immuni-
zation programme is highly dependent on it. Children immunized with vaccines
of poor quality may die from the disease that the vaccine should have prevented.
Such deaths could destroy public confidence in an immunization programme and
thus place even more lives at risk.

Vaccines have a national impact on public health. Immunization programmes are
designed to reach all children and all women of child-bearing age in a country.
Vaccination is generally mandatory, so the “consumer” has no choice. Vaccination
is also preventive and therefore administered to a healthy person with the
expectation of preventing illness. The consumer cannot judge the quality of the
protection provided. It is therefore the responsibility of the immunization
programme to ensure that the vaccine purchased is in compliance with
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internationally and nationally accepted standard requirements and that the quality
and efficacy of the vaccine is maintained throughout its receipt, transport, storage
and use.

The need for competent procurement

The above factors show that effective vaccine procurement requires specialised
knowledge and a careful approach. Vaccines should always be purchased by a
competent procurement entity following established procedures, with due regard
for their special nature. Ideally, countries should be able to buy safe, effective vac-
cines at reasonable prices; if not, they should have a plan in place to upgrade their
staff skills. In the absence of vaccine procurement expertise, a country may need to
use a purchasing agent. Options here include:

• purchasing vaccines using a commercial agent, with instructions from the
National Regulatory Authority and Expanded Programme on Immunization
(EPI) programme staff,

• purchasing vaccines using the guidance of competent procurement staff of
another country, or

• purchasing through the United Nations Childern’s Fund (UNICEF) or
World Health Organization (WHO).

A competent regulatory authority

It is essential that any country in which vaccines are manufactured have a regu-
latory authority. It is equally important for non-producing countries to have a
regulatory authority to manage vaccine imports, whether the vaccines are pur-
chased by a government procurement entity or by international agents.

In order to ensure the quality of the product purchased, it is important that no
government undertake the procurement of vaccines unless they have established,
through appropriate legislation, a national regulatory authority which includes
competency for vaccines. Such an authority, which is often an autonomous part
of a national drug regulation body, must be properly staffed and have the au-
thority to license vaccines for use in the country, to establish procedures for lot
release and to create a post-marketing surveillance structure.

The following summary of the functions of such a regulatory body provides a
general context for the links between the regulation of vaccines and the purchase
of the product. More information on the functions and responsibilities of a na-
tional regulatory authority can be obtained from WHO publications (see Part IV—
Quality Assurance, page 567).
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Critical Control Functions

Vaccine Lot Laboratory GMP Clinical
Source Licensing Surveillance Release Access Inspection Evaluation

UN Agency √ √

Procure √ √ √ √

Produce √ √ √ √1 √ √

The terms of reference of the regulatory authority established by government
legislation should provide the authority to:

• define the criteria for assessing the licensing of vaccines to be used in the
country;

• issue, vary or withdraw licenses for the importation and use of vaccines on
the basis of safety, potency and efficacy;

• continually oversee the quality of the vaccines by releasing each lot intended
for use in the country, using the manufacturer’s Summary Lot Production
Protocol as the minimum basis for review and

• monitor the impact of vaccines in use through a well-functioning
surveillance system that provides for the possibility of taking regulatory
action if problems are detected.

The procurement entity should work closely with the national regulatory author-
ity for vaccines since the main responsibility for specifications and for quality man-
agement rests with this body. The importance of the regulatory authority will be-
come even more evident as the user of this manual makes use of the procedures
described.

Different countries use different terminology to describe the regulatory authority.
Throughout this manual the term “National Control Authority”2 has been used
generically as the abbreviation “NCA”. Whatever the term used, the functions are
the same and should be ensured by appropriate legislation.

Where there is limited or no regulatory authority for biologicals

Ideally, every country should have a biologicals committee within its national
pharmaceutical regulatory authority. If it does not, it should have, at a mini-
mum, a system in place for registering vaccine imports, reporting adverse events
and recalling vaccines if required by the manufacturer. Surrogate regulatory con-
trols may need to be considered. These include:

• purchasing vaccines following the advice of WHO as to acceptability of the
vaccine in principle,

1 A regulatory authority in a country with no vaccine production might arrange for collaboration
with a laboratory in another country.

2 See page 17.
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• purchasing vaccines using the guidance and oversight of a national control
authority of another country (for example, the United States Food and Drug
Administration—USFDA), or

• purchasing vaccines through UNICEF or WHO.

The responsibilities of the EPI manager

In addition to the responsibilities of managing the implementation of the immuni-
zation programme, the EPI manager must ensure that the specifications of the vac-
cines will meet the needs of the programme. While the technical specification of
the vaccine is the responsibility of the regulatory authority, the EPI manager must
specify physical characteristics, such as vial size (i.e., number of doses per vial
most suited to the programme strategy), the packaging and the information con-
tained in the package insert and on the vial label, including the language used in
the insert and label. These requirements can vary from year to year depending
upon the immunization strategy being used to combat a particular disease. It is
therefore essential that full consultation on the programme needs take place before
the tender for a new supply of vaccine is launched.

If EPI programme management is inadequate

Purchased vaccines must meet programme needs, with detailed specifications that
match training materials, cold chain performance and other programme realities.
A country should be able to determine its own needs; however, if it cannot, it should
have a plan in place to upgrade its staff. In the absence of this expertise nationally,
surrogate expertise must be sought, such as:

• purchase following WHO advice as to the acceptability (in principle) of the
vaccine,

• purchase using the guidance of competent EPI staff of another country or
• purchase through UNICEF or WHO.

These options will help to ensure the provision of standard products that are suit-
able for most programmes.

Conclusion

Vaccine procurement clearly requires specialised approaches. The supply of good
quality vaccine depends on careful procedures, a national authority overseeing the
quality of vaccines to be purchased and an EPI manager to ensure that vaccines
meet programme needs. The strongest of links is between the procurement entity
and these two other bodies. The various sections that form Part VI of the manual
contain additional information on vaccine procurement from the regulatory au-
thorities of major producing countries, from major producers of vaccines and from
the Global Programme for Vaccines and Immunization (GPV) at WHO headquar-
ters in Geneva.
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OVERVIEW

About this manual...its architecture and its contents

Procurement of vaccines for public-sector programmes - A reference manual is made
up of two volumes, divided into seven parts. They are designed to fit into stan-
dard A-4, two-hole binders. Volume One (Parts I, II and III) contains basic intro-
ductory and operations material and vaccine specifications. Volume Two (Parts
IV, V, VI and VII) contains a compendium of frequently needed reference mate-
rial and supplementary information, as well as a glossary and indices.

A summary table of contents appears at the beginning of Volume One, outlining
the basic information contained in both volumes. A separate table of contents ap-
pears at the beginning of each of the seven sections, outlining the contents of that
section in more detail. Pages are numbered continuously from the beginning of
Volume One through the end of Volume Two.

A one-page table of the manual layout appears on page 6, followed by a brief de-
scription of the contents of each of the seven Parts.

A system of Reference Boxes located to the right of the main text alerts the reader to
the existence of related information elsewhere in the manual and gives its location.
See additional discussion under Part II below.

Advice to new vaccine buyers on how to use this manual

Make yourself familiar with the architecture and basic features of the manual.

• Review the one-page table and brief description of the seven Parts.

• Review the main Table of Contents.

• Locate the beginning of each Part and review its detailed Table of Contents.

• Notice that supplementary material is located between sections of text.

• Pick a Reference Box in the main text (Part II contains many) and locate the
additional material it mentions.

• Locate the Glossary and notice the words that have been included.

• Locate the Index and notice some of the phrases that have been included.
• Look at several of the flow charts in Part II located at the beginning of each

section. Notice the column headings—Funder/Supplier, Procurement Team,
Ministry/Senior Programme Management, Resources—and the activities
listed under each.

Read Parts I, IV and V.

Use Part II as an operations model.
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Use Parts III, VI and VII for reference.

Rely on page numbers to find the beginning of specific Parts or documents.

PART I - OPTIONS

Several methods of procurement are available to public-sector entities, as well as
choices as to who will actually execute procurement transactions. Part I explains
these variables.

PART II - PROCEDURES

Part II, the main focus of this reference manual, contains a step-by-step guide for
international competitive procurement of vaccines. In order to meet the needs of
both those seeking only a brief overview of international procurement and those
requiring in-depth information, the material is presented on three increasingly
detailed levels:

• At the most basic level, the face page for each section A through O shows a
flow chart  summary of steps within each task, roughly divided into two
main columns according to who is normally expected to execute the step,
i.e., the Procurement Team or Ministry/Senior Programme Management/
EPI. In addition, a column at the right indicates resources the procurement
team may need to call upon and a column at the left shows points of contact
with the funder and the supplier.

• The main content of each section A through O provides the next level of
detail. Task steps indicated by the flow chart are expanded and presented in
outline form along with supporting directions, justifications and consider-
ations.

• The third level of information is contained in Forms, Samples and Supple-
ments. Forms are blank documents to be copied and used as is or modified
for specific applications. Samples are completed forms. In most cases, they
are actual examples useful for guidance in filling out forms; they are not
intended as a case study with a single vaccine procurement process. Supple-
ments contain additional information on a particular topic.

Forms, Samples and Supplements are labelled with the corresponding Part,
Section and paragraph numbers of the text that they augment.

Boxes located to the right of main text alert the reader to the existence of
related Forms, Samples or Supplements and provide a key to locating it,
usually at the end of the Section, but sometimes in an entirely different Part
of the manual.

Example:
The Box to the right of this sentence
indicates that there is a related supplement
at the end of Part II, Section D,
Paragraph 6a.

Supplement II.D.6a., page 102
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Boxes to the right of main text also are used to indicate the location of
related text.

Example:
The Box to the right of this sentence
indicates that there is related information
in the text of Part VI, Section C.

PART III - SPECIFICATIONS

Part III contains reference information and sample “procurement requirements”
for the WHO EPI vaccines, including hepatitis B and yellow fever vaccines. It also
contains a general section relevant to all vaccines.

The purchasing entity will find this Part useful in developing product specifica-
tions for bidding documents.

PART IV - QUALITY ASSURANCE

Part IV provides information on techniques that can be used by a procurement
entity to help ensure that the products it buys are safe and effective. Part IV in-
cludes information about sampling and testing vaccines prior to purchase, prior to
shipment and upon delivery. It also includes information about national regula-
tory controls on vaccines and manufacturers.

The purchasing entity will find this Part useful in developing specifications and
contracts, as well as understanding basic quality assurance issues associated with
vaccines.

PART V - THE UNICEF OPTION

Part V explains vaccine procurement through UNICEF. It includes a description
of UNICEF vaccine procurement services and the related quality assurance pro-
gram.

PART VI - GENERAL INFORMATION

Part VI contains a collection of information on sources, prices and payment op-
tions, as well as model instructions on packing, shipping and storage of vaccines. It
also provides information on vaccine-related products, such as syringes and tem-
perature markers.

The purchasing entity will find this Part useful for planning and executing pro-
curement activities.

Part VI.C.
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3 This document has not been released in a finalised form. However, it represents current Bank
practice at the writing of this manual.

PART VII - WORLD BANK

Part VII discusses World Bank bidding procedures and contains the Standard
Bidding Documents for Procurement of Pharmaceuticals and Vaccines issued by the
World Bank as a “Trial Edition” in September 19933 . In addition, it suggests ap-
propriate vaccine-specific wording for use with these documents.
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PART I - OPTIONS

In the public sector, procurement is generally conducted on a competitive basis,
although direct, sole-source contracting can be practised under special circum-
stances. There are several types of competitive procurement and many choices as
to who will execute procurement transactions on behalf of a public-sector entity.
This Part explains the options available and provides several tools to assist deci-
sion makers.

A. Procurement Methods

Should an agency purchase vaccines through competitive procurement or by di-
rect, sole-source contracting? The choice may vary with individual purchases, de-
pending not only on the vaccine and cost/quantity factors, but also on delivery
date requirements, product continuity requirements, availability of foreign cur-
rency, restrictions on the use of funds and conditions attached by donor agencies
or financing organisations. The experience and skills of the procurement staff can
also have an impact.

Competitive procurement

Competitive procurement takes place when prospective suppliers bid against one
another for an order or contract.

Competitive procurement requires that the purchaser take initiative in contacting
potential suppliers.

Competitive procurement is appropriate when several supply sources are avail-
able and reasonably large quantities and/or a large expenditure  is involved. Many
governments and multilateral agencies require formal competitive procedures in
procurements executed with their funds. The key features of formal competitive
bidding are summarized in Supplement I.A., Ten
Principles of Competitive Bidding, located at the
end of this section.

In addition to encouraging the lowest possible prices, competitive procurement
provides a degree of protection from bias and favouritism in the award of supply
contracts. Procurement of vaccine and related commodities through annual or semi-
annual purchase is a common public-sector practice, providing an opportunity for
additional cost savings through lower prices for large quantities.

Competitive procurement is not appropriate when only one acceptable source of
supply is available, when the volume or total value of the order is minimal or the
purchase is in response to an emergency situation.

The main types of competitive procurement are as follows.

Supplement I.A., page 23
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• International Competitive Bidding (ICB) (unrestricted bidding or open
tender)

The objective of International Competitive Bidding is to provide all eligible
prospective bidders with an equal opportunity to participate in the tender. It
is generally initiated with a widely advertised notice of the bidding opportu-
nity. Sealed bids4 are required, based on clearly stated product specifications
and performance expectations. Submissions are evaluated on their technical,
commercial, contractual and financial merit, with awards going to the
supplier making the most advantageous and cost-effective offer. All bids are
final and no negotiation is allowed, except in regard to minor contractual
points, after selection of a winning bid.

ICB is the most complex of the procedures at the country level; however,
when quantities are large, this process generally ensures the lowest price.
ICB is not suited to the purchase of vaccines as these products are subject to
shelf life limitations and stringent, difficult-to-control quality requirements.
The public announcement of a tender for vaccines could result in the receipt
of many unacceptable offers. Under ICB rules all offers must be considered
and can be eliminated only during the examination and adjudication phases
of the tender. In the case of vaccines this is a technically complex, costly and
time-consuming process. Samples of vaccine provided at the time of the
tender are not relevant because vaccine, as a biological product, must be
tested on a lot-by-lot basis at the time of production. In addition to expense
and the impossibility of providing quality guarantees, the ICB process can
require up to 17 months to complete. This is unacceptable for immunization
programmes.

• International Competitive Bidding (ICB) with Pre-qualification

Pre-qualification of bidders is often employed when there is concern that
advertised tender notices will elicit a large number of unacceptable offers
and the procuring entity has only limited resources with which to perform
detailed evaluations.

Pre-qualification focuses on the technical and financial capabilities of pro-
spective suppliers. An invitation for pre-qualification is advertised in place
of the tender notice, responses are evaluated, samples are inspected and may
be tested and a short list of qualified suppliers is developed. Firms on the
short list are invited to submit priced bids. If deemed necessary, site visits
may be made at this stage in order to more fully evaluate the technical
capabilities of the responders.

Public-sector purchasing entities should use a modified ICB process as the
advertised opportunity for producers to offer specific vaccines for licensing.
It should be noted that the licensing of a vaccine by the NCA of the
purchasing country does, in effect, pre-qualify that specific vaccine. The role
of the NCA in vaccine procurement is discussed further below.

4 A formal process where bids are submitted in sealed envelopes and held unopened until an
appointed date and time, then opened and read out in public, with bidders in attendance.
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• Local Competitive Bidding (LCB), sometimes called National Competitive
Bidding (NCB)

Although not generally applicable to vaccine procurement because of the
very limited number of good quality local producers, Local Competitive
Bidding is the most efficient and economical way of procuring goods which,
by their nature or scope, are unlikely to attract foreign competition. LCB
may be the preferred method when the contract values are small or a repu-
table product is available locally at prices below international market rates.

Procedures for LCB are broadly consistent with International Competitive
Bidding, but advertising may be limited to the national press or an official
publication.

• Limited International Bidding (LIB) (restricted bidding or selective
tender)

Limited International Bidding is essentially International Competitive
Bidding by direct invitation without open advertisement. It may be the
appropriate method of procurement where the contract values are small,
there are only a limited number of qualified suppliers or other exceptional
reasons justify departure from ICB procedures.

Under Limited International Bidding procedures, the procurement entity
seeks bids from a list of potential suppliers broad enough to ensure competi-
tive prices; a total of seven to eight is often recommended.

Used in conjunction with pre-qualification and licensing of vaccines, LIB is
the preferred method for procurement of vaccines when there is a range of
suitable suppliers.

• Request for Quotation (RFQ), sometimes called International Shopping

The Request for Quotation process compares quotations from several suppli-
ers, usually at least three, to ensure competitive prices. It is an appropriate
method for the procurement of vaccines provided that quotations are solic-
ited only from suppliers of pre-qualified vaccine. This method is appropriate
for other commodities when procuring ready-made, readily available goods
or standard specification commodities that are small in value. Quotes can be
submitted by fax, telex or e-mail.

Although less competitive, a Request for Quotation is sometimes used
instead of the more formal sealed-bid process when the prospective supplier
base is small and/or when time is limited by an urgent requirement for the
commodity. Some degree of negotiation may be included in the
determination of final price, terms and conditions.

Sole-source procurement

Sole-source procurement occurs when the purchaser does not ask for or consider
offers from more than one source. Although the final price, terms and conditions
are negotiated, this practice normally yields per-unit prices that are higher than
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those obtained through competition. It is an appropriate method for the procure-
ment of vaccines only if the subject vaccine has been pre-qualified.

Sole-source procurement is used primarily for small-volume purchases, propri-
etary products or emergency needs. Sole-source contracting may also be useful
during the transition from donor-supplied products to government financing and
procurement, or when brand continuation plays an important role in a programme’s
continued success. It is particularly appropriate when an existing contract can be
extended for additional goods of a similar nature, where no advantage would be
obtained by further competition and where prices on the extended contract are
reasonable.

In practice, sole-source procurement often occurs without appropriate justification
when the purchaser is passive, responding only to the initiative of a supplier. Re-
sulting purchases are based on convenience and factors other than economic pru-
dence.

B. Procurement Transaction Participants

• PURCHASER for public-sector vaccine programmes can be a government
procurement entity, a qualified procurement agent, UNICEF or WHO.

• SELLER should be a manufacturer or a manufacturer’s licensed
representative (agent).

Definitions and summary of roles

• Manufacturer

Producer of bulk vaccine from raw materials and, sometimes, a firm that fills
vials and packages bulk vaccine.

a. produces (or fills vials and packages) one or more vaccines
b. develops new vaccines (optional)

c. maintains production facilities and equipment

d. establishes and maintains a quality control program

e. conforms with requirements of the NCA

f. sells vaccine

g. ships vaccine

h. advises recipient, agent or representative of shipping details

• Regulator (in country of manufacture)

Body established and backed by national legislation to assure the quality of
medicines and vaccines; i.e., National Control Authority (NCA) (see
discussion in Part IV, page 569). Ideally, a specialized Biologicals Committee
is attached to the NCA.
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a. establishes licensing criteria, including review of clinical performance
b. monitors field performance and investigates adverse events
c. operates a lot release system
d. maintains appropriate laboratory capability
e. ensures regular GMP inspections

• Manufacturer’s Representative

Individual who has a formal, legal relationship with a manufacturer to sell
that manufacturer’s vaccine and usually receives a commission on the sale (may
be salaried).

a. represents manufacturer
b. sells manufacturer’s product
c. earns commission on sales, but may be salaried

• Independent Middleman

Individual or organization that obtains vaccine from multiple sources and
resells it to make a profit; usually has no legal agreement with manufactur-
ers of the vaccine; often wholesalers and discounters.

a. purchases vaccine from various sources
b. resells vaccine at a profit
c. may ship vaccine
d. may advise recipient of shipping details

Responsible procurement entities should not purchase vaccine from
independent middlemen who have no legal, verifiable relationship with the
manufacturer of the vaccine. Although pre-qualified, licensed vaccine—or
what is represented to be pre-qualified, licensed vaccine—may be offered for
sale by independent middlemen, it should be considered unsafe without the
manufacturer’s direct acknowledgement and assurance of identity, quality,
safety, remaining shelf life and cold chain integrity. It will be necessary to
carry out laboratory testing of vaccine purchased from middlemen unless
the manufacturer and the quality of the vaccine can be clearly established.

This recommended source limitation seeks to ensure that no counterfeit,
mishandled or short-dated vaccine reaches consumers.

• Procurement Agent (commercial or state)

Organisation (or individual) hired by another organisation that wishes to
buy vaccine but does not have the time or capability necessary to effect the
transactions; the procurement agent represents the purchaser.

a. follows purchaser’s instructions
b. obtains vaccine on behalf of the purchaser
c. charges the purchaser a fee for services rendered
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• UNICEF

United Nations agency that contracts annually with WHO-assessed manu-
facturers for large quantities of vaccine on behalf of government immuniza-
tion programmes.

a. estimates annual needs of all prospective customers
b. purchases vaccines from producers “pre-qualified” by WHO to a stan-

dard set of specifications
c. processes orders from government organisations (“customers”) or do-

nates vaccine to countries in greatest need
d. requires advance payment including:

estimated cost of vaccine
administrative fees
estimated cost of freight
contingency amount

e. directs supplier to ship vaccine
f. advises recipient of shipping details
g. refunds any unused portion of advance payment

• Regulator (in purchaser’s county)

As described above, a body established and backed by national legislation to
assure the quality of medicines and vaccines; i.e., NCA.

a. establishes procedures for assuring biological products intended for use
in the country are of adequate quality, safety and efficacy

b. issues, varies and revokes licenses for vaccines and other biological
products on the grounds of safety, potency and efficacy

c. monitors imports and locally produced products (lot release) and has the
ability to recall, if necessary

d. investigates adverse events (post-marketing surveillance system)
e. collects fee from manufacturer to cover costs of licensing
f. may inspect or arrange for inspection to monitor GMP compliance as part

of pre-qualification process
g. responsible for storage and distribution standards

• Purchaser

Any country, organisation or person that contracts with a seller for the
supply of vaccine for an agreed price.

a. identifies the type and quantity of vaccine needed (EPI manager or
programme staff)

b. establishes specifications and draft contract requirements (NCA and
procurement entity)

c. informs prospective suppliers of opportunity to sell vaccine and how they
should go about making offers (procurement entity)
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d. selects the winning bid or offer (procurement review committee made up
of representatives from immunization programme, procurement entity,
ministry of health, ministry of finance, NCA and others as necessary)

e. arranges for inspection and, if needed, testing (NCA)
f. makes financial arrangements (procurement entity, ministry of health,

ministry of finance)
g. receives and stores vaccine, maintaining appropriate temperatures (min-

istry of health or immunization programme)
h. distributes vaccine, maintaining appropriate temperatures (ministry of

health or immunization programme)
i. monitors use; reports adverse events (procurement entity, programme

personnel, NCA)

Purchaser’s rights and seller’s expectations

Purchaser has the right to:

• Decide exactly what is required and ask for it; for example:
a. vaccine type
b. shelf life
c. quantity and delivery date
d. vial size, packaging
e. marking and packing
f. terms and conditions for the contract
g. shipping mode
h. route for shipment
i. payment mode

• Set a maximum budget and reject offers that exceed it

• Decide what will comprise proof of quality (NCA)
• Set the rules for the purchase process

• Establish how and when the purchase will proceed

• Establish evaluation criteria and method for review and comparison of bids
and priorities

• Seek and consider competing offers

• Reject offers that do not meet basic criteria

• Reject goods that do not meet specification or otherwise comply with the
contract

• Insist on free replacement of defective goods

Seller expects that:

• The purchaser has the funds needed to pay for the purchase

• The purchaser will want assurances of quality
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• The purchaser has described exactly what he wants

• The purchaser wants the most advantageous price

• The purchaser understands that there is an obligation to pay extra for items
and services that are requested in addition to what is specifically included in
the contract

C. Procurement Entities

Who should carry out the procurement activity? The choice of a procurement en-
tity depends upon the existing level of procurement staffing and expertise avail-
able and conditions attached to grants or loans by donor or financing organisations.
More than one procurement entity may be chosen by a public-sector programme,
depending on the complexity of the transactions to be managed and the entity’s
special expertise.

Public-sector programmes generally choose among three options: procurement by
in-house staff, procurement contracted out to a commercial or state procurement
agent and purchases through a United Nations agency such as UNICEF/WHO or
a similar public-sector supply service.

Procurement by in-house staff

Staff requirements for competitive procurement operations include knowledge of
international and local procurement procedures, product specifications, inspection
procedures, regulatory and financial requirements, international shipping and trade
documentation. Additional knowledge of international and local vaccine sources
and price levels is desirable. Staff should have access to sufficient office space and
equipment, such as typewriters, computers, copiers and communications equip-
ment. Specialised technical assistance should include an outside assessment of staff
procurement capabilities.

Using a procurement agent

A public-sector programme that lacks appropriate internal capabilities and experi-
ence for the proposed procurement activities may employ a commercial or state
procurement agent to act on its behalf. It is important that the agent be well quali-
fied for the particular type of procurement to be undertaken, and that programme
control over procurement transactions and decisions is retained.

In practise, it is not uncommon for local middleman suppliers to label themselves
as “procurement agents”. These “agents” offer vaccine from pre-arranged sources
and do not initiate competitive procurement on behalf of the purchaser. WHO rec-
ommends against the use of independent middlemen for the purchase of vaccines
(see discussion in Part I.B., page 16).

A procurement agent can be local or international and is defined as one who:

• Enters into a formal contract with the purchaser to act on his behalf
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• Solicits quotations from multiple sources for vaccine and related products
meeting the required specifications

• Involves the purchaser and NCA in selection of the supplier

• Is responsible to the purchaser for his actions

• charges the purchaser an agreed fee for each procurement service based on a
percentage of the cost of the goods

Unlike procurement of goods, selection of a procurement agent does not involve a
competitive process with the award being made to the lowest evaluated bidder.
Financial terms must not dominate selection to the detriment of effective execution
of the procurement transaction. The competence and relevant experience of the
firm and the personnel to be assigned are the principal factors to consider.

Qualifications of the procurement agent:

• Verifiable relevant training and experience of the personnel to be assigned to
the procurement activity

• Verifiable record of successful performance of similar services involving
vaccine and cold chain requirements

• Verifiable list of major contracts handled over the last five years

• Current business license or registration in country of legal domicile

• References with contact information

Contracts with procurement agents:

• Terms of reference

a. precise statement of the objectives of the assignment
b. scope and timing of the required services

c. inputs to be provided by the contracting party

d. particulars of the output including documents and reports

• Budget for the anticipated purchases

• Fees and payment terms

Fees paid to procurement agents are generally in accordance with the level
of effort required and may range from 3 percent to 10 percent, or more, of
the cost of the goods purchased.

• General terms and conditions of the contract, for example:

a. notifications

b. governing language

c. legal authority

d. force majeure
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e. expiration

f. termination

• Signatures

Using UNICEF/WHO as procurement agents

UNICEF

The United Nations Children’s Fund (UNICEF) carries out vaccine procurement
on behalf of countries and public-sector programmes, usually  for a fee of six per-
cent of the value of the supplies. Because it is oriented primarily towards children,
UNICEF concentrates on the WHO/EPI vaccines, but it may provide other vac-
cines on a case-by-case basis. Purchases for countries and programmes are nor-
mally made against large-quantity, annual supply agreements with vaccine manu-
facturers that have been established through limited international competitive bid-
ding. Only manufacturers who have been assessed by WHO for supply of vaccines
to United Nations agencies for use in immunization programmes in developing
and transitional countries are eligible for these contracts.

From the standpoint of the purchasing entity, procurement through UNICEF re-
sembles a sole-source process. UN agencies rarely bid for contracts to supply goods
but will act as procurement agents in certain circumstances. Using the Procure-
ment Services system, UNICEF offers its services as an agent for the purchase of
vaccines and other commodities for which it has the necessary expertise. Further
information can be obtained from UNICEF Supply Division in Copenhagen, either
directly or through the country UNICEF Representative. Additional information
may be found in Part V - “The UNICEF Option”, page 643.

WHO

The procurement arm of the World Health Organization (WHO) will act as an
agent and purchase non-standard vaccines for governments. Each purchase is made
following the issue of a specific bid established for the purpose. WHO charges a
fee equal to three percent of the value of the vaccines and payment is required in
advance. Further information can be obtained from the WHO Supply Division in
Geneva.

D. Selection Tools

Several tools are available to assist in choosing the
best procurement method for a specific situation.
The chart titled “Comparison of Purchasing Meth-
ods” shows the effect on price, delivery and
workload of open tenders (competitive bidding), selective tenders (limited bid-
ding), negotiated procurement (request for quotation) and direct sole-source pro-
curement. It also offers an opinion on the relative need for a merit rating of suppli-
ers under each of the procurement options and lists conditions favouring the use
of each.

Supplement I.D.1., page 25
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A generic outline of the individual tasks that must
be accomplished during the procurement process
along with an estimate of time requirements is pre-
sented for planning purposes. The “Sample Procurement Activity Timeline” de-
tails tasks and timespans for an average 9 ½-month procurement process. Public-
sector competitive procurement is a complicated undertaking that can require up
to 17 months from the time a need is identified until the time goods are available
for distribution. It is affected by the manufacturer’s “lead time”, the mode of ship-
ment and the degree of formality in the solicitation and adjudication process. It is
also affected by the government approval process and the period allowed for pro-
spective vendors to respond to a solicitation. The sample timeline should be re-
vised according to individual circumstances.

Supplement I.D.2., page 26
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Ten Principles of Competitive Bidding5

1. Suitable Package

Design tender requirements to attract the interest of as many suppliers as
possible. For vaccines, ensure that tender requirements do not exclude any
manufacturers of pre-qualified vaccines.

2. Early Warning

Allow at least 45 days for bidders to submit offers.

3. Non-discrimination

The tender must be open to all qualified manufacturers. When selective
tendering is used in place of unrestricted advertised solicitation for the
purchase of vaccine, invite only manufacturers of pre-qualified vaccines.

4. Accessibility

Ensure wide access to competition by setting reasonable costs for bid
documents and bid securities.  For vaccines, it is unlikely that the value of
the contract will justify the purchase of bid documents or the use of bid
securities.

Respond to all written questions and requests for additional information
from each bidder; provide identical information to all other bidders without
identifying the source of the inquiry.

5. Neutrality

Use generic terms in the specification rather than brand names.

Do not show preference for a specific brand or manufacturer in bid
specifications; include the phrase “or equivalent” if a brand name must be
used.

6. Formality

Require that bids be in writing, signed and received in sealed envelopes
before a stated date and time.

7. Confidentiality

Do not open bids until the assigned date and time.

Restrict all bid information to authorised parties.

Supplement I.A. - 1 of 2

5 Based on the essential elements of World Bank tendering.
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8. Consistency

Evaluate all bids against the same criteria.

Do not ask or permit a bidder to change the substance of the bid unless
equal opportunity is given to all bidders within the competitive range.

9. Objectivity

Determine if bid is “substantially responsive” by checking for errors, correct
signatures and adherence to basic tender requirements.

Select the most advantageous bid considering both the price and the
evaluation criteria announced in the bidding documents.

10. No Negotiation Before Award

Encourage the lowest responsible offer from each bidder through the
process of tender competition; minor contractual adjustments may be
allowed after selection of the most advantageous bid.

Supplement I.A. - 2 of 2
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Supplement I.D.1.

Comparison of Purchasing Methods6

Workload Need for
on the a Merit Conditions

Purchasing Brief Effect Delivery Procure- Rating of Favouring
Method Description on Price Times ment Unit Suppliers Use

Open Tender Bids are Very Long Very high Very high • Many reput-
accepted from favourable able suppliers
all interested are available
suppliers • May be neces-

sary at begin-
ning of pro-
gramme to open
supply channels

• For vaccine use,
open tender only
for pre-
qualification

Selective Suppliers bid Favourable Moderate Moderate Moderate • Where only a
Tender against each few reputable

other for the suppliers are
contract, but available
participation • Products where
of suppliers is bioequivalence,
limited to those sterility, precise
who have regis- formulation
tered with the is important
government or • Large volume,
who have met standard items
established for which all
prerequisites reliable suppliers

are known
• For vaccines, use

only pre-qualified
sources and
products

Negotiated The buyer Moderately Short High Only • Bulk buying
Procurement approaches a favourable initially, initially of single-

small number low later source drugs
of selected • Special terms
potential or specifica-
suppliers and tions are
bargains with required by
them for the buyer
specific price • For vaccines,
or service use only pre-
arrangements qualified sources

and products

Direct Purchase is Unfavour- Very Very low No need • Low price, small
Procurement made directly able short volume items

from a single • Emergency items
supplier at where negotia-
his quoted tion not possible
price • Items from inter-

national non-
profit groups

• For vaccines, use
only pre-qualified
sources and
products

6 Based on original work by Management Sciences for Health.
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PART II - PROCEDURES

Introduction

Part II is the main focus of this reference manual. It contains a step-by-step guide
for international competitive procurement of vaccines with emphasis on activities
that are normally assigned to the Procurement Unit or other personnel assigned to
the execution of purchasing tasks.

The flow chart preceding the text of each section of Part II is organised in columns
to show the activities and responsibilities of the Procurement Unit or Procurement
Team and the activities and responsibilities of Ministry and Senior Programme
Management/EPI (including Tender Review Committee) in the middle columns.
In addition, a column at the far right indicates resources the Procurement Team
may need to call upon and a column at the far left shows points of contact with
the Funder and the Supplier. Procurement Unit/Team activities and responsibilities
are symbolized by a rectangle. Ministry and Senior Programme Management/EPI
and Tender Review Committee activities and responsibilities are symbolized by
an oval. Resources are shown as circles and Funder/Supplier contacts are shown
as hexagons. In the Procurement Unit/Team column, rectangles drawn with light
lines indicate optional activities.
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A. Planning and Forecasting
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A. Planning and Forecasting

1. Supply decisions.

Supply decisions are programme
activities that must be undertaken at a
high managerial level with input from
appropriately trained specialists.

2. Procurement staff participation.

Procurement staff often does not participate in the supply decision
making process, except to provide commodity cost history and current
pricing. However, their participation has advantages because they bring
additional knowledge to the supply process in the area of forecasting and
logistics and have a role to play in ensuring that storage and distribution
channels are established. They can introduce a valuable element of
monitoring and cross check on supply needs calculations. In addition,
later purchasing decisions will be made on a broader base of knowledge
and understanding.

3. Required components:

• Stock on order

• Current physical inventory of stock on hand

• Estimate of wastage by vaccine type taking into account immunization
programme policy

• Vaccination schedule

• Determination of supply needs, including type of vaccine, quantity and
delivery date: 1-year firm, 2 years estimate

• Cost estimate for aggregate annual supply requirements

• Confirmation that annual funding is arranged

• Approval for expenditure

• Authorised request for procurement

Supplement II.A.1., page 31
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Forecasting Vaccine Needs

An accurate forecast of requirements ensures that vaccines required by the immu-
nization programme are available when needed and that preventable wastage due
to overstocking or the expiration of vaccines is minimised. Poor forecasting, or no
forecasting, can lead to temporary suspensions of immunization services and ulti-
mately to outbreaks of vaccine-preventable diseases.

Obtaining an accurate forecast of vaccine needs requires reliable estimates of tar-
get populations and the expected immunization coverage. Past years’ usage, end-
of-year balances and wastage rates are also useful for accurately forecasting needs.
Requirements for special vaccination campaigns should be calculated separately
and then added to the requirements for routine immunization. Forecasting the theo-
retical demand for a campaign should be modified according to existing stock to
avoid depleting supplies for routine services or overstocking from vaccine left over
after a campaign.

Where is the forecast made?
Forecasting and distribution follows either a “pull” or a “push” system. These two
words describe where the demand forecast is generated. In a pull system, the most
peripheral level in the delivery chain, the local level, estimates its needs and makes
requests for vaccines. In other words, it “pulls” the vaccine to its level. The health
facility and district totals are then consolidated centrally to arrive at the national
forecast. Vaccine is distributed according to the requests from the field and dis-
tricts. The pull system may be appropriate in countries where the health workers
are well trained on vaccine supply management and where local information sys-
tems and data management are reliable.

In the push system, the national programme usually estimates the needs for the
districts and health facilities based on available consensus data and population
projections and/or on past usage. In some countries, the districts provide the esti-
mates to the central level, which then adjusts these according to central manage-
ment estimates and experiences. Countries without capacity for micro planning at
the health centre or district levels may benefit more by using the push system. In
some instances, a push system might be more efficient for accelerated and timely
disease control initiatives requiring mass immunization. This is especially true
when time is not sufficient to collect information from the field. The push system
may also be appropriate for unanticipated situations, such as a high influx of refu-
gees. However, to the extent possible, a well-planned effort should involve pe-
ripheral levels in estimating vaccine requirements.

Calculating needs
Vaccine stock records should always be maintained in terms of doses. Using doses
allows for easier calculations based on population data; that is, the number of indi-
viduals to be immunized. Records by doses also prevent confusion, should differ-
ent vial sizes be provided in the future, and allow for easier calculation of vaccine
wastage or usage rates. Keeping records by doses avoids one additional step and
consequently another potential source for error: the division required to convert
doses into the number of vials.

Supplement II.A.1. - 1 of 4
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In the absences of more precise data, vaccine needs for a given vaccine can be
estimated in doses by using the following formula:

Target Pop. x Expected Coverage x Number of Doses per Child (woman) x
Estimated Wastage Factor

If certain EPI vaccines will be shared with the adult community, the dose require-
ment forecast will need to be increased.7

When ordering vaccines, the time period for which the forecast applies must in-
clude the lead time until the next order is due. The next shipment should cover
the time period until the following shipment arrives and therefore should include
a time safety factor to compensate for unanticipated variations in demand or ship-
ping delays. A rule of thumb for deliveries would be an extra 30 to 50 percent of
stock, although this figure should be reviewed each time an order is placed to avoid
overstocking.

Wastage
Vaccine “wastage” may occur because of a cold chain failure, expiration of vaccine
or vaccine remaining at the end of an immunization session which cannot be used
for another session. The “wastage factor”, which is also called the index of vaccine
use, vaccine usage rate, or doses used per immunization, can be obtained from
records on the number of immunizations given and on the amounts of vaccine
used during a certain period (e.g., 1, 3, 6 or 12 months). Although the term “wast-
age” is widely used, this term can be misleading. A vial of vaccine does not always
provide the manufacturer’s stated number of doses. For example, a vial labelled as
“20 dose” may actually contain only enough vaccine to immunize 18 children. How-
ever, in theoretical and mathematical terms, the two doses which were not avail-
able appear as “wasted vaccine” when making general estimates of wastage. In
campaign situations, vaccine which is left over after the campaign can be incor-
rectly considered as “wastage” if there is no systematic attempt to record the un-
used balance remaining. Furthermore, unused vaccine which must be discarded
because only a few children could be immunized is not necessarily “wasted” if this
results in the timely immunization of children who are difficult to reach and who
would otherwise not have been immunized.

Wastage rates may vary by vaccine and by location (e.g., national store, district
store, health facility). Wastage often exceeds 50 percent and may be as high as 90
percent for some vaccines. Wastage rates vary according to immunization policies,
vial sizes, delivery strategies and the number and size of immunization sessions.
For example, some countries require that a vial should be opened even for a single
child, while other countries advocate opening a vial only for a minimal number of
children. Sessions with low attendance might have higher wastage rates, although
higher wastage may not necessarily be undesirable in situations where children
and mothers can only infrequently attend immunization sessions due to limited
access to health facilities. It is therefore important that programme management
estimates the level of wastage for each vaccine with as much precision as possible.
Wastage rates for mass campaigns tend to be much lower than wastage during
routine immunization services because of the high volume of immunizations and
the short time period in which they are given. Wastage rates during routine

7 The recommended adult dose for BCG and some hepatitis B vaccine is double the infant dose.

Supplement II.A.1. - 2 of 4
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immunization sessions can be reduced by effective planning and communication
to ensure that session attendance is optimal for the vial size in use.

The wastage factor, which is needed to calculate vaccine requirements, can be
estimated as follows:

Wastage Factor = number of doses of vaccine used during a certain time period
number of immunizations given during the same time period

Wastage also occurs when too much vaccine is ordered and especially when vac-
cine is ordered without considering the balance of vaccine in the entire system, i.e.,
regional and district stores and health facilities. System-wide wastage can be sig-
nificant and is indeed preventable. An efficient supply management system pro-
vides accurate information on the balance of vaccine in the entire system, not just
at the central store.

The WHO open vial policy
WHO’s open vial policy stipulates that opened vials of vaccines which do not need
to be reconstituted and which are properly kept in the cold chain can be used in
subsequent immunization sessions. For EPI, the open vial policy only pertains to
the following vaccines: OPV, DPT, DT, TT and hepatitis B vaccines. However, de-
pending on national policies and local situations, some countries specify that opened
vials which have been taken out of a health facility for immunization activities,
such as for outreach or National Immunization Days (NIDs), should be discarded
at the end of the day. Any vial suspected of contamination should be discarded. If
properly implemented, the introduction of the open vial policy can significantly
reduce vaccine wastage. Details on the use of opened vials of vaccine can be found
in the following WHO documents: WHO/EPI/LHIS/96.01, WHO/EPI/LHIS/96.04
and WHO/EPI/LHIS/95.01.

Worldwide supply and demand
The volume of vaccines supplied to national immunization programmes has risen
during the last decade from approximately 2 billion to over 3.5 billion doses per
year. This increase results primarily from purchases by UNICEF and other donors
for immunization programmes in nonindustrialised countries. In addition, there
has been expansion in local production of some vaccines, but this expansion has
been limited to supplying local needs. Without accurate forecasting from every
country, it will become more and more difficult for manufacturers to respond to
the increase in demand. The high volume and timely provision of vaccines for
national immunization campaigns adds to the importance of accurate vaccine fore-
casting.

Market knowledge is necessary for manufacturers to carry out efficient planning
and for deciding on the level of investment required for vaccine production. It is
essential that private-sector manufacturers are aware of future demand so that pro-
duction resources are not diverted away from the high-volume vaccines for the
public sector to the higher price paid by the private sector. The increased demand,
combined with the increased emphasis on sustainability and reliance on govern-
ments to purchase vaccines, makes accurate forecasting even more essential.

Supplement II.A.1 - 3 of 4
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Conclusion
Careful demand forecasting is indispensable for effective and sustainable immuni-
zation programmes. Consistent forecasting methods and accurate calculations will
provide reliable information on vaccine needs, storage requirements and cost re-
quirements at all levels. A forecast is only as accurate as the system used to collect
the information. Therefore, the reliability of the reporting and tracking system must
be given particular attention.

Supplement II.A.1. - 4 of 4



35WHO/V&B/99.12

B. Pre-qualification
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B. Pre-qualification

Pre-qualification for vaccine procurement differs from conventional pre-qualifica-
tion exercises in that it focuses first on the quality and acceptability of the product
and second on the commercial and technical suitability of the supplier. In addition,
it is divorced from specific procurement contracts.

First level of pre-qualification—vaccine

The objective of vaccine pre-qualification is to yield a list of acceptable vaccines,
each defined in relation to its specific manufacturer and particular technical at-
tributes. The preferred method of vaccine pre-qualification is through licensing by
the purchasing country’s National Control Authority. The procurement entity does
not take part in licensing activities. Ministries, agencies, facilities and immuniza-
tion programmes within a country may purchase from the list of licensed products
at any time.

Because licensing is at the initiative and expense of the manufacturer, a procure-
ment entity may encounter licensed vaccines that do not respond to the needs of
the immunization programme. Such vaccines can be eliminated by adding
programme requirements to licensing requirements for pre-qualification criteria.

Alternate methods of vaccine pre-qualification might be necessary if procurement
activity must commence before formal licensing can be accomplished. These include
selecting from the list of vaccines pre-qualified in principle by WHO for supply to
United Nations (UN) agencies, or obtaining a
Statement of Known Good Quality from WHO, or
by selecting vaccines produced and licensed in
countries with recognised, well-functioning NCAs
such as the USFDA. Pre-qualification, in this case, must be approved by an
appropriate authority of the Ministry of Health. It may be necessary for the
procurement staff to initiate this activity; however, the approval process is the
responsibility of the immunization staff within the Ministry of Health.

Second level of pre-qualification—supplier

The second level of pre-qualification for vaccine procurement is the assessment of
commercial and technical suitability of prospective vaccine suppliers. This pre-
qualification is also divorced from specific procurement contracts. The aim is to
develop a list of reliable, reputable and technically competent suppliers of each
vaccine from which the procurement entity can solicit bids for specific vaccines on
an as-needed basis.

Unless the purchasing entity has reason to doubt the commercial viability of a
vaccine manufacturer, this list will automatically include each manufacturer of
vaccine that has been licensed or pre-qualified by the appropriate health authority
of the purchaser’s country, but only for that specific vaccine. The list may also
include prospective suppliers who are not manufacturers from which licensed vac-
cines may be purchased. (Appropriate quality assurance documents from the manu-
facturer will always be required.)

Part VI.B.1., page 692
Part IV.B., page 568
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Senior procurement staff and Ministry officials normally participate in the assess-
ment of potential non-manufacturing vaccine suppliers. The business and man-
agement aspects of this second level pre-qualification are not appropriate areas of
concern for NCAs; however, they must be consulted on all technical matters.

Pre-qualification should not be carried out each time a contract is to be placed.
Once a vaccine and its producer have been pre-qualified, they may remain so un-
less a particular reason arises. It is appropriate that a review is undertaken every
three to four years. Pre-qualification is highly recommended when a new vaccine
appears on the market.

Pre-qualification opportunities may be advertised on a periodic basis by the pro-
curement entity. Pre-qualification questionnaires that have been approved by the
NCA of the purchaser’s country may be sent to known, reputable manufacturers
and suppliers of specific vaccines required by the immunization programme, as
well as to prospective suppliers that respond to the advertisement.

The sample pre-qualification questionnaire in this manual (see Sample II.B.6.)
combines inquiries appropriate to manufacturers as well as non-manufacturing
suppliers. It is designed to reveal the exact activities of each applicant, as these can
sometimes be unclear and may be deliberately misrepresented.

1. Determine whether a pre-qualification exercise is necessary (procurement
entity).

• To increase the number of licensed vaccines of the required types
(licensing of vaccine by the purchaser’s NCA is required under WHO
guidelines)

• To increase the number of qualified suppliers for each vaccine

◊ Manufacturers
◊ Manufacturer’s licensed representatives

• To eliminate unsuitable potential suppliers

• To eliminate offers of inferior products

• To reduce the number of tenders to be evaluated and compared

• To provide a basis for rejecting unsolicited offers

2. Develop pre-qualification criteria for vaccines, which should include at
least one of the following:

• Product licensed/registered by the NCA in the purchaser’s country, or

• Product assessed and pre-qualified, in principle, by WHO for supply to
UN agencies, or

• Product produced and licensed in a
country with a recognised, well-
functioning NCA that carries out all six
critical national control functions, such as USFDA.

Part IV.G., page 608
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3. List documentation that will be required to establish the product’s
eligibility for pre-qualification. Examples include:

• Product file for each vaccine (obligatory)

• Proof of current vaccine licensing/registration with NCA of purchaser’s
country (obligatory)

• Copy of vaccine license/registration issued by recognised, well-
functioning NCA of exporting country (optional)

• Statement of Known Good Quality obtained from WHO (optional)

• Evidence of pre-qualification, in principle, by WHO for supply to UN
agencies (optional)

• Evidence of registration by recognised, well-functioning NCAs of other
importing countries (optional)

4. Develop pre-qualification criteria for suppliers who are not manufacturers
of the licensed vaccine (with advice from the purchasing entity’s NCA if
applicable). For example:

• Direct relationship with manufacturer of pre-qualified vaccine (essential)

• In business for at least five years (desirable but not mandatory)

• Financially stable

• Currently registered as business entity in country of domicile

• Currently registered as business entity in country of purchaser

• History of satisfactory business with at least five similar customers

5. List documentation that will be required to establish supplier’s eligibility.
For example:

• Proof of legal representation agreement with manufacturer

• Business history

• Financial references and annual report

• Proof of business registrations

• Customer references

6. Develop a pre-qualification questionnaire and instructions for use in
initial contact with unregistered vaccine manufacturers and non-
manufacturing suppliers.

See Sample B.6., Pre-Qualification
Questionnaire.

Sample II.B.6., page 41
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7. Advertise pre-qualification opportunity as required.

a. Provide basic information about the pre-qualification.

• Name and address of the pre-qualification authority

• Criteria for pre-qualification, including licensing requirements

• Place and means for obtaining the pre-qualification documents

• Place and deadline for submitting the application to pre-qualify

b. Provide basic information about anticipated procurement opportunities.

• Name(s) of the authorised purchasing authority

• Description of vaccine to be purchased

• Estimated annual quantity and delivery schedule

c. Use Pre-qualification Announcement as
model.

8. Provide pre-qualification questionnaire to respondents.

9. Transmit pre-qualification announcement and questionnaire directly to
manufacturers and suppliers that are known to provide the required
vaccine, who have not responded to the advertisement; identify additional
potential vaccine suppliers through:

• Prior market knowledge

• National and international registers and
publications

• International non-governmental organisations (particularly WHO)

• Foreign embassies, commercial attachés

• Chambers of Commerce

• Donors

10. Evaluate technical and commercial merit of applicants.

a. Review completed pre-qualification questionnaire and attachments.

b. Check references.

c.  Seek assistance/concurrence from National Health Authority.

11. Notify qualified applicants.

a. Advise, as necessary, on next steps for licensing/registration of vaccines
offered for sale.

b. Advise as required on any steps required for formal licensing or
registration of supplier.

Sample II.B.7.c., page 45

Part VI. B., page 691
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12. Notify unqualified applicants.
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Pre-Qualification Questionnaire

All information provided in response to this questionnaire will be held strictly
confidential and will not be revealed to any persons other than those directly re-
sponsible for the supply of vaccines to the Government of _______________.

Section A.  Business Information

1. Business name, mailing address, fax and e-mail address of applicant

2. Address to which bid forms and correspondence are to be mailed

3. Type of organisation (manufacturer, manufacturer’s licensed representative,
etc.)

4. Name and address of parent company and/or subsidiary or associated
companies (include brief summary of ownership relation)

5. Name and address of branches

6. If incorporated, indicate location(s)

7. Names of officers, members or owners of applicant firm (Chief Executive
Officer; Directors or Vice Presidents of  Sales, Finance, Marketing; Secretary
of Company)

8. Names and titles of individuals authorised to sign bids and quotations in
firm’s name

Sample II.B.6. - 1 of 4
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9. Names and titles of individuals to contact on matters concerning bids and
quotations

10. Number of personnel employed by applicant firm

Total: Technical: Production: Administrative:

11. Floor space (square feet or square meters) for the following areas:

Manufacturing:

Quality control:

Warehouse:
Sales and administration:

12. Number of years in business

Section B.  General Information

1. Which, if any, government agencies are responsible for inspecting and/or
licensing your company’s facilities and operations

2. List names, dates, numbers and expiration dates of current licenses and
permits

3. Date of last GMP inspection (if applicable)

4. List government or international agencies currently purchasing vaccine and
related products from your company and include length of time doing
business with each

5. If your company has not done business with any governmental agencies, list
names, addresses and fax numbers of at least five other current customers

Sample II.B.6. - 2 of 4



43WHO/V&B/99.12

6. List financial references (name and address of bank)

7. State total sales turnover in previous three years (give figures for each year
separately) split between exports and domestic sales and into the various
major operating divisions of your company

Section C.  Product Information

1. List bulk vaccines actually manufactured at the facility designated in
Section A

2. List bulk vaccines not manufactured, but filled or labelled at this facility,
showing the name and address of the bulk manufacturer for each

3. List vaccine offered for sale but not manufactured, filled or labelled at this
facility; show the name and address of manufacturer for each vaccine

4. List manufacturing country’s health authority or National Control Authority
(NCA) registration status and basic data for each vaccine offered for sale

5. List countries to which packaged or bulk vaccines are presently exported
and indicate for each vaccine the names of countries in which it is licensed
for sale or is registered by the NCA

6. List vaccines offered for sale that have been pre-qualified, in principle, by
WHO for sale to UN Agencies

Sample II.B.6 - 3 of 4
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Section D.  Quality Control Information

1. List names and addresses of any quality control laboratories used in
addition to or in lieu of your  company’s own laboratory

2. Have there been any product recalls of vaccine produced or sold by your
company during the last three years? List and include reason for recall

3. Does your company perform quality audits of its suppliers?

4. Explain the type of control your government enforces on your company’s
establishment and on the products it offers for sale

Section E.  Required Attachments

1. Annual Report or equivalent (including most recent audited financial
statement)

2. Product file for each vaccine offered for sale

3. Document confirming existing registration with health authority or NCA of
purchasing country for each vaccine offered for sale, or one of the following:

• Signed request to NCA or health authority of purchasing country for
application and instructions to register/license each vaccine offered for
sale, or

• Statement of Known Good Quality obtained from the World Health
Organization (GPV/VSQ)

4. The purchaser may elect to provide instructions for registration/licensing
with the pre-qualification form and require a signed application (and
payment of an appropriate fee) as part of the required attachments

Section F.  Certification

I hereby certify that the information contained herein is complete and correct and
that I will co-operate with any official of _____________________________ in making
a personal inspection of relevant facilities and records.

Signature_________________________________ Date_____________

Name____________________________________

Title_____________________________________

Sample II.B.6. - 4 of 4
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Pre-Qualification Announcement

……[name]……………………… Date:

……[address]……………………

……[telephone/fax]…………………

invites applications to pre-qualify for the supply of vaccine to the national
immunization programme of ………. ……………………

Vaccine Types Estimated Annual Requirement

……………… …………………………………

……………… …………………………………

……………… …………………………………

Vaccine Requirements:

• Licensed by health authority or NCA of……[purchaser’s country]…….……

Supplier Requirements:

• Verifiable business and financial stability

• Manufacturer of licensed vaccine, or

• Direct legal relationship with manufacturer of licensed vaccine

• Registration as business entity in country of domicile and __________

• History of satisfactory business dealings with at least five similar customers

Complete sets of supplier pre-qualification documents may be obtained by any
responsible party upon application to the above address.

Application and instructions for licensing may be obtained by manufacturers or
their representatives from NCA of ___________ at ______________________.

Applications for pre-qualification must be received by _______________.

Sample II.B.7.c.
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C. Preparation for Procurement

1. Open procurement file(s), one set per commodity request.

Each set of files should eventually contain:

• Official signed request for procurement

• Specification

• Budget estimates

• Procurement request form

• Official approvals

• Bidding documents

• Bidders lists (for vaccine, this will be limited to suppliers of pre-qualified
vaccine)

• Record of advertisements (advertisement not appropriate for vaccine
procurement)

• Meeting minutes

• Correspondence

• Adjudication materials

• Contracts

• List of responsibilities for contract
performance

• Timelines

• Protocols for inspection and testing

• Inspection and test reports

• Copy of Letter of Credit

• Shipping and marking instructions

• Copy of shipping documents

• Receiving report from warehouse

• Supplier history form

2. Receive official request for procurement.

Responsibility is passed to the Procurement Unit from a ministry or from
senior immunization programme management.

3. Verify estimate of funds required.

Use the budget estimate worksheet.

Sample II.L.1.a., page 150

Form II.O.2., page 163

Form II.C.3., page 52
Sample II.C.3., page 53
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4. Confirm through official channels the availability of sufficient funds for
procurement.

• Amount and source in local currency

• Amount and source in freely convertible currency

5. Assemble summary description of procurement requirements.

Summary will include:

• Brief description of product

• Unit of measure for pricing (vial/ampoule or dose)

• Quantity

• Confirmed budget

• Date needed

• Date of request

• Shipping terms

• Payment terms

• Name and address of consignee

• Project identification numbers

• Accounting identification numbers

• Special conditions/requirements of contract

• Special marking requirements for shipping boxes

• List of authorisations required

• Source of request/signature of requesting party

• Source of funds

6. Design a form to include the above items
and ensure that pertinent information is
gathered and consolidated in one place for
easy reference.

a. The description should include reference to any applicable standards and
licenses required, as well as vial size, language for labels and package
inserts, primary packaging and other detail.

b. The units of measure for vaccine should include doses per vial.

c. All vaccine should be shipped by air. The
shipping terms should be noted as CIP
(Carriage and Insurance Paid) or Ex
Works with airfreight pre-paid and added. See INCOTERMS 1990, Part
VI.D.

d. The payment terms should be noted as L/C (Letter of Credit);
Documentary Collection; Net 30 (30 days after billing); etc.

Form II.C.6., page 54
Sample II.C.6., page 55

Part VI.D., page 712
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7. Determine criteria for selecting potential bidders; obtain approval from
Tender Committee if necessary.

• Limit to suppliers of vaccine that has been pre-qualified for use in the
purchaser’s country

• Determine if bids will be invited or accepted from suppliers that are not
the vaccine manufacturer (for example, a manufacturer’s licensed
representative)

• Determine if bids will be invited or accepted from potential suppliers
who have not been pre-qualified as an entity and are not the vaccine
manufacturer

8. Decide on method of procurement.

a. Options for competitive tendering:

• Open tender (unrestricted bidding, known as International
Competitive Bidding or “ICB” in World Bank procedures):

Bids are solicited by means of a widely advertised invitation directed
to all suppliers wishing to participate in the tender proceedings. This
method of procurement is not appropriate for vaccine.

• Selective tender (restricted bidding, known as Limited International
Bidding or “LIB” in World Bank procedures):

Bids are solicited only from certain suppliers selected by the procuring
entity. This is the preferred method for vaccine procurement
(bidding is restricted to manufacturers and suppliers of pre-qualified
vaccine).

b. Alternate competitive procedure for special circumstances:

• Negotiated procurement (also known as Request for Quotation -
“RFQ”, and international shopping in World Bank procedures)

Proposals are solicited from a limited number of manufacturers and
suppliers of pre-qualified vaccine; price and content are discussed and
negotiated; contract is awarded based on lowest negotiated price and
most advantageous offer.

c. Sole-source procurement:

• Price and terms are negotiated with one chosen supplier, without
benefit of competition (the supplier must offer pre-qualified
vaccine).

d. Factors that help determine method of procurement:

• Source of funds (for example, World Bank)

• Government regulations (often require open tender)

• Internal policy

Part I.A., page 12
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• Number of suppliers available

• Quantities required

• Total estimated value of procurement

• Delivery date(s) required
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Budget Estimate Worksheet

Approved
Date ___________________________ Budget ___________

 Supply Year ____________________

Estimated Cost of Commodities Required

Commodity ________________________________________________________

Quantity ______________ x Cost/unit __________ = _________________

Shipping Cost _________________

Insurance Cost _________________

Inspection Cost _________________

Testing Costs _________________

Customs Duties _________________

Clearance Fees _________________

Other _________________

Total Required _________________

Convertible Currency Required _______________ (amount and currency)

Convertible Hard Currency Available ____ yes ____ no

Form II.C.3.



53WHO/V&B/99.12

Budget Estimate Worksheet

Approved
Date January 30, 1996 Budget US$650,000

Supply Year 1997

Estimated Cost of Commodities Required

Commodity OPV

Quantity 7 M doses x Cost/unit  $0.08 = $560,000

Shipping Cost 44,800

Insurance Cost 1,540

Inspection Cost 2,800

Testing Costs 0

Customs Duties 0

Clearance Fees 600

Other: airport  storage 300

Total Required $610,040

Convertible Currency Required US$610,040

Convertible Currency Available   X yes no

Sample II.C.3.
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Form II.C.6.

       Procurement Request Form

Date Consignee:

Requested Delivery Date PATH
(Do Not  Speci fy  "ASAP")

Requested by 

Project Manager Approval

Charge Code 

Partial Shipment Permited? Budget Allowance 
   (Ver i fy  for  i tems over  $100)

Is this a transshipment?

Line Description/Justification   Unit of Estimated Estimated        
Item (Include part or model # if available) Quantity Measure Unit Cost Total Cost

Quote ____________________
(date and reference)

Applicable tax:

           TOTAL

Vendor: Alternate Vendors:
(inclu ( i f  over $1,000,  minimum              
address, phone 2  addi t ional  required)
and contact)

Delivery Date          Delivery Terms

Payment Terms          Method of Shipment 
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D. Preparation of Bid Documents for Selective Tender (LIB)

Funder/Supplier
Ministry/Senior
Mangement/EPI

Procurement
Unit/Team Resources

Review and
Approve Bid
Package and
Draft Contract

Funder
Approval

Approve
Specifications
(if required)

NCA

Legal
Review of

Draft
Conract

Compile
Specifications

Obtain Approvals

Develop Bidders
List

Draft Documents
for Bid Package

Obtain Written
Approvals

(if necessary)

EPI Manager
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D. Preparation of Bid Documents for Selective Tender

Care must be taken to ensure that the documentation required to cover all aspects
of the contract and all the technical requirements for the vaccine are included in
the bid “package” because the bids received in response will form the basis for the
contract(s). A comprehensive list of the necessary documentation is included in
item number 8 below.

1. Compile specifications and obtain
approvals.

a. Thoroughly describe product, quantity, packaging, external packing and
marking requirements and delivery dates. They must be technically
accurate and complete.

• Seek advice and input from vaccine and cold chain professionals and
the NCA as appropriate

• The resulting specification will become the basis for the contractual
obligation of the supplier to the purchaser

b. Elements to be included differ according to the product. For vaccine:

• Technical specifications (obtain from NCA, if possible)8

◊ Name and type of vaccine
◊ Properties such as:

potency, stability, innocuity, concentration of preservative or
adjuvant, strain

◊ Requirements such as:
testing standards, storage temperature, licensing, vaccine vial
monitors (for polio vaccine)

• Programme requirements, including:

◊ Quantity
◊ Description of intended use
◊ Shelf life remaining (at receipt in country)
◊ Dosage size
◊ Dose package

Type (vials or ampoules)
Vial (or ampoule) size (in doses per vial)
Filling volume
Labelling
Vial closures

◊ Printed materials

8 These will normally have been established at the pre-qualification stage. If a vaccine which is not
pre-qualified is required, special procedures should be undertaken as detailed in Part IV, page
568.

Part III, page 165
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• Packing and marking requirements

◊ Packing
Inner boxes
Over-packing
Cold chain monitors
Exterior shipping cartons

◊ Marking
Inner boxes
Exterior shipping cartons

• Quality assurance requirements

◊ Warranty
◊ Documentation
◊ Pre-shipment inspection (of physical attributes)
◊ Pre-shipment sampling and testing (for analysis of suspect

products)

c. Refer the final specification back to the requesting department or
ministry and NCA for confirmation and approval prior to further action.

Sample specifications for use with bid documents may be found in
Part III. They are labelled “Sample Procurement Requirements”.

2. Develop bidder’s list.

a. List names, addresses, fax numbers and appropriate contact information
for manufacturers of required, pre-qualified vaccine.

b. List names, addresses, fax numbers and appropriate contact information
for suppliers of required, pre-qualified vaccine who are not
manufacturers.

3. List documentation to be presented by the bidder to confirm bidder’s
eligibility to participate in tender and establish any preferences9

mentioned in instructions to bidders.

a. Typical eligibility documentation:

• Nationality (applicable to World Bank procedures)

• Valid license or registration with national health authority (pre-
qualification)10

• Agent or representative agreement with manufacturer

• Valid tax registration number

9 Preferences normally do not have a bearing on product quality or supplier credibility, but are
included to establish convenience factors.

10 If not currently pre-qualified, invited bidders may be asked to submit completed application with
bid.
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• Current facility registration or business license

• Verifiable business and financial references (if potential bidder has not
already been pre-qualified)

b. Examples of preference documentation:

• Supplier’s product line literature on other items of interest to Ministry
of Health

• Description of communications capability (languages, local
representatives, telephone, fax, e-mail)

• Location/visiting information for manufacturing facility

4. List documentation to be presented by the bidder to establish vaccine’s
eligibility for use in the purchaser’s country.

Any of the following may serve as evidence of pre-qualification by the
health authority of purchaser’s country:

• Copy of product license or registration issued by the NCA of purchaser’s
country

• Product pre-qualified in principle by WHO for supply to UN agencies

• Statement of Known Good Quality, obtained from WHO

• Copy of current license or certificate of free sale or equivalent issued by
NCA of country with recognised, well-functioning NCA, such as USFDA.

5. Determine documents to be submitted with bids to establish product’s
conformity with specifications. For example:

• Package inserts

• Product file

6. Determine pre-shipment compliance
programme, including rights and
requirements to be included in the contract.
Each type of commodity and situation will have slightly different
requirements; seek technical advice.

For example:

• Documentary review to confirm product’s conformity with specifications

◊ Lot release letter or certificate from the NCA of the country of
manufacture

◊ Certificate of analysis and batch records

◊ Package insert

Part IV., page 573
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• Visual inspection to confirm product’s conformity with specifications

◊ Product and labelling

◊ Packaging

◊ Cold chain packing

◊ Cold chain monitoring devices

◊ Shipping marks

• Sampling and testing to confirm
product’s conformity with specifications
is reserved for unusual circumstances (see
Part IV.D.2. and IV.D.4.)

• Authorisation for shipment (see
Part II.M.6.)

• Payment dependent upon proof of compliance

7. Determine government requirements, practices and procedures applicable
to imports in general.

These may include:

• Pre-shipment inspection programme

• Import licensing

• Physical inspection and sampling at port of entry

• Currency exchange regulations

• Customs duties (or exemptions)

• Value added tax (or exemptions)

• Registration of pro-forma invoices

8. Determine documents required for import of vaccine, including number
of originals and number of copies.

• Always required by government:

◊ Commercial invoice

◊ Air waybill

◊ Packing list

• Sometimes required by government:

◊ Certificate of origin

◊ Certificate of clean findings

◊ Certificate of analysis

◊ No objection certificate

◊ Sanitary certificate

Part II.M.6., page 154

Part IV.D.2., page 573
Part  IV.D.4., page 574
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◊ Manufacturer’s quality certificate

◊ Import license number

◊ Product license or registration certificate

◊ Customs clearance agreement

◊ Product approval document issued by importing country

◊ Lot release certificate from regulatory authority of manufacturer’s
country

• Often required by purchaser

◊ Insurance certificate

9. Draft documents for bid package11.

a. Invitation to bid

• Specifies who is issuing the invitation

• May specify source of funding

• Indicates how to get further information

b. Instructions to bidders

• Indicates if and how much bid security is required and acceptable
financial instruments

• Repeats information found in the Invitation to Bid

• Explains the use of the bidding documents

• Gives detailed information on preparation of the bids

• Specifies documents required to establish bidders’ eligibility and
respond to purchaser’s stated preferences

• Specifies documents required to establish goods’ eligibility and
conformity to bidding documents

• Gives rules for submission of bids

• Gives rules for bid opening

• Gives rules for evaluation of bids

• Gives rules for award of the contract

c. General conditions of contract

• General clauses dealing with overall
contract issues such as warranty,
termination, force majeure,
governing language and notices

11 Selective tender procedures (Limited International Bidding).

Form II.D.9.a., page 66
Sample  II.D.9.a., page 68

Supplement II.D.9.c., page 72

Supplement VII.K.1., page 833
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d. Special conditions of contract.

• Adds to and/or supersedes General Conditions of Contract; prevails
over General Conditions in event of conflict

• Specific to unique requirements of the procurement

For example:
◊ Pre-shipment compliance programme: rights and requirements

(such as inspection)
◊ Unacceptable trans-shipment points
◊ No deliveries on public holidays (list) or weekends

e. Schedule of requirements.

• Items required for purchase

• Quantities

• Delivery schedule

f. Specifications.

• Complete description of the product

◊ Properties
◊ Standards
◊ Licenses
◊ Programme requirements
◊ Packing and marking requirements
◊ Quality assurance requirements

g. Bid form.

• To be completed and signed by the
bidder

• Binds successful bidder to conditions set out in the bidding documents

• Becomes a temporary contract upon notification of award

h. Price schedules.

• Includes itemised charges for unit
price of goods in specified currency

• Includes itemised charges for freight and insurance in specified
currency

• May include itemised charges for domestic value added (not
applicable for vaccine)

• May separate foreign and domestic bidders in order to calculate a
margin of preference for locally manufactured products (not
applicable for vaccine)

Part III, page 165

Part VII.K., page 831

Part VII.K., page 831
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i. Bid Security Form.

• Form used by a bank to guarantee
financial compensation to purchaser if
bidder fails to sign a contract after selection and award

• Bidder arranges and pays all costs

• Only used if required by the funding source

j. Contract form.

• May be used to bind the purchaser and
supplier until a formal contract can be signed

• Incorporates:

◊ Bid form
◊ Price schedule
◊ Schedule of requirements
◊ Specifications
◊ General conditions of contract
◊ Special conditions of contract
◊ Purchaser’s notification of award

k. Performance guarantee form.

• Used by the guaranteeing bank

• Certifies the arrangement between the supplier and the bank with
regard to performance of the contract

• Purchaser will be paid the guaranteed amount by the bank if supplier
is in default under the contract

10. Prepare transmittal letter for Invitation to Bid.

• Reference pre-qualification

• Include basic information such as:

◊ Purchaser’s name and address

◊ Type and quantity of vaccine required

◊ Closing date of bid

11. Submit draft copies of “Bid Package”
including proposed bidders list to Tender
Committee (and funder, if applicable) for
comment and approval.

12. Prepare draft evaluation and selection criteria, and submit to concerned
ministries, senior programme management, NCA, and funder (if
applicable) for comment and approval (often done only once and then
considered “standard” unless special needs arise).

Part II.E., page 93

Part VII.K., page 831
Form II.D.9.i., page 75

Part VII.K., page 831

Part VII.K., page 831
Form II.D.9.k., page 76
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13. Alternate procedure for negotiated procurement.

a. Draft a Request for Quotation including12:

• Specification

• Expected contract terms

• Instructions and requirements for
submitting offers

b. Draft a preliminary contract to use as a
basis for final negotiations. This draft
should be made available, on request, to
solicited suppliers.

c. Develop prospective bidders list.

• Under WHO guidelines for vaccine procurement, the prospective
bidders list should be limited to suppliers of pre-qualified vaccine

• Promote competition by including as many qualified suppliers as
reasonable

d. Document justification for negotiated procedures.

• Procurement under a certain value

• Goods available from one source only

• Emergency

• Limited number of qualified suppliers

e. Secure approval, if necessary, for use of negotiated procedures (many
national regulations permit negotiated procurement only in exceptional
cases).

12 Form II.D.13.a., page 77, contains basic wording. Sample II.D.13.a., page 79, is based on an
actual, two-step Request for Quotation (RFQ) exercise conducted by fax, where EPI managers
and the procurement team wished to compare the cost per vaccination among several different
presentations before deciding on a vial size and soliciting final prices.

Form II.D.13.a., page 77
Sample II.D.13.a., page 79

Sample II.D.13.b., page 85
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General and Special Conditions for Supply Contracts1

Format

As a matter of convenience, contract conditions are generally divided into two
groups:

1. General Conditions of Contract

All clauses are numbered and listed.
• Clauses which are common to all contracts of a purchasing authority.
• Clauses containing general statements of a topic which will be addressed

further in Special Conditions.

2. Special Conditions of Contract

Clauses are numbered and correspond with General Conditions of Contract;
only applicable clauses are included.

• Modifications to the general conditions that address unique
requirements related to the specific purchase; supersede or add to the
corresponding general condition.

Content

The following topics are appropriate for supply contracts:

Applicable Law Usually, laws of the purchaser’s country.

Assignment Procedures for assignment; usually contract cannot
be assigned to someone else without purchaser’s
prior written consent.

Change Orders What may be allowed and cost adjustment
provisions.

Contract Amendments Procedures; amendments are usually required in
writing.

Country of Origin Requirements and limitations.

Definitions Purchaser, Supplier, Goods, Contract, Contract
Price, etc.; additional definitions may be included
in Special Conditions.

Delays in Supplier’s Provisions for notices, penalties or extensions.
Performance

Delivery and Documents General Conditions may prescribe use of trade/
shipping terms such as INCOTERMS; Schedule of
Requirements and/or Special Conditions will
contain specifics.

1 Adapted from World Bank Sample Bidding Documents.

Supplement II.D.9.c. - 1 of 3
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Force Majeure Definition and procedures.

Governing Language Required language of bid, contract,
correspondence and other documents.

Inspections and Tests General Conditions give the right to inspect and
test; specific requirements are included in Special
Conditions or Technical Specifications.

Insurance Type, value and beneficiary.

Liquidated Damages Conditions under which they may be imposed.

Notices Rules regarding the method of sending notices and
effective dates.

Packing General Conditions might mention “adequate to
prevent deterioration and damage during transit;”
specific details are included in Special Conditions
or Technical Specifications.

Patent Rights Indemnities against third party claims.

Payment General Conditions will usually include how to
request payment, the time allowed to pay and
currency requirements. The specific method of
payment is addressed in Special Conditions.

Performance Security If required, the amount and acceptable
mechanisms such as performance bond. (May be
waived in the case of reputable multinational
suppliers.)

Resolution of Disputes Procedures.

Standards Minimum requirements and alternatives; specifics
such as ISO are generally listed in Technical
Specifications.

Subcontracts Requirements for notification to purchaser if any
part of contract will be performed for the supplier
by someone else.

Taxes and Duties Who is responsible for payment.

Termination for Convenience Whether or not purchaser will be allowed this
option; may include provision for payment based
on completed or delivered goods.

Termination for Default Conditions under which contract may be
terminated for default.

Termination for Insolvency Whether or not purchaser has a right to terminate
in event of supplier bankruptcy.

Supplement II.D.9.c. - 2 of 3
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Transportation Carrier requirements such as nationality; who is
responsible for payment; unacceptable trans-
shipment points.

Use of Contract Documents Limitations on disclosure.
and Information

Warranty Required period; usually 12 months from receipt or
18 months from shipment.

Supplement II.D.9.c. - 3 of 3
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Bid Security Form

Standard Form of a Bid Bond

Letter by the Guarantor to the Purchaser

We, the undersigned ______________________________ (bank, insurance
company), in order to allow ______________________________ to submit a bid for
______________________________ (project, subject matter of contract), hereby
irrevocably and independently guarantee to pay to you without delay any
amount up to a total of ______________________________, waiving all objections
and defences.

We shall effect payments under this guarantee on your first written demand,
which must be accompanied by your confirmation that you have accepted the
above-mentioned bid and that ______________________________ are not
prepared to abide by their bid.

This guarantee shall expire not later than ______________________________ by
which date we must have received any claims by registered letter, telegram or
telex.

It is understood that you will return this guarantee to us on expiry or after
settlement of the total amount to be claimed hereunder.

_____________________________ _____________________________
Place, date Guarantor

Form II.D.9.i.
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Performance Guarantee Form

Standard Form of a Performance Bond

Letter by Guarantor to the Purchaser

On ____________________ you concluded with _________________________
(“Contractor”) a contract for _______________________________________
(project, subject matter of contract) at a price of ____________________.
According to the provisions of the contract, the Contractor is obliged to provide a
performance bond in the order of __________ percent of the contract price.

We, the undersigned ________________________________________ (bank,
insurance company), waiving all objections and defences under the
aforementioned contract, hereby irrevocably and independently guarantee to
pay on your first written demand any amount up to a total of
____________________ (in words _______________________________________)
against your written declaration that the Contractor has failed to perform the
aforementioned contract.

In the event of any claim under this guarantee, payment shall be effected to
_______________________________________.

This guarantee shall expire not later than ____________________, by which date
we must have received any claims by registered letter, telegram or telex.

It is understood that you will return this guarantee to us on expiry or after
settlement of the total amount to be claimed hereunder.

____________________________ ______________________________
Place, date Guarantor

Form II.D.9.k.
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Request for Quotation
(basic wording)

Request for Quotation

Company Name Date

Address

City State

Country

The Government of __________, Ministry of Health requests your quotation for
the supply of ______________doses ________ vaccine.  This vaccine will be
distributed as part of the ________________programme sponsored by
______________. Below is information regarding product specifications, quantity
requirements and delivery schedules along with instructions for submitting
offers. A draft of the contractual terms and conditions under which these goods
are expected to be supplied is enclosed for your reference. Please address any
questions you may have in writing to ____________________. General
clarifications and supplemental information provided to you as a result of your
inquiry also will be provided to the other invited participants in this Request for
Quotation.

A. Requirements

1. Specification: ________________________________________________

________________________________________________

________________________________________________

________________________________________________

2. Licensing: __________________

3. Quantity required: __________________

4. Delivery date required: __________________

5. Shipping terms: __________________

6. Payment terms: __________________

7. Shipment via: __________________

Form II.D.13.a. - 1 of 2
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8. Documents to be provided with each shipment:

a) Certification for the release of the vaccine lot by the National Control
Authority in the country of manufacture

b) Manufacturer’s batch/lot information including protocols, certificate
of analysis, test summary sheets and approval and release records
signed by the regulatory affairs manager for the manufacturing
facility.

c) Copy of package insert translated into _________[language].

B. The following rules should be followed in preparing your quotation:

1. Prices must be itemised as follows:

a) Goods
b) Freight
c) Insurance
d) Handling fees
e) Documentation fees
f) Export packing
g) Inspection
h) Inland transportation

i) Other __________________

2. Offers must be valid for 90 days from the date of the quotation.

3. Offers must be signed by an authorised representative of the offering firm
in order to be considered valid.

4. Five sample vials per type and size with package insert must accompany
each offer.

5. Offers must be presented to this office on or before _________.
Submissions via fax are acceptable provided they are followed within 10
days by a signed original.

C. If you are not currently registered with ____________________________ as a
pre-qualified supplier of licensed vaccine, you must submit a completed and
signed Pre-qualification Questionnaire with your quotation.

◊ questionnaire is available on request from _______________

◊ questionnaire is attached _________________

The Ministry of Health looks forward to receiving your offer.

Sincerely,

Purchasing Officer

Form II.D.13.a. - 2 of 2
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Request for Quotation
(practical example with expanded wording)

Request for Quotation

FAX TRANSMISSION

To: Date:

Fax #:

REQUEST FOR QUOTATION       [reference number]

The Ministry of Health, [country] requires substantial quantities of vaccine in
order to supply its national immunization programme. The Ministry of Health
requests your quotation or proposal of price and availability for any or all of the
items and quantities shown in Annex One. Detailed Procurement Requirements
for the vaccines known to match your product line appear in Annex Two13. The
Ministry of Health [country] will provide its Procurement Requirement for any of
the remaining items upon your request.

Sections A and B of the Procurement Requirements (Annex Two) for vaccines are
unique to the vaccine type required; Sections C through F (pages three through
six) are common to all vaccines required by this solicitation. We are transmitting
only one copy of Sections C through F. Please apply these sections to each
vaccine Procurement Requirement you receive.

Contracts are expected to be signed during [date or quarter of year] with initial
deliveries commencing immediately thereafter. Payment terms are negotiable or
by irrevocable Letter of Credit; fully convertible currency is available for this
purchase. An outline of applicable Terms and Conditions appears in Annex
Three.

Instructions for Response:

Please indicate prices for all items you wish to offer by completing the table in
Annex One. Your response should also include the following:

1. Payment terms offered, including currency of payment. For the purpose of
price comparison, all offers will be converted to U.S. dollars at the rate
effective on the day indicated as the last day for receipt of quotations.

2. Availability.

a. items and quantities available for shipment to [country] by delivery
date(s) indicated in Schedule of Requirements (Annex One)

b. estimated dates for availability of remaining balance

Sample II.D.13.a. - 1 of 6

13 Annex Two (procurement requirements) has not been reproduced in this sample. See Part III for
detail.)
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3. Information on manufacturer’s standard packaging configurations.

a. number of vials per package and per shipping container
b. technical description of shipping containers for each type of vaccine

proposed for shipment to [country] including: gross weight, dimensions,
insulation, and type and quantity of refrigerating material

4. Copy of package inserts normally shipped with vaccine or syringes and
copy of customary vial labelling.

5. Information on product approvals.

Please indicate if the vaccine has been pre-qualified by the World Health
Organization for sale to United Nations agencies, or approved for use by any
other international agencies, or licensed by the National Control Authority
of other countries. Submit list.

6. Copy of product registration or licensing in country of manufacture.

7. Copy of recent batch protocol and certificate of analysis pertaining to each of
the products offered.

Note: this does not necessarily need to be from the batch proposed for
shipment to [country];

8. Business information and customary financial data.

a. name and address of production facility
b. type of organisation

c. affiliations, parent company or subsidiary relationships

d. number of years in business

e. countries to which products are presently exported

f. approximate annual sales in U.S. dollars

9. Sample of each vaccine in each size offered, forwarded separately on date of
fax response. Cold chain packing is not required. Please include all package
inserts.

Upon receipt of the completed Price Offer in Annex One, the Ministry of Health
will select vial sizes, indicate options of interest and request your final CIP price
by fax.

Offers shall be made in English and will be translated into [language] upon
receipt in [country]. Alternately, prospective suppliers may provide translations
with their offers.

Offers shall be valid for 90 days from date of initial response.

Sample II.D.13.a. - 2 of 6
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Please send your response by international courier or fax to:

[name, address and fax number of ministry and name of responsible person]

Telephone inquiries in English may be made through:

[name and telephone number of contact person, if required]

The Ministry of Health looks forward to receiving your offer before:

[closing date]

Sincerely,

[name and title of responsible person]

Ministry of Health Solicitation

Sample II.D.13.a. - 3 of 6
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Annex One Ministry of Health
Request for Quotation Number___________ [country]

SCHEDULE OF REQUIREMENTS

HEP B Mumps OPV BCG
ml/dose 0.5 0.5 0.05

Quantity in doses* 144,100  199,800  128,000  464,000

Date for delivery 1-Aug-96 1-Jun-96 1-Aug-96 1-Aug-96

No. of shipments one one one one

Shelf life** 18 mo 12 mo 18 mo 12 mo

*from one production lot
**remaining on date of delivery

PRICE OFFER: Vaccines (Ex Works)

HEP B
Price/vial Plasma DNA Mumps BCG OPV
1 dose vial

2 dose vial

5 dose vial

10 dose vial

20 dose vial

Please enter prices in U.S. dollars for vials in appropriate boxes. Purchaser will
calculate price per dose.

Period of validity: _________________________________
Signature: ________________________________________    Date _______________
For ____________________________________________________________________

(name of company)

Sample II.D.13.a. - 4 of 6
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Annex Three Ministry of Health
Request for Quotation Number___________ [country]

TERMS AND CONDITIONS

SHIPPING TERMS: CIP [name of city, country and port of entry]

TRANSPORT MODE: Air

TRANS-SHIPMENT: [designated international airport]

PARTIAL SHIPMENTS: By Agreement

FINAL DESTINATION: [name of city and country]

PAYMENT TERMS: Negotiable, or by Irrevocable Letter of Credit

INSPECTION AND Pre-Shipment Compliance Programme
TESTING: The Ministry of Health of  [country] reserves

the right for a designated representative to
inspect, sample and test, or cause to be tested,
each lot of goods proposed for shipment to
[country] for conformance with contract
requirements BEFORE said shipment leaves
the manufacturing facility.

DOCUMENTS FOR A. Quality Documents
EACH SHIPMENT: Lot release letter from the government

regulatory authority in the country of
manufacture.

Evidence of product and facility registration/
licensing in the country of manufacture.

Certificate of Analysis for lot(s) being supplied.

Manufacturer’s batch/lot information
including protocols, test summary sheets and
approval and release records signed by the
regulatory affairs or quality assurance manager
for the manufacturing facility.

THE ABOVE DOCUMENTS SHALL BE
PROVIDED THREE WEEKS PRIOR TO
SCHEDULED VACCINE SHIPMENT.

Sample II.D.13.a. - 5 of 6



84 Procurement of vaccines for public sector programmes

B. Commercial Documents
Commercial Invoice, Bill of Lading or Air
Waybill, Packing list, Certificate of Origin,
Insurance Certificate.

PACKING: Vaccine must be packed in accordance with the
Procurement Requirements in Annex Two for
each type of vaccine supplied and the WHO
EPI Guidelines on the International Packaging
and Shipping of Vaccines.

MARKING: The exterior of all shipping cartons or
containers must be marked in accordance with
the Procurement Requirements in Annex Two,
including cautionary wording regarding
temperature range.

Other pertinent shipping label information will
be provided prior to shipment.

NOTIFICATION: The Supplier will keep the [Ministry of Health]
informed of any circumstances that might
affect the delivery schedule.

Supplier shall confirm shipping date to
[Ministry of Health] three weeks prior to
dispatch and provide flight details as early as
known.

WARRANTY: The supplier shall warrant that the goods
supplied to the Government of [country]
comply with all provisions of the Procurement
Requirement and related documents.

CONTRACT AWARD: Contracts will be awarded on the basis of the
most advantageous and lowest evaluated cost
offer which conforms to this Request for
Quotation. In addition to price, criteria for
evaluating the offers will include technical
merit, commercial merit, contractual merit and
convenience.

The Ministry of Health reserves the right to
award separate contracts for different portions
of the goods covered by the RFQ, or to
combine different items into one contract.

A copy of the purchaser’s draft contract is
available upon request.

Sample II.D.13.a. - 6 of 6
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DRAFT MODEL

CONTRACT FOR SUPPLY OF VACCINES

CONTRACT No. ________________________________

between _____________________ (country) Ministry of Health and

__________________________________

Date: _____________________________________

The Seller The Buyer

Ministry of Health, (country)
represented by (name of official)

1. SUBJECT

The Seller undertakes to sell and the Buyer to purchase goods in accordance
with the terms stipulated in Annex 1 of the present contract and the attached
specification14.

2. NAME OF GOODS

Vaccines in accordance with Specification Number ____________________.

3. PRICE

The prices will be in [currency], CIP [City, Country]. The prices include the
cost of the goods, transportation, packing, marking and insurance, delivered
without payment of customs fees and taxes. The prices are firm and not
subject to revision during the whole term of the contract. The total value of
the contract is _____________________________.

4. TERMS OF DELIVERY

The vaccine designated in this contract shall be delivered to [City] in equal
quarterly shipments over a period of one year. Seller is obliged to deliver the
shipments after payment by Buyer on account of Seller as mentioned in
paragraph five (5.) below.

Seller must inform the Buyer by fax or telex ten (10) days in advance of each
shipment of goods. The Government of [Country] reserves the right for a
designated representative to inspect and test the goods for conformance to
contract requirements prior to shipment. The date of the first shipment shall

Sample II.D.13.b. - 1 of 8
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not be more than _______________ weeks after the date funds are made
available to Seller at ______________________________ Bank.

Seller must ensure that delivery does not take place on a weekend or during
a public holiday in the country of delivery.

5. TERMS OF PAYMENT

The Buyer will deposit funds equal to __________ percent of the value of
each shipment in the account of Seller at ______________________________
Bank, Account Number ______________________________ upon receipt of
specified documents according to the following schedule:

$ __________________ not earlier than __________________ (date)

$ __________________ not earlier than __________________ (date)

$ __________________ not earlier than __________________ (date)

$ __________________ not earlier than __________________ (date)

The Buyer will transfer the remaining balance due for each shipment’s value
to the account of Seller at ______________________________ Bank upon
receipt of conforming goods.

6. QUALITY

6.1 The Seller is responsible for the quality of supplied vaccine according to
the technical standards set by the manufacturer’s Certificate of Quality.

6.2 The vaccines supplied to the Government of [Country] must meet
internationally recognised standards for safety, efficacy and quality, and
must strictly comply with the terms of Annex 1.

6.3 The remaining shelf life of vaccine on the date of delivery must not be
less than 18 months or 75 percent of its original shelf life as designated
in the manufacturer’s technical standards.

6.4 For each vaccine supplied to the Government of [Country], quality
assurance documentation from the manufacturer and from the National
Control Authority of the country of manufacture must be provided
according to the terms of the Annex of this Contract.

7. LABELLING

7.1 The label on each vial or ampoule of vaccine shall conform to the
requirements of the country of use and shall appear in the
_______________ language.

Sample II.D.13.b. - 2 of 8
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7.2 Each vial or ampoule label must include:

• the generic name of the vaccine and the manufacturer’s name

• the trade name of the vaccine (if applicable)

• the lot number and expiration date of the vaccine

• the composition and concentration of the vaccine

• recommended dosage and mode of administration

7.3 All labelling must withstand immersion in water and remain intact.

8. PACKAGING

8.1 ____________________ (number) individual vials or ampoules will be
contained in sturdy cardboard boxes outfitted with individual
segments for protecting and separating each vial or ampoule. Storage
volume1 occupied per infant dose of vaccine shall not exceed storage
volume standards recommended by WHO in EPI Guidelines on
International Packaging and Shipping of Vaccine, EPI/CCIS/81.4
rev. 6.

8.2 Each inner box mentioned in 8.1 above will be marked as follows:

• Contract No.

• [Government, Ministry of Health]

• the generic name of the vaccine or medical product

• the commercial name (if made under license)

• the manufacturer’s name

• the presentation (vial, ampoule) and quantity

• the lot/batch number and expiration date

8.3 Each inner box must contain a package insert with a full description
of the vaccine and instructions for use in the [Country language] and
in [English]. Photocopies of [Country language] translation are
acceptable. If necessary, Buyer will provide text translation to Seller.

9. PACKING AND MARKING

9.1 Packing and marking of vaccines and medical supplies must strictly
comply with international export package standards. Vaccine must
be packed in cartons/containers suitable for export shipment and be
in accordance with WHO EPI Guidelines on the International
Packaging and Shipping of Vaccines, EPI/CCIS/81.4 rev. 6, including
all measures needed to maintain required temperatures for 72 hours.

1 Storage volume includes the vaccine vial, the packet containing the vaccine vial and any interme-
diate parcelling of vaccine packets.

Sample II.D.13.b. - 3 of 8
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9.2 Each insulated shipping container must include appropriate
temperature monitoring devices designated by the Buyer.

9.3 The Seller must reimburse the Buyer for any loss due to improper
packing.

10. SHIPPING MARKS AND DOCUMENTATION

Shipping marks, documentation and notification must be in accordance with
the Annex of this Contract.

11. ACCEPTANCE

11.1 The goods will be received by [agent] for the Ministry of Health ,
postal address ________________________________________
____________________________________________________

11.2 For quantitative and damage claims, the Buyer must present to the
Seller a written claim drawn up by [Chamber of Commerce or similar
independent body] of the Buyer’s country.

11.3 All quantitative and damage claims shall be settled within
___________ weeks of submission.

12. DEFECTIVE GOODS

12.1 If, after receipt in [Country], the vaccines are believed not to conform
to the specifications mentioned above and in the referenced annexes,
Seller will be contacted and asked to verify the conformity of the
vaccine. The Seller will advise on the preferred mechanism for return
of suitable samples for testing. The Buyer will ensure that the total
shipment of vaccine is stored under the correct conditions during the
period of testing.

12.2 If it is established that the vaccine does not comply with the contract
specifications, Seller must replace the defective goods with new ones
at his own expense not more than ____________________ weeks after
the date of the claim, and pay all transport costs and other expenses
connected with the replacement or return of the defective goods
including transportation costs in the territory of the Buyer’s country.

12.3 If the Seller does not replace the defective goods with new ones
within ___________________ weeks from the date of the claim, the
Buyer has the right to cancel the contract. In this case, the Seller must
reimburse the Buyer for his payments (if any).

13. PLACE OF DESTINATION

[City airport - Country]

Sample II.D.13.b. - 4 of 8
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14. FORCE MAJEURE

Each party to this agreement may be excused from fulfilling its obligations
under the Contract in the event of force majeure circumstances such as
military operations, blockades, prohibition of export or import and
catastrophic loss from natural disaster, fire, strikes and changes in
legislation.

In such cases, the party claiming force majeure must inform the other party
in written form within fifteen (15) days after the beginning of the force
majeure circumstances and the existence of these circumstances must be
confirmed by the Chamber of Commerce of the claiming party.  If force
majeure circumstances last more than four months, each party has a right to
refuse to fulfil its obligations under the contract and none of the parties has
the right to claim compensation for possible losses from the other party.

15. ARBITRATION

In case disagreements arise in the course of the Contract, all disputes will be
settled finally in accordance with the Rules of Conciliation and Arbitration
in the International Chamber of Commerce.

16. OTHER CONDITIONS

16.1 The present contract falls under [the law of the Buyer’s country].

16.2 All correspondence between the two sides must be sent to [addresses].

16.3 The Seller guarantees having all the patents and other rights
pertaining to the vaccine.

16.4 The cost of repeating any pre-shipment inspection or test is borne by
Seller.

16.5 The Seller completes all formalities and pays all export taxes in his
country.

16.6 The Buyer completes all customs clearance formalities and pays all
import taxes in his country.

16.7 All vaccine arriving in [Country] on or after [date], must bear a license
or registration number issued by the National Control Authority of
[Country].

16.8 All annexes to this contract are integral parts of it.

16.9 All alterations and amendments to this contract are valid only if they
are in written form and signed by the authorised representatives of
the parties.
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16.10 Neither of the parties has the right to assign its obligations on the
contract to third parties without a written consent of the other party.

16.11 From the moment of signing the contract, all the previous
correspondence and negotiations will become invalid.

16.12 The date of delivery will be the date of arrival at [City] airport.

16.13 In the case of an address change or a change in bank, each side must
inform the other within 15 days of the change.

17. BANKS OF THE PARTIES

for the Seller: for the Buyer:

_______________________________ _____________________________

The present contract is written in English and _____________ languages
and signed in _____________[City] ___________ [number] original copies
that have equal force.

For and on behalf of the Seller For and on behalf of the Buyer

(signature and stamp) (signature and stamp)

Name: ________________________ Name: ________________________
Title: _________________________ Title: _________________________
Address: ______________________ Address: ______________________
Date: _________________________ Date: _________________________

Sample II.D.13.b. - 6 of 8
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Contract No. ______________________________

ANNEX I

1. Vaccine Documents:

The following documents must be included with each lot (numbered batch)
of vaccine shipped to [Country]:

a. Certification for the release of the vaccine lot by the National Control
Authority in the country of manufacture.

b. Manufacturer’s batch/lot information including protocols, certificate of
analysis, test summary sheets and approval and release records
(protocols) signed by the regulatory affairs manager for the
manufacturing facility.

c. Certificate of registration or licensing of the vaccine in the country of
manufacture.

d. Copy of package insert translated into [Country] language.

2. Parties Receiving Documents:

A complete set of documents identified in Section 1 above, plus normal and
customary international shipping documents, i.e.,

a. Air waybill.

b. Commercial invoice.

c. Packing lists.

d. Insurance certificate.

must accompany each shipment and an identical set must be sent in advance
of each shipment by international courier or fax to the following party:

Name:

Address:

Telephone:

Fax:

Sample II.D.13.b. - 7 of 8
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3. Marking Instructions:

The exterior of all outer shipping cartons/containers shall note the quantity
and description of contents. All outer shipping containers and
accompanying standard documents must also bear:

a. Lot number.

b. Expiry date.

c. Emergency contact telephone number.

d. The following cautionary wording in English and [Country] language:

“Perishable Material, Keep Refrigerated (2-8 degrees centigrade)”. Add
as appropriate: “KEEP FROM FREEZING”.

4. Shipping Instructions:

a. Commercial air cargo.

b. Trans-shipment allowed at [designated airport] only.

c. Each vaccine shipment should be consigned as follows:

Name:

Address:

Telephone:

Fax:

d. All invoices and shipping documents must carry the markings as stated
in Section 3 above.

5. Delivery Information:

a. Prior to shipment, the Seller will fax the following information to the
parties identified in 4.b above.

i. Airline, flight number and departure time
ii. Estimated time of arrival (ETA) in [City]

iii. Total quantity and description of commodity
iv. Total number and description of containers
v. Dimensions of each piece

vi. Accurate net and gross weight per piece
vii. Total gross weight and cube of entire shipment

6. The Seller will keep the Ministry of Health, Government of [country]
informed of changes in the production/delivery schedule.

Sample II.D.13.b. - 8 of 8
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E. Preparations for Bid Evaluation

Funder/Supplier Ministry/Senior
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Unit/Team

Resources

Approve Criteria
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E. Preparations for Bid Evaluation

This step is performed before the bidding documents are distributed to prospec-
tive bidders.

A Procurement Team is often formed to propose evaluation criteria to the Tender
Review Committee. This team will usually include procurement staff, programme
staff and at least one ministry official, all with intimate knowledge of programme
requirements and the bidding documents. As it undertakes this activity, it may
uncover important points that should be addressed in the bidding documents, but
were inadvertently omitted. This exercise allows an opportunity to correct omis-
sions and other points that may be unclear, as well as facilitate the work of the
Tender Review Committee.

1. Propose basis for evaluating and comparing offers.

Categories for adjudication usually include:

• Financial merit

• Technical merit15

• Contractual merit

• Commercial merit

2. If a merit point system for selecting the winning bid will be used, propose
relative values for each category. For example:

• Financial merit: 35%
• Technical merit: 35%
• Contractual merit: 15%
• Commercial merit: 15%

Total 100%

3. Propose detailed criteria for analysis of the subjective components of each
offer, e.g. technical, contractual and commercial merit. (Financial merit
based on bid price is an objective factor that requires no analysis.)

a. Select elements  in each category that are most important to the Purchaser
and immunization programme. For example:

• Technical merit:

◊ Product attributes
◊ Packaging (e.g., vial size, closures)
◊ Cold chain packing
◊ Package inserts
◊ Shelf life

15 Limited to variable programme requirements and preferences, i.e., criteria that are not part of a
national licensing requirement.
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• Contractual merit:

◊ Delivery schedule
◊ Payment terms
◊ Warranties
◊ Shipping terms
◊ Inspection rights

• Commercial merit:

◊ Bidder pre-qualified by National Control Authority for supply of
vaccines to immunization programme

◊ Direct relationship with manufacturer of pre-qualified vaccine
◊ Product line includes other items of interest to Ministry of Health
◊ Ease of communication with manufacturer or representative

b. Make a list of specific characteristics, requirements and preferences as
described in the Invitation to Bid for each selected element in each
category. For example: Product has 18 months remaining shelf life when
it arrives in country.

c. Evaluation of offers received in response to the solicitation will be based
on how well the elements of each offer match the selected characteristics,
requirements and preferences described in the Invitation to Bid.

4. Tender Committee meets to:

a. Review and approve “Bid Package” prepared by procurement staff, e.g.,
the bidding documents.

b. Review, modify as necessary and approve evaluation criteria proposed
by procurement team.

5. If a merit point system will be used, propose relative values for selected
elements within each category in order to establish a framework for
subjectively quantifying how well the elements of each offer match the
corresponding characteristics, requirements and preferences described in
the Invitation to Bid. For example:

Technical merit (35 points):

10  points Product attributes
5  points Packaging (e.g., vial size, closures)
10  points Cold chain packing meets
5  points Package inserts
5  points Shelf life

In an adjudication of bids offering licensed vaccine, the criteria for analysis
of technical merit are based on programme issues, i.e., factors that are not
part of the license requirements and may, in fact, vary from purchase to
purchase depending upon how the vaccine will be stored, distributed and
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used. Examples would be presentation (vial or ampoule and size), extended
shelf life, additional filling volume, optional labelling (such as “for public-
sector use only”), specific language labelling (such as Russian) on inserts
and vials, special packaging or packing such as placement of carton labels on
a narrow end rather than a wide side, extra cold chain monitor cards, special
monitoring equipment, such as re-usable, electronic time/temperature
recorders. In a merit point system, the programme itself decides the relative
importance of each issue by assigning an appropriate value.

6. Make sure that bidding documents request information corresponding to
the evaluation criteria and include information about the basic criteria to
be used in selection of a winning bid (2 and 3 above).

7. Provide proposed evaluation criteria to Tender Committee for review and
approval.
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F. Solicitation and Receipt of Offers for Selective Tender (LIB)
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F. Solicitation and Receipt of Offers - Selective Tender

1. Send Invitations to Bid and bidding
documents to as many prospective
suppliers as practical.

See “Bidder’s List” (suppliers that offer the specific pre-qualified vaccine).

2. Respond to inquiries on the substance of the bidding documents via fax,
e-mail or other means.

a. Copy clarifications to all invited bidders.

b. Amendments to the bid documents may be appropriate.

3. Hold bids unopened in a secure location until the designated date and
time.

4. Hold formal bid opening on date and at time and place specified on the
bid documents.

a. Bidders and bidders representatives may be present when opening takes
place.

b. Record the attendance of any bidders or bidders’ representatives present.

• Name, address, phone, fax, e-mail

• Company representing

• Manufacturer

• Signature of attending representative

c. Open bids; read bids aloud.

• Name of each tenderer

• Tender price, total or unit, shipping terms

• Other relevant aspects of the tender, for example, delivery schedule

d. Record the bid opening and set aside for
further examination.

5. Bid examination.

a. Examine bids to determine responsiveness to tender requirements.

A bid is substantially responsive when it is presented in the required
manner and appears to include all required information, samples,
statements, securities, signatures, forms and supporting documentation.

b. Any bid that is not substantially responsive should be rejected. In the
case of vaccine, this would include vaccine that has not been licensed by

Part II.D.2., page 59

Form II.F.4.d., page 100
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the NCA of the purchaser’s country, provided that requirement is stated
in the bidding documents.

c. Examine bids to determine if they are free of computational error; make
corrections based on unit price.

6. Collect and record bid securities (not necessary for vaccine purchases
unless required by funder).

Appropriate vehicles are:

• Insurance document (bid bond)

• Certified check

• Letter of Credit

• Bank draft

• Bank guarantee

• Other negotiable bank document

Responsibility for record keeping and preservation of funds must be clearly
defined; also, systems should be established and provision made for
safeguard of the securities.

7. Complete and sign Record of Bid
Examination. Form II.F.7., page 101

Sample II.F.7., page 103
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Record of Bid Opening

Invitation to Bid Number: ___________________________________________

Bidder: __________________________________________________________

Total Bid Amount: _________________________________________________

Opening Date: ____________________________________________________

Opening Location: _________________________________________________

Currency Equivalent: _________________  @ __________ Date ____________

Manufacturer: _____________________________________________________

Country of Origin: _________________________________________________

Number of Bid Copies Submitted: _____________________________________

Bid Security Submitted: Yes __________ No ___________

Name of Issuer: ____________________________________________________

Reference Number: _________________________________________________

Amount: _________________________________________________________

Expiry Date: ______________________________________________________

Form II.F.4.d.
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Record of Bid Examination

Bidder: ______________________ Invitation to Bid Number _____________

1. Bid documents submitted in      (language)     ; Language required:__________

2. Bid form included? ___yes ___no ___n/a1 Bid signed? ___yes ___no

3. Price schedule included? ___n/a1 ___yes ___no

4. Documents regarding bidder’s eligibility to participate

a. ___yes ___no

b. ___yes ___no

5. Documents regarding product’s eligibility

a. ___yes ___no

b. ___yes ___no

6. Documents regarding product’s conformity to specification

a. ___yes ___no

b. ___yes ___no

7. Bid security provided ___n/a1  ___yes ___no ___ ____% of total bid

______% required

Instrument _____bid bond

_____bank draft

_____certified check

_____letter of credit

_____other

Period of validity_______________________

Required Period of validity______________

1 Not applicable.

Form II.F.7. - 1 of 2
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This bid is substantially responsive to tender requirements. ___yes ___no

This bid is free of computational error. ___yes ___no

Are the bid documents submitted without inter-lineations or overwriting.

___yes ___no

Date____________________ ______________________________________

Authorised Procurement Official

Form II.F.7. - 2 of 2
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Record of Bid Examination

Bidder:    XYZ Company Invitation to Bid Number:   F27

1. Bid documents submitted in:  English Language required:   English

2. Bid form included? ___yes ___no   x  n/a           Bid signed?   x  yes ___no

3. Price schedule included? ___n/a   x  yes ___no

4. Documents regarding bidder’s eligibility to participate

a. proof of registration as supplier to MOH   x  yes ___no

b. current business license   x  yes ___no

c. completed and signed pre-qualification questionnaire ___yes   x  no

5. Documents regarding product’s eligibility

a. proof of licensing with NCAB of purchaser’s country   x  yes ___no

b. statement of Known Good Quality from WHO ___yes   x  no

c. current certificate of  registration and licensing of   x  yes ___no
the vaccine in the country of manufacture

6. Documents regarding product’s conformity to specification

a. product file   x  yes ___no

b. package insert   x  yes ___no

7. Bid security provided   x  n/a ___yes ___no ______% of total bid

______% required

Instrument _____bid bond

_____bank draft

_____certified check

_____letter of credit

_____other

Period of validity_______________________

Required Period of validity______________

Sample II.F.7 - 1 of 2
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This bid is substantially responsive to tender requirements.   x  yes ___no

This bid is free of computational error.   x  yes ___no

Are the bid documents submitted without inter-lineations or overwriting.

  x  yes ___no

Date  September 1, 1997 ___________[signature]____________________

Authorised Procurement Official

Sample II.F.7. - 2 of 2
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G. Evaluation and Comparison of Bids
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G. Evaluation and Comparison of Bids

Section G. “Evaluation and Comparison of Bids”, and Section H “The Selection
Process”, contain co-ordinated examples based on a tender for vaccine in 10-dose
vials. These examples highlight features from several of four responsive bids in
order to demonstrate various aspects of the evaluation and selection process, but
do not constitute a case study.

Sample II.G.1. (Bid Summary) demonstrates the evaluation of Bidder A’s offer.

Sample II.G.1.a. (Financial Adjustment Sheet) shows an attachment to the Bid Sum-
mary for Bidder C that was not required for Bidder A.

Sample II.G.3. is an example of a Merit Point Form that would be filled out for each
bid.

Form II.G.5.b. is the Tender Review Committee Summary Cover Sheet for the en-
tire process.

Supplement II.H.1.c. discusses adjudicating bids under a Merit Point System.

Sample II.H.1.c. demonstrates an Adjudication Worksheet that includes a calcu-
lated cost per vaccination in addition to cost per dose and the total CIP price.

The Adjudication Worksheet form is discussed in Section G but appears as a sample
in Section H only in order to avoid repetition.

1. In consultation with the procurement team
and using detailed evaluation criteria
developed prior to solicitation of bids, prepare a Bid Summary for each
substantially responsive bid. (See discussion of substantially responsive
bid under Part II.F.5., page 98.)

a. Financial. Record price converted to a
common currency. If necessary, develop a
Financial Adjustment Sheet and adjust
prices to common shipping basis16 (for example, CIP Port of Entry) and/
or correct for any computational errors. Enter those adjustments on the
Bid Summary.

b. Examine bid for technical merit based on evaluation criteria (see
discussion in Part II.E.3.a., page 94). Record findings and pertinent
details. List and cross-reference any deviations from bidding documents.
Material deviation from technical specifications and/or quality criteria
will disqualify the bid.

c. Examine bid for contractual merit based on evaluation criteria (see
discussion in Part II.E.3.a., page 95). Record findings and pertinent

Sample II.G.1., page 109

16 For bids tendered without shipping and insurance costs, add a reasonable estimated amount that
would need to be paid in addition to the cost of the goods as packed for shipment.

Sample II.G.1.a., page 111
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details. Examine all pages of bid for modifications, exceptions or inter-
lineations. List and cross-reference any deviations from bidding
documents. Address any other evaluation criteria announced in
Instructions to Bidders.

d. Examine bid for commercial merit based on evaluation criteria (see
discussion in Part II.E.3.a., page 95); evaluate bidder for commercial
viability. Record findings and pertinent details. If bidder has not
previously pre-qualified for supply of vaccines to immunization
programmes, facilitate review process. Do not submit bid to Tender
Review Committee until financial and business references have been
checked and approved by relevant authority.

2. Attach detailed Bid Summary and Record
of Bid Examination for each substantially
responsive bid.

3. If using a Merit Point System, prepare a
Merit Point Form for each bid. List
technical, contractual and commercial
criteria with corresponding points
available.

4. Prepare an Adjudication Worksheet form for comparison of the bids.

a. List bidders across the top and detailed criteria for analysis down the left
margin by defined category (i.e., financial merit, technical merit, etc.).

b. Allow space for comments/deviations from bidding documents.

c. If a Merit Point System will be used to
select a winning bid, provide appropriate
spaces for available points and awarded
points.

5. Prepare documents for Tender Review Committee.

a. Enter data from each Bid Summary (Sample II.G.1.) and Merit Point Form
(Sample II.G.3.), as applicable, onto the Adjudication Worksheet
(Sample II.H.1.c.), summarising technical, contractual, commercial and
financial findings. Procurement personnel may propose appropriate
merit points for technical, contractual and commercial attributes of each
bid, but final assessment and award of merit points is the responsibility
of the Tender Review Committee.

b. Prepare Summary Cover Sheet for the
Tender Review Committee with space for
their authorisation signatures.

Sample II.G.1., page 109
Sample II.F.7., page 103

Sample II.G.3., page 112
Supplement II.H.1.c., page 119

Sample II.H.1.c., page 121

Form II.G.5.b., page 113
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c. Assemble all pertinent documents; if practical, prepare one set for each
Tender Review Committee member and a master copy for procurement
records.

• Summary cover sheet

• Adjudication worksheet

• Bid summaries and merit point forms

• Substantially responsive bids

• Written opinions and observations of procurement staff

• Record of bid opening

• Record of bid examination

d. Prepare one full set of supporting documents such as annual reports and
company literature (or copies of same) for reference by Tender Review
Committee.
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Tender Review Committee Summary Cover Sheet

Tender Review
Submission No.: _______________ Invitation to Bid No.:_________________

Funder: ____________________________ Date: ________________________

Project No.: __________________________________

The Tender Review Committee is requested to review bids received in response
to the above Invitation to Bid and select a supplier for the goods described
below.

I. Type and Quantity of Commodity:

__________________________________________________________________

__________________________________________________________________

II. Bidding Information and Details

Number of Bids Received: ____________________________________

Number of Substantially Responsive Bids: _______________________

Evaluated Value of Lowest Acceptable Bid: ______________________

Evaluated Value of Highest Acceptable Bid: ______________________

III. Supplier Selection

Supplier Name: ____________________________________________

Supplier Address: ___________________________________________

Manufacturer Name: ________________________________________

Country of Manufacture: _____________________________________

Adjusted Bid Amount: _______________________________________

Payment Terms: ____________________________________________

Delivery Terms: ____________________________________________

Expiration Date of Bid: _______________________________________

Date for First Shipment: ___________________________________________

Form II.G.5.b. - 1 of 2
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IV. Additional Comments or Recommendations:

_________________________________________________________________

_________________________________________________________________

V. Approvals17:

__________________________________ Date: ______________

__________________________________ Date: ______________

__________________________________ Date: ______________

17 A representative of the National Control Authority should be a member of the Tender Review
Committee and a signatory in the approval process.

Form II.G.5.b. - 2 of 2
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H. The Selection Process

Funder/Supplier Ministry/Senior
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Procurement
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Tender
Committee

Review

Funder (if
applicable)

Eliminate Bids
with Material
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Choose Most
Advantageous

Bid

Ministry of
Finance

Ministry of Health

Present Data
Summary (and

recommendation)
to Tender

Committee

Document
Decision

Obtain Additional
Approvals
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H. The Selection Process

1. Procurement Unit or Team schedules presentation to Tender Review
Committee.

a. Participants in the Tender Review Committee usually include senior
programme managers/EPI, Ministry of Health representatives, senior
procurement unit representative(s) and technical experts, such as
representatives of the National Control Authority, in addition to
representatives from the Ministry of Finance. Many governments
legislate the precise makeup of tender committees. In some cases, a
Tender Board is appointed by the President.

b. Distribute prepared documents for study at least 24 hours before Tender
Review Committee meeting.

c. Responsibilities of Tender Review Committee:

• To officially eliminate bids having material deviations from contractual
terms and conditions or technical specifications. A material deviation
is one that affects in any way the price, quantity, quality or delivery of
the goods as required in the bid documents, or limits in any way the
responsibilities, duties or liabilities of the bidder or any rights of the
Purchaser. A bid offering unlicensed vaccine would be an example of
one having a material deviation (provided the requirement was clearly
stated in the bidding documents). A minor informality or irregularity
in a bid that is not a material deviation may be waived if such waiver
does not affect the relative ranking of any bidder.

• To judge supplier reliability and commercial viability using prior
knowledge and the documentation provided with the bid. If the
vaccine has been licensed for use in the country and the prospective
supplier has been carefully pre-qualified for commercial and technical
suitability by the national health authority for the supply of vaccine to
the country, supplier reliability has been established and the
purchasing entity may elect to forego any further commercial
assessment. If there is doubt on this point, references should be
checked (at least).

• To review and compare prices and calculated costs.

• To determine and direct any further action or investigation necessary
before decision to award such as:

◊ Bid clarifications
◊ Legal advice
◊ Additional reference checks
◊ Testing
◊ Additional technical input
◊ Site visits

• To compare bids, using stated evaluation criteria, and make a
determination as to which is the most advantageous bid, taking into
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consideration the price or cost,
technical, contractual and commercial
elements of the offers.

◊ Bids may be evaluated by a
combination of objective and
subjective observations or by
converting subjective elements
into objective values by a process such as the Merit Point System.

◊ If a Merit Point System is used,
the Tender Review Committee
considers each evaluation
criterion and agrees on a value
(up to the total points available for that criterion) that represents
the degree to which each offer meets the requirements and intent of
the bidding documents. Individual merit point ratings are
summarised on an Adjudication Worksheet for comparison and
calculation of relative rank. In some cases, the Procurement Unit or
Procurement Team will propose appropriate ratings in order to
facilitate the work of the Tender Review Committee.

• Duties of the Tender Committee after award and during the contract
period may include:

◊ Monitoring correction of deficiencies
◊ Authorising shipment
◊ Rejecting commodities not in compliance with specifications and

quality criteria

2. Procurement Unit or Team representative assists Tender Review
Committee with evaluation and selection of winning bid.

a. Reviews and summarises main financial, contractual, commercial and
technical review.

b. Summarises individual bids.

c. Makes tentative recommendation if there is a clearly superior offer.

d. If Merit Point System is used, assists Tender Review Committee in
assigning values and calculating relative ranking.

3. Procurement Unit or Team representative records decision of Tender
Committee.

a. Records minutes of meeting.

b. Enters name of selected supplier and cost information on Summary
Cover Sheet.

c. Obtains appropriate signatures on Summary Cover Sheet.

Part II.E., page 93

Supplement II.H.1.c., page 119
Sample II.H.1.c., page 121

Supplement II.H.1.c., page 119
Sample II.H.1.c., page 121
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4. Procurement Unit or Team secures additional award approvals (as
necessary).

Approvals may be required from:

• Ministry of Finance

• Ministry of Health

• Funder

5. Procurement Unit or Team monitors expiration of bid securities.
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Adjudicating Bids

One method of selecting a winning bid is to use a merit point system. This method
combines both objective and subjective criteria in rating and comparing bids.
Sample II.H.1.c. is an example of applying a merit point rating system to a set of
offers received and documented.

Each category (i.e., financial, contractual, technical, commercial) is assigned a maxi-
mum number of points based on the perceived importance of that category as a
factor in the bid selection. Further, the most important elements within each cat-
egory are identified and assigned points based on their perceived importance. This
determination is critical and should be undertaken by those responsible for select-
ing the winning bid at the time the bidding documents are developed (i.e., before
Invitations to Bid are transmitted). The total points for all categories should equal
100.

The responses in each category and/or sub-category are then examined and
awarded values within the limits of their assigned weights. Total merit points are
calculated by adding all awarded values.

Bid price is an objective factor that requires no analysis. The following example
illustrates how a merit point value for bid prices can be determined by assigning
the low bid a value of 100 percent and then rating the other bid prices relative to it:

Low Supplier’s Category Merit
Bidder Bid ÷÷ Bid = Percentage1 x Points = Points

A: 104,250 ÷÷ 107,250 = 97% x 35 = 33.95
B: 104,250 ÷÷ 117,000 = 89% x 35 = 31.15
C: 104,250 ÷÷ 104,250 = 100% x 35 = 35
D: 104,250 ÷÷ 135,000 = 77% x 35 = 26.95

This example bases its calculations on total price, while the worksheet offered as
Sample II.H.1.c. demonstrates the calculation of cost per vaccination. This varia-
tion is useful in cases where vial size and wastage rates are not consistent among
bids.

Contractual, commercial and technical criteria may be either objective or subjec-
tive factors in evaluating a bid. If a bid does not fully meet a bid requirement but
has not been disqualified for material deviation, a subjective judgement must be
made in allocating the correct number of merit points. Commercial information
that has been solicited with no stated bid requirement is always rated on an en-
tirely subjective basis.

The difficulty in using a merit or weighted point plan is assigning the relative
weights to each category in a correct manner and then allocating the correct num-
ber of merit points to each bid during the evaluation. 2

1 Low bid divided by supplier’s bid.
2 Westring, Gösta, International Procurement: A Training Manual. International Trade Centre, United

Nations Institute for Training and Research, and the World Bank, 1985.

Supplement II.H.1.c. - 1 of 2
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The strength of a merit point or weighted point plan is that it tends to establish an
environment of transparency in the procurement process, since it requires that all
aspects of a set of bids be thoroughly examined and assessed against the same set
of pre-established criteria and the results clearly documented in an official record.

Supplement II.H.1.c. - 2 of 2
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I. The Award Process
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I. The Award Process

1. Notify successful bidder.

a. If bid contains unacceptable minor
deviations, draft letter stating offer is
being conditionally accepted pending
resolution. List outstanding issues and/or unacceptable conditions;
indicate next step.

b. Request response/acknowledgement.

2. Negotiate resolution of any minor deviations (such as acceptable changes
to delivery date) and secure appropriate approvals for any modification to
original draft of contract or specification.

Approvals may be required from

• Programme Management

• Ministry of Health

• Tender Committee

• Contracts/Legal Unit

• Funder

3. If required, prepare addendum reflecting acceptable deviations.

4. Prepare award letter and contract form for
signature by authorised official(s),
providing bidding documents
incorporating all agreements between the
parties.

a. When no issues need to be resolved.

b. When issues have been resolved.

5. Transmit official award letter, final contract
with general shipping instructions and
contract form signed by Buyer, for Seller’s
signature.

Form II.I.1.a., page 125

Form II.I.5., page 132

Form II.I.4.a., page 126
Form II.I.4.a. (Enclosure),

page 127

Form II.I.4.b., page 129
Form II.I.4.b. (Enclosure),

page 130
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Conditional Bid Acceptance Letter
(Use this letter when outstanding issues need to be resolved between
Purchaser and Supplier)

[Date]

[Bidder’s name]
[Bidder’s address]

Reference: [Invitation to Bid No.]
[Conditional Bid Acceptance]

Dear [Supplier contact]:

The [appropriate ministry/agency] is please to inform you that your bid [reference
date or supplier bid number] to furnish [items to be supplied] identified in the
referenced Invitation to Bid has been conditionally accepted pending resolution
of the following outstanding issues:

[Examples:
delivery schedule
packaging requirements
warranty]

Please acknowledge receipt of this letter in writing and contact the undersigned
by [date] to discuss amending your bid response on these issues to comply with
the bid requirements.

Sincerely,

[Signature of authorised personnel]

Form II.I.1.a.
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Unconditional Bid Acceptance/Award Letter
(Use this letter when no outstanding issues need to be resolved between
Purchaser and Supplier.)

[Date]

[Bidder’s name]
[Bidder’s address]

Reference: [Invitation to Bid No.]
[Notification of Award]
[Contract No.]

Dear [Supplier contact]:

The [appropriate ministry/agency] is pleased to inform you that your bid [reference
date or supplier bid number] to furnish [items to be supplied] identified in the
referenced Invitation to Bid has been accepted. Enclosed please find the contract
form to be duly executed and returned to [appropriate ministry/agency] by
[designated date]. A properly executed performance security should be submitted
with the contract form. Upon our receipt of the properly executed contract and
performance security, the contract will become effective per the contract date and
your bid security will be returned.

As stipulated in the Invitation to Bid, failure to execute the enclosed contract
form or provide the performance security in accordance with the conditions of
the contract shall be sufficient grounds for the annulment of the award and
forfeiture of the bid security.

If you should have any questions regarding the award, please feel free to contact
the undersigned [or other appropriate personnel]. We look forward to working with
[supplier organisation] in supplying [product] to [name of immunization programme].

Sincerely,

[Signature of authorised personnel]
Enclosure: Contract Form

Form II.I.4.a.
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Contract Form for Enclosure with
Unconditional Bid Acceptance/Award Letter
(Use when no Addendum for resolution of outstanding issues between
Purchaser and Supplier is needed.)

This agreement made the ___________ day of ____________________, 19_____,
between [Purchasing agency] (hereinafter “the Purchaser”) of one part and [name
of Supplier] of [city and country of Supplier] (hereinafter “the Supplier”) of the other
part.

Whereas the Purchaser is desirous that certain Goods should be provided by the
Supplier, [brief description of Goods including quantity], and has accepted a bid by
the Supplier for the supply of those Goods in the sum of [Contract Price in words
and figures] (hereinafter “the Contract Price”).

NOW THIS AGREEMENT WITNESSETH AS FOLLOWS:

1. In this agreement words and expressions shall have the same meanings as
are respectively assigned to them in the Conditions of Contract referred to.

2. The following documents shall be deemed to form and be read and
construed as part of this agreement:

a. the Bid Form and Price Schedule submitted by the Bidder;

b. the Schedule of Requirements;

c. the Technical Specifications;

d. the General Conditions of Contract;
e. the Special Conditions of Contract;

f. the Purchaser’s Notification of Award.

3. In consideration of the payments to be made by the Purchaser to the
Supplier as hereinafter mentioned, the Supplier hereby convenants with the
Purchaser to provide the Goods and Services and to remedy defects therein
in conformity in all respects with the provisions of the Contract.

4. The Purchaser hereby covenants to pay the Supplier in consideration of the
provision of the Goods and Services and the remedying of defects therein
the Contract Price or such other sum as may become payable under the
provisions of the Contract at the time and in the manner prescribed by the
Contract.

Form II.I.4.a. (Enclosure) - 1 of 2
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IN WITNESS whereof the parties hereto have caused this Agreement to be
executed in accordance with their respective laws the day and year first above
written

Signed, Sealed, and Delivered by the said
__________________________________________________ (for the Purchaser)

in the presence of ________________________________________________________

_________________________________________________________________________

_________________________________________________________________________

[signature, name, and address of witness]

Signed, Sealed, and Delivered by the said
__________________________________________________ (for the Supplier)

in the presence of ________________________________________________________

_________________________________________________________________________

_________________________________________________________________________

[signature, name, and address of witness]

Form II.I.4.a. (Enclosure) - 2 of 2
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Bid Award Letter
(Use after outstanding issues mentioned in conditional bid acceptance letter have
been resolved.)

[Date]

[Bidder’s name]
[Bidder’s address]

Reference: [Invitation to Bid No.]
[Notification of Award]
[Contract No.]

Dear [Supplier contact]:

The [appropriate ministry/agency] is pleased to inform you that with the inclusion
of the terms and conditions identified in Addendum A enclosed, your bid
[reference date or supplier bid number] to furnish [items to be supplied] identified in
the referenced Invitation to Bid schedule has been accepted. Enclosed please find
the contract form to be duly executed and returned to [appropriate ministry/
agency] by [designated date]. A properly executed performance security should be
submitted with the contract form. Upon our receipt of the properly executed
contract form and performance security, the contract will become effective per
the contract date and your bid security will be returned.

As stipulated in the Invitation to Bid, failure to execute the enclosed contract
form or provide the performance security in accordance with the conditions of
the contract shall be sufficient grounds for the annulment of the award and
forfeiture of the bid security.

If you should have any questions regarding the award, please feel free to contact
the undersigned [or other appropriate personnel]. We look forward to working with
[supplier organisation] in supplying [product] to [name of immunization programme].

Sincerely,

[Signature of authorised personnel]
Enclosure: Contract Form

Form II.I.4.b.
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Contract Form for Enclosure with Bid Award Letter
(Use when documents referenced include Addendum resolving outstanding
issues between Purchaser and Supplier.)

This agreement made the ___________ day of ____________________, 19_____,
between [Purchasing agency] (hereinafter “the Purchaser”) of one part and [name
of Supplier] of [city and country of Supplier] (hereinafter “the Supplier”) of the other
part.

Whereas the Purchaser is desirous that certain Goods should be provided by the
Supplier, [brief description of Goods including quantity], and has accepted a bid by
the Supplier for the supply of those Goods in the sum of [Contract Price in words
and figures] (hereinafter “the Contract Price”).

NOW THIS AGREEMENT WITNESSETH AS FOLLOWS:

1. In this agreement words and expressions shall have the same meanings as
are respectively assigned to them in the Conditions of Contract referred to.

2. The following documents shall be deemed to form, and be read, and
construed as part of this agreement:

a. the Technical Specifications;

b. the Schedule of Requirements;

c. the Bid Form and Price Schedule submitted by the Bidder;
d. the Special Conditions of Contract;

e. the General Conditions of Contract;

f. the Purchaser’s Notification of Award;

g. Addendum18.

3. In consideration of the payments to be made by the Purchaser to the
Supplier as hereinafter mentioned, the Supplier hereby convenants with the
Purchaser to provide the Goods and Services and to remedy defects therein
in conformity in all respects with the provisions of the Contract.

4. The Purchaser hereby covenants to pay the Supplier in consideration of the
provision of the Goods and Services and the remedying of defects therein
the Contract Price or such other sum as may become payable under the
provisions of the Contract at the time and in the manner prescribed by the
Contract.

18 The addition of an addendum is the only difference between this and a letter with no outstand-
ing issues.

Form II.I.4.b. (Enclosure) - 1 of 2
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IN WITNESS whereof the parties hereto have caused this Agreement to be
executed in accordance with their respective laws the day and year first above
written.

Signed, Sealed, and Delivered by the said
_________________________________________________ (for the Purchaser)

in the presence of ________________________________________________________

_________________________________________________________________________

_________________________________________________________________________
[signature, name, and address of witness]

Signed, Sealed, and Delivered by the said
____________________________________________________________________
(for the Supplier)

in the presence of ________________________________________________________

_________________________________________________________________________

_________________________________________________________________________

[signature, name, and address of witness]

Form II.I.4.b. (Enclosure) - 2 of 2
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General Shipping Instructions

To: ______________________________________________

Ref: Contract Number______________________________

1. Quality of vaccine

The vaccines supplied to the Government of [country] for [purpose] will meet
internationally recognised standards for safety, efficacy and quality as
substantiated by supporting documentation outlined in Section 2 below.

2. Vaccine documents

The following documents must be included with each lot (numbered batch)
of vaccine shipped to [country]:

a. For vaccine of U.S. origin:

• USFDA lot release letter

• Manufacturer’s batch/lot Certificate of Analysis

• Certificate of Origin

• Certificate of Registration or Licensing in U.S.

• Certificate of Free Sale or equivalent from country of manufacture

• Copy of package insert

• USFDA master file documentation (to be provided one time only,
prior to first shipment of vaccine—usually this is part of the licensing
process)

b. For vaccine of non-U.S. origin:

• Certification for the release of vaccine by the National Control
Authority of the producing country

• Manufacturer’s batch/lot information, including protocols, certificate
of analysis, test summary sheets and approval and release records
(protocols) signed by the regulatory affairs manager for the
manufacturing facility

• Certificate of Origin

• Certificate of Registration or Licensing in country of manufacture

• Certificate of Free Sale or equivalent from country of manufacture

• Copy of package insert

Form II.I.5. - 1 of 3
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3. Normal and customary international shipping documents, i.e.,

a. Air waybill
b. Commercial invoice

c. Packing lists

d. Insurance certificate

4. A complete set of the documents identified in Sections 2 and 3 above must
accompany each shipment and an identical set must be sent in advance of
each shipment by [international courier] or faxed to the following parties:

• Ministry of Health of [country]
[address and fax number]
Attention: [responsible official]

• [Agent, if applicable]
[address and fax number]
Attention: [responsible party]

5. Packing

The vaccine shall be packed in cartons/containers suitable for export
shipment and with adequate cold chain packing to ensure the vaccine is
neither frozen nor exposed to temperatures above 8 degrees C during transit
to the initial delivery point in [country]. Shipping containers should contain
appropriate temperature monitors in accordance with WHO/EPI Guidelines
on the International Packaging and Shipping of Vaccines, EPI/CCIS 81.4
rev. 6.

6. Marking

The exterior of all outer shipping cartons/containers shall note the quantity
and description of contents in the language of the recipient country. All
outer shipping containers must bear:

a. Lot number

b. Expiry date

c. Appropriate cautionary wording, for example: “Perishable Material,
Keep Refrigerated (2-8 degrees centigrade)”. Depending upon the
vaccine, it may be necessary to include “Keep from freezing” in the
cautionary wording.

d. [Special labelling, if required]

7. Shipping instructions

Purchaser will provide specific instructions shortly before shipment. These
will include details such as routing requirements, exact packing

Form II.I.5. - 2 of 3
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configuration (including volume) and specific directions for cold chain
maintenance. Following are general instructions:

a. Each vaccine shipment should be consigned as follows:
[full name, address, telephone and fax numbers of receiving party in
country of destination]

b. All invoices and shipping documents must carry the markings as stated
in 6.a. above.

8. Delivery information

a. Prior to shipment, the manufacturer will fax the following information to
the parties identified in 8.b. below:

• Airline flight number and departure time
• Estimated time of arrival (ETA) [at designated airport]
• Total quantity and description of commodity
• Dimensions of each piece
• Accurate net and gross weight per piece
• Total gross weight and cube of entire shipment

b. The manufacturer will fax the above delivery information to:

[full names, addresses, fax numbers of receiving party and any agents or others
designated by the purchaser]

9. Inspection

Prior to shipment, [purchaser] reserves the right for its designated
representative to inspect the shipment for conformance to contract
requirements.

10. Shelf life

The vaccine ordered on this contract must have a minimum of [number]
months of remaining shelf life from the date of its arrival in [country].

11. Shipping charges

[Will be paid by Seller in accordance with the contract.]  or  [Purchaser will
reimburse the manufacturer for actual cost of insurance and air freight to ship
vaccine to (country)]

Form II.I.5. - 3 of 3
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J. The Contract

Funder/Supplier Ministry/Senior
Mangement/EPI

Procurement
Unit/Team

Resources

Funder (if
applicable)

Supplier

Approve and Sign
Final Contract

Supplier

Transmit Official
Award Letter

Draft Final
Contract

Obtain Suppliers
Signature

Collect
Performance

Security,
(if necessary)

Advise
Unsuccessful

Bidders

Return Bid
Security to

Unsuccessful
Bidders



136 Procurement of vaccines for public sector programmes

J. The Contract

1. Seller should sign and date the contract within 30 days of receipt of
contract form.

2. Obtain performance guarantee from Seller if required by funder or
contract (within 30 days of notification of award).

• Ideally the performance guarantee is obtained at same time the signed
contract form is returned.

• Requirements may be limited to new or previously unreliable suppliers.

Appropriate performance guarantee vehicles are:

• Performance bond

• Bank guarantee

• Stand-by Letter of Credit

3. Notify unsuccessful bidders and return bid
securities to them.

a. Depending on expiry date of bid security, return may be delayed until
contract is signed and performance security is in place; this allows for
secured switch to next lowest bidder if necessary.

b. Hold bid security of successful bidder until contract performance security
is in place.

Form II.J.3., page 137
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Unsuccessful Bidder Notification

[Date]

[Bidder’s name]
[Bidder’s address]

Reference: [Invitation to Bid No. ____________________]

Dear [____________________]:

Thank you very much for your response to the above-mentioned Invitation to
Bid. While your bid was of merit, we have accepted a more advantageous price
and other factors considered.

Enclosed please find your unexecuted bid security in the amount of
[__________].

Sincerely,

[Signature of uthorised personnel]

Form II.J.3.



139WHO/V&B/99.12

K. Financial Arrangements
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K. Financial Arrangements

1. Arrange for release of funds from donor or lender if applicable.

a. World Bank has a standard withdrawal procedure using Special
Commitment form 1931.

b. Asian Development Bank uses procedures similar to World Bank.

2. Request down payment, if applicable, from appropriate ministry or
financial unit.

Direct bank transfer of funds is recommended.

a. Include seller’s name, address, bank, account number, address of bank,
etc.

b. Include reference to procurement contract number.

3. Request Letter of Credit (L/C), if applicable.

International banking practices for Letters
of Credit are described in Part VI. C.,
Payment Options, and Supplement II.K.3.

a. Opening a commercial L/C may be
accomplished by a finance ministry or
finance unit rather than EPI or
programme managers or the procurement team. If so, a separate L/C
instruction sheet should be developed from the relevant sections of the
contract and submitted to the appropriate ministry or financial unit to
ensure that all intended controls are included in the L/C.

b. Application forms are provided by
issuing banks. When properly executed,
they become the L/C Agreement
document.

c. An L/C can provide control and enforcement of contract conditions by
withholding payment until documentation indicates conditions have
been met.

• Quality requirements can be enforced by requiring presentation of
compliance documents or authorisation for shipment based on
inspection and test documentation

• Contractual requirements for shipping date, documentation and
markings can be enforced through the L/C

4. Obtain verification that down payment has been made and/or Letter of
Credit has been issued.

a. Record down payment and L/C dates and other pertinent data such as
L/C number, issuing bank and expiration date.

Form II.K.3.a., page 143

Sample II.K.3.b., page 145

Part VI.C.5., page 707
Supplement  II.K.3., page 142
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• Shipping dates may be affected by the date supplier receives funds
and/or secures commitment of funds (L/C)

• This is the point at which supplier normally commits resources (time
and materials) to filling the order

b. Obtain a copy of the issued L/C and confirm the terms and conditions
match the request made to the finance unit or ministry responsible for
obtaining the L/C.

• Mistakes by issuing banks are possible; usually only a few days are
allowed to make corrections without incurring amendment costs;
Accountee (usually the Purchaser) notifies bank

5. Once the L/C is issued, any changes desired by Seller (Beneficiary) must
be agreed upon and initiated by the Accountee.
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Letter of Credit

Uniform Customs and Practice for Documentary Credits

The commercial Letter of Credit is a banking tool used extensively in international
trade because it serves the interest of both parties independently:

a) It guarantees payment to the Seller (Beneficiary) when he complies with
its terms.

b) It allows the Buyer (Applicant) to retain funds in his own bank until the
Seller (Beneficiary) complies with its terms.

The standards and practices for Letters of Credit are published by the Interna-
tional Chamber of Commerce (ICC) Banking Commission under the title “Uni-
form Customs and Practice for Documentary Credits”. These customs and prac-
tices change from time to time and each new published version is given a separate
number. The current issue was published in 1993 and is known as UCP 500.

Documents for Payment:

• Proof of Performance

• Commercial Invoice*

• Certificate of Origin

• Insurance Certificate*

• Inspection Certificate

• Transport Documents* (for example, the Bill of Lading or Air Waybill)

• Authorisation for Shipment

• Other Certificates and Certifications (for example, Certificate of Analysis)

The items with an asterisk are always required. Other items are optional. The Let-
ter of Credit can function as a tool to enforce quality assurance provisions in the
contract by linking proof of compliance to payment. This proof may take the form
of Inspection and/or Testing Certificates, or an Authorisation for Shipment signed
by the Buyer’s representative based on approval of inspection or testing results.

Buyers (Purchasers) should become familiar with the sets of rules governing docu-
mentary credits because they specify the extent of the bank’s obligations and limi-
tations with regard to monitoring compliance with the terms of the Letter of Credit.

Seller (Suppliers) should also become familiar with the sets of rules governing docu-
mentary credits as they explain the criteria the banks must use for acceptance or
refusal of the documentation the Seller (Supplier) presents to the bank as a prereq-
uisite for payment.

See Part VI.C.5., page 707, for additional discussion of Letters of Credit.

Supplement II.K.3.
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Instructions for Letter of Credit (L/C)

Date: __________________________________

Attention: __________________________ (Finance unit or department that
handles L/C requests)

Reference: __________________________ (Contract or Purchase Order
number)

Please instruct our bank to open an irrevocable, confirmed, documentary
Letter of Credit as follows:

1. Beneficiary: ______________________________ (Seller’s name
______________________________ and address)
______________________________
______________________________
______________________________

2. Advising Bank: ______________________________ (Bank’s name and
______________________________ address)
______________________________
______________________________
______________________________

3. L/C Amount: _______________________________________________________

4. Shipping Terms: _____________________________________________________

5. Shipment Via: _______________________________________________________

6. Shipping Date: ______________________________________________________

7. L/C Expiration Date: _________________________________________________

8. Shipment From: _____________________________________________________

9. Shipment To: ________________________________________________________
(Port or airport, city, and country of final destination)

10. Merchandise Description: _____________________________________________

11. Merchandise Value: __________________________________________________
                    (Include any down payments not contained in the L/C amount.)

12. Partial Shipments: _____ not allowed _____ allowed

13. Trans-shipments: _____ not allowed _____ allowed

Form II.K.3.a. - 1 of 2
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14. Documents Required:

This requirement varies from country to country. Please review your country’s
import requirements as well as your own agency’s requirements. Typical shipping
document for airfreight shipments are included below:

• Commercial Invoice (state number of each required)

_____ originals _____ copies

• Packing List (state number of each required)

_____ originals _____ copies

• Original Air Waybill (state number of each required) consigned to:
___________________________________________________________

_____ originals _____ copies

• Insurance Certificate for 110% of CIP value (state number of each
required)

(Insure for total cost of commodities, transportation and insurance plus
minimum 10 percent. Total cost of commodities includes down payment to
supplier not included in L/C amount.)

_____ originals _____ copies

Insurance payable to: ___________________________________________

• Certificate of Conformity with contract specifications issued
______________________________________(third party inspection agent).

• Authorisation for Shipment signed by the Accountee.

• Beneficiary’s signed certification that the following documents have been
sent with the shipment (list required documentation).

_______________________________________________________________________

_______________________________________________________________________

• Beneficiary’s signed certification that all the shipping boxes have been
labelled with the following Shipping Marks:

_______________________________________________________________________

_______________________________________________________________________

15. Special L/C Conditions:

16. L/C Transmittal Method:     _____ Airmail     _____ Full Text Cable

Form II.K.3.a. - 2 of 2
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L. Contract Performance
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L. Contract Performance

The Purchaser’s responsibilities are to ensure that the Seller fulfils all the terms of
the contract and that the vaccines arrive safely at the point of destination. This may
include inspection by an appointed agent at the manufacturer’s premises before
shipment. The inspection agent should confirm that the physical characteristics of
the shipment match the contract specifications, in particular, vial size, labelling,
packing and temperature maintenance requirements have been met.

1. Set up and maintain a contract monitoring system.

a. List responsibilities of Purchaser and of
Seller.

• Responsibilities tied to normal execution of contract such as
arrangements for inspection, provision of shipping documents, etc.

• Responsibilities tied to exceptional conditions such as notification of
force majeure

b. Establish a probable shipping date based on date of down payment or
issuance of L/C.

c. Develop a timeline for execution of the
responsibilities based on probable
shipping date and normal execution of
contract.

d. Systematically evaluate status of outstanding orders.

• Update timeline with actual dates as tasks are accomplished

• Remind supplier of pending deadlines; ask for status

2. Issue final shipping and marking instructions.

a. Develop a separate document covering all of the shipping information
and shipping requirements mentioned in the contract. This prevents
oversights and mistakes on the part of the Supplier and thus avoids
delays and customs clearance problems.

b. Provide final instructions to Supplier at
least 30 days but not more than 60 days
before shipment. The form provided in
II.I.5. represents preliminary shipping instructions that constitute part of
the contract between the Buyer and the Seller.

3. Facilitate arrangements for pre-shipment inspection, sampling and testing
per compliance programme requirements. Normally, only visual
inspection will be required. Any sampling and testing required should be
carried out under the direction of the Purchaser’s NCA.

Sample II.L.1.a., page 150

Sample II.L.1.c., page 152

Form II.I.5., page 132
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a. Excerpt requirements for inspection,
(sampling and testing) from contract
draft.

b. Arrange for services. Independent international inspection (and testing)
organisations are recommended in order to eliminate charges and
countercharges of prejudice.

• Inspection (and sampling) can be
arranged through Societe Generale de
Surveillance SA or similar
international inspection services. See Part IV.D. for a list and contact
information.

4. Any testing that is required due to
exceptional circumstances is best done
directly through a specialised independent
laboratory on samples drawn and submitted by an independent
international inspection service. The NCA of the purchaser’s country has
oversight responsibility for all testing and acceptance matters.

Part IV. D., page 573

Part IV.D., page 574

Part IV.D.4., page 575
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Responsibilities for Contract Performance

Supplier (Seller)

Provides performance security if applicable.

Notifies purchaser in writing of all subcontracts awarded under contract if not
stated in bid.

Provides reasonable facilities and assistance to inspection agents, including access
to production data and quality control records, for inspection purposes.

Provides packing sufficient to prevent damage or deterioration of goods during
transit.

Includes appropriate temperature monitoring devices with packing.

Complies with requested routing.

Arranges and pays for shipping and insurance (CIP terms).

Notifies Purchaser by fax, telex, cable or e-mail of full details of shipment.

Forwards shipping documents and quality assurance documents to Purchaser.

Delivers goods in accordance with time schedule of the contract.

Requests payment in writing from Purchaser (or Purchaser’s bank).

Pays taxes, stamp duties, license fees and any other levies imposed outside of the
destination country (foreign supplier).

Pays taxes, duties and license fees incurred or imposed locally prior to delivery
(local supplier).

Replaces rejected goods.

Notifies Purchaser in writing of any impending delay in delivery, its likely dura-
tion and its causes.

Claims any adjustment in price within 30 days after receipt of change order.

Notifies Purchaser in writing of force majeure situation.

Purchaser (Buyer)

Opens Letter of Credit in favour of Supplier.

Applies for import license (if required).

Arranges and prepares for pre- and post-shipment inspections and tests.

Pays for pre-shipment inspections and tests.

Sample II.L.1.a. - 1 of 2
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Notifies Supplier in writing of identity of any representatives retained for inspec-
tions and tests.

Authorises (in writing) shipment of goods based on pre-shipment inspection and,
in exceptional circumstances, test results.

Provides transportation of goods after delivery.

Arranges for payment of contract price to Supplier upon receipt of invoice and
documents.

Provides Acceptance Certificate for each delivery.

Discharges and returns performance security to Supplier not later than 30 days
following the date of completion of the Supplier’s performance obligation, includ-
ing any warranty obligation, under the contract.

Notifies Supplier in writing of any claims arising under warranty.

Issues change orders in writing to Supplier for any modification to specifications,
method of shipment, place of delivery or services.

Notifies Supplier in writing of default(s).

Notifies Supplier in writing of intention to terminate contract for any reason.

Sample II.L.1.a. - 2 of 2
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M. Shipment

Funder/Supplier
Ministry/Senior
Mangement/EPI

Procurement
Unit/Team

Resources

Senior
Management
EPI Review

Approval for
Shipment

NCA
Reviews and

Approves

Obtain Inspection
Results

Obtain Test
Results

(exceptional)

Obtain Lot
Release

Documents

Authorize
Shipment

NCA
Reviews

and
Approves



154 Procurement of vaccines for public sector programmes

M. Shipment

1. Compare pre-shipment inspection (and test) results against contract
requirements.19

This is a cursory review by procurement personnel.

2. Secure technical input on results of any pre-shipment compliance testing.

Normally, this will be the NCA of the Purchaser’s country.

3. Present pre-shipment inspection(/test) results to Tender Review
Committee or quality committee.

a. If there are no discrepancies between specifications and inspection/test
results, this is a formality.

b. If there are deficiencies, this Committee should be responsible for
decisions regarding resolution. In matters of vaccine quality, the NCA of
the Purchaser’s country has legal responsibility.

4. Monitor correction of deficiencies if necessary.

The cost of repeating any pre-shipment compliance activities should be
borne by the Seller, but activities should be controlled by the Purchaser.

5. Obtain approval from Tender Review Committee to authorise shipment
or to reject commodities.

6. Issue written authorisation to Supplier for
shipment.

19 Testing will be carried out only in exceptional circumstances.

Form II.M.6., page 155
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Authorisation for Shipment

Attn: ________________________________________

Ref: Contract Number __________________________

L/C Number _____________________________

Authorisation for Shipment

[Your organisation’s name and address]

Re: ____________________________________________________________________

Pre-shipment inspection [and test data] results have been received and approved
by _____________________________________________________________________

Signature

Signature of this document by the [authorised representative] indicates that the
commodity under Contract Number ____________________ is released for
shipment.

This certificate does not release Supplier from compliance with warranties and
other conditions included in this contract.

_________________________________
[authorised representative]

_________________________________
Date

Form II.M.6.
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N. Customs Clearance and Delivery
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N. Customs Clearance and Delivery

1. Notify receiving warehouse of scheduled delivery.

a. Allow time to plan adequate warehouse space and inland transportation.

b. Alert warehouse and logistics staff to pending arrival of documents.

2. Notify programme management and NCA.

3. Receive shipping documents and forward for clearance procedures.

a. Full set of shipping documents must be placed in hands of customs
clearance staff as soon as possible. Late transmittal of documents causes
delays in customs clearance.

• Original Air Waybill does not convey title to goods and is normally
sent with the shipment; identification is required in order to gain
possession of the goods. (Ocean Bill of Lading does convey title to
goods and is sent to the Buyer’s bank for release when funds have
been transferred to the Seller. This procedure does not apply to
vaccines which are always air shipped.)

b. Upon arrival of flight, documents are passed on to a customs broker for
execution of clearance procedures.

• Vaccines must be held in cold storage facility at airport if they are not
cleared immediately

• Storage charges will normally be incurred unless the freight is cleared
immediately

 4. Clear goods from customs.

a. Airport clearance and receiving staff should work closely with a customs
broker and NCA.

b. Any pre-release inspection should be attended by consignee’s airport
clearance staff representative.

5. Arrange for delivery of goods to receiving warehouse, observing all
appropriate cold chain procedures.

a. Customs broker may provide transportation.

b. Make sure commodities are protected from damage due to adverse
weather conditions.

c. Try to arrange for insurance to cover vaccines from unloading at port
through delivery to warehouse.

• Appropriate coverage through to consignee’s warehouse by
international air or ocean cargo insurer is often very expensive



159WHO/V&B/99.12

• Coverage may be available locally at minimal cost

6. Receive and inspect goods for the following details:

• Correct item

• Status of cold chain monitors

• Adherence to cold chain requirements

• Full quantities delivered

• Packing slip present and correct

• Shipping damage

• Correct markings on packaging

• Further testing required

• Manufacturer’s certifications included with shipment (or documents)

• Expiry dates and vial sizes

7. Report deficiencies as necessary.



161WHO/V&B/99.12

O. Closeout Activities
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O. Closeout Activities

1. Maintain warranty records.

a. Define warranty period (for issues such as defects in vial closures and
label application)

b. Document claims against warranty and resolution of claims.

2. Establish and maintain supplier history
forms.

• Purchase order or contract number

• Commodity

• Quantity

• Unit price

• Date ordered

• Date promised

• Date delivered

• Comments (including adherence to cold chain requirements, quality
defects and service)

3. Product performance and monitoring is
usually a function of programme
management. However, it is important for
the Procurement Team to be aware of performance problems in the field
and provide feedback to the Supplier. NCA monitors and assesses safety
during widespread use.

4. Release performance security when contracted obligations have been
fulfilled.

Form II.O.2., page 163

Part IV.H., page 620
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Form II.O.2.

Supplier History
 Supplier:
Purchase

Order Date or Date Date
Number Order   Commodity   Quantity   Unit Price Promised Delivered   Comments
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PART III - SPECIFICATIONS

Introduction

The technical specifications for each vaccine to be used in a country are established
by its National Control Authority. In many cases, the EPI manager will work with
the NCA to develop programmatic specifications such as vial size and packaging,
since they may vary from year to year according to the strategy for control of a
particular disease.

The Sample Procurement Requirements contained in this section of the manual are
based on specifications for EPI vaccines that were developed by WHO to respond
to the needs of the EPI in all those countries where the EPI is being undertaken. At
the time they were established, the EPI was largely being implemented in coun-
tries with tropical and sub-tropical climates. The specifications correspond to the
training materials prepared byWHO, but may be augmented or changed in accor-
dance with the specific needs of a country immunization programme. They do not
constitute a recommendation.

Not all manufacturers produce vaccines that correspond precisely with the Sample
Procurement Requirements. Different specifications do not necessarily affect the
efficacy of a vaccine, although they may change the characteristics. For example,
stability may vary in certain temperature conditions. 1996 USFDA (CFR 21) re-
quirements for the main EPI vaccines included in Part III - Specifications demon-
strate this point. They are provided for reference along with correspondingWHO
Biological Requirements. Related excerpts from United States Pharmacopoeia (USP 23)
Official Monographs have also been included.

In the face of broad advances in vaccine technology and the development of new
vaccines, USFDA has recently moved away from narrowly defined specifications
and production requirements and is now licensing vaccines based on their unique
merits. Thus, all reference to CFR 21 has been deleted in the new USFDA regula-
tions. Concurrently, WHO is moving toward establishment of new �Guidelines�
that will update and replace the traditional �Biological Requirements�.

In practice, the NCA of a country may decide to license a number of vaccines that
have different characteristics and respond to the diseasemanagement requirements
of the country. The EPI manager should decide which licensed products will meet
programme needs and are compatible with training that has been provided to EPI
workers in the field.

The Sample Procurement Requirements presented in this section may be amended
as necessary, but they represent the minimum information that should be pro-
vided with the Invitation to Bid and included in the subsequent purchase contract.
General requirements and standards applicable to all (or most) of the EPI vaccines
have been introduced at Section A.
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A. GENERAL REQUIREMENTS AND STANDARDS

Documents provided in this section include:

1. Good Manufacturing Practices for Biological Products,WHO
Technical Report Series, No. 822, 1992 .......................................................... 169

2. General Requirements for the Sterility of Biological Substances
(Requirements for Biological Substances No. 6, revised 1973),
Annexes 4 and 5, WHO Technical Report Series, No. 530, 1973 ............... 175

3. General Requirements for the Sterility of Biological Substances
(Requirements for Biological Substances No. 6, revised 1973,
amendment 1995), WHO Technical Report Series, No. 872, 1998 ............. 202

4. Biologics, USP 23 - NF 18, Paragraph 1041, 1994 ...................................... 208
5. General Biological Products Standards, US Food and Drug

Administration HHS 21 CFR, Part 610, 1995 ............................................ 209
6. Injection Containers for Injectables and Accessories,ISO 8362, 1989

Part 1: Injection vials made of glass tubing (ISO 8362-1) ............................. 221
Part 2: Closures for injection vials (ISO 8362-2) ........................................... 229



169WHO/V&B/99.12



170 Procurement of vaccines for public sector programmes



171WHO/V&B/99.12



172 Procurement of vaccines for public sector programmes



173WHO/V&B/99.12



174 Procurement of vaccines for public sector programmes



175WHO/V&B/99.12



177WHO/V&B/99.12



178 Procurement of vaccines for public sector programmes



179WHO/V&B/99.12



180 Procurement of vaccines for public sector programmes



181WHO/V&B/99.12



182 Procurement of vaccines for public sector programmes



183WHO/V&B/99.12



184 Procurement of vaccines for public sector programmes



185WHO/V&B/99.12



186 Procurement of vaccines for public sector programmes



187WHO/V&B/99.12



188 Procurement of vaccines for public sector programmes



189WHO/V&B/99.12



190 Procurement of vaccines for public sector programmes



191WHO/V&B/99.12



192 Procurement of vaccines for public sector programmes



193WHO/V&B/99.12



194 Procurement of vaccines for public sector programmes



195WHO/V&B/99.12



196 Procurement of vaccines for public sector programmes



197WHO/V&B/99.12



198 Procurement of vaccines for public sector programmes



199WHO/V&B/99.12



200 Procurement of vaccines for public sector programmes



201WHO/V&B/99.12



202 Procurement of vaccines for public sector programmes



203WHO/V&B/99.12



204 Procurement of vaccines for public sector programmes



205WHO/V&B/99.12



206 Procurement of vaccines for public sector programmes



207WHO/V&B/99.12



208 Procurement of vaccines for public sector programmes



209WHO/V&B/99.12



210 Procurement of vaccines for public sector programmes



211WHO/V&B/99.12



212 Procurement of vaccines for public sector programmes



213WHO/V&B/99.12



214 Procurement of vaccines for public sector programmes



215WHO/V&B/99.12



216 Procurement of vaccines for public sector programmes



217WHO/V&B/99.12



218 Procurement of vaccines for public sector programmes



219WHO/V&B/99.12



220 Procurement of vaccines for public sector programmes



221WHO/V&B/99.12



222 Procurement of vaccines for public sector programmes



223WHO/V&B/99.12



224 Procurement of vaccines for public sector programmes



225WHO/V&B/99.12



226 Procurement of vaccines for public sector programmes



227WHO/V&B/99.12



228 Procurement of vaccines for public sector programmes



229WHO/V&B/99.12



230 Procurement of vaccines for public sector programmes



231WHO/V&B/99.12



232 Procurement of vaccines for public sector programmes



233WHO/V&B/99.12



234 Procurement of vaccines for public sector programmes



235WHO/V&B/99.12



236 Procurement of vaccines for public sector programmes



237WHO/V&B/99.12



238 Procurement of vaccines for public sector programmes



239WHO/V&B/99.12

B. BCG VACCINE

Documents provided in this section include:

1. Sample Procurement Requirements BCG Vaccine................................... 240
2. BCG Vaccine Model Package Insert (UNICEF) ........................................ 247
3. BCG Vaccine, USP 23 - NF 18, 1994 ............................................................ 248
4. Bacillus of Calmette and Guerin (BCG) Vaccine, US Food and Drug

Administration HHS 21 CFR, Part 620, Subpart E ................................... 249
5. Requirements for Dried BCG Vaccine (Requirements for Biological

Substances No. 11, revised 1985), WHO Technical Report Series
No. 745, 1987 .................................................................................................. 254

6. Requirements for Dried BCG Vaccine (Amendment 1987), WHO
Technical Report Series No. 771, part 49, 1988 ............................................. 270
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SAMPLE

PROCUREMENT REQUIREMENTS

BCG VACCINE

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of children (under one year of age) in
______________ [place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. The _____________ [name] expects to procure additional
quantities of vaccine annually beginning in _________________ [month,
year] and subsequent years as follows: ____________ [quantity],
____________ [quantity], and ____________ [quantity].

B. Specific Requirements

Item: Dried BCG Vaccine with sterile diluent packed
separately.

Dried living culture of the bacillus Calmette Guerin,
grown in a suitable medium from a seed strain of
known history that has been maintained to preserve
its capacity for conferring immunity. Intended for
intradermal injection.

Each dose shall contain that amount of viable
bacteria such that inoculation of tuberculin-
negative persons results in an acceptable tuberculin
conversion rate.

The vaccine shall be free from other organisms, and
contain a suitable stabiliser. It shall contain no
antimicrobial agent.
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The vaccine shall meet ____________________
[specify] requirements for Dried BCG Vaccine
(WHO Requirements for Biological Substances
No. 11, revised 1985 or equivalent requirements of
the USFDA as detailed in 21 CFR, or another fully
equivalent set of biological requirements). Editors�
note: It is recognised that equivalence does not mean
identical, only that both provide the same level of
potency, safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall be
currently registered in the country of use and shall
meet all requirements of the licensing authority of
the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.05 ml for infants under one year (0.1 ml for
children over one year).

Dose Package: Vials or ampoules of 20 infant doses (equivalent to
10 doses for older children) with diluent; container
must protect vaccine from exposure to light.

Filling Volume: Final reconstituted product should contain one
dose in 1/20 ml + 15% overfill.

Tolerance: Volume shall not vary by more than 5%.
Weight of the antigen shall not vary by more than
5%.

Storage
Temperature: Below +8 degrees C; may be frozen.

Diluent need not be refrigerated.

Shelf Life: 36 months from the beginning of the last
satisfactory test for potency; at least 18 months
must remain after shipment.
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Stability: Stable for a minimum of ___ years at ___ to ___
degrees C; manufacturer to specify thermal stability
characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall appear
in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine, name
of the manufacturer, place of manufacture, lot
number, composition, concentration, dose and
mode for administration, expiry date, storage
temperature and any other marking that is
appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programmes, the statement �Not for
Sale; For Use Only in Government Approved
Immunization Programmes� shall appear on each
label in the language of the purchasing country.

Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2 for injection vials.

Printed
Materials: Two (2) information sheets, printed in __________

[language], shall be included in each box of ___ vials
(see Model Package Insert, attached)20.

C. Quality Assurance

Compliance: The Supplier shall guarantee that the products as
packed for shipment (a) comply with all provisions
of the specification and related documents; (b) meet
internationally recognized standards for safety,

20 See example on page 247.
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efficacy and quality; (c) are fit for the purposes
made known to the Seller and (d) are free from
defects in workmanship and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation to
the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the Certificate
of Analysis to the Purchaser for each lot intended
for shipment.

The Supplier shall provide to the Purchaser a copy
of the approval of each source material, constituent
material and component for each lot intended for
shipment.

The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years beyond
the printed expiration date.

Chemical, physical and microbiological test data for
in-process and finished product testing must be on
record for each lot shipped and must be available to
Purchaser�s representatives when requested.

Inspection: The Purchaser may inspect and sample, or cause to
be sampled, the product at the Supplier�s factory
and/or warehouse at a mutually agreeable time
prior to shipment of the product.
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Testing: The Purchaser may cause independent laboratory
testing to be performed as deemed necessary to
assure that the goods conform to prescribed
requirements. Said testing laboratory shall be of the
Purchaser�s choice and suitably equipped and
qualified to conduct quality assurance tests on
biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
infant dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial and
any intermediate packaging).

Inner Boxes: _____ [number] individual glass vials or ampoules
shall be contained in sturdy white cardboard boxes
outfitted with individual segments for protecting
and separating each vial.

Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)21 in ______________ language shall be
packed with each ___ doses of vaccine.

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated below +8 degrees C (however,
the diluent need not be refrigerated). The containers
must be suitable for export shipping in accordance
with WHO/EPI Guidelines on International
Packaging and Shipping of Vaccines. They must
have adequate insulation and/or sufficient
refrigerant to ensure that the warmest storage
temperature of the vaccine does not rise above +8
degrees C in continuous outside ambient
temperature of +43 degrees C during transit and for
a period of at least 48 hours after arrival at the
airport of destination.

21 See example in Supplement VI.G.1.a., page 783.



245WHO/V&B/99.12

Additional cushioning shall be provided, sufficient
to protect the vials from breakage during transit
and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard cartons
with a bursting test strength of not less than 1,900
kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

Inner Boxes: The inner boxes shall be marked with the following
information in a clearly legible manner which is
acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm high

�To be provided by Purchaser.
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with waterproof ink in a clearly legible manner
which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
�Manufacturer�s name and registered address
�Manufacturer�s national registration number
�Destination country license or registration
number

� Consignee�s address and emergency phone
number

�Destination airport
� Contract number
�Number of vials contained in the carton
�Gross weight of each carton (in kg)
� Carton #___ of ___
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to Purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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UNICEF Model Package Insert

BCG VACCINE

DESCRIPTION
It is a live freeze-dried vaccine made from an attenuated strain of Mycobacterium bovis.
It is used for the prevention of tuberculosis.

ADMINISTRATION
For children under one year 0.05 ml and for others 0.1 ml of reconstituted vaccine is given
intradermally. Reconstitute only with the diluent supplied by the manufacturer. Special
syringes allow administration of the exact dose. A sterile syringe and a sterile needle
should be used for each injection. The skin should not be cleaned with antiseptic. Jet
injectors do not generally provide a reliable dose of BCG and should not be used. Special
care is needed in opening the vials and reconstituting the vaccine so that the vaccine is
not blown out of the vial. Because of sensitivity to daylight, the vaccine must be kept in
the dark. When withdrawals are made from the vial, the vaccine must be exposed to the
light for the minimum period of time, and never for longer than four hours. If not used
immediately after reconstitution, the vaccine should be kept on ice and protected from
light, and any opened container remaining at the end of a session (maximum 4 hours)
must be discarded. Skin testing with tuberculin is not generally carried out before giving
BCG, but when performed, those who are found to be positive reactors need not be
immunized.

IMMUNIZATION SCHEDULE
BCG should be given routinely to all infants at risk of early exposure to the disease. For
maximum protection, this vaccine should be given as soon after birth as possible. It can be
given at the same time as DTP, DT, TT, measles, polio vaccines (OPV and IPV), Hepatitis
B and Yellow Fever vaccine.

SIDE EFFECTS
A local reaction is normal after BCG. A small tender red swelling appears at the site of the
injection which gradually changes to a small vesicle and then an ulcer in 2 - 4 weeks. The
reaction usually resides within two to five months and in practically all children leaves a
superficial scar 2-10 mm in diameter. Rarely, the nodule may persist and ulcerate.

Occasionally, enlargement of axillary lymph nodes may appear in 2 - 4 months following
immunization. Inadvertent subcutaneous injection produces abscess formation and may
lead to ugly retracted scars.

CONTRAINDICATIONS
The vaccine is contraindicated in those with cell-mediated immune deficiency. Keloid and
lupoid reactions may occur at the site of injection and such children should not be
revaccinated.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV infected,
non symptomatic infants should be immunized with BCG vaccine according to standard
schedules. Infants with clinical (symptomatic) AIDS should not receive BCG vaccine (but
should receive other EPI vaccines).

STORAGE
BCG vaccine should be stored and transported between 0° and +8°C. It is even more
stable if stored in temperatures as low as -20°C. The diluent should not be frozen but kept
cool. Protect the vaccine from the light.

PRESENTATION
The vaccine comes in boxes of ____ ampoules/vials each containing ____ doses.
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C. DTP VACCINE (DIPHTHERIA, TETANUS AND PERTUSSIS
VACCINES)

Documents provided in this section include:

1. Sample Procurement Requirements DTP Vaccine ................................... 274
2. DTP and DT Vaccine Model Package Inserts (UNICEF) ........................ 281
3. Diphtheria Toxoid Adsorbed, USP 23 - NF 18, 1994 ................................ 283

Diphtheria and Tetanus Toxoids, USP 23 - NF 18, 1994 .......................... 284
Diphtheria and Tetanus Toxoids Adsorbed, USP 23 - NF 18, 1994 ....... 284
Diphtheria and Tetanus Toxoids and Pertussis Vaccine, USP 23 -
NF 18, 1994 ..................................................................................................... 284
Diphtheria and Tetanus Toxoids and Pertussis Vaccine Adsorbed,
USP 23 - NF 18, 1994 ..................................................................................... 284

4. Pertussis Vaccine, US Food and Drug Administration HHS 21 CFR,
Part 620, Subpart A ....................................................................................... 285

5. Requirements for Diphtheria, Tetanus, Pertussis and Combined
Vaccines (Requirements for Biological Substances Nos. 8 and 10,
revised 1989), WHO Technical Report Series No. 800, 1990 ...................... 289
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SAMPLE

PROCUREMENT REQUIREMENTS

DTP VACCINE

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of children (under one year of age) in
______________ [place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities of
vaccine annually beginning in _________________ [month, year] and
subsequent years as follows: ____________ [quantity], ____________
[quantity] and ____________ [quantity].

B. Specific Requirements

Item: Diphtheria and Tetanus Toxoids and Pertussis
Vaccine Adsorbed for intramuscular injection

Sterile suspension prepared by mixing suitable
quantities of purified diphtheria and tetanus
toxoids and inactivated pertussis (whooping
cough) organisms. The toxoids are adsorbed
onto __________ [specify]. __________ [specify] is
used as a preservative.

The potency and proportions of the components
are such as to provide an immunizing dose of
each product in the total dosage prescribed in
the labelling.

Each dose shall contain not less than __________
[specify the amounts of three antigens]. The potency
of the vaccine components per single human
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dose shall be at least _________ [specify for each of
three] infective units.

The vaccine shall meet ____________________
[specify] requirements for Diphtheria, Tetanus,
Pertussis, and Combined Vaccines (WHO
Requirements for Biological Substances Nos. 8
and 10 or equivalent requirements of the
USFDA as detailed in 21 CFR, or another fully
equivalent set of biological requirements).
Editors� note: It is recognised that equivalence does
not mean identical, only that both provide a similar
level of potency, safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.5 ml.

Dose Package: Vials of 10 doses.
Vials of 20 doses.

Filling Volume: Each 10-dose vial should contain 5 ml plus 15%
overfill.
Each 20-dose vial should contain 10 ml plus 15%
overfill.

Storage
Temperature: Between +2 degrees C and +8 degrees C22;

vaccine must NOT be frozen.

22 This temperature range is more conservative than indicated in model package insert, page 281.



276 Procurement of vaccines for public sector programmes

Shelf Life: 30 months from beginning of last satisfactory
test for potency; at least 18 months must remain
after shipment.

Stability: Stable for a minimum of _____ years at _____ to
_____ degrees C; manufacturer to specify
thermal stability characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of manu-
facture, lot number, composition, concentration,
dose and mode for administration, expiry date,
storage temperature and any other marking that
is appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programs, the statement �Not for
Sale; For Use Only in Government-Approved
Immunization Programmes� shall appear on
each label in the language of the purchasing
country.

Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2 for injection
vials.

Printed
Materials: Two (2) information sheets, printed in

__________ [language], shall be included in each
box of ___ vials (see Model Package Insert,
attached)23.

23 See example, page 281.
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C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related
documents; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
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available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or
cause to be sampled, the product at the
Supplier�s factory and/or warehouse at a
mutually agreeable time prior to shipment of
the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing laboratory
shall be of the Purchaser�s choice and suitably
equipped and qualified to conduct quality
assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial,
and any intermediate packaging).

Inner Boxes: _____ [number] individual vials will be con-
tained in sturdy white cardboard boxes outfitted
with individual segments for protecting and
separating each vial.

Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)24 in _______________ language shall be
packed with each ___ doses of vaccine. [_____
freeze watch indicators shall be included with
each carton of vaccine.]

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated at between +2 and +8
degrees C and does not freeze. The containers

24 See example in Supplement VI.G.1.a., page 783.
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must be suitable for export shipment in
accordance with WHO/EPI Guidelines on
International Packaging and Shipping of
Vaccines. They must have adequate insulation
and/or sufficient refrigerant to ensure that the
warmest storage temperature of the vaccine
does not rise above +8 degrees C in continuous
outside ambient temperature of +43 degrees C
nor fall below +2 degrees C in continuous
outside ambient temperature of -20 degrees C
during transit and for a period of at least 48
hours after arrival at the airport of destination.

Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

Inner Boxes: The inner boxes shall be marked with the
following information in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
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� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm
high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to Purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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UNICEF Model Package Insert

DTP VACCINE

DESCRIPTION
The vaccine contains purified diphtheria and tetanus toxoids and inactivated whooping cough
organisms. The toxoids are adsorbed onto ___(specify). __________ is used as a preservative. The
potency of the vaccine components per single human dose is at least _________ (specify in
International Units for three components).

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It should be
injected intramuscularly or deep subcutaneously. The anterolateral aspect of the upper thigh is the
preferred site of injection. (An injection into a child�s buttocks may cause injury to the sciatic
nerve and is not recommended.)

It must not be injected into the skin as this may give rise to a local reaction. 1 dose is 0.5 ml. A
sterile needle and sterile syringe should be used for each injection. Once opened, multi-dose vials
should be kept between 0° and +8°C. Opened vials of vaccine may be used in subsequent
immunization sessions until a new shipment of vaccine arrives providing that the conditions
described in WHO/EPI/LH15/95.1 are met.

IMMUNIZATION SCHEDULE
In countries where pertussis is of particular danger to young infants, DTP immunization should be
started as soon as possible with the first dose given as early as 6 weeks and two subsequent doses
given at 4-week intervals.

DPT vaccine can be given safely and effectively at the same time as BCG, measles, polio vaccines
(OPV and IPV), Hepatitis B and Yellow Fever Vaccine.

SIDE EFFECTS
Some transitional swelling, tenderness and redness at the site of injection together with fever occur
in a large proportion of cases. Occasionally severe reactions of high fever, irritability and
screaming develop within 24 hours of administration. Very rare neurological complications
allegedly due to the pertussis component have been observed but are rare in comparison with
those observed in the course of the disease.

CONTRAINDICATIONS
There are few contraindications to the first dose of DTP. Fits or abnormal cerebral signs in the
newborn period or other serious neurological abnormality are contraindications to the pertussis
component. DT should be given instead. A second or subsequent dose of DTP should not be given
to a child who suffered a severe reaction to the previous dose. The pertussis component should be
omitted and DT given for the remainder of the course.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV infected infants,
both asymptomatic and symptomatic, should be immunized with DTP vaccine according to
standard schedules.

STORAGE
DTP vaccine should be stored and transported between 0° and +8°C. IT MUST NOT BE
FROZEN.

PRESENTATION
The vaccine comes in vial of ____ doses.
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UNICEF Model Package Insert

ADSORBED DT VACCINE FOR CHILDREN

DESCRIPTION
The vaccine contains purified diphtheria and tetanus toxoids. The toxoids are absorbed onto
__________ (specify). __________ is used as a preservative. One dose of 0.5 ml contains
__________ LF of diphtheria toxoid and __________ LF of tetanus toxoid. The potency of
vaccine components per single human dose is: at least 30 IU (International Units) of potency for
diphtheria toxoid and at least 40 IU of potency for tetanus toxoid.

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It should be
injected intramuscularly or deep subcutaneously.

A sterile syringe and a sterile needle should be used for each injection.

DT vaccine is recommended for children below 8 years of age. For persons 8 years and older, a
special absorbed vaccine for adults, Td, is recommended.

Opened vials of vaccine may be used in subsequent immunization sessions until a new shipment
of vaccine arrives providing that the conditions described in WHO/EPI/LH15/95.1 are met.

IMMUNIZATION SCHEDULE
Recommended for use in childhood immunization instead of DTP when contraindications to
pertussis component exist. To complete the course, two intramuscular injections of 0.5 ml at least
four weeks apart for children. It may be given at the same time as BCG, measles, polio vaccines
(OPV and IPV), Hepatitis B and Yellow Fever vaccine.

SIDE EFFECTS
Some transitional tenderness and redness at the site of the injection and occasional fever.

CONTRAINDICATIONS
A second or subsequent dose of DT should not be given to a child who suffered a severe reaction
to the previous dose.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED CHILDREN: HIV infected
children, both asymptomatic and symptomatic, should be immunized with DT vaccine according
to standard schedules.

STORAGE
DT should be stored and transported between 0° and +8°C. IT MUST NOT BE FROZEN.

PRESENTATION
The vaccine comes in vial of _____ doses.
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D. MEASLES VACCINE

Documents provided in this section include:

1. Sample Procurement Requirements Measles Vaccine ............................. 337
2. Measles Vaccine Model Package Insert (UNICEF) .................................. 345
3. Measles Virus Vaccines Live, USP 23 - NF 18, 1994 ................................ 346
4. Measles Virus Vaccines Live, US Food and Drug Administration

HHS 21 CFR, Part 630, Subpart D ............................................................... 348
5. Requirements for Measles, Mumps and Rubella Vaccines and

Combined Vaccine (Live) (Requirements for Biological Substances
No. 47), WHO Technical Report Series No. 840, Annex 3, 1994 ................ 355
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SAMPLE

PROCUREMENT REQUIREMENTS

MEASLES VACCINE

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of children (under one year of age) in
______________ [place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities of
vaccine annually beginning in _________________ [month, year] and
subsequent years as follows: ____________ [quantity], ____________
[quantity] and ____________ [quantity].

B. Specific Requirements

Item: Measles Vaccine for subcutaneous injection, live,
attenuated, freeze-dried with sterile diluent
packed separately.

Bacterially sterile preparation of live attenuated
measles virus grown in a suitable cell culture;
tested for neurovirulence in monkeys, safety
and immunogenicity; free from all demonstrable
viable microbial agents except unavoidable
bacteriophage; and found suitable for human
immunization.

The vaccine may contain a suitable stabilising
agent with antimicrobial properties.

Each dose shall contain not less than __________
[specify] infective units of viral vaccine strain
__________ [specify], and not more than
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__________ �gm ____________________ residual
antibiotic [specify the antibiotic].

The vaccine shall meet ____________________
[specify] requirements for Measles Vaccines
(Live) (WHO Requirements for Biological
Substances No. 12, revised 1987 or equivalent
requirements of the USFDA as detailed in 21
CFR, or another fully equivalent set of biological
requirements). Editors� note: It is recognized that
equivalence does not mean identical, only that both
provide the same level of potency, safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.5 ml.

Dose Package: Vials of 10 doses with diluent in corresponding
quantity; container must protect vaccine from
exposure to light.

Filling Volume: Final reconstituted product should contain one
dose in 0.5 ml + 15% overfill.

Tolerance: Volume shall not vary by more than 5%.
Weight of the antigen shall not vary by more
than 5%.

Storage
Temperature: Below +8 degrees C; may be frozen.

Diluent need not be refrigerated.
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Shelf Life: The shelf life of the product provided under this
solicitation will be at least 24 months from date
of manufacture when stored below +8 degrees
C. The supplier will provide manufacturer�s
stability test data substantiating this 24-month
shelf life in the proposed vial.

At the time of inspection or acceptance for
delivery to the country of destination, no more
than six (6) months shall have expired since the
date of manufacture (or date of the beginning of
the last satisfactory test for potency) shown on
the Certificate of Analysis.

Stability: Stable for a minimum of _____ years at _____ to
_____ degrees C; manufacturer to specify
thermal stability characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of manufac-
ture, lot number, composition, concentration,
dose and mode of administration, expiry date,
storage temperature and any other marking that
is appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programs, the statement �Not for
Sale; For Use Only in Government-Approved
Immunization Programmes� shall appear on
each label in the language of the purchasing
country.
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Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2.

Printed
Materials: Two (2) information sheets, printed in _________

[language], shall be included in each box of ___
vials (see Model Package Insert, attached).25

C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related doc-
uments; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

25 See example, page 345.
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The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or cause
to be sampled, the product at the Supplier�s
factory and/or warehouse at a mutually
agreeable time prior to shipment of the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing laboratory
shall be of the Purchaser�s choice and suitably
equipped and qualified to conduct quality
assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial
and any intermediate packaging).

Inner Boxes: _____ [number] individual glass vials will be
contained in sturdy white cardboard boxes
outfitted with individual segments for pro-
tecting and separating each vial. Vaccine and
diluent will be packaged to correspond; i.e., one
box of diluent will constitute one box of vaccine
with no deficit or excess.
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Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)26 in _______________ language shall be
packed with each ___ doses of vaccine.

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated below +8 degrees C. The
containers must be suitable for export handling
in accordance with WHO/EPI Guidelines on
International Packaging and Shipping of
Vaccines. They must have adequate insulation
and/or sufficient refrigerant to ensure that the
warmest storage temperature of the vaccine
does not rise above +8 degrees C in continuous
outside ambient temperature of +43 degrees C
during transit and for a period of at least 48
hours after arrival at the airport of destination.

Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

26 See example in Supplement VI.G.1.a., page 783.
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Inner Boxes: The inner boxes containing vaccine vials shall be
marked with the following information in a
clearly legible manner which is acceptable to the
Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm
high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___

�To be provided by Purchaser.
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� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to Purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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UNICEF Model Package Insert

MEASLES VACCINE

DESCRIPTION
An attenuated live virus vaccine. Each dose contains not less than _____ (specify) infective units
of viral vaccine strain _____(specify), and not more than _____ �gm _____ residual antibiotic
(specify the antibiotic). This vaccine is a freeze-dried product which must be reconstituted only
with 0.5 ml of the sterile diluent provided separately by the manufacturer for that purpose.

ADMINISTRATION
The immunization consists of a single dose of 0.5 ml injected SUBCUTANEOUSLY, preferably
in the upper arm. A sterile needle and sterile syringe must only be used for each injection. Once
the vaccine has been reconstituted, it should be used the same day, and only then if the vial has
been maintained between 0° and +8° and protected from light in the meantime. The diluent MUST
BE kept cool prior to use.

IMMUNIZATION SCHEDULE
A single dose of measles vaccine is sufficient to provide prolonged immunity to infection. In
countries where the incidence and mortality from measles is high in the first year of life, the
recommended age for immunization against measles is a soon as possible after 9 months of age
(270 days). Countries where measles is less of a problem may decide on a later date for
immunization. Measles vaccine can be safely and effectively given simultaneously with DT, Td,
TT, BCG, polio vaccines (OPV and IPV), Hepatitis B and Yellow Fever vaccine.

SIDE EFFECTS
A mild fever and rash lasting one to three days may occur in up to 15% of vaccinees 8 to 12 days
after vaccination. Encephalitis has been reported following measles vaccination, approximately
one case per million doses administered.

CONTRAINDICATIONS
There are few contraindications to the administration of measles vaccine. On the contrary, it is
particularly important to immunize children with malnutrition. Low grade fever, mild respiratory
infections or diarrhoea and other minor illnesses should not be considered as contraindications.

It is contraindicated in patients with a known severe allergy to _________________________
(specify the antibiotic used as a preservative). Since the effect of the live measles virus vaccine on
the fetus is not known, it is also contraindicated in pregnancy.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED PERSONS: The vaccine is
contraindicated in those with immune deficiency disease or supposed immune response from
leukaemia, lymphoma or generalized malignancy. However, HIV infected persons, both
asymptomatic and symptomatic, should be immunized with measles vaccine according to the
standard schedule.

STORAGE
Freeze-dried measles vaccine should be kept below +8°C (and if possible below 0°C) until used.
Stability is even better if the vaccine (not the diluent) is kept at -20°C. The diluent should not be
frozen but kept cool immediately prior to use. The vaccine should be protected from light.

PRESENTATION
The vaccine comes in vials of _____ doses.
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E. ORAL POLIO VACCINE (OPV)

Documents provided in this section include:

1. Sample Procurement Requirements OPV Vaccine ................................. 407
2. OPV Vaccine Model Package Insert (UNICEF) ....................................... 415
3. Poliovirus Vaccine Live Oral, USP 23 - NF 18, 1994 ............................... 416
4. Poliovirus Vaccine Live Oral Trivalent, US Food and Drug

Administration HHS 21 CFR, Part 630, Subpart B .................................. 417
5. Requirements for Poliomyelitis Vaccine (Oral) (Requirements for

Biological Substances No. 7, revised 1989), WHO Technical Report
Series No. 800, 1990....................................................................................... 428
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SAMPLE

PROCUREMENT REQUIREMENTS

OPV VACCINE

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of children (under one year of age) in
______________ [place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities
of vaccine annually beginning in _________________ [month, year] and
subsequent years as follows: ____________ [quantity], ____________
[quantity] and ____________ [quantity].

B. Specific Requirements

Item: Poliovirus Vaccine, live, oral.

Trivalent preparation of live, attenuated
poliovirus Type 1, 2 and 3; tested for
neurovirulence in monkeys, safety and
immunogenicity; free from all demonstrable
viable microbial agents except unavoidable
bacteriophage; and found suitable for human
immunization.

The vaccine is grown in in vitro cultures of
suitable cells, containing any one type or any
combination of the three types of the Sabin
strains, prepared in a form suitable for oral
administration.

Each dose shall contain not less than __________
[specify] infective units of type 1, and __________
of type 2 and __________ of type 3.
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____________________ [specify] is used as a
stabilizer.

The vaccine shall meet ____________________
[specify] requirements for Poliomyelitis Vaccine
(Oral) (WHO Requirements for Biological
Substances No. 7, revised 1989 or equivalent
requirements of the USFDA as detailed in 21
CFR, or another fully equivalent set of biological
requirements). Editors� note: It is recognised that
equivalence does not mean identical, only that both
provide the same level of potency, safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: Two oral drops containing 0.1 ml (may be up to
0.5 ml depending on concentration).

Dose Package: Vials of 10 doses (with dropper).
Vials of 20 doses (with dropper).

Filling Volume: Each 10-dose vial should contain 1 ml (may be
up to 5 ml depending on concentration) plus
15% overfill.
Each 20-dose vial should contain 2 ml (may be
up to 10 ml depending on concentration) plus
15% overfill.

Tolerance: Volume shall not vary by more than 5%.
Weight of the antigen shall not vary by more
than 5%.
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Storage
Temperature: Below +8 degrees C; may be frozen.

Shelf Life: 6 months at -20 degrees C plus 6 months at a
temperature not higher than +5 degrees C (from
the last satisfactory test for potency); at least
_____ months must remain after shipment.

Stability: Stable for a minimum of _____ years at _____ to
_____ degrees C; manufacturer to specify
thermal stability characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of
manufacture, lot number, composition,
concentration, dose and mode of administration,
expiry date, storage temperature and any other
marking that is appropriate. The label on each
vial should include a Vaccine Vial Monitor
(VVM) designed to meet the heat stability curve
of the vaccine supplied (see Attachment One).

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programs, the statement �Not for
Sale; For Use Only in Government-Approved
Immunization Programmes� shall appear on
each label in the language of the purchasing
country.

Printed
Materials: Two (2) information sheets, printed in

__________ [language], shall be included in each
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box of ___ vials (see Model Package Insert,
attached).27

C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related
documents; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

27 See example, page 415.
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Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or cause
to be sampled, the product at the Supplier�s
factory and/or warehouse at a mutually
agreeable time prior to shipment of the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing laboratory
shall be of the Purchaser�s choice and suitably
equipped and qualified to conduct quality
assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial
and any intermediate packaging).

Inner Boxes: _____ [number] individual glass vials will be
contained in sturdy white cardboard boxes
outfitted with individual segments for
protecting and separating each vial.

Cold Chain
Monitor Cards: Cold chain monitor cards (description

attached)28 in _______________ language shall be
packed with each ___ doses of vaccine.

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated at below +8 degrees C. The
containers must be suitable for export handling

28 See example in Supplement VI.G.1.a., page 783.
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in accordance with WHO/EPI Guidelines on
International Packaging and Shipping of
Vaccines. They must have adequate insulation
and/or sufficient refrigerant to ensure that the
warmest storage temperature of the vaccine
does not rise above +8 degrees C in continuous
outside ambient temperature of +43 degrees C
during transit and for a period of at least 48
hours after arrival at the airport of destination.

Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

Inner Boxes: The inner boxes containing vaccine vials shall be
marked with the following information in a
clearly legible manner which is acceptable to the
Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
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� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm
high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)
F. Documentation

Supplier shall provide to Purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

� To be provided by Purchaser.
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Attachment One

Vaccine Vial Monitor (VVM)

A circle of colour, minimumdiameter 7.0mm,with a square of colour, mini-
mum dimensions 2.0 x 2.0 mm, positioned in the center of the circle; used to
warn health workers when the cumulative heat exposure of a vial of vaccine
has exceeded a pre-set limit, beyond which the vaccine should not be used.

The circle of the VVM acts as a static, reference colour and the square is an
active colour change device. At the start point, the colour of the square is
lighter than the circle. The end point is indictaed when the colour of the
square matches the circle. The end point is exceeded when the colour of the
square is darker than the circle. The indicator does not revert to a lighter
colour at any point in its life when exposed to conditions likely to be found
during normal use. Reaction rates are specific to different vaccines accord-
ing to their heat stability.
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UNICEF Model Package Insert

ORAL POLIO VACCINE

DESCRIPTION
The live oral poliomyelitis vaccine (OPV) is a trivalent vaccine containing suspensions of types 1,
2 and 3 attenuated poliomyelitis viruses (Sabin strains). Each dose contains not less than ______
(specify) infective units of type 1, and ______ of type 2, and ______ of type 3. __________
(specify) is used as a stabilizer.

ADMINISTRATION
OPV must only be administered orally. Two drops are delivered directly into the mouth from the
multi-dose vial through dropper or dispenser. For older children it may be preferred to avoid the
possible bitter taste by first placing the drops on a sugar lump or in syrup. Care should be taken
not to contaminate a multi-dose dropper with saliva of the vaccinee. Opened vials of vaccine may
be used in subsequent immunization sessions until a new shipment of vaccine arrives providing
that the conditions described in WHO/EPI/LH15/95.1 are met.

IMMUNIZATION SCHEDULE
Infants should receive at least three doses of OPV at minimum intervals of 4 weeks. In non-
endemic areas the first dose can be given from 6 weeks with the first dose of DTP. In endemic
areas, an extra dose should be given as soon as possible after birth.

OPV can be given safely and effectively at the same time as measles, DTP, DT, Td, TT, BCG,
Hepatitis B and Yellow Fever vaccine.

SIDE EFFECTS
In the vast majority of cases there are no side effects. Very rarely, there may be vaccine-associated
paralysis (less than one case per 3 million doses administered).

CONTRAINDICATIONS
The vaccine should not be administered to those with an immune deficiency. No adverse effects
are produced by giving OPV to a sick child. However, if in doubt, for instance during diarrhoea, a
repeat dose can be given after recovery.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV infected infants,
both asymptomatic and symptomatic, should be immunized with OPV according to standard
schedules.

STORAGE
Vaccine is potent if stored at not higher than -20°C until the expiry date indicated on the vial. It
should not be stored for a period of longer than six months at a temperature not higher than +5°C.
Protect from light.

PRESENTATION
The vaccine comes in vial of ______ doses.
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F. HEPATITIS B VACCINE

Documents provided in this section include:

1. Types of Hepatitis B Vaccines ..................................................................... 458
2. Sample Procurement Requirements Hepatitis B Vaccine ....................... 459
3. HB Vaccine Model Package Insert (UNICEF) ........................................... 467
4. Hepatitis B Virus Vaccine Inactivated, USP 23 - NF 18, 1994 ................. 468
5. Hepatitis Requirements, US Food and Drug Administration

HHS 21 CFR, Part 610, Subpart E ............................................................... 470
6. Requirements for Hepatitis B Vaccine Prepared from Plasma

(Requirements for Biological Substances No. 31, revised 1994),
WHO Technical Report Series No. 858, Annex 3, 1995 ............................... 473
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Types of Hepatitis B Vaccines

There are two basic types of Hepatitis B vaccine:

Plasma-derived vaccine is prepared from particles of HBsAg obtained from hu-
man plasma. Purification yields products that are at least 95% pure. The major
impurities result from trace materials found in human plasma such as albumin,
alpha-2 macroglobulins and a small amount of immunoglobulin G. These vaccines
are subjected to inactivation with formalin and/or heat and are adjuvanted with a
compound of aluminium. Plasma-derived vaccine has been recently available for
large-scale, public-sector purchase at between US $0.55 and US $1 per paediatric
dose.

Recombinant DNA vaccine is prepared from particles produced in host cells (usu-
ally yeast) transformed through insertion by recombinant DNA genetic material
from the surface proteins of HBV. These vaccines are of extremely high purity,
having been purified by complex biophysical and biochemical techniques. They
do not require inactivation and are adjuvanted with aluminium compounds. Re-
combinant DNA HB vaccines have been recently available for large-scale, public-
sector purchase at between US $1.00 and US $2.50 per paediatric dose. The World
Health Organization has stated that plasma-derived and recombinant DNA vac-
cines are equally safe and effective.

In 1989 the Global Advisory Group of EPI officially recommended that HB vacci-
nation be administered to all infants as part of the EPI in countrieswhere the preva-
lence of chronic carriage of HBV exceeded 2%. In 1991 the Global Advisory Group
committee established targets for full incorporation of HB vaccination into the EPI
globally, with countries where the HBV carrier rate exceeded 8% to establish such
programs by 1995, and all countries to undertake universal infant immunization
with HB vaccine by 1997. The 1992 World Health Assembly endorsed these tar-
gets, and HB vaccine should now be considered the seventh EPI vaccine (Perspec-
tives on Hepatitis 4(1), 1993).
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SAMPLE

PROCUREMENT REQUIREMENTS

HEPATITIS B VACCINE

For Paediatric Use

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of newborns in ______________ [place] beginning on
______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities
of vaccine annually for use in this project beginning in
_________________ [month, year] and subsequent years as follows:
____________ [quantity], ____________ [quantity] and ____________
[quantity].

B. Specific Requirements

Item: Hepatitis B Vaccine for intramuscular injection.

Vaccine manufactured from purified, inacti-
vated hepatitis B surface antigen (HBsAg)
particles obtained from human plasma or
vaccine manufactured using recombinant DNA
technology. Intended for intramuscular
injection.

Each dose shall contain that amount of HBsAg
protein with micrograms/ml specified by the
manufacturer for either paediatric or adult
dosage that, when given as part of a primary
immunization series (3 doses), is capable of
producing specific humeral antibody (anti HBs)
at a level of at least 10 milli international units in
> 90% of recipients.
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The vaccine must be free from all demonstrable
viable microbial agents and found suitable for
human immunization. It may contain a suitable
stabilising agent with antimicrobial properties.

The vaccine shall meet ____________________
[specify] requirements for Hepatitis B Vaccines,
either for plasma-derived or recombinant DNA
vaccine (WHO Requirements for Biological
Substances No. 31, revised 1994; Requirements
for Biological Substances No. 45, revised 1989 or
equivalent requirements of the USFDA as
detailed in 21 CFR, or another fully equivalent
set of biological requirements). Editors� note: It is
recognized that equivalence does not mean identical,
only that both provide the same level of potency,
safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.5 ml, adjuvant and vehicle.

Dose Package: Single-dose vials; multi-dose vials.

Filling Volume: Final product should contain 15% overfill.

Storage
Temperature: 2 - 8 degrees C. Do not freeze!

Shelf Life: The shelf life of the product provided under this
solicitation will be at least 24 months from date
of manufacture when stored between +2 to +8
degrees C. The supplier will provide
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manufacturer�s stability test data substantiating
this 24-month shelf life in the proposed vial.

At the time of inspection or acceptance for
delivery to the country of destination, no more
than 6 months shall have expired since the date
of manufacture (or date of the beginning of the
last satisfactory test for potency) shown on the
Certificate of Analysis.

Stability: Stable for a minimum of 2 years after
production at +2 to +8 degrees C. Manufacturer
to specify additional thermal stability
characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of manu-
facture, lot number, composition, concentration,
dose and mode for administration, expiry date,
storage temperature and any other marking that
is appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programs, the statement �Not for
Sale; For Use Only in Government-Approved
Immunization Programmes� shall appear on
each label in the language of the purchasing
country.

Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2.
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Printed
Materials: Two (2) information sheets, printed in

__________ [language], shall be included in each
box of ___ vials (see Model Package Insert,
attached)29.

C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related
documents; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

29 See example, page 467.
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The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or cause
to be sampled, the product at the Supplier�s
factory and/or warehouse at a mutually
agreeable time prior to shipment of the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing
laboratory shall be of the Purchaser�s choice and
suitably equipped and qualified to conduct
quality assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial
and any intermediate packaging).

Inner Boxes: _____ [number] individual vials shall be supplied
in sturdy white cardboard boxes outfitted with
individual segments for protecting and
separating each vial.

Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)30 in _______________ language shall be
packed with each ___ doses of vaccine. Freeze

30 See example in Supplement VI.G.1.a., page 783.
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watch indicators shall be included with each
carton.

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated at between +2 and +8
degrees C. The overpacking must be suitable for
export handling in accordance with WHO/EPI
Guidelines on the International Packaging and
Shipping of Vaccine. It must have adequate
insulation and sufficient refrigerant to ensure
that the warmest storage temperature of the
vaccine does not rise above +8 degrees C in
continuous outside ambient temperature of +43
degrees C, or fall below +2 degrees C in
continuous outside ambient temperature of -20
degrees C during transit and for a period of at
least 48 hours after arrival at the airport of
destination.

Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.
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Inner Boxes: The inner boxes containing vaccine vials shall be
marked with the following information in a
clearly legible manner which is acceptable to the
Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm
high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___

�To be provided by Purchaser.
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� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to Purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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UNICEF Model Package Insert

HEPATITIS B VACCINE

DESCRIPTION
EITHER*: The vaccine is a subunit viral vaccine containing highly purified, non-infectious
particles of hepatitis B surface antigen (HbsAg) adsorbed onto aluminium salts as an adjuvant and
preserved with thimerosal. It is a plasma-derived vaccine purified from the plasma of HbsAg-
positive donors and is inactivated with formalin/heat (state which).

OR*: The vaccine is a subunit vial vaccine containing highly purified, non-infectious particles of
hepatitis B surface antigen (HbsAg) adsorbed onto aluminium salts as an adjuvant and preserved
with thimerosal. It is a DNA recombinant vaccine derived from HbsAg produced by DNA
recombinant technology in yeast/mammalian (state which) cells.

ADMINISTRATION
The vaccine should be shaken before use. It should be injected intramuscularly into the
anterolateral aspect of the thigh in infants, or into the deltoid muscles of older children or adults.
One dose is 0.5 ml and this contains _____ HbsAg. Once opened, multi-dose vials should be kept
at between +2°C and 8°C. A sterile syringe and needle should be used for each injection.

IMMUNIZATION SCHEDULES
In countries where perinatal transmission of hepatitis B is common, the first dose should be given
as soon as possible after birth. If perinatal transmission is uncommon, or if delivery at birth is not
feasible, the first dose can be given with the first dose of DTP. The second dose should be
administered one month after the first dose, during a visit for a dose of DTP. The third dose should
be administered one to twelve months after the second dose, during a visit for DTP-3 or measles
vaccine.

HB vaccine can be given safely and effectively at the same time as BCG, DTP, measles, polio
vaccines (OPV or IPV) or yellow fever vaccines. If HB vaccine is given at the same time as other
vaccines, it should be administered at a separate site. It should not be mixed in the vial or syringe
with any other vaccine.

SIDE EFFECTS
The vaccine is very well tolerated. Some transitional swelling, tenderness and redness at the site of
the injection occur in some individuals (about 12%). Other minor reactions such as malaise or
fever occur in less than 2% of individuals. More serious reactions are rare: a causal relationship
between more serious reactions and the vaccine has not been established.

CONTRAINDICATIONS
Known hypersensitivity to any component of the vaccine, or a severe reaction to a previous dose.
The vaccine will not harm individuals currently or previously infected with the HB virus. HB
vaccine may be administered to individuals known or suspected to be HIV-infected infants.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED PERSONS: HIV-infected infants,
both asymptomatic and symptomatic, should be immunized with Hepatitis B, according to
standard schedules.

STORAGE
HB vaccine should be stored and transported between +2°C and +8°C. IT MUST NOT BE
FROZEN.

PRESENTATION
The vaccine comes in single dose vials of _____ doses.

*Manufacturers should include the appropriate paragraph, depending on whether the vaccine is
plasma-derived or recombinant.



468 Procurement of vaccines for public sector programmes



469WHO/V&B/99.12



470 Procurement of vaccines for public sector programmes



471WHO/V&B/99.12



472 Procurement of vaccines for public sector programmes



473WHO/V&B/99.12



474 Procurement of vaccines for public sector programmes



475WHO/V&B/99.12



476 Procurement of vaccines for public sector programmes



477WHO/V&B/99.12



478 Procurement of vaccines for public sector programmes



479WHO/V&B/99.12



480 Procurement of vaccines for public sector programmes



481WHO/V&B/99.12



482 Procurement of vaccines for public sector programmes



483WHO/V&B/99.12



484 Procurement of vaccines for public sector programmes



485WHO/V&B/99.12



486 Procurement of vaccines for public sector programmes



487WHO/V&B/99.12



488 Procurement of vaccines for public sector programmes



489WHO/V&B/99.12



490 Procurement of vaccines for public sector programmes



491WHO/V&B/99.12



492 Procurement of vaccines for public sector programmes



493WHO/V&B/99.12



494 Procurement of vaccines for public sector programmes



495WHO/V&B/99.12



496 Procurement of vaccines for public sector programmes



497WHO/V&B/99.12



498 Procurement of vaccines for public sector programmes



499WHO/V&B/99.12



500 Procurement of vaccines for public sector programmes



501WHO/V&B/99.12



502 Procurement of vaccines for public sector programmes



503WHO/V&B/99.12



504 Procurement of vaccines for public sector programmes



505WHO/V&B/99.12



506 Procurement of vaccines for public sector programmes



507WHO/V&B/99.12

G. YELLOW FEVER VACCINE

Documents provided in this section include:

1. Sample Procurement Requirements Yellow Fever Vaccine.................. 508
2. Yellow Fever Vaccine, USP 23 - NF 18, 1994 ........................................... 515
3. Laboratories Approved by WHO for the Production of Yellow

Fever Vaccine, WHO Technical Report Series No. 872, 1998 ................... 516
4. Requirements for Yellow Fever Vaccine (Requirements for

Biological Substances No. 3, revised 1995), WHO Technical Report
SeriesNo. 872, 1998 ...................................................................................... 517
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SAMPLE

PROCUREMENT REQUIREMENTS

YELLOW FEVER VACCINE

For Paediatric Use

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of children over six months of age in ______________
[place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities of
vaccine annually for use in this project beginning in
_________________ [month, year] and subsequent years as follows:
____________ [quantity], ____________ [quantity] and ____________
[quantity].

B. Specific Requirements

Item: Yellow Fever Vaccine for intramuscular
injection, live, attenuated, freeze-dried with
sterile diluent packed separately.

Bacterially sterile preparation of live, attenuated
yellow fever virus grown in a suitable cell
culture; tested for neurovirulence in monkeys,
safety and immunogenicity; free from all
demonstrable viable microbial agents except
unavoidable bacteriophage; and found suitable
for human immunization.

Each dose shall contain not less than ____
[specify] infective units of viral vaccine strain
17D and not more than ___�gm _____residual
antibiotic [specify the antibiotic].
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The vaccine shall meet ____________________
[specify] requirements for Yellow Fever Vaccine
(Live) (WHO Requirements for Biological
Substances No. 3, revised 1995 or equivalent
requirements of the USFDA as detailed in USP
23 or another fully equivalent set of biological
requirements for Yellow Fever Vaccine).

Editors� note: It is recognized that equivalence does
not mean identical, only that both provide the same
minimum level of potency, safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.5 ml.

Dose Package: Single-dose vials, multi-dose vials with diluent
in corresponding quantity; container must
protect vaccine from exposure to light.

Filling Volume: 15 % overfill applicable only to the diluent.

Storage
Temperature: +2 to +8 degrees C; may be frozen.

Shelf Life: The shelf life of the product provided under this
solicitation will be at least 12 months from date
of manufacture when stored between +2 and +8
degrees C. The Supplier will provide
manufacturer�s stability test data substantiating
this 12-month shelf life in the proposed vial.
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At the time of inspection or acceptance for
delivery to the country of destination, no more
than six months shall have expired since the
date of manufacture (or date of the beginning of
the last satisfactory test for potency) shown on
the Certificate of Analysis.

Stability: Stable for a minimum of two years after
production at +2 to +8 degrees C. Manufacturer
to specify additional thermal stability
characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of
manufacture, lot number, composition,
concentration, dose and mode for
administration, expiry date, storage temperature
and any other marking that is appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programmes, the statement �Not
for Sale; For Use Only in Government-
Approved Immunization Programmes� shall
appear on each label in the language of the
purchasing country.

Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2.

Printed
Materials: Two (2) information sheets, printed in

__________ [language], shall be included in each
box of ___ vials.
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C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related
documents; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
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available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or cause
to be sampled, the product at the Supplier�s
factory and/or warehouse at a mutually
agreeable time prior to shipment of the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing laboratory
shall be of the Purchaser�s choice and suitably
equipped and qualified to conduct quality
assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial
and any intermediate packaging).

Inner Boxes: _____ [number] individual vials shall be supplied
in sturdy white cardboard boxes outfitted with
individual segments for protecting and
separating each vial. Vaccine and diluent will be
packaged to correspond; i.e., one box of diluent
will constitute one box of vaccine with no deficit
or excess.

Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)31 in _______________ language shall be
packed with each ___ doses of vaccine.

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated below +8 degrees C. The
overpacking must be suitable for export

31 See example in Supplement VI.G.1.a., page 783.
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handling in accordance with WHO/EPI
Guidelines on the International Packaging and
Shipping of Vaccines. It must have adequate
insulation and sufficient refrigerant to ensure
that the warmest storage temperature of the
vaccine does not rise above +8 degrees C in
continuous outside ambient temperature of +43
degrees C, or fall below +2 degrees C in
continuous outside ambient temperature of -20
degrees C during transit and for a period of at
least 48 hours after arrival at the airport of
destination.

Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

Inner Boxes: The inner boxes containing vaccine vials shall be
marked with the following information in a
clearly legible manner which is acceptable to the
Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
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� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm
high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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H. TETANUS TOXOID VACCINE

Documents provided in this section include:

1. Sample Procurement Requirements Tetanus Toxoid Vaccine .............. 557
2. TT Vaccine Model Package Insert (UNICEF) ........................................... 564
3. Tetanus Toxoid, USP 23 - NF 18, 1994....................................................... 565
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SAMPLE

PROCUREMENT REQUIREMENTS

TETANUS TOXOID (TT) VACCINE

A. General Description of Intended Use

This vaccine is intended for use in a public-sector health programme
for immunization of women of childbearing age in ______________
[place] beginning on ______________ [date].

The total requirement for this solicitation is _____________ [quantity]
doses. _____________ [name] expects to procure additional quantities of
vaccine annually beginning in _________________ [month, year] and
subsequent years as follows: ____________ [quantity], ____________
[quantity] and ____________ [quantity].

B. Specific Requirements

Item: Tetanus Toxoid Vaccine, adsorbed.

Sterile suspension of purified tetanus toxoid.
The toxoids are adsorbed onto __________
[specify]. __________ [specify] is used as a
preservative. Intended for intramuscular
injection.

The potency of the vaccine per single human
dose shall be at least 40 (forty) infective units.

The vaccine shall meet ____________________
[specify] requirements (WHO Biological
Requirements for Tetanus Vaccine
Requirements for Biological Substances No. 10
or equivalent requirements of the USFDA as
detailed in USP 23, or another fully equivalent
set of biological requirements for Tetanus
Toxoid Vaccine).
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Editors� note: It is recognized that equivalence does
not mean identical, only that both provide the same
minimum level of potency safety and efficacy.

The vaccine shall be currently registered in the
country of manufacture and shall meet all
requirements of the licensing authority of the
country of manufacture. The vaccine also shall
be currently registered in the country of use and
shall meet all requirements of the licensing
authority of the country of use.

Quantity: _______ doses from one production lot.

Dosage Size: 0.5 ml.

Dose Package: Vials of 10 doses.
Vials of 20 doses.

Filling Volume: Each 10-dose vial should contain 5 ml plus 15%
overfill.
Each 20-dose vial should contain 10 ml plus 15%
overfill.

Storage
Temperature: Between +2 and +8 degrees C32; vaccine must

NOT be frozen.

Shelf Life: 30 months from beginning of last satisfactory
test for potency; at least 18 months must remain
after shipment.

Stability: Stable for a minimum of _____ years at _____ to
_____ degrees C; manufacturer to specify
thermal stability characteristics.

Labelling: The label on each vial shall conform to the
requirements of the country of use and shall
appear in the language of _________.

32 This temperature range is more conservative than indicated in model package insert, page 564.



559WHO/V&B/99.12

All labelling shall withstand immersion in water
and remain intact.

All labels shall state the name of the vaccine,
name of the manufacturer, place of manu-
facture, lot number, composition, concentration,
dose and mode for administration, expiry date,
storage temperature and any other marking that
is appropriate.

Optional
Labelling: If vaccine is destined for use in public-sector

immunization programmes, the statement �Not
for Sale; For Use Only in Government-
Approved Immunization Programmes� shall
appear on each label in the language of the
purchasing country.

Closures: Vaccine vials shall be fitted with closures that
conform to ISO standard 8362-2.

Printed
Materials: Two (2) information sheets, printed in

__________ [language], shall be included in each
box of ___ vials (see Model Package Insert,
attached)33.

C. Quality Assurance

Compliance: The Supplier shall guarantee that the products
as packed for shipment (a) comply with all
provisions of the specification and related
documents; (b) meet internationally recognized
standards for safety, efficacy and quality; (c) are
fit for the purposes made known to the Seller
and (d) are free from defects in workmanship
and in materials.

33 See example, page 564.
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Evidence: The Supplier shall provide objective evidence,
acceptable to the Purchaser, of the satisfaction of
the requirements of this document for which no
specific inspection has been mentioned.

The Supplier shall provide a copy of the
manufacturing record and procedures to the
Purchaser for each lot intended for shipment.

The Supplier shall provide a copy of the batch
record and all quality assurance documentation
to the Purchaser for each lot being supplied.

The Supplier shall provide a copy of the
Certificate of Analysis to the Purchaser for each
lot intended for shipment.

The Supplier shall provide to the Purchaser a
copy of the approval of each source material,
constituent material and component for each lot
intended for shipment.

The Supplier shall retain a sample of twenty (20)
vials from each lot shipped for two years
beyond the printed expiration date.

Chemical, physical and microbiological test data
for in-process and finished product testing must
be on record for each lot shipped and must be
available to Purchaser�s representatives when
requested.

Inspection: The Purchaser may inspect and sample, or cause
to be sampled, the product at the Supplier�s
factory and/or warehouse at a mutually
agreeable time prior to shipment of the product.

Testing: The Purchaser may cause independent
laboratory testing to be performed as deemed
necessary to assure that the goods conform to
prescribed requirements. Said testing laboratory
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shall be of the Purchaser�s choice and suitably
equipped and qualified to conduct quality
assurance tests on biological products.

D. Packing

Storage: Supplier shall state storage volume occupied per
dose of vaccine (storage volume includes the
vaccine vial, packet containing the vaccine vial
and any intermediate packaging).

Inner Boxes: _____ [number] individual vials will be
contained in sturdy white cardboard boxes
outfitted with individual segments for
protecting and separating each vial.

Cold Chain
Monitor Cards: One cold chain monitor card (description

attached)34 in _______________ language shall be
packed with each ___ doses of vaccine. [_____
freeze watch indicators shall be included with
each carton of vaccine.]

Overpacking: Boxes shall be overpacked so that the vaccine
remains refrigerated at between +2 and +8
degrees C and does not freeze. The containers
must be suitable for export shipment in
accordance with WHO/EPI Guidelines on
International Packaging and Shipping of
Vaccines. They must have adequate insulation
and/or sufficient refrigerant to ensure that the
warmest storage temperature of the vaccine
does not rise above +8 degrees C in continuous
outside ambient temperature of +43 degrees C
nor fall below +2 degrees C in continuous
outside ambient temperature of -20 degrees C
during transit and for a period of at least 48
hours after arrival at the airport of destination.

34 See example in Supplement VI.G.1.a., page 783.
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Additional cushioning shall be provided,
sufficient to protect the vials from breakage
during transit and handling.

Exterior Shipping
Cartons: Product and printed materials, packaged as

specified above, shall be packed in weather-
resistant, triple-wall corrugated fibreboard
cartons with a bursting test strength of not less
than 1,900 kPa.

The overall dimensions of the exterior shipping
cartons should be such that the product does not
become damaged during transportation and
storage.

E. Markings

All containers and invoices must bear the name of the vaccine, expiry
dates of the vaccine and appropriate storage temperature.

Inner Boxes: The inner boxes shall be marked with the
following information in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Lot or batch number
� Composition and concentration
� Number of vials contained in box
� Expiration date (month and year)
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

Exterior Shipping
Cartons: The following information shall be stencilled or

labelled on the exterior shipping cartons on two
opposing sides in bold letters at least __ mm

�To be provided by Purchaser.
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high with waterproof ink in a clearly legible
manner which is acceptable to the Purchaser:

� Generic name and trade name of the vaccine
� Lot or batch number
� Expiration date (month and year)
� Manufacturer�s name and registered address
� Manufacturer�s national registration number
� Destination country license or registration
number

� Consignee�s address and emergency phone
number

� Destination airport
� Contract number
� Number of vials contained in the carton
� Gross weight of each carton (in kg)
� Carton #___ of ___
� Instructions for storage and handling�

� Place of manufacture (Made in ___________)

F. Documentation

Supplier shall provide to purchaser a copy of the batch record,
including all quality assurance documentation for the vaccine being
supplied.

�To be provided by Purchaser.
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UNICEF Model Package Insert

TT VACCINE

DESCRIPTION
The vaccine contains purified tetanus toxoid. The toxoid is adsorbed onto __________(specify).
__________ is used as a preservative. One dose of 0.5 ml has a potency of at least 40 International
Units. TT is used in the prevention of neonatal tetanus by immunizing women, especially of
childbearing age, and also in the prevention of tetanus following injury.

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It should be
injected intramuscularly or deep subcutaneously.

A sterile needle and a sterile syringe should be used for each injection.

Opened vials of vaccine may be used in subsequent immunization sessions until a new shipment
of vaccine arrives providing that the conditions described in WHO/EPI/LH15/95.1 are met.

IMMUNIZATION SCHEDULE
TT immunization of women for the prevention of tetanus and neonatal tetanus consists of two
doses of 0.5 ml given intramuscularly or deep subcutaneously at least four weeks apart followed
by the third dose 6 - 12 months later. To maintain the immunity against tetanus through the child
bearing period, a fourth dose should be given at least one year after the third dose, and the fifth
dose should be given at least one year after the fourth dose. TT immunization can be administered
safely during pregnancy even during the first trimester.

SIDE EFFECTS
Rare and mild. Some transitional tenderness and redness at the site of the injection and occasional
fever. Safe to give in pregnancy.

CONTRAINDICATIONS
A severe reaction to a previous dose of TT.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED PERSONS: HIV infected persons,
both asymptomatic and symptomatic, should be immunized with TT vaccine according to standard
schedules.

STORAGE
TT should be stored and transported between 0° and +8°C. IT MUST NOT BE FROZEN.

PRESENTATION
The vaccine comes in vials of _____ doses.
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PART IV - QUALITY
ASSURANCE

A. Role of the World Health Organization

TheWorld Health Organization (WHO) has published a number of guidelines and
recommendations relating to manufacturing requirements and quality criteria for
vaccines and invites countries to adopt these as a basis for their own national
regulations concerning vaccines. In addition to biological requirements anddetailed
models of summary protocols for specific vaccines, WHO offers many useful
technical reports. It provides advice on regulation and licensing of biological
products in countries with newly created regulatory authorities. It also assesses
specific vaccines from specific manufacturers and approves them in principle for
purchase byUNbodies such asUNICEF. Furthermore,WHOrecommends that each
country participate in the WHO Certification
Scheme on the Quality of Pharmaceutical Products
Moving in International Commerce.

If a country has not established an NCA with expertise in biologicals, WHO will
provide guidance to the health authorities on the creation of such a body.Guidelines
have also been established for the assessment of vaccine quality in non-producing
countries in the document �National Control Authority: Guidelines for Assessment
of Vaccine Quality in Non-Producing Countries�
(WHO/VSQ/95.1) which appears in Part IV.H.

B. Information for Procurement Personnel

From a manufacturing standpoint, controlling the quality of biological products
such as vaccines is complex because biological processes are, by their nature, sub-
ject to variation; consequently the characteristics of each batch can vary slightly.
Thus, quality cannot be established by tests onmaterial in the final container alone.

While vaccines produced in industrialized countries are subject to adequate sys-
tems of quality assurance and meet agreed international standards, nearly half of
the world�s vaccine supply is presently produced in non-industrialised countries.
Manufacturers in these countries do not always produce vaccines under condi-
tions that ensure the safety, potency and efficacy of their products.

The importation of vaccines licensed by the NCA of the purchaser�s country is the
most satisfactory method of ensuring the use of safe and effective vaccine. If no
NCA exists in the country, purchasing should not be undertaken by the government
without appropriate guidance and supervision. In the absence of an NCA with
appropriate expertise in biologicals, the guidance of WHO or a qualified national
authority such as USFDA may be requested to advise on the best course of action.
Advice from WHO will include information on vaccines produced by

Part IV.G., page 608

Part IV.H., page 620
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manufacturers that have been reviewed by WHO and which produce vaccines of
�Known Good Quality�.

1. Licensing or registration by NCA

The licensing status of a pharmaceutical product or a vaccine governs its
importation and distribution, and thus, its eligibility for purchase.

Vaccines used in immunization programmes must be licensed by the NCA
in the country of manufacture and should also be licensed by the NCA in the
purchaser�s country. WHO has recommended that countries employ a
mandatory process of licensing vaccines using an NCA created through
appropriate legislation. Procurement personnel should bear in mind that at
least six months usually are required to license a vaccine in an importing
country.

2. Procurement procedures

By choosing appropriate procurement
procedures and adopting carefully designed
contractual requirements, the procurement
entity often is able to circumvent delays and
programme disruptions associated with rejection of a poor quality product
at the point of delivery. These procedures and conditions include the use of
detailed specifications35, restrictive payment
terms, pre-shipment inspection (and in
specific circumstances, pre-shipment testing),
well crafted packing and shipping
instructionsand insistence on adequate cold
chain provisions. Using the pre-qualification
and purchasing processes described in this
manual will ensure that quality considerations do not impede the supply
process by requiring expensive and time-consuming quality control
procedures for each contract.

3. Specifications

Detailed specifications are key to the receipt of products that meet all
expectations and comply with quality standards. Technical specifications
cover the physical properties of the vaccine, quality assurance norms and
required storage temperatures. Programme specifications cover acceptable
variations in vial size, packaging, packing, etc. and may call for a shelf life
beyond the minimum established by the NCA.

a. Technical specifications
Technical specifications for vaccines are established by the NCA of the
purchasing country and these define the vaccines that can be licensed for

35Part III includes WHO and 1996 USFDA requirements for the standard EPI vaccines (BCG, DTP,
measles, OVP, yellow fever, hepatitis B), along with sample procurement requirements
appropriate for soliciting offers from prospective suppliers.

Part I., page 11
Part II., page 27

Part VI., page 705
Part IV.D., page 573
Part IV.C., page 572
Part II., page 153
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import into that country. When establishing the technical specifications,
the NCA may decide to take into account specifications already existing
in producer countries and those developed by WHO for public-sector
vaccination programmes. The responsibility for this rests with the NCA
of the importing country, if an NCA has
been established. Further information on
the functions of an NCA is available from
WHO publications.

b. Programme specifications
Programme specifications for vaccines may differ from time to time
depending upon how and where the vaccine will be stored, distributed
and administered. For example, a programme manager may determine
that it is more cost-effective to purchase vaccine for use in a mass immu-
nization campaign in 20- or 50-dose vials, instead of the normal presenta-
tion for routine EPI. Five-dose or even single-dose vials may be required
for specific populations. In another case, vaccine may be purchased with
labels affixed on the packing boxes at the narrow ends rather than the
wide sides, so expiration dates will be visible in a specific storage con-
figuration at the central cold stores.

4. Pre-qualification of vaccines and suppliers

Vaccine is normally pre-qualified through licensing by the NCA of the
purchaser�s country. Suppliers may themselves be pre-qualified for sales of
licensed vaccine in a country based on a review of technical credentials,
previous performance, references and other attributes such as a verifiable
legal relationship with the manufacturer of vaccine offered for sale. The
manufacturer of a licensed vaccine is automatically pre-qualified as a
supplier of that vaccine. The subject of pre-
qualification is dealt with in more detail in
Part II.B.

5. Pre-shipment inspection and testing

In the case of licensed vaccines purchased directly from well-known,
internationally reputable manufacturers, a manufacturer�s Certificate of
Analysis and a Lot Release Certificate approved by the NCA of the
manufacturer�s country are usually considered adequate protection against
receipt of substandard, ineffective or
dangerous products. Laboratory testing is not
required except in special circumstances (see Part
IV.C., Donations). However, many
purchasers and some lending institutions
require a pre-shipment inspection to verify other aspects of the cargo before
it leaves the seller�s facility. In this case, the shipment is visually examined
to verify that it has been prepared in accordance with the contract in all
ways; e.g., the correct goods are being supplied in the correct presentation
and quantity, the goods are correctly labelled, the package inserts are
correct, there is no evidence of damage or deterioration, the manufacturer�s
certificate of analysis matches the specification, etc. There are a number of

Part IV.H., page 620

Part II.B., page 35

Part IV.C., page 571
Part IV.D., page 573
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specialist companies that undertake pre-shipment inspections. These are
usually contracted at a relatively low cost based on a time and travel
distance formula. A selection of inspection agents is included with
additional information on pre-shipment
compliance programmes at Part IV.D.

6. Government import controls

Regulatory bodies such as the NCA assign certain enforcement activities to
customs authorities, who must allow or disallow entry of a product based on
documentary evidence of compliance with national licensing requirements.

In addition, some governments have adopted national import controls that
require pre-shipment inspection by a specified agent for all products above a
certain value. In these cases, a �Clean Report of Findings� must accompany
commercial documents presented for customs clearance by the importing
country. This certificate attests to the good condition of the merchandise
immediately prior to shipment. It is not a substitute for the pre-shipment
inspection of vaccine described above.

7. Receipt inspection

Quality control procedures in an importing country usually involve at least
two levels of investigation:

• Examination of the documentation and certificates accompanying the
batch of vaccine36 , to ensure the vaccine is licensed in the country and
that details of identity, manufacture, dosage, remaining shelf life, etc. are
in agreement with the contract requirements. The NCA also reviews the
Lot Release Certificates issued by the regulatory authority of the manu-
facturing country before it releases each batch of vaccine for use in the
country.

• Visual inspection of samples of the boxes, cartons and individual dosage
units to establish that they are correctly labelled, are accompanied by the
correct information and are free from defects, damage or signs of deterio-
ration.

Some countries quarantine incoming medicines and vaccines until tests can
be conducted and the results approved by their own health authorities. Once
again, the licensing of the vaccine by the NCA will eliminate the need for all
but the inspection of the physical characteristics and the satisfactory
packaging and storage of the shipment.

C. Donations and Special Offers of Vaccine

An NCAwith biologicals expertise in the recipient country is vital to the receipt of
safe and effective donated vaccines. If no such NCA exists in the country benefit-
ing from the offer of a donated or specially priced vaccine,WHO, through its head-

36 Part VI includes examples of shipping and quality documents.

Part IV.D., page 573
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quarters and regional and country offices, is prepared to provide technical advice
and guidance in the adoption and implementation of a donations policy. In pro-
viding such advice, particular attention is paid to advocacy with donors regarding
the suitability of donations, training and monitoring. The provision of a rapid re-
sponse to the resolution of reports of adverse events following the use of donated
vaccines is also an important part of such advice.

Offers of free or very low cost vaccine are often made to public-sector immuniza-
tion programmes, particularly in situations of emergency caused by a disease out-
break or an unforeseen stock shortage during supplementary immunization. If such
offers are properly managed, they can be of considerable benefit; but if they are not
properly managed, the risks to the immunization programme can be very high.
Although special offers of vaccine are not usually made through the procurement
entity, many of the purchasing guidelines in this manual, especially those detailed
in the pre-qualification section, are applicable to the donation. The procurement en-
tity should therefore manage the delivery of such vaccines.

WHO has recommended that governments establish a policy for the receipt of do-
nations of drugs and vaccines and has issued guidelines on the receipt of donated
drugs (WHO/DAP/96.2, available fromWHO),which are based on four principles:

1. Maximum benefit to the recipient

2. Respect for the wishes and authority of the recipient

3. No double standards in quality

4. Effective communication between donor and recipient

For the most part, the guidelines are applicable to biologicals, but it may be useful
to restate them with specific reference to vaccines:

• The vaccine must be helpful to, and consistent with, the goals of the immu-
nization programme.

• The vaccine must be subject to the licensing and control procedures estab-
lished by the government through the NCA.

• The vaccine must meet all the specifications and be consistent with the
vaccines normally used in the programme. Particular attention must be paid
to potency, liquid or freeze dried presentation, transport, shelf life, number
of doses per vial, thermostability and labelling.

• The vaccine should be shipped only on the written request of the responsible
national officials.

Additional discussion may be found in the GPV
Policy Statement on Vaccine Donations found in
Part IV.I.

Before agreeing to accept special offers of vaccine forwhich the source is not clearly
established, the recipient government should arrange for the vaccine to be tested.
Such testing must be carried out before shipment to establish conformity with the
vaccines licensed in the country, those in use in the immunization programme and

Part IV.I., page 639

www.who.int/vaccines-documents/DocsPDF/www9724.pdf
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the objectives of the programme itself. Typical costs
of laboratory tests are included at the end of Part
IV.D.4. as a guide to concerned government offi-
cials.

D. Pre-Shipment Compliance Programs

1. Function

Pre-shipment compliance programs are used to assure the purchaser that
products, as prepared for shipment, meet all expectations and contractual
requirements. Used in conjunction with a Letter of Credit, they are an
especially effective means of contract enforcement since payment can be
withheld until documentary proof of
compliance has been presented to a specified
bank.

A pre-shipment compliance program might rely entirely on visual
inspection of the products, packaging, packing, labelling and markings and
examination of quality assurance documents or, in exceptional circumstances,
it may require laboratory testing as well. A
very simple sample compliance program
appears at the end of this section.

2. Sampling

Compliance activities can be based on a �sampling� of the product rather
than 100 percent inspection. For purposes of this manual, �sampling� is
defined as the process of selecting a small, representative quantity of
materials from a much larger batch, shipment or consignment. Inspecting
this representative sample enables judgement about the quality of the entire
batch or shipment of products without having to inspect each individual
unit. Although a sample should represent the population from which it
comes, there is no guarantee that any sample will precisely mirror the
population. Therefore, steps must be taken in the design of the plan to
minimize the chance that the products chosen for inspection will be atypical.

If laboratory testing is included in the pre-shipment compliance program,
the inspection agent should be directed to randomly select a pre-determined
number of samples from each manufacturing lot and forward them to a
designated laboratory. For any typical batch of products supplied by a
reputable manufacturer, one set37 of samples is sufficient for analytical tests.
If any possibility exists that they are deteriorated or adulterated, it is
recommended that at least one additional set of samples be available for
confirmation of test results.

Part VI.C.5., page 707

Supplement IV.D.1., page 579

37 See information on pages 576-577 regarding number of vials in a set of samples.

Part IV.D.4., page 576
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3. Inspection

Inspection criteria should outline exactly what is to be examined and what
constitutes compliance. A sample inspection order is provided at the end of
this section as part of the compliance program in Supplement IV.D.1. Test
results mentioned in the sample inspection
criteria are derived from the NCA dossier
on the product.

Pre-shipment inspection of the physical characteristics of vaccine
consignments typically costs under $600. However, rates vary and are
usually based on the inspector�s time and travel distance, so firm quotations
should be obtained. For pre-qualified vaccines it will normally only be
necessary for the physical aspects of the shipment to be inspected for
compliance with the contract requirements. These may include packing
boxes and temperature insulation in addition to markings and the quantities
of vaccine in the shipment.

Partial List of International Inspection Agents

The following organisations offer pre-shipment inspection and sampling
services:

FRANCE SWITZERLAND
Bureau Veritas Societe Generale de Surveillance SA
16 bis Place Des Refletes Consumer Products Department
Courbevoie 1, Place des Alps
F-92077 Paris, La Defence CH-1211 Geneva 1
France Switzerland
Fax +33-142-91-52-94 Tel. +41-22-739 9111

Fax. +41-22-731 1666

UNITED KINGDOM UNITED STATES
Lloyd�s of London ABS Industrial Verification
Agency Department 263 North Belt East
One Lime Street Houston, TX 77060
London LC3M 7HA USA
United Kingdom Tel. +1-713-873 5200
Tel. +44-171-623 7100 Fax. +1-713-874 9553
Fax. +44-171-327 6777

UNITED STATES
Intertek
3741 Red Bluff Road
Pasadena, TX 77503
USA
Tel. +1-713-475 2082
Fax. +1-713-475 2083

Supplement IV.D.1., page 581
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4. Testing

Laboratory testing of vaccine shipments is expensive, has limited value and
is not required if the vaccine and the supplier have been pre-qualified, and
there is no question about the integrity of the cold chain from the point of
manufacture until delivery into the hands of the Purchaser.

From time to time, however, donations or
offers of very low-cost vaccine are made to
government authorities without a clearly
established source, quality and/or cold chain history (see Part IV.C.). In
these cases, the government must arrange for pre-shipment testing by a
competent, independent laboratory, usually at government expense. Before
agreeing to accept such offers, the recipient government should consider the
cost and the time required for the vaccine to be tested. Apart from the
expense of sampling and carrying out the necessary tests, the time required
can cause unacceptable delays in the implementation of immunization
programmes.

In addition to testing costs, it may be necessary to hire an international
inspection agency for assistance with random selection of samples and
transmittal to a qualified laboratory.
Contact information for a selection of
international inspection agencies is listed
in Part IV.D.3.

A sample of estimated costs and the time required for vaccine testing are
included on the following pages as a guide and decision-making tool. The
tests listed are representative of those usually carried out, but do not include
all of the common tests for each vaccine. Testing protocols and results
should conform to the requirements of the relevant National Control
Authorities and/or an appropriate internationally reputable pharmacopoeia
or WHO Requirements for Biological Substance. For purposes of
convenience, WHO Technical Reports have been used as a basis for the
following estimates. Prices vary from laboratory to laboratory, so firm
quotations should be obtained.

Part IV.C., page 571

Part IV.D.3., page 574
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Vaccine Potency Tests

VACCINE REFERENCE TYPE OF TEST SAMPLE COST DURATION

Measles WHO Technical Virus concentration 6 vials $4200 5 weeks
Report No. 840 using cell culture
Pages 100-168 plaque

IPV WHO Technical Antigen content by 1 vial $500 2 days
(Inactivated Report No. 673 ELISHA.
Polio Pages 40-86 Seroconversion ³3 10 vials $900 6 weeks
Vaccine) groups 10 rats per

group injected

DTP WHO Technical Seroconversion ~10 vials $3000 4 weeks +
- Diphtheria Report No. 800 mouse blood vs

Pages 87-179 standard 3x16 mice
or guinea pigs
test 10x4 control

DTP WHO Technical Seroconversion ~10 vials $3000 4 weeks +
- Pertussis Report No. 800 mouse blood vs
(not the Pages 87-179 standard 3x16 mice
same test) or guinea pigs

test 10x4 control

DTP WHO Technical Seroconversion ~10 vials $3000 4 weeks +
- Tetanus Report No. 800 mouse blood vs
(not the Pages 87-179 standard 3x16 mice
same test) or guinea pigs

test 10x4 control

BCG WHO Technical Plate counts for 10 vials $1000 3 weeks
Reports No. 745 Bacillus CFUs
Pages 60-92

Hepatitis B WHO Technical Seroconversion 20 vials $3600 35 days
(Plasma Report No. 858 and titre
derived) Pages 61-92 20 test mice plus

20 control

Hepatitis B WHO Technical Seroconversion ~ 20 vials $14400 42 days
(Recom- Report No. 786 and titre for
binant) Pages 38-71 �several� groups of

20 test mice and
�several� groups of
20 control mice
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Quality Tests Other Than Potency

TEST NAME US$ COST US$ COST EUROPE
(LAB 1) (LAB 2) COST

Animal General Safety $405 $640 FF1600

Sterility (>200 products manufactured) $175-300 $500 FF500

Karl Fischer Moisture Determination $90 $75 FF300

Pyrogens - 3 rabbit $185 FF750
- 5 rabbit repeat $360 $650 FF1200
- 8 rabbit repeat $545 FF1500

Vaccine Identity Tests

VACCINE REFERENCE TYPE OF TEST SAMPLE COST DURATION

Measles WHO Technical Virus concentration 2 Vials $1400 5 weeks
Report No. 840 using cell culture
Page 117 plaque assays

Oral Polio WHO Technical Serological Identity 1 vial $70 1 week
(Live) Report No. 800

Page 51

IPV WHO Technical Potency test serves
(Inactivated Report No. 673 as the identity test
Polio) Page 60

DPT � WHO Technical Elute from carrier ~1 vial $100 1 week
Diphtheria Report No. 800 and centrifuge. Then

Page 147 test Vs anti-toxin

DPT - WHO Technical Agglutination of 1 vial $100 1 week
Pertussis Reports No. 800 organisms with

Page 147 antipertussis OR
Seroconversion of ~1 vial $600 3 weeks
animals

DPT - WHO Technical Elute from carrier ~1 vial $100 1 week
Tetanus Report No. 800 and centrifuge.

Page 147 Then test versus
tetanus antitoxin

BCG WHO Technical Stain or smear 1 Vial $50 1 week
Report No. 745 and positive ID
Page 75

Hepatitis B WHO Technical ELISHA 1 Vial $700 1 week
(Plasma Report No. 858 versus Anti-
derived) Page 77

Hepatitis B WHO Technical Potency test serves
(Recom- Report No. 858 as identity test
binant) Page 56
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Partial List of Testing Laboratories

GERMANY: CANADA:
BCG, DTP, DT and Td, TT, OPV BCG, DTP, DT and Td, TT, OPV
Robert-Koch Institut Dr. Laszlo Palkonyay,
Nordufer 20, Chief, Viral Products Division
D-13353 Berlin Bureau of Biologics, Drugs Directore,
Tel. +49-30 45 47 4 Tunney�s Pasture
Fax. +49-30 45 47 30 60 Ottawa, Ontario K1A 0L2

Tel. +1-613-957 8064
FRANCE: Fax. +1-613-957 6302
BCG, DTP, DT and Td, TT, OPV
Laboratoire National de la Sante AUSTRALIA:
1, rue Lacretelle, DTP, DT and Td, TT
F-75015, Paris Dr. Parissa Poulis,
Tel. +33-148 28 10 17 Virology Unit, Molecular Biology
Fax. +33-148 28 98 55 Section

Therapeutic Goods Administration
AUSTRALIA: Laboratories (TGAL)
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310 East 67th Street
New York, NY 10021
Tel. +1-212-570 3279
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Sample Compliance Programme

Prior to shipment, the Purchaser, or appointed representative, has the
right to sample and inspect each consignment of vaccine at the factory or
Supplier�s warehouse in accordance with Technical Specification
__________ of this contract.

Packaging, Packing and Marking

a. One hundred percent (100%) of the exterior shipping cartons will be exam-
ined for:

� General physical characteristics and condition
� Markings per Technical Specification __________

b. A representative sample of the inner boxes will be drawn from the exterior
shipping cartons

c. The sample will be examined for:

� General physical characteristics per Technical Specification ________
� Markings per Technical Specification __________

d. All aspects of the samples, including the exterior shipping cartons, inner
boxes and vials or ampoules will be further inspected and any defects
classified as follows:

Critical

• The shipping documents do not coincide with the vial or ampoule infor-
mation

• Broken vials or ampoules
• Illegible or missing text or markings on the vials or ampoules
• Batch/lot number or expiration date incorrect or missing from vial or
ampoule labelling

• Product information sheet does not match the product
• Package insert or information sheet missing
• Shipping carton badly closed or broken
• Inner boxes in bad condition, open, dirty or torn/broken
• Individual boxes missing from the multiple-unit shipping cartons
• Batch/lot number or expiration date incorrect or missing from inner
boxes

• Foreign matter in inner boxes

Major

• Manufacturer�s national registration number missing on inner boxes
• Vials or ampoules missing from the inner boxes
• Manufacturer�s name, address, or importing country�s registration num-
ber missing from inner boxes

Supplement IV.D.1. - 1 of 4
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• Package insert or information sheet illegible, dirty or torn
• Labelling missing from inner boxes
• Instructions for storage missing from inner boxes

Minor
• Printing on vials or amouples defective but legible

Vaccine

At the discretion of the Purchaser, part of the selected sample may be sent to a
qualified independent laboratory to confirm any or all of the manufacturer�s test
data on the final product.

A Certificate of Analysis for production lot(s) represented by test samples shall be
made available to the inspector and/or Purchaser upon request. The certificate
shall state all tests performed, their specifications and the actual test results ob-
tained. In each case, test results shall meet Pharmacopoeia limits.

Resolution of Defects

a. Packaging, Packing and Markings

Defects in exterior shipping carton markings must be corrected by the
Supplier prior to shipment.

All Critical Defects must be corrected and re-inspected at the Supplier�s
expense or all goods from the same production lot will be rejected.

Major Defects must be corrected by the Supplier to the satisfaction of the
Purchaser prior to shipment.

Minor Defects will be resolved on a case-by-case basis to the satisfaction of
the Purchaser.

b. Vaccine

Any deviation from the manufacturer�s Certificate of Analysis, product
specification or Pharmacopoeia limits shall result in rejection of goods from
the entire production lot.

Supplement IV.D.1. - 2 of 4
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Sample Inspection Order

To: Societe Generale de Surveillance (SGS)
Date: October 10, 1997
Purchase Order: 97-068

Vendor: XYZ Corporation Consignee: Government of Indonesia
123 Main Street Capital Building
Seoul, Korea Jakarta, Indonesia

INSPECTION CRITERIA

1. Examine Certificate of Analysis and QC records for shipment of 5000 vials
(0.5 ml, 0.5 dose) Hepatitis B Vaccine (Hepavax B).

Certificate of Analysis must include:
Commodity Name
Lot Number
Date of Manufacture
Analysis Results

Test results as indicated on Certificate of Analysis must fall within the limits
of the following specification:

Appearance Opalescent
pH Value on determination
Thimerosal Content NMT 0.012 W/V%
Formaldehyde Content NMT 0.01 W/V%
Aluminium Content NMT 1.25 mg/ml
Filling Volume 0.68 ml - 0.8 ml
Foreign Material None
HBsAg Content 9-11 �g/ml
Sterility No growth in FTM media (31°, 36° C)

No growth in SDB media 25° C)
Abnormal Toxicity Freedom from abnormal toxicity
Potency NLT Reference
QC/QA Records must support Certificate of Analysis

2. Examine Labelling

Provide a written report for approval by the Government of Indonesia on
labelling prior to release of a clean bill of goods including:

Photocopy of labelling found on vials
Confirmation of consistent labelling on all vials
Photocopy of any package inserts
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(If photocopies are not possible, a written report of the information is
acceptable.)

3. Examine Packing and Markings

Provide a written report for approval by the Government of Indonesia on
packaging prior to release of a clean bill of goods including:

Description of cartons
Description of insulation material, quantity and type
Number of vials per container
Number of Infochem Freezewatch Indicators included and their physical
location within the shipping container

Markings shall include:

Government of Indonesia
Letter of Credit Number: LC0001-003
Invoice Number
Date of Invoice:
Lot Number:
Expiry Date:
PERISHABLE MATERIAL, KEEP REFRIGERATED (+2 to +8 °C)
KEEP FROM FREEZING

Gross Weight:
Box # __________ of __________ Boxes
AIRPORT OF DESTINATION: JAKARTA, INDONESIA
Telephone consignee upon arrival. Telephone No.: 526 237

4. Examine Documentation

Refer to attached Shipping Instructions and confirm all documents listed are
complete except the Air Waybill which is acceptable in draft form.

5. Unless otherwise specified in writing, the SGS representative is not
authorised to sign the �Authorisation for Shipment� form.

Supplement IV.D.1. - 4 of 4
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E. Guidelines for National Authorities on Quality Assurance for
Biological Products
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F. Regulation and Licensing of Biological Products in Countries with
Newly Developing Regulatory Authorities
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G. WHO Certification Scheme on the Quality of Pharmaceutical
Products Moving in International Commerce
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H. National Control Authority: Guidelines for Assessment of Vaccine
Quality in Non-Producing Countries (WHO/VSQ/95.1)
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Vaccine donations
Introduction

A vaccine donation is defined as a shipment of vaccine for which a government does not pay.
Properly managed, vaccine donations may be useful to immunization programmes.  How-
ever, accepting a vaccine donation could leave a country vulnerable to problems. For ex-
ample, if there is no control over the specifications of the vaccine, or if the donated vaccine
does not meet the needs of the government’s immunization programme, the donation could
actually disrupt the programme.

The aim of these guidelines is to improve the management of donated vaccines, and not to
hinder donations. Vaccines shipped through UNICEF Supply in Copenhagen may techni-
cally be considered as donations, but as their specifications are developed by a collaborative
effort between country officials and UNICEF country staff, such vaccines are not included
in these guidelines.

The need for a policy on vaccine donations

The benefits of vaccine donations cannot be over-emphasized. There are many different rea-
sons for vaccine donations. These include emergencies, such as disease outbreaks, or sudden
shortages of stock during supplementary immunization activities, corporate donations, bi-
lateral aid, or assistance in cases where the entire health infrastructure has been put at risk,
such as during conditions of armed combat. Although these scenarios differ, there are some
basic principles which should be considered whenever a donation is to be made which will
ensure the optimization of the benefits of the donated vaccines for both the donor and the
recipient. These guidelines aim to describe the approach of Good Donation Practice on the
part of both donor and recipient.

While vaccine donations are designed to benefit the recipient, they do not always achieve
this. Some examples are given below of situations where donations actually harmed the re-
cipient country immunization programme.
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In one country counterfeit meningitis vaccine was donated by a neighboring country
at the peak of a meningitis outbreak. The counterfeit vaccine was ineffective at best,
and at worst caused harm to the recipient. In either case, public confidence in the
immunization programme was threatened.

BCG vaccine with no remaining shelf life was donated to an African country by an
nongovernmental organization. Vaccines donated which are at the end of their shelf
life generally cannot be used. If they are sent to immunization centers, staff will either
have to ignore their training which tells them to follow the expiration date, or not use
the vaccine. The result either undermines training and good immunization practices or
a large amount of vaccine must be destroyed.

A large donation of OPV suffered a cold chain break in transport. In this case, the
vaccine was donated at the request of  WHO, by a manufacturer for a polio National
Immunization Day. In this particular case, normal precautions had not been taken to
guard the potency of the vaccine throughout transport to the recipient country. The
result was that the cold chain was broken, the vaccine could not be used, and the NID
had to be postponed.

Needed infrastructure

Most recipients of vaccine donations are countries dependent on UNICEF and other
donors for their supply of vaccines. Many lack infrastructure to handle donations ad-
equately. WHO recommends that all countries, including those which receive all their
vaccines from UNICEF,  exercise at least two essential national control functions: a
published set of requirements for licensing, and surveillance of vaccine field perfor-
mance (monitoring of adverse events following immunization). In the case of a prob-
lem in the field which may be vaccine related, or of doubt of vaccine potency because
of a cold chain break in transport, UNICEF can be notified and, if vaccine testing is
needed, WHO laboratories can be used.

But countries still have a responsibility to develop these two basic systems. To date, of
88 countries dependent on UNICEF for their vaccines, only 12 are assuring these two
functions.

WHO drugs donations guideline

All countries which are likely to receive donated vaccine need a policy on dona-
tions. WHO has already published guidelines for receipt of donations of drugs
(WHO/DAP/96.2). These are based on four core principles:

(1) Maximum benefit to the recipient;
(2) Respect for wishes and authority of the recipient;
(3) No double standards in quality; and
(4) Effective communication between donor and recipient.
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These four principles have been expanded into 12 guidelines that apply to vaccines as
well as pharmaceuticals.

1. All drug donations should be based on an expressed need and be relevant to the
disease pattern in the recipient country. Drugs should not be sent without prior
consent by the recipient.

2. All donated drugs or their generic equivalents should be approved for use in the
recipient country and appear on the national list of essential drugs, or, if a national
list is not available, on the WHO Model List of Essential Drugs, unless specifi-
cally requested otherwise by the recipient.

3. The presentation, strength, and formulation of donated drugs should, as much as
possible, be similar to those commonly used in the recipient country.

4. All donated drugs should be obtained from a reliable source and comply with
quality standards in both donor and recipient country. The WHO Certification
Scheme on the Quality of Pharmaceutical Products Moving in International Com-
merce should be used.

5. No drugs should be donated that have been issued to patients and then returned
to a pharmacy or elsewhere, or were given to health professionals as free samples.

6. After arrival in the recipient country all donated drugs should have a remaining
shelf life of at least one year.

7. All drugs should be labelled in a language that is easily understood by health
professionals in the recipient country; the label on each individual container should
at least contain the International Nonproprietary Name, batch number, dosage
form, strength,, name of manufacturer, quantity in the container, storage condi-
tions, and expiry date.

8. As much as possible, donated drugs should be presented in larger quantity units
and hospital packs.

9. All drug donations should be packed in accordance with international shipping
regulations, and be accompanied by a detailed packing list which specifies the
contents of each numbered carton by INN, dosage form, quantity, batch number,
expiry date, volume, weight, and any special storage conditions. The weight per
carton should not exceed 50 kilograms. Drugs should not be mixed with other
supplies in the same carton.

10. Recipients should be informed of all drug donations that are being considered,
prepared, or actually underway.

11. In the recipient country the declared value of a drug donation should be based
upon the wholesale price of its generic equivalent in the recipient country, or, if
such information is not available, on the wholesale world-market price for its
generic equivalent.

12. Costs of international and local transport, warehousing, port clearance and ap-
propriate storage and handling should be paid by the donor agency, unless specifi-
cally agreed otherwise with the recipient in advance.
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Application to vaccine donations

For the most part, these guidelines are applicable for vaccines as well. Four proposed
minimum specifications for vaccine donations restate these guidelines in a manner
applicable to vaccines:

• the vaccine is helpful to the immunization programme; that is, the donated vac-
cines are consistent with the goals of the immunization programme;

• the vaccine is subject to prescribed licensing and control procedures set up by the
recipient government;

• the vaccine meets all specifications consistent with other vaccines in the programme,
including potency, liquid or freeze-dried presentation, transport, shelf life, num-
ber of doses per vial, thermostability, and labeling;

• the vaccine should be shipped only on request of the responsible national offi-
cials.

Policy implementation

Implementation of the policy will require some infrastructure within the country.
However, the needs are not essentially different from those already identified as basic
national control functions. There is a need for a focal point to check vaccines upon
receipt and the ability to refuse vaccine donations not meeting the criteria. This im-
plies a need for criteria, such as a published set of requirements for licensing, and their
application. There is also a need for a system to detect and investigate complaints from
the field, essentially the second critical control function, surveillance of vaccine field
performance. Thus, developing a vaccine donations policy will reinforce the need for
and functioning of the basic components of a national control system for vaccines.

WHO, through its headquarters, regional and country offices, is prepared to provide
technical advice and advocacy for the adoption of a donations policy and its imple-
mentation, particularly in the areas of information dissemination, policy adoption,
advocacy with donors as to the suitability of donations, training, monitoring of imple-
mentation, and to provide a rapid response for investigation, analysis, and resolution
of reports of adverse events reported in conjunction with the use of donated vaccines.
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PART V - THE UNICEF
OPTION

In 1995 UNICEF supplied over 1.1 billion doses of EPI vaccines globally, managing
over 2,000 orders and shipments with a value exceeding $80 million. About 70
percent of the vaccine UNICEF purchases is for UNICEF-assisted country
programmes. UNICEF finances the purchase of vaccines and related products from
its own regular budget or supplementary funds contributed by donor governments
and agencies.

The remaining 30 percent of the vaccine purchased
by UNICEF is for government immunization
programmes using UNICEF�s Standard Procure-
ment Services, including theVaccine Independence
Initiative (VII).

A. UNICEF Standard Procurement Services

The public-sector client indicates type, quantity and delivery date requirements
for the products required and requests a price estimate. The request can be initi-
ated through a local UNICEF representative or by direct inquiry to the Customer
Services and Support Centre of the UNICEF Supply Division in Copenhagen.
UNICEFwill respondwith a non-binding estimate
which, if accepted, will result in a purchase agree-
ment that is executed, usingUNICEFGeneral Con-
ditions.

The UNICEF Supply Division tries to respond to all price request queries within
one week, usually within two work days.

In order to comply with its financial regulations and rules, UNICEF usually re-
quires payment in advance for procurement services transactions. The payment
must be in a fully convertible currency unless the client is a government that has a
Vaccine Independence Initiative agreement with UNICEF. In this case, local cur-
rency is acceptable up to a level that UNICEF can absorb locally in the administra-
tion of its office and the development programmes it is supporting. The amount to
be deposited is based on the cost of the supplies required plus estimated shipping
costs and a 6 percent service fee. A contingency deposit equal to 10 percent of the
value of the transaction is also required to cover unforeseen additional expenses
that might impact UNICEF�s finances. Unused funds are returned after UNICEF
has processed all invoices, including freight bills.

Vaccine is ordered from the manufacturer having the requisite capacity and the
consignment is shipped directly from the manufacturer to the consignee. UNICEF
monitors the vaccine shipments from supplier to arrival at the consignee�s desig-
nated airport as part of its normal supply service.

Part V.C., page 645

Part V.B., page 645
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B. Vaccine Independence Initiative

The Vaccine Independence Initiative functions in a manner similar to UNICEF�s
standard procurement services. The major difference is that the client government
does not pay UNICEF for the vaccine until after it has been received. In order to
offer this option, UNICEF establishes a revolving fund, capitalised by a donor.
UNICEF holds the revolving fund on deposit as a payment guarantee in lieu of
pre-payment by the government. The government reimburses the local UNICEF
office in local currency. Upon receipt of the local currency payment, UNICEF reim-
burses the revolving fund the equivalent amount in hard currency, calculated at
the appropriate United Nations rate of exchange. This initiative will be employed
only when the local currency requirements of UNICEF are sufficient to absorb the
amounts required for the purchase of the vaccines. Currency requirements and
limitations are the same for the initiative as for standard procurement. An impor-
tant feature of the initiative is that the participating government is encouraged, as
part of the process, to make firm and accurate estimates of vaccine requirements
and to place the requirement for vaccines and related supplies into the national
health budget. This is often the first step toward self-sufficiency in vaccination
needs.

C. UNICEF Purchase Agreement/General Conditions

See next page.

(Text resumes on page 662)
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PURCHASE AGREEMENT

BETWEEN THE

UNITED NATIONS CHILDREN�S FUND

AND

���������������������������������
���������������������������������
���������������������������������

THISAGREEMENT is entered into between theUNITEDNATIONSCHILDREN�s
FUND (UNICEF) and

���������������������������������

(�Customer�) in accordancewithUNICEF Financial Regulation 5.2 and Rules 105.5
to 105.8 to extend to the Customer the facilities and procurement services (�the
Services�) provided by the UNICEF Supply Division, whose prime purpose is to
purchase and/or stock, set pack (and dispatch) supplies in support of UNICEF
programme activities.

WITNESSETH

UNICEF and the Customer hereby agree as follows:

ARTICLE I

Type of Services

1. The Customer recognizes that the Services provided by UNICEF under its
Financial Regulations and Rules are limited to assisting governments, UN
agencies or other organizations to obtain supplies, equipment and other
materials, at a nominal fee, for purpose consistent with the aims and policies
of UNICEF.

2. Requests for Services by the Customer may be made for standard warehouse
items as listed in the UNICEF Copenhagen Warehouse Catalogue and Price
List or non-warehouse items if specifications for such items are clear and
complete.

3. Requests for purchases will only be considered by UNICEF where supplies,
equipment and services are required for use in projects related to UNICEF
programme activities or are consistent with UNICEF�s goals and objectives.

4. UNICEF reserves the right to accept or reject any Request for Services under
this Agreement.
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ARTICLE II

Request for Services

1. The Customer shall, for each request for Services under this Agreement,
utilize to the extent possible the same UNICEF forms and follow similar
steps to those for UNICEF programme implementation. The request shall be
accepted by UNICEF subject to the UNICEF General Conditions.

2. Upon acceptance of the Request, UNICEF will notify the Customer thereof
by mailing to the Customer the original of the Request, duly countersigned
by an authorised official of UNICEF.

3. Once accepted by UNICEF, the Request and its Annexes shall constitute a
contract between UNICEF and the Customer, falling under this Agreement.

ARTICLE III

Payment

1. The customer shall, immediately on notification by UNICEF of its
acceptance of the Request, deposit an amount covering the total costs of the
services in the currency of payment and in the bank account specified by
UNICEF.

2. No Request shall be acted upon by UNICEF until the payment due has been
made, except where reciprocal arrangements already exist or have been
concluded by UNICEF with the Customer with the approval of the UNICEF
Comptroller.

ARTICLE IV

Terms of Delivery

1. All supplies shall be delivered by UNICEF on C.I.F. (Cost-Insurance-Freight)
terms, unless otherwise specifically agreed in writing, and the Customer
produces proof satisfactory to UNICEF that the shipment will be covered by
insurance.

2. UNICEF shall make provision for inspection of purchases prior to shipment
and the cost of such inspection, if any, shall be billed to the Customer as part
of the cost of the Services provided under the Request.
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ARTICLE V

Settlement of Disputes

1. Any controversy or claim arising out of or in connection with the
interpretation or execution of this Agreement or any Request accepted by
UNICEF under this Agreement or any breach thereof, shall, unless it is
settled by direct negotiations, be settled in accordance with the UNCITRAL
Arbitration Rules as at present in force. UNICEF and the Customer agree to
be bound by any arbitration award rendered as a result of such arbitration,
as the final adjudication of such controversy or claim.

2. Nothing contained in or relating to this Agreement shall be deemed a
waiver, express or implied, of any of the privileges and immunities of the
United Nations, including UNICEF.

ARTICLE VI

Termination

1. The Agreement may be terminated for cause by either Party upon 90 days
written notice to the other.

2. Upon termination of this Agreement, the Parties shall take all reasonable
and necessary measures to conclude the Services already commenced in
accordance with this Agreement.

3. The provisions of this Agreement shall survive any termination to the extent
necessary to permit an orderly settlement of accounts between the Parties.

ARTICLE VII

General Provisions

1. This Agreement shall enter into force upon signature by the Parties.

2. This Agreement may be altered, modified or amended only by written
instrument duly executed by both Parties with the approval of the
Comptroller of UNICEF.
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IN WITNESS WHEREOF, the Parties hereto have executed this Agreement.

on ____________ at __________________ on ____________ at ____________________

Director, UNICEF Supply Division

________________________________ ________________________________

(for the CUSTOMER) (for UNICEF)
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UNICEF GENERAL CONDITIONS

INTENDED PURPOSE

1. The Customer undertakes to ensure that all purchases requested from
UNICEF under these arrangements are for purposes consistent with the
Purchase Agreement and will be used solely in projects indicated in the
Request.

COST OF PURCHASES

2. Purchases supplied by UNICEF under this Request shall be billed at the
price stated by UNICEF. Any price increase resulting from price changes by
the Supplier or Manufacturer, currency exchange fluctuations on non-
warehouse items, or other incidental costs, as may be notified to the
Customer, shall be billed and paid by the Customer as part of the total cost
of the Services provided by UNICEF.

For warehouse items the prices invoiced will be those valid at the time of the
receipt and confirmation by Supply Division, Copenhagen of the firm order.

PAYMENT

3. The Customer shall, as a condition precedent to any action by UNICEF on a
Request, pay the amount covering the total cost of the service in a currency
and to the bank account agreed. If a price increase is notified to the
Customer prior to shipment, the Customer shall immediately arrange for
deposit of the amount as provided herein above. If a price increase is
notified to the Customer after shipment, the Customer shall pay such price
increases within ninety (90) days of such notification.

DELIVERY OF PURCHASES

4. Delivery of purchases shall be on C.I.F. (Cost-Insurance-Freight) terms,
except where otherwise agreed, upon proof by the Customer that insurance
has been effected. The Customer shall be responsible for the purchases from
the time of shipment.

5. Upon shipment of the purchases, UNICEF shall forward to the Customer
copies of the relevant shipping documents.

WARRANTY

6. UNICEF shall pass on any warranty offered by the Manufacturer or Supplier
used by UNICEF to the Customer. Where no such warranty is available,
UNICEF offers no warranty, express or implied, that supplies are
merchantable or fit for any particular purpose. UNICEF will not accept the
return of any purchases procured on behalf of the Customer. Only in
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exceptional circumstances and with the prior agreement of UNICEF may
standard warehouse items be returned to UNICEF in Copenhagen, provided
that this shall be at the Customer�s full expense.

CUSTOMS CLEARANCE

7. The Customer shall be fully responsible for reception, customs clearance and
distribution of all purchases shipped. The Customer or its nominated
representative shall be the consignee of such purchases.

AMENDMENTS, CANCELLATION

8. Amendments or cancellation or reduction of quantities already accepted by
UNICEF, and where procurement action has been initiated, may only be
effected with the agreement of UNICEF. The Customer shall be responsible
for payment in advance of any resulting costs.

9. In case of cancellation or reduction of quantities before shipment, the
customer shall pay any penalties imposed by Suppliers.

FINAL ACCOUNT

10. After shipment of all purchases and recording of all expenses incurred,
UNICEF shall prepare a statement of account to be forwarded to the
Customer, covering the total cost of the Services, and shall include any
increases in cost, including penalties and credits due to decrease in price or
quantities.

11. The statement of account shall be expressed in U.S. dollars. The United
Nations operational rate of exchange shall apply to all currency conversions
under this Request.

12. In the event that the statement of account indicates a balance of funds in
favour of the Customer, these funds shall, unless otherwise requested by the
Customer, be returned to the Customer.

13. In the event that the statement of account indicates a deficit in the funds
deposited with UNICEF, the Customer shall, within ninety (90) days of
notification by UNICEF, make the additional payments to the same bank
account and in the same currency as the original deposit was made in order
to settle the account.

LIABILITY AND CLAIMS

14. UNICEF shall not be responsible for delay of delivery or loss or damage to
any purchases. UNICEF shall under no circumstances be liable for any
indirect or consequential damages arising from acceptance or execution by
UNICEF of a Request. UNICEF�s total liability in any event shall not exceed
the purchase price of the particular supply (or supplies) with respect to
which a claim is made.
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15. All claims relating to any defect in quality or quantity or for any loss or
damage shall be handled directly by the Customer with the Supplier.
UNICEF shall provide to the Customer any assistance that the Customer
may reasonably request in handling such claims.

16. UNICEF accepts no liability for any third party claims arising out of or in
connection with the acceptance or execution by UNICEF of the Request. The
Customer shall indemnify, deal with, defend and hold UNICEF harmless in
connection with any third party claim or other cause of action arising from
the acceptance or execution by UNICEF of any Request under the Purchase
Agreement.

SETTLEMENT OF DISPUTES

17. Any controversy or claims arising out of this Request shall be settled as
provided in Article V of the Purchase Agreement between UNICEF and the
Customer.
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D. Minimum Requirements For Vaccine To Be Supplied for UNICEF
and Model Inserts38

8.1 PRODUCTION AND TESTING

The vaccine shall be produced and tested in conformity with the
requirements of national legislation and the following requirements
established by the World Health Organization (WHO).

8.1.1 Good Manufacturing Practices for Biological Products (WHO
Technical Report Series No. 822, 1992) and Guideline for National
Authorities on Quality Assurance for Biological Products (WHO
Technical Report Series No. 822, 1992).

8.1.2 General Requirements for the Sterility of Biological Substances (WHO
Technical Report Series No. 530, 1973).

8.1.3 Requirements for Diphtheria, Tetanus, Pertussis and Combined
Vaccines (Revised 1989) (WHO Technical Report Series No. 800, 1990).

8.1.4 Requirements for Poliomyelitis Vaccine (Oral) (Revised 1989) (WHO
Technical Report Series No. 800, 1990 except that the minimum
infectious units per human dose for type 3 should be 600,000. This is
specified by WHO EPI following the recommendation of the Global
Advisory Group of its meeting in Cairo in 1990).

8.1.5 The requirements for Measles, Mumps, and Rubella Vaccines and
Combined Vaccine (Live). WHO Technical Report Series No. 840,
1994. The minimum quantity of vaccine virus in one human dose is
1000 viral infective units. Additionally, as specified by WHO-EPI
following the recommendation of the Global Advisory Group at its
meeting in Jakarta in 1992 for the maximum viral infective units per
human dose in an assay that has been adequately validated against
the International Reference Reagent for measles vaccine.

8.1.6 Revised Requirements for Dried BCG Vaccine (Revised 1985) (WHO
Technical Report Series No. 745, 1987), (Amendment 1987) (WHO
Technical Report Series No. 771, 1988).

8.1.7 If there is a change in formulation of vaccines from those supplied to
UNICEF in 1994-95 against previous long-term arrangements,
manufacturing protocols plus data on thermostability where
appropriate and final container samples from five consecutive bulk
lots shall be provided through the National Control Authority to the
Chief, VSQ, WHO Geneva before the bid is considered.

8.1.8 Regarding BCG vaccine, freeze-dried, nominal 10 and 20 dose vials
should contain actual 10 and 20 doses respectively for children under
one year old, i.e., reconstituted vaccine of 0.5 ml and 1.0 ml
respectively (0.05 ml/dose x 10 and 20 doses respectively) as
described in page 14, BCG Vaccine Model Insert. Therefore, any

38Contract from the UNICEF Invitation to Bid for Vaccines (1997).
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supplier�s nominal vials that do not fulfil the above requirement may
either be rejected or the offer adjusted to equivalent vial sizes.

8.1.9 It is recognised that, because of the special needs for vaccines for the
EPI in developing countries, the specifications prepared for UNICEF
by WHO may be more detailed than those given in the WHO
Requirements, although they are not in conflict with them. If these
specifications are not in accord with national requirements, provision
is made for this to be stated in the model certificate for the release of
vaccines acquired by United Nations agencies (TRS 786, Annex 1,
Appendix 2).

8.2 SHELF LIFE

Vaccine shall be supplied with the maximum shelf life possible consistent
with current vaccine production technology. Unless separately authorised by
UNICEF, the remaining shelf life at the time of dispatch shall not be less than
the figures given below:

Oral polio vaccine, if stored at -20°C: 18 months
Freeze-dried BCG, Freeze-dried Measles, DTP, TT and DT 20 months

8.3 PACKING AND SHIPPING

In addition to the specifications contained in paragraph. 7.1 Packing/
Shipping requirements must conform to the attached GUIDELINES ON THE
INTERNATIONAL PACKAGING AND SHIPPING OF VACCINES FOR
THE EXPANDED PROGRAMME OF IMMUNIZATION, WHO EPI/CCIS/
81.4/Rev. 5 (Appendix 1).

8.4 LABELS AND INSERTS

8.4.1 Vial labels shall be affixed with water resistant adhesive so that the
labels do not become loose or fall off. Labels shall state the name of
vaccine, name of manufacturer, place of manufacture, lot number,
composition, concentration, dose and mode of administration, expiry
date, storage temperature, any marking that is appropriate. Expiry
date and lot number shall be printed on each vial in indelible ink.

8.4.2 BCG, DTP, TT, DT, Td and measles vaccines must be colour coded on
the paper label of the vial as follows:

BCG ·· PMS 300 BLUE
DTP ·· PMS PANTONE YELLOW
TT ·· PMS 327 GREEN
DT ·· PMS 376 LIME
Measles ·· PMS 151 ORANGE

8.4.3 Inserts shall be printed in English, French, Portuguese and Russian
(Spanish and Arabic are optional). Separate inserts in the language
appropriate for the country of destination will be welcome. In all
inserts the following should be inserted under �Description of
vaccines�.
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�The vaccine fulfils WHO requirements for __________ (name of
vaccine)�.

8.4.4 Inserts shall contain at least the information in the WHO Model Insert
enclosed for that vaccine. Any additional information provided by the
manufacturer must not confuse or contradict WHO policy on the use
of that vaccine. It should also be noted that current model inserts
attached will be revised and replaced during this year.

8.5 CLOSURES

Vaccine vials shall be fitted with closures that conform to ISO standards
8362-1 and 8362-2.

8.6 VACCINE VIAL MONITORS (VVM)

Vaccine vial monitors should comply with WHO specifications dated 9
September 1996 or later.
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8.7 MODEL INSERTS

BCG VACCINE

DESCRIPTION
It is a live freeze-dried vaccine made from an attenuated strain of Mycobacterium bovis.
It is used for the prevention of tuberculosis.

ADMINISTRATION
For children under one year 0.05 ml and for others 0.1 ml of reconstituted vaccine is given
intradermally. Reconstitute only with the diluent supplied by the manufacturer. Special
syringes allow administration of the exact dose. A sterile syringe and a sterile needle
should be used for each injection. The skin should not be cleaned with antiseptic. Jet
injectors do not generally provide a reliable dose of BCG and should not be used. Special
care is needed in opening the vials and reconstituting the vaccine so that the vaccine is
not blown out of the vial. Because of sensitivity to daylight, the vaccine must be kept in
the dark. When withdrawals are made from the vial, the vaccine must be exposed to the
light for the minimum period of time, and never for longer than four hours. If not used
immediately after reconstitution, the vaccine should be kept on ice and protected from
light, and any opened container remaining at the end of a session (maximum 4 hours)
must be discarded. Skin testing with tuberculin is not generally carried out before giving
BCG, but when performed, those who are found to be positive reactors need not be
immunized.

IMMUNIZATION SCHEDULE
BCG should be given routinely to all infants at risk of early exposure to the disease. For
maximum protection, this vaccine should be given as soon after birth as possible. It can be
given at the same time as DTP, DT, TT, measles, polio vaccines (OPV and IPV), Hepatitis
B and Yellow Fever vaccine.

SIDE EFFECTS
A local reaction is normal after BCG. A small tender red swelling appears at the site of the
injection which gradually changes to a small vesicle and then an ulcer in 2 - 4 weeks. The
reaction usually resides within two to five months and in practically all children leaves a
superficial scar 2-10 mm in diameter. Rarely, the nodule may persist and ulcerate.

Occasionally, enlargement of axillary lymph nodes may appear in 2 - 4 months following
immunization. Inadvertent subcutaneous injection produces abscess formation and may
lead to ugly retracted scars.

CONTRAINDICATIONS
The vaccine is contraindicated in those with cell-mediated immune deficiency. Keloid and
lupoid reactions may occur at the site of injection and such children should not be
revaccinated.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV-infected,
non symptomatic infants should be immunized with BCG vaccine according to standard
schedules. Infants with clinical (symptomatic) AIDS should not receive BCG vaccine (but
should receive other EPI vaccines).

STORAGE
BCG vaccine should be stored and transported between 0° and +8°C. It is even more
stable if stored in temperatures as low as -20°C. The diluent should not be frozen but kept
cool. Protect the vaccine from the light.

PRESENTATION
The vaccine comes in boxes of ____ ampoules/vials each containing ____ doses.
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8.7 MODEL INSERTS (continued)

DTP VACCINE

DESCRIPTION
The vaccine contains purified diphtheria and tetanus toxoids and inactivated whooping
cough organisms. The toxoids are adsorbed onto ___(specify). __________ is used as a
preservative. The potency of the vaccine components per single human dose is at least
_________ (specify in International Units for three components).

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It
should be injected intramuscularly or deep subcutaneously. The anterolateral aspect of
the upper thigh is the preferred site of injection. (An injection into a child�s buttocks may
cause injury to the sciatic nerve and is not recommended.)

It must not be injected into the skin as this may give rise to a local reaction. 1 dose is 0.5
ml. A sterile needle and sterile syringe should be used for each injection. Once opened,
multi-dose vials should be kept between 0° and +8°C. Opened vials of vaccine may be
used in subsequent immunization sessions until a new shipment of vaccine arrives
providing that the conditions described in WHO/EPI/LH15/95.1 are met.

IMMUNIZATION SCHEDULE
In countries where pertussis is of particular danger to young infants, DTP immunization
should be started as soon as possible with the first dose given as early as 6 weeks and two
subsequent doses given at 4-week intervals.

DPT vaccine can be given safely and effectively at the same time as BCG, measles, polio
vaccines (OPV and IPV), Hepatitis B and Yellow Fever Vaccine.

SIDE EFFECTS
Some transitional swelling, tenderness and redness at the site of injection together with
fever occur in a large proportion of cases. Occasionally severe reactions of high fever,
irritability and screaming develop within 24 hours of administration. Very rare
neurological complications allegedly due to the pertussis component have been observed
but are rare in comparison with those observed in the course of the disease.

CONTRAINDICATIONS
There are few contraindications to the first dose of DTP. Fits or abnormal cerebral signs in
the newborn period or other serious neurological abnormality are contraindications to the
pertussis component. DT should be given instead. A second or subsequent dose of DTP
should not be given to a child who suffered a severe reaction to the previous dose. The
pertussis component should be omitted and DT given for the remainder of the course.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV-infected
infants, both asymptomatic and symptomatic, should be immunized with DTP vaccine
according to standard schedules.

STORAGE
DTP vaccine should be stored and transported between 0° and +8°C. IT MUST NOT BE
FROZEN.

PRESENTATION
The vaccine comes in vial of ____ doses.
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8.7 MODEL INSERTS (continued)

TT VACCINE

DESCRIPTION
The vaccine contains purified tetanus toxoid. The toxoid is adsorbed onto
__________(specify). __________ is used as a preservative. One dose of 0.5 ml has a
potency of at least 40 International Units. TT is used in the prevention of neonatal tetanus
by immunizing women, especially of childbearing age, and also in the prevention of
tetanus following injury.

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It
should be injected intramuscularly or deep subcutaneously.

A sterile needle and a sterile syringe should be used for each injection.

Opened vials of vaccine may be used in subsequent immunization sessions until a new
shipment of vaccine arrives providing that the conditions described in WHO/EPI/LH15/
95.1 are met.

IMMUNIZATION SCHEDULE
TT immunization of women for the prevention of tetanus and neonatal tetanus consists of
two doses of 0.5 ml given intramuscularly or deep subcutaneously at least four weeks
apart followed by the third dose 6 - 12 months later. To maintain the immunity against
tetanus through the child bearing period, a fourth dose should be given at least one year
after the third dose, and the fifth dose should be given at least one year after the fourth
dose. TT immunization can be administered safely during pregnancy even during the
first trimester.

SIDE EFFECTS
Rare and mild. Some transitional tenderness and redness at the site of the injection and
occasional fever. Safe to give in pregnancy.

CONTRAINDICATIONS
A severe reaction to a previous dose of TT.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED PERSONS: HIV-infected
persons, both asymptomatic and symptomatic, should be immunized with TT vaccine
according to standard schedules.

STORAGE
TT should be stored and transported between 0° and +8°C. IT MUST NOT BE FROZEN.

PRESENTATION
The vaccine comes in vial of _____ doses.
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8.7 MODEL INSERTS (continued)

ADSORBED DT VACCINE FOR CHILDREN

DESCRIPTION
The vaccine contains purified diphtheria and tetanus toxoids. The toxoids are absorbed
onto __________ (specify). __________ is used as a preservative. One dose of 0.5 ml
contains __________ LF of diphtheria toxoid and __________ LF of tetanus toxoid. The
potency of vaccine components per single human dose is: at least 30 IU (International
Units) of potency for diphtheria toxoid and at least 40 IU of potency for tetanus toxoid.

ADMINISTRATION
The vaccine should be shaken before use in order to get a homogeneous suspension. It
should be injected intramuscularly or deep subcutaneously.

A sterile syringe and a sterile needle should be used for each injection.

DT vaccine is recommended for children below 8 years of age. For persons 8 years and
older, a special absorbed vaccine for adults, Td, is recommended.

Opened vials of vaccine may be used in subsequent immunization sessions until a new
shipment of vaccine arrives providing that the conditions described in WHO/EPI/LH15/
95.1 are met.

IMMUNIZATION SCHEDULE
Recommended for use in childhood immunization instead of DTP when contraindications
to pertussis component exist. To complete the course, two intramuscular injections of
0.5 ml at least four weeks apart for children. It may be given at the same time as BCG,
measles, polio vaccines (OPV and IPV), Hepatitis B and Yellow Fever vaccine.

SIDE EFFECTS
Some transitional tenderness and redness at the site of the injection and occasional fever.

CONTRAINDICATIONS
A second or subsequent dose of DT should not be given to a child who suffered a severe
reaction to the previous dose.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED CHILDREN: HIV-infected
children, both asymptomatic and symptomatic, should be immunized with DT vaccine
according to standard schedules.

STORAGE
DT should be stored and transported between 0° and +8°C. IT MUST NOT BE FROZEN.

PRESENTATION
The vaccine comes in vial of _____ doses.
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8.7 MODEL INSERTS (continued)

MEASLES VACCINE
DESCRIPTION
An attenuated live virus vaccine. Each dose contains not less than _____ (specify)
infective units of viral vaccine strain _____(specify), and not more than _____ �gm _____
residual antibiotic (specify the antibiotic). This vaccine is a freeze-dried product which
must be reconstituted only with 0.5 ml of the sterile diluent provided separately by the
manufacturer for that purpose.

ADMINISTRATION
The immunization consists of a single dose of 0.5 ml injected SUBCUTANEOUSLY,
preferably in the upper arm. A sterile needle and sterile syringe must only be used for
each injection. Once the vaccine has been reconstituted, it should be used the same day,
and only then if the vial has been maintained between 0° and +8° and protected from
light in the meantime. The diluent MUST BE kept cool prior to use.

IMMUNIZATION SCHEDULE
A single dose of measles vaccine is sufficient to provide prolonged immunity to infection.
In countries where the incidence and mortality from measles is high in the first year of
life, the recommended age for immunization against measles is a soon as possible after 9
months of age (270 days). Countries where measles is less of a problem may decide on a
later date for immunization. Measles vaccine can be safely and effectively given
simultaneously with DT, Td, TT, BCG, polio vaccines (OPV and IPV), Hepatitis B and
Yellow Fever vaccine.

SIDE EFFECTS
A mild fever and rash lasting one to three days may occur in up to 15% of vaccinees 8 to
12 days after vaccination. Encephalitis has been reported following measles vaccination,
approximately one case per million doses administered.

CONTRAINDICATIONS
There are few contraindications to the administration of measles vaccine. On the contrary,
it is particularly important to immunize children with malnutrition. Low grade fever,
mild respiratory infections or diarrhoea and other minor illnesses should not be
considered as contraindications.

It is contraindicated in patients with a known severe allergy to
_________________________ (specify the antibiotic used as a preservative). Since the
effect of the live measles virus vaccine on the fetus is not known, it is also contraindicated
in pregnancy.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED PERSONS: The vaccine is
contraindicated in those with immune deficiency disease or supposed immune response
from leukaemia, lymphoma or generalized malignancy. However, HIV-infected persons,
both asymptomatic and symptomatic, should be immunized with measles vaccine
according to the standard schedule.

STORAGE
Freeze-dried measles vaccine should be kept below +8°C (and if possible below 0°C) until
used. Stability is even better if the vaccine (not the diluent) is kept at -20°C. The diluent
should not be frozen but kept cool immediately prior to use. The vaccine should be
protected from light.

PRESENTATION
The vaccine comes in vial of _____ doses.
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8.7 MODEL INSERTS (continued)

ORAL POLIO VACCINE

DESCRIPTION
The live oral poliomyelitis vaccine (OPV) is a trivalent vaccine containing suspensions of
types 1, 2 and 3 attenuated poliomyelitis viruses (Sabin strains). Each dose contains not
less than ______ (specify) infective units of type 1, and ______ of type 2, and ______ of
type 3. __________ (specify) is used as a stabilizer.

ADMINISTRATION
OPV must only be administered orally. Two drops are delivered directly into the mouth
from the multi-dose vial through dropper or dispenser. For older children it may be
preferred to avoid the possible bitter taste by first placing the drops on a sugar lump or in
syrup. Care should be taken not to contaminate a multi-dose dropper with saliva of the
vaccinee. Opened vials of vaccine may be used in subsequent immunization sessions until
a new shipment of vaccine arrives providing that the conditions described in WHO/EPI/
LH15/95.1 are met.

IMMUNIZATION SCHEDULE
Infants should receive at least three doses of OPV at minimum intervals of 4 weeks. In
non-endemic areas the first dose can be given from 6 weeks with the first dose of DTP. In
endemic areas, an extra dose should be given as soon as possible after birth.

OPV can be given safely and effectively at the same time as measles, DTP, DT, Td, TT,
BCG, Hepatitis B and Yellow Fever vaccine.

SIDE EFFECTS
In the vast majority of cases there are no side effects. Very rarely, there may be vaccine-
associated paralysis (less than one case per 3 million doses administered).

CONTRAINDICATIONS
The vaccine should not be administered to those with an immune deficiency. No adverse
effects are produced by giving OPV to a sick child. However, if in doubt, for instance
during diarrhoea, a repeat dose can be given after recovery.

HUMAN IMMUNODEFICIENCY VIRUS (HIV) INFECTED INFANTS: HIV-infected
infants, both asymptomatic and symptomatic, should be immunized with OPV according
to standard schedules.

STORAGE
Vaccine is potent if stored at not higher than -20°C until the expiry date indicated on the
vial. It should not be stored for a period of longer than six months at a temperature not
higher than +5°C. Protect from light.

PRESENTATION
The vaccine comes in vial of ______ doses.
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E. UNICEF Quality Assurance Programme

The Vaccine Supply and Quality (VSQ) section of the Global Programme for Vac-
cines and Immunization (GPV) at WHO Geneva Headquarters acts as an adviser
to UNICEF onmatters related to the quality of vaccines and has formulated criteria
for evaluating the acceptability of vaccines for purchase by UN agencies.

All quality assurance functions are provided to UNICEF by WHO. These include
random lot testing, inspection of the supplier�s facility and the National Control
Authority Laboratory by qualified experts, periodic re-inspection and follow-up
investigation of adverse events reported. Addi-
tional information on quality assurance measures
may be found in Part IV.B. - Quality Assurance.

The quality assurance procedures established by the NCAs in the countries where
vaccine is produced facilitate international export and import by guaranteeing their
quality and acceptability for human use. Another example of such guidelines is the
following WHO document �Procedure for Assessing the Acceptability, in Prin-
ciple, of Vaccines for Purchase by United Nations Agencies� (WHO/VSQ/97.06),
which includes a �Model Certificate for the Release of VaccinesAcquired byUnited
Nations Agencies�. It is currently being applied to the procurement of vaccines by
UNICEF for the Expanded Programme on Immunization.

(Text resumes on page 677)

Part IV.B., page 568
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F. UNICEF Application of Vaccine Vial Monitors

Since 1996, all oral polio vaccine purchased byUNICEF carries a VaccineVialMoni-
tor. This is a time-temperature sensitive dot that provides an indication on the
accumulative heat to which the vial has been exposed. It warns the end-user when
exposure to heat is likely to have degraded the vaccine beyond an acceptable level.

G. UNICEF Pricing39

UNICEF reports continuing reductions in the price of vaccine purchased for EPI
up to 1998. The average cost of airfreight has also been significantly reduced fol-
lowing negotiations with suppliers and a review of packaging and shipping meth-
ods. Freight usually does not exceed 10 percent of vaccine value. Vaccine type,
packaging, destination, the urgency of the shipment and source of supply may
cause some variation.

The manufacturers� quoted prices are generally valid for one year for all standard
EPI vaccines. Prices for non-EPI vaccines are negotiated on a case-by-case basis,
but a minimum of six months price validity is sought.

39 Information provided by UNICEF (April 1998).
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PART VI - GENERAL
INFORMATION

A. Price and Cost Data

1 . Vaccine prices

The vaccine price material included at
the end of this section is presented in
graphic form for comparison purposes. It
represents the price history of EPI vaccines for the period from September
1992 through April 1998, calculated through periodic surveys of manufac-
turers.

For current specific, accurate pricing, the prospective Buyer must request
a price quotation or proposal from one or more vaccine producers or
Suppliers. A draft fax titled “Request for
Quotation” that may be used for such
inquiry appears in Part II.D.13. of this
manual.

The price a manufacturer will offer for a specific vaccine often varies from
customer to customer and from contract to contract according to the
circumstances of the sale. Because of the nature of the vaccine market, the
price of a dose of vaccine from the same supplier may vary from country
to country dependent upon the marketing policy of the manufacturer.
Two of the main considerations are the quantity to be supplied and
public- versus private-sector status. Prices are usually lowest when a
large quantity will be purchased for a public-sector immunization
programme, and highest when a small quantity is purchased for use in
private-sector settings. Other elements affecting price include:
• the number of shipments anticipated
• when the shipments are needed
• shipping distance
• currency of payment
• payment terms
• special labelling, packaging and handling requirements
• risk—for example, risk of nonpayment, risk of currency devaluation

In addition, a manufacturer may raise or lower the price of his vaccine on
short notice according to his current inventory position. If a large quan-
tity of unsold product is on hand, the manufacturer is usually willing to
sell at a lower price; if there is a shortage, especially a world-wide short-
age, often prices increase. Unexpected increases in the manufacturer’s
expenses can affect pricing also. Manufacturers sometimes offer very low

Supplement VI.A.1., page 683

Sample II.D.13.a., page 79
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“introductory” prices to secure entry into a new market or win a new
customer. In these cases, purchasers can usually expect higher prices for
subsequent contracts.

2. Vaccine cost components

The price quoted by a supplier does not accurately represent the entire
cost of a vaccine to the purchaser. In order to make an accurate compari-
son, the additional costs associated with each offer must be considered:
• Shipping
• Insurance
• Inspection
• Testing40

• Customs Duties
• Clearance Fees
• Other, such as:

• financing costs
• currency conversion costs
• Letter of Credit costs
• lost interest costs
• documentary costs

Cost calculations can be facilitated by
using a Budget Estimate Worksheet such
as the one included at the end of this
section (page 691).

40 Testing costs are only incurred in exceptional circumstances.  See Part IV - Quality Assurance,
page 575.

(Text resumes on page 692)

Form II.C.3., page 52
Sample II.C.3., page 53
Form VI.A.2, page 691
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Budget Estimate Worksheet

Approved
Date Budget

Supply Year

Estimated Cost of Commodities Required

Commodity ____________________________________________________

Quantity ________ x Cost/unit _________ = _________________

Shipping Cost _________________

Insurance Cost _________________

Inspection Cost _________________

Testing Costs _________________

Customs Duties _________________

Clearance Fees _________________

Other _________________

Total Required _________________

Convertible Currency Required _______________ (amount and currency)

Convertible Hard Currency Available _ yes _ no

Form VI.A.2.
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B. Vaccine Sources and Supply Survey

1 . WHO assessed sources

WHO has assessed a number of vaccine
manufacturers and found them
acceptable, in principle, for the supply of
specific vaccines to UNICEF and other UN agencies. This list changes from
time to time so it is necessary to use the latest version, which can be
obtained from the VSQ unit of WHO-GPV.

Manufacturers appearing on the WHO list have specifically applied to WHO
for assessment. WHO can only advise UNICEF and other UN agencies
whether vaccines effectively meet WHO recommended requirements if the
vaccines have been assessed through the WHO procedure. Other vaccines
that have not gone through this process may be as safe and effective as those
that have actually been assessed.

2. Other sources

Contact information for U.S. and other
manufacturers of a wide range of vaccine
and biologicals also appears at the end of
this section. This is not intended to be a comprehensive list, nor infer an
endorsement of the manufacturers that have been included. It was derived
mainly from WHO documents and U.S. reference texts for a rapid survey
that was conducted by a Ministry of Health in search of potential suppliers
of specific vaccines and biologicals in addition to EPI vaccines. It is offered
here as an example.

Additional biologials manufacturers who
belong to the International Federation of
Pharmaceutical Manufacturers
Association (IFPMA) are listed at the end of this section.

Not all vaccines required by a country programme are available from the
same producer. Thus, Buyers who are
charged with obtaining a range of EPI and
other vaccines and related products
usually must deal with multiple sources. In order to quickly identify
potential suppliers of specific vaccines other than those mentioned in
Supplement VI.B.1, the procurement entity may wish to engage in a survey
similar to the one mentioned above.

3. Sample merger and acquisition history

While every effort has been made to provide correct contact information, the
1990s have seen a number of mergers and acquisitions among the larger
vaccine manufacturers so this information tends to become obsolete very
quickly. For example, in the United States, Wyeth-Ayerst acquired Lederle

Supplement VI.B.1., page 694

Supplement VI.B.2.a., page 699

Supplement VI.B.2.b., page 701

Supplement VI.B.2.c., page 703
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Laboratories. Chiron, a U.S. corporation,
formed a joint partnership with Ceiba
Geigy of Switzerland, and purchased
Sclavo in Italy. Chiron also acquired Behringwerke Ag from Hoechst. A
diagram illustrating some recent merger and acquisition history appears in
Supplement VI.B.3.

4. Advertising

In a procurement system where open
tendering (international competitive
bidding) is required, sources for vaccine may
be located by advertising in local and international newspapers and journals
for applications from vaccine manufacturers to pre-qualify for the supply of
specific vaccines to the country’s immunization programme.

Supplement VI.B.3., page 704

Part II.B.7, page 39

(Text resumes on page 705)
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Supplement VI.B.1. - 1 of 5

Address List of Suppliers Approved in Principle for the Supply of
Vaccines to United Nations Agencies

ADDRESS VACCINES

Chiron-Behring GmbH & Co. BCG
Postfach 1630 DTP
D-5006 Marburg DT
Germany TT
Contact: Mr. K. Friederich OPV
Head, International Sales, Vaccines
Telephone: +49-6421-39 40 99
Fax: +49-6421-39 40 95
Telex: 041-48 23 20 01

Chiron Vaccines (Italy) TT
Via Fiorentina 1 DT
53100 Siena OPV
Italy Measles
Contact: Mr. Bruno Alfonsi
R.O.W. Marketing and Sales Manager
Telephone: +39-577-24 32 14
Fax: +39-577-24 30 76
Telex: 043-5713 29

Cheil Jedang Corporation Hepatitis B
10th Floor, Cheil Bldg. 500 (Plasma Derived)
5Ka, Namdaemoon-Ro
Choong-Gu, Seoul
Republic of Korea
Contact: Mr. T.H.Choi, General Manager
Telephone: +82-2-31 19 560/585/569
Fax: +82-2-311 94 90

CSL Limited European Office DTP
45 Poplar Road 20, rue Saint Victor DT
Parkville CH-1227 Carouge TT
Victoria 3052 Geneva
Australia Switzerland
Contact: Mr. S. McLeish, Contact: Dr. J. Marshall
General Manager
Telephone: +61-3-93 89 19 11
Fax: +61-3-93 89 18 87
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ADDRESS VACCINES

Eisai/Biken. Measles
Department of Export & Asian Operations
6 10 Loishikawa 4
Bunkyoku
Tokyo 112-88
Japan
Contact: Mr. Yasuhiro Hara, Senior Manager
Telephone: +81-3-38 17 39 17
Fax: +81-3-38 11 35  74
Telex: 072-28282

Human Serum Production & DT
Medicine Manufacturing Co. TT
H-2100 Gödöllö
Tancisics Mihaly ut 82
Hungary
Contact: Dr. A. Bukovszky, Head, Export/Import Office
Telephone: +36-133 0564 or +36-282 0733
Fax: +36-282 0177
Telex: 22-4014
(For Sole agent see Intervax Biologicals Ltd, Canada)

Institute of Immunology Measles
Rockerfellerova 2
Zagreb
Croatia
Contact: Dr. Vlako Silobrcic, Director
Telephone: +385-1-27 29 79 or +385-1-27 72 78
Fax: +385-1-27 72 78
Telex: 21864
(For Sole Agent see Intervax Biologicals Ltd, Canada)

Institut Pasteur de Dakar Yellow Fever
36 Avenue Pasteur
Boite Postale 220
Dakar
Senegal
Contact: Dr. Jean Moreau
Telephone: +221-22 51 81
Fax: +221-23 87 72
Telex: 61241 Pasteur SG
March 1998 - under reassessment by WHO.
Please contact WHO/VSQ for information.

Supplement VI.B.1. - 2 of 5
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ADDRESS VACCINES

Intervax Biologicals Ltd (Agent)
The Scotia Bank Commenrcial Tower 802
625 Cochran Drive
Markham,
Ontario L3R 9R9
Canada
Contact: Dr. S. Tabbara, President
Telephone: +1-905-940 8385
Fax: +1-905-940-8387
Telex: 021-696 2999
Sole agents for:
• Human Serume Production & Medicine Co., Hungary
• Institute of Immunology, Croatia
• National Centre of I&P Diseases Bulgaria

Japan BCG Laboratory BCG
Koishikawa IS Building
4-2-6 Koshinata, Bunkyo-ku
Tokyo 112
Japan
Contact: Mr. Hashimoto, Manager, Foreign Trade Dept.
Telephone: +81-3-5800 5303
Fax: +81-3-5800 5352
Telex: 0720-232 2357

Korea Green Cross Corporation Hepatitis B
1465-4, Seocho-Dong, Seocho-ku (Plasma derived)
Seoul
Korea
Contact: Mr Jee. J. Han, Managing Director of KGCC.
Telephone: +82-2-584 0131
Fax; +82-2-584 2828/584 9802

L. G. Chemical Ltd. Hepatitis B
Pharmaceutical Division (Recombinant)
20, Yoido-dong
Youngdongpo-gu
Seoul 150-721
Korea
Contact: Mr. S. J. Jeon, General Manager
Telephone: +82-2-3773 0605
Fax. +82-2-3773 7391

Supplement VI.B.1. - 3 of 5
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ADDRESS VACCINES

Medeva Group Development BCG
Evans House, Regent Park Measles
Kingston Road Yellow Fever
Leatherhead
Surrey KT22 7PQ
United Kingdom
Contact: Mr. P. Gallard,
Business Unit Manager. International Markets
Telephone: +44-1372-36 40 00
Fax: +44-1372-36 40 18
Telex: 051-921 133

National Drug Institute Agency BCG
26 Yanko Sakazov Boulevard
Sofia 1504
Bulgaria
Contact: Pof. Stefan Dundarov, Director
Telephone: +359-2-434 7290 or +359-2-44 22 60
Fax: +359-2-44 22 60
(For Sole Agent see Intervax Biologicals Ltd. Canada)

Pasteur Merieux Connaught (Canada) BCG
1755 Steeles Avenue West DTP
North York DT
Ontario, M2R 3T4 TT
Canada OPV
Contact: Mr. Stan Gillis, Director Measles
Telephone: +1-416-667 2296
Fax: +1-416-667 2961

Pasteur Mérieux Connaught (France) BCG
B.P. 7046 DTP
58 Avenue LeClerc DT
F-69348 Lyon Cedéx 07 TT
France OPV
Contact: Mr. Patrick Laturnus Measles
              Manager International Tenders Yellow Fever
Telephone: +33-472 73 70 75
Fax: +33-472 73 78 30
Telex: 042-900 266
e-mail: laturnus@bdr.pasteur-merieux.fr

PT Bio Farma (Persero) OPV
Jl. Pasteur No. 28 Measles
Bandung 40161
Indonesia
Contact: Mr. Thamrim Poeloegan, DVM.
Telephone:+62-22-23 37 55/23 40 18
Fax: +62-22-204 1306/23 40 18

Supplement VI.B.1. - 4 of 5



698 Procurement of vaccines for public sector programmes

ADDRESS VACCINES

Serum Institute of India (Pty) Ltd DTP
283 Mahatma Gandhi Road DT
Pune 411042 TT
India Measles
Contact: Mr. S.R. Mundra, Director
Telephone: +91-212-64 69 63/64 01 97/64 20 53
Fax: +91-212-64 51 84
Telex: 145 7216 SEAL IN

Smith Kline Beecham - Pharmaceuticals OPV
rue de l’Institut 89 Measles
B-1330 Rixensart Hepatitis B (Recombinant)
Belgium
Contact: Ms. Eunice Miranda
Associate Director Commercial Affairs
Telephone: +32-2-656 8754
Fax: +32-2-656 9034
Telex: 046-63251
e-mail: miranda@sbbio.be

Statens Serum Institut BCG
Artillerivej 5
DK-2300 Copenhagen S
Denmark
Contact: Mr. Jens Hummeluhr, Division Director
              Sales and Distribution
Telephone: +45-32 68 34 04
Fax: +45-32 68 38 88
Telex: 31316

Swiss Serum & Vaccine Institute Berne DT
P.O. Box 2707 TT
CH-3001 Berne Measles
Switzerland
Contact: Mr. Dr. L. Gruenenfelder, Sales Director
Telephone: +41-31-980 6111
Fax: +41-31-980 6775
Telex: 045-91 26 18

Supplement VI.B.1. - 5 of 5
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Vaccine and Biologicals Manufacturers Contact Information

Company Name Facsimile Number

Bayer Pharmaceutical Division, +1-510-705 5000
Berkley, CA USA

Biken Institute +81-6-222 0470
Tokyo Japan

Chiron Behring GmbH +49-6421-39 40 95
Marburg, Germany

Chiron Sclavo SpA +39-577-24 30 76
Siena, Italy

Cheil Jedang Corp. Ltd +82-2-311 9490
Seoul, Korea

Commonwealth Serum Laboratories +61-3-93 89 18 87
CSL, Ltd., Parkville Victoria Australia

Connaught Laboratories Inc +1-717-839 7235
(Pasteur Merieux Connaught)
Swiftwater, PA. USA

Esai Co. Ltd. +81-3-38 11 35 74
Tokyo, Japan

Human Institute of Immunology +36-282 0177
(Human Co. Ltd.) Budapest, Hungary

Institute Of Immunology +385-1-27 72 78
Zagreb, Croatia

Intervax Biologicals Ltd +1-905-940 8387
Ontario, Canada

Japan BCG Laboratory +81-3-58 00 53 52
Tokyo, Japan

Korean Green Cross Corp +82-2-584 2828
Seoul, Korea

LG Chemical Ltd. +82-2-37 73 73 91
Seoul, Korea

Medeva International +44-1372-36 40 18
Leatherhead, United Kingdom

Supplement VI.B.2.a. - 1 of 2
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Company Name Facsimile Number

Merck Biologicals +1-215-652 0210
USA

National Centre for Infectious +359-2-44 22 60
  and Parasitic Diseases
Sofia, Bulgaria

Pasteur Merieux Connaught +1-416-667 2961
Ontario, Canada

Pasteur Merieux Serums and Vaccins +33-472 73 78 30
Lyon, France

PT Bio Farma (Persero) +62-22-204 1306
Bandung, Indonesia

SA Vaccine Producers (PTY) +27-11-822 0812
Sandringham, South Africa

Serum Institute of India +91-254-64 51 84
Pune, India

SBL Vaccin AB +46-8-730 3248
Stockholm, Sweden

Smith Kline Beecham Pharmaceuticals +32-2-656 9034
Rixensart, Belgium

Statens Serum Institute +45-32 68 38 88
Copenhagen, Denmark

Swiss Serum and Vaccine Institute +41-31-980 6775
Berne, Switzerland

Institute of Immunology and Virology, +381-11-46 95 65
Torlak. Beograd, Yugoslavia

Wyeth-Lederle Vaccines Inc. +1-717-436 4731
Marietta, USA

Supplement VI.B.2.a. - 2 of 2
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Biologicals Manufacturer Members of the
International Federation of Pharmaceutical Manufacturers Association

(IFPMA)

Supplement VI.B.2.b. - 1 of 2

ALK-ABELLO A/S
Boege Afte 6-8
DK-2970 Hoersholm
Denmark

Ares Serono S.A.
15bls, cherrin des Mines
PO Box 54
1211 Geneva 20
Switzerland

Arznelmittelhersteller E.V. -VFA
Johanna-Kinkel-Strasse 2-4
53175 Bonn
Germany

Bayer Pharmaceutical
400 Morgan Lane
West Haven CT 06516
USA

Bayer Pharmaceutical
Biological Products Division
4th & Parker Streets
P.O. Box 1986
Berkeley, CA 94701
USA

Celltech Therapeutics Limited
216 Bath Road, Slough
Berkshire SL1 4EN
UK

Chiron Behring GmbH & Co.
P.O. Box 1630
D-35041 Marburg
Germany

Chiron Vaccines
36, qual Fulchiron
69005 Lyon
France

CSL Limited
45 Poplan Road
Parkville, Victoria 3052
Australia

Farma Biagini SpA
Loc. Al Contl
55020 Castervecchio Pascoli
Lucca, Italy

Glaxo Wellcome
Langley Court
Beckenham
Kent BR3 3BS
UK

Immuno AG
Arabellastr, 4 (BayWa-Haus)
81925 Munchen
Germany

Instituto Sierovaccineogeno Italiano
ISI Spa
55020 Castelvecchio Pascoli
Lucca

The Kitasato Institute
6-111 Aral, Kitamoto
Saitarna 364-0026
Japan

Korea Green Cross Corporation
1465-4 Seocho-do
Seocho-ku, Seoul
Korea

Medeva Pharma Ltd.
Evans House, Regent Park, Kingston
Road
Leatherhead, Surrey KT 22 7PQ
UK
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Merck & Co. Inc.
WP 16-100
West Point PA 19486
USA

Norartis Pharma AG
Biotechnology
K-681.1.44
CH-4002 Basel, Switzerland

North American Vaccine, Inc.
10150 Old Columbia Road
Columbia MD 21044
USA

Pasteur Merieux Connaught
Connaught Laboratories Ltd
1755 Steeles Avenue West
North York, Ontario M2R 3T4
Canada

Pasteur Merieux MSD
8, rue Jonas Salk
69367 Lyon Cedex 07
France

Pasteur Merrieux Connaught
58 Avenue Leclerc
69007 Lyon
France

Pharmacia & Upjohn
Undhagensgatan 133
112 87 Stockholm
Sweden

SmithKline Beecham Biologicals
89 Rue de l’Institut
1330 Rixensart
Belgium

SmithKline Beecham Pharmaceuticals
709 Swedeland Road
P.O. Box 1539, UE0224
King of Prussia, PA 19406-0939

Wyeth-Lederle Vaccines
211 Bailey Road
West Henrietta NY 14586-9728
USA
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Supplement VI.B.2.c.

Vaccine Supply Survey

Please fax the data mentioned in the below table to:

Name of Manufacturer: ______________________ Date: ____________

Address of Manufacturer: ________________ Fax No:

Please specify items produced by your organization by means of “Y” (Yes) and
“N” (No) in appropriate box.

      Number of doses in vials

Products 1 2 5 10 20 other

Hepatitis B Vaccine - R-DNA

Hepatitis B Vaccine - Plasma derived

Polio Vaccine - OPV

Polio Vaccine - IPV

Mumps Vaccine (monovalent)

Measles Vaccine (monovalent)

Measles & Mumps Vaccine

BGG Vaccine

DTP Vaccine

DT Vaccine

Td Vaccine

“d” Diphtheria Vaccine (monovalent)

Anti-Rabies Vaccine

Anthrax Vaccine

Yellow Fever Vaccine

Tularemia Vaccine

Leptospira Vaccine

Brucella Vaccine

Diphtheria antitoxin

Tetanus antitoxin

Tuberculin 2 UT PPD

Rabies immune globulin

Cholera Vaccine

Meningococcal Vaccine - Groups A, C

Miningococcal Vaccine - Group B

Typhoid Vaccine

Botulinum antitoxin A, B, E
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C. Payment Options

The Seller generally dictates payment terms, but the Buyer is free to negotiate. The
most common payment terms are:

• Cash in advance

• Down payment

• On account

• Payment against documents
• Letter of Credit

Of the common practices listed above, the Letter of Credit is the most complicated,
but it has important advantages for both the Buyer and the Seller.

1 . Cash in advance

The Buyer, after purchasing the commodity under the original contract,
sends the Seller cash pre-payment for the entire shipment. The Seller, upon
receipt of the cash advance, makes shipment to the Buyer and provides all
the necessary shipping documents. This is the simplest payment option.

What are the advantages and disadvantages of cash in advance?
This method of payment involves direct Buyer/Seller contact without
commercial bank involvement and is therefore inexpensive. However, the
Buyer faces a very high degree of payment risk while retaining little
recourse against the Seller for poor quality goods or incorrect or incomplete
documentation, and there is a possibility that an unscrupulous Seller may
never deliver the goods even though the Buyer has made full prepayment.

2. Down payment

The Buyer pays the Seller a portion of the cost of the goods “in advance”,
when the contract is signed or shortly thereafter.

What are the advantages and disadvantages of down payment?
The down payment method induces the Seller to begin performance without
the Buyer paying all of the agreed price in advance. The disadvantage is that
there is a possibility the Seller may never deliver the goods even though it
has the Buyer’s down payment. This option must be combined with one of
the other options to cover the full cost of goods.

3. Open account or “on account”

This payment method is virtually the opposite of “cash in advance”. In this
option, the Seller essentially extends credit to the Buyer. Upon shipment, the
Seller prepares the normal documents (such as bills of lading and original
invoices) and presents these to the Buyer directly, thus avoiding the
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involvement of a commercial bank. The Buyer then pays the Seller directly,
usually via wire transfer, upon receipt of the documents.

What are the advantages and disadvantages of open account?
Under an open account payment method, title to the goods usually passes
from the Seller to the Buyer prior to payment and subjects the Seller to risk
of default by the Buyer. Furthermore, there may be a time delay in payment,
depending on how quickly documents are exchanged between Seller and
Buyer. While this payment term involves the fewest restrictions and the
lowest cost for the Buyer, it also presents the Seller with the highest degree
of payment risk and is employed only between a Buyer and a Seller who
have a long-term relationship involving a great level of mutual trust.

4. Payment against documents

This method of payment is primarily used for ocean shipment. It is generally
inapplicable for vaccine procurement as vaccines are shipped by air. Since
vaccines are shipped by air, the vaccines normally would arrive well before
the documents.

While this method is not applicable to air cargo shipments, it is included
here for completeness.

How does payment against documents work?
Under the original contract, the Seller makes shipment and then sends the
shipping documents to his bank for collection. The Seller’s bank sends the
shipping documents along with a collection letter to the Buyer’s bank, who
sends a collection notice to the Buyer. The Buyer either makes payment
upon receiving the notice and prior to possessing the shipping documents,
(a cash against documents arrangement), or the Seller accepts a time draft
obligating the Buyer to pay at a future date (a documents against acceptance
arrangement). Only after payment or acceptance does the Buyer receive the
original shipping documents.

What are the advantages and disadvantages of payment against documents?
The major advantage of a “cash against documents” payment method for the
Buyer is the low cost, versus opening a Letter of Credit. The advantage for
the Seller is that he can receive full payment prior to releasing control of the
documents, although this is offset by the risk that the Buyer will, for some
reason, reject the documents (or they will not be in order). Since the cargo
would already be loaded (to generate the documents), the Seller has little
recourse against the Buyer in cases of non-payment. A payment against
documents arrangement involves a high level of trust between the Seller and
the Buyer and should be adopted only by parties well known to each other.
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5. Letter of Credit

There are three major types of Letter of Credit: revocable Letter of Credit,
irrevocable letter of credit and confirmed irrevocable Letter of Credit. This
manual discusses only the latter two because revocable is rarely used.

a. Irrevocable Letter of Credit

The irrevocable commercial Letter of Credit is a banking instrument
that guarantees payment to the Seller (Beneficiary) when he has
complied with its terms. Usually, these terms will include shipment of
the contracted goods, compliance with specific contract requirements
and presentation of specified documentary evidence to the bank
proving compliance. The bank deals in documents only, not inten-
tions, and therefore allows no discrepancies without the expressed
approval of the Buyer (Applicant).

b. Confirmed Irrevocable Letter of Credit

The Seller relies on the bank’s guarantee and therefore wants to be
completely assured of its reliability. When Letters of Credit are issued
through small local banks, the confirmation of a major international
bank is often required. In other cases, the Seller simply wants pay-
ment to be guaranteed by a bank located in his own country. Thus, a
“Confirmed” Letter of Credit is a double assurance of payment: The
Issuing Bank makes a legally binding promise to pay a Beneficiary
and a second bank (the Confirming Bank) adds its own legally bind-
ing guarantee to pay if the Issuing Bank defaults.

In selecting a bank to issue a Letter of Credit, it is important to choose
one with an official correspondent relationship with a major interna-
tional bank so that appropriate confirmations are possible.

c. Separate Contracts Relating to a Letter of Credit

There are three separate contracts in operation under a Letter of
Credit arrangement and sometimes four:

• The sales contract between the Buyer and the Seller.

• The reimbursing agreement between the Buyer (Applicant) and
the Issuing Bank (the Bank that issues the Letter of Credit).
This is normally a deposit or set-aside of the Buyer’s (Applicant’s)
funds in his own bank against the time the Seller (Beneficiary)
fully complies with the requirements of the Letter of Credit and
thus gains access to the payment. The Buyer (Applicant) is said to
have collateralised the Letter of Credit when he deposits or sets
aside41  funds in the Issuing Bank. These funds may not be used for

41 Banking process where access to specified funds in an existing bank account is restricted.
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other purposes, but the Buyer (Applicant) earns interest, or other
benefit, on the deposit until the Letter of Credit is paid.

• The Letter of Credit between the Issuing Bank and the Beneficiary
(Seller).

• If the Letter of Credit is “confirmed” by another bank, then such
bank (the Confirming Bank) undertakes its own contractual
arrangement with the Beneficiary (Seller), in addition to that of the
Issuing Bank.

An Advising Bank simply provides information and there is no
contractual undertaking; however, in practice, the Advising Bank
may also be the Confirming Bank.

Each contract is independent and controls its relationship with the
other parties.

d. Issuing a Letter of Credit

The Buyer applies to his bank to issue a Letter of Credit in favour of
the Seller. Exact terms are spelled out, such as:

• how much is to be paid
• in what currency
• time limits for shipment, presentation of documents for payment
• what documents must be presented in order to allow the bank to

pay

In most cases, the Purchaser will be required to deposit funds or
assign already deposited funds equal to the expected payment.
During the period between deposit and payment, the bank may pay
the Buyer (Applicant) interest, or other benefit, for the use of the
funds deposited with the bank.

The bank issues its document to the Seller (Beneficiary) with a copy to
the Buyer (Applicant). If there are errors in the document prepared by
the bank, a no-cost amendment can be requested. Amendments can
also be requested by either the Buyer or the Seller to accommodate
changing conditions, provided they are acceptable to both parties. For
instance, a delivery date may need to be amended based on an agree-
ment between Seller and the Buyer.

e. Settlement of a Letter of Credit

In order to receive payment, the Beneficiary (Seller) must submit
specified documents to the paying bank as proof of his performance.
These documents are:

Supplement VI.D.5.d., page 710

Supplement VI.D.5.e., page 711
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• Commercial Invoice
• Insurance Certificate
• Transport Documents (for example, the Bill of Lading or Air

Waybill)
• Certificate of Origin
• Inspection Certificate
• Authorisation for Shipment
• Other Certificates and Certifications (for example, Certificate of

Analysis)

The first three items are required. The last four items are optional and
are often used as tools to enforce contract provisions.

f. Cost

Banks charge a percentage of the value of the goods for the original
Letter of Credit. This charge is normally paid by the Applicant
(Buyer). Banks levy additional fees for amendments, payments and
draw-downs. The Letter of Credit should stipulate who is responsible
for paying these additional fees, the Beneficiary or the Applicant. Fees
for opening a Letter of Credit will amount to at least several hundred
dollars. Every bank is different so the Applicant should get this
information at the initial contact. A typical fee ranges from 0.5 percent
to 1.0 percent of the face value of the Letter of Credit.

g. What are the advantages and disadvantages of Letters of Credit?

The Letter of Credit allows the Buyer to avoid payment in advance,
accrue interest (or other consideration) on deposited funds until the
goods are shipped and enforce quality assurance provisions in the
contract by linking proof of compliance to payment. This proof may
take the form of Quality Assurance Documents, Inspection or Test-
ing42 Certificates or an Authorisation for Shipment signed by the
Buyer’s representative, based on acceptable inspection or testing
results.

The confirmed, irrevocable Letter of Credit presents the Seller with
the least risk. Since the Buyer generally bears the cost of opening the
Letter of Credit, it is the highest cost option for the Buyer. In addition,
the existence of a Letter of Credit does not obligate the Seller to ship
the goods purchased by the Buyer.

(Text resumes on page 712)

42 Testing is only required in exceptional circumstances.
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Supplement VI.C.5.d.

1 Contract

2 Letter of
Credit

1 Contract

3 Letter of
Credit

4 Advice of
Letter of
Credit

Seller
(Beneficiary)

Buyer
   (Applicant)

Issuing
Bank

Confirming Bank

Issuing a Letter of Credit

1. The Buyer and the Seller conclude a sales contract providing
for payment by Letter of Credit.

2. The Buyer instructs his bank - the Issuing Bank - to issue a
Letter of Credit in favour of the Seller (Beneficiary).

3. The Issuing Bank asks another bank, usually in the country of
the Seller, to advise and perhaps also to add its confirmation to
the Letter of Credit.

4. The Confirming Bank informs the Seller that the Letter of
Credit has been issued.

del Busto C., ICC Guide to Documentary Credit Operations. International Cham-
ber of  Commerce; June 1994.
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Supplement VI.C.5.e.

Settlement of a Letter of Credit

Seller
(Beneficiary)

Buyer
     (Applicant)

Issuing BankConfirming Bank

1
Documents

2
Money

3
Documents

5
Documents

6
Money

4
Money

Goods

1. The seller sends the documents evidencing the shipment to the
bank where the Letter of Credit is available (the Confirming
Bank).

2. After checking that the documents meet the Letter of Credit
requirements, the bank makes payment.

3. This bank then sends the documents to the Issuing Bank.

4. The Issuing Bank, after checking that the documents meet the
Letter of Credit requirements, makes reimbursement in the pre-
agreed manner (see UCP 500 Article 19).

5. The Issuing Bank then sends the Documents to the Buyer.

6. Issuing Bank is paid by Buyer in the pre-agreed manner.

del Busto C., ICC Guide to Documentary Credit Operations. International Cham-
ber of  Commerce; June 1994.
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D. International Commerce

1 . ICC (International Chamber of Commerce)

The ICC  is a non-governmental organisation serving and representing the
world business community at national and international levels. It promotes
world trade and investment based on free and fair competition, harmonises
trade practices and formulates
terminology and guidelines for importers
and exporters, such as INCOTERMS (see
2. below). It also provides practical
services to business and produces a wide range of useful publications
including several of critical importance to vaccine purchasers.43

2. INCOTERMS (International Commercial Terms)

INCOTERMS such as Ex Works, CIP and FOB define the responsibilities of
Buyers and Sellers for delivery of goods under contract and stipulate how
costs and risks are divided. These terms are regularly incorporated into sales
contracts worldwide and are recognised by the United Nations. A chart
summarising the most common terms is at the end of this section
(Supplement VI.D.2.a.), along with an
enlargement of the associated legend
indicating air shipment, truck shipment,
train shipment and sea shipment.

43 Guide to INCOTERMS 1990 and ICC Guide to Documentary Credit Operations. All ICC publications
are available from ICC National Committees in some 60 countries or from ICC Publishing S.A.,
38 Cours Albert 1er, 75008 Paris, France [Customer Service telephone (33 1) 49 53 29 23;
fax (33 1) 49 5329 02] and ICC Publishing Inc., 156 Fifth Avenue, New York, NY 10010, U.S.A.
[telephone (212) 206 1150, fax (212) 633 6025].

Supplement VI.D.1., page 713

Supplement VI.D.2.a., page 719
Supplement  VI.D.2.b., page 720

(Text resumes on page 721)
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Supplement VI.D.1. - 1 of 6

INCOTERMS

1 . Introduction

The INCOTERMS are published by the International Chamber of Commerce
[ICC] for the purpose of clearly defining the most common terms used in
international trade. The shipping rules specify the point at which risks and
responsibilities are transferred from the seller to the buyer.

The 13 INCOTERMS shipping terms are grouped into four basically
different categories. The categories are described below. [Group C terms are
the ones normally used when buying vaccines]:

Group E: Departure term.

Where the Seller makes the goods available to the Buyer at the Seller’s own
premises, (EXW).

Group F: Shipment terms - main carriage paid by Buyer.

Where the Seller is called on to deliver the goods to a carrier named by the
Buyer, (FCA, FAS and FOB). These are shipment contracts with the
shipment point named and carriage unpaid by the Seller.

Group C: Shipment terms - main carriage paid by Seller.

These terms are normally used when buying vaccines and are discussed in
detail below.

Group D: Arrival terms.

Where the Seller has to bear all costs and risk needed to bring the goods to
the country of destination, (DAF, DES, DEQ, DDU and DDP). These are
arrival contracts.

2. Details of Shipping Terms

Group E: Departure term.

EXW - EX WORKS (... named place)
“Ex works” means that the Seller fulfills his obligation to deliver when he
has made the goods available at his premises (i.e., works, factory, ware-
house, etc.) to the Buyer. In particular, he is not responsible for loading
the goods on the vehicle provided by the Buyer or for clearing the goods
for export, unless otherwise agreed. The Buyer bears all costs and risks
involved in taking the goods from the Seller’s premises to the desired
destination. This term thus represents the minimum obligation for the
Seller.

This term should not be used when the Buyer cannot carry out directly or
indirectly the export formalities. In such circumstances, the FCA term
should be used.
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Group F: Shipment terms - main carriage paid by Buyer.

FCA - FREE CARRIER (... named place)
“Free Carrier” means that the Seller fulfills his obligation to deliver when
he has handed over the goods, cleared for export, into the charge of the
carrier named by the Buyer at the named place or point. If no precise
point is indicated by the Buyer, the Seller may choose within the place or
range stipulated where the carrier shall take the goods into his charge.
When, according to commercial practice, the Seller’s assistance is re-
quired in making the contract with the carrier (such as in rail or air
transport) the Seller may act at the Buyer’s risk and expense.

This term may be used for any mode of transport, including multi-modal
transport.

“Carrier” means any person who, in a contract of carriage, undertakes to
perform or to procure the performance of carriage by rail, road, sea, air,
inland waterway or by a combination of such modes. If the Buyer in-
structs the Seller to deliver the cargo to a person, e.g., a freight forwarder
who is not a “carrier”, the Seller is deemed to have fulfilled his obligation
to deliver the goods when they are in the custody of that person. ”Trans-
port terminal” means a railway terminal, a freight station, a container
terminal or yard, a multi-purpose cargo terminal or any similar receiving
point.

“Container” includes any equipment used to unitize cargo, e.g., all types
of containers and/or flats, whether ISO accepted or not, trailers, swap
bodies, Ro-Ro equipment or igloos, and applies to all modes of transport.

FAS - FREE ALONGSIDE SHIP (... named port of shipment)
“Free Alongside Ship” means that the Seller fulfills his obligation to
deliver when the goods have been placed alongside the vessel on the
quay or in lighters at the named port of shipment.

This means that the Buyer has to bear all costs and risks of loss of or
damage to the goods from that moment. The FAS term requires the Buyer
to clear the goods for export. It should not be used when the Buyer cannot
carry out directly or indirectly the export formalities.

This term can only be used for sea or inland waterway transport.

FOB - FREE ON BOARD (... named port of shipment)
“Free on Board” means that the Seller fulfills his obligation to deliver
when the goods have passed over the ship’s rail at the named port of
shipment. This means that the Buyer has to bear all costs and risks of loss
of or damage to the goods from that point.

The FOB term requires the Seller to clear the goods for export.

Supplement VI.D.1. - 2 of 6



715WHO/V&B/99.12

This term can only be used for sea or inland waterway transport. When
the ship’s rail serves no practical purpose, such as in the case of roll-on/
roll-off or container traffic, the FCA term is more appropriate to use.

Group C: Shipment terms - main carriage paid by Seller.

The Group C terms are normally used when purchasing vaccine. With
these terms the Seller has to contract for carriage, but without assuming
the risk of loss of or damage to the goods or additional costs due to events
occurring after shipment and dispatch, (CFR, CIF, CPT and CIP).

These are shipment contracts with the destination point named and
carriage paid by the Seller. There are two critical division points, one for
the division of costs, the other for the division of risk. Costs being as-
sumed by the Seller until the destination point; risk being transferred to
the Buyer at the point of shipment.

CIF and CIP are the only INCOTERMS related directly to insurance
coverage. In these the Seller arranges the contract of carriage and pay-
ment of freight and is regarded as being in a better position than the
Buyer to arrange insurance.

CFR - COST AND FREIGHT (... named port of destination)
“Cost and Freight” means that the Seller must pay the costs and freight
necessary to bring the goods to the named port of destination but the risk
of loss of or damage to the goods, as well as any additional costs due to
events occurring after the time the goods have been delivered on board
the vessel, is transferred from the Seller to the Buyer when the goods pass
the ship’s rail in the port of shipment.

The CFR term requires the Seller to clear the goods for export.

This term can only be used for sea and inland waterway transport. When
the ship’s rail serves no practical purpose, such as in the case of roll-on/
roll-off or container traffic, the CPT term is more appropriate to use.

CIF - COST, INSURANCE AND FREIGHT (... named port of destination)
“Cost, Insurance and Freight” means that the Seller has the same obliga-
tions as under CFR but with the addition that he has to procure marine
insurance against the Buyer’s risk of loss of or damage to the goods
during the carriage. The Seller contracts for insurance and pays the
insurance premium.

The Buyer should note that under the CIF term the Seller is only required
to obtain insurance on minimum coverage. The CIF term requires the
Seller to clear the goods for export.

Supplement VI.D.1. - 3 of 6
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This term can only be used for sea and inland waterway transport. When
the ship’s rail serves no practical purposes such as in the case of roll-on/
roll-off or container traffic, the CIP term is more appropriate to use.

CPT - CARRIAGE PAID TO (... named place of destination)
“Carriage paid to... “ means that the Seller pays the freight for the car-
riage of the goods to the named destination. The risk of loss of or damage
to the goods, as well as any additional costs due to events occurring after
the time the goods have been delivered to the carrier, is transferred from
the Seller to the Buyer when the goods have been delivered into the
custody of the carrier.

“Carrier” means any person who, in a contract of carriage, undertakes to
perform or to procure the performance of’ carriage, by rail, road, sea, air,
inland waterway or by a combination of such modes.

If subsequent carriers are used for the carriage to the agreed destination,
the risk passes when the goods have been delivered to the first carrier.

The CPT term requires the Seller to clear the goods for export.

This term may be used for any mode of transport including multi-modal
transport.

CIP - CARRIAGE AND INSURANCE PAID TO (... named place of desti-
nation)
“Carriage and insurance paid to...” means that the Seller has the same
obligations as under CPT but with the addition that the Seller has to
procure cargo insurance against the Buyer’s risk of loss of or damage to
the goods during the carriage. The Seller contracts for insurance and pays
the insurance premium.

The Buyer should note that under the CIP term the Seller is only required
to obtain insurance on minimum coverage. The CIP term requires the
seller to clear the goods for export.

This term may be used for any mode of transport including multi-modal
transport.

Group D: Arrival terms.

DAF - DELIVERED AT FRONTIER (... named place)
“Delivered at Frontier” means that the Seller fulfills his obligation to
deliver when the goods have been made available, cleared for export, at
the named point and place at the frontier, but before the customs border
of the adjoining country. The term “frontier” may be used for any frontier
including that of the country of export. Therefore, it is of vital importance
that the frontier in question be defined precisely by always naming the
point and place in the term. The term is primarily intended to be used

Supplement VI.D.1. - 4 of 6
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when goods are to be carried by rail or road, but it may be used for any
mode of transport.

DES - DELIVERED EX SHIP (... named port of destination)
“Ex Ship” means that the Seller fulfills his obligation to deliver when the
goods have been made available to the Buyer on board the ship uncleared
for import at the named port of destination. The Seller has to bear all the
costs and risks involved in bringing the goods to the named port of
destination. This term can only be used for sea or inland waterway
transport.

DEQ - DELIVERED EX QUAY (DUTY PAID) (... named port of destina-
tion)
“Delivered Ex Quay (duty paid)” means that the Seller fulfills his obliga-
tion to deliver when he has made the goods available to the Buyer on the
quay (wharf) at the named port of destination, cleared for importation.
The Seller has to bear all risks and costs including duties, taxes and other
charges of delivering the goods thereto.

This term should not be used if the Seller is unable directly or indirectly to
obtain the import license.

If the parties wish the buyer to clear the goods for importation and pay
the duty, the words “duty unpaid” should be used instead of “duty
paid”.

If the parties wish to exclude from the Seller’s obligations some of the
costs payable upon importation of the goods (such as value added tax
(VAT)), this should be made clear by adding words to this effect: “Deliv-
ered ex quay, VAT unpaid (... named port of destination)”,.

This term can only be used for sea or inland waterway transport.

DDU - DELIVERED DUTY UNPAID (... named place of destination)
“Delivered duty unpaid” means that the Seller fulfills his obligation to
deliver when the goods have been made available at the named place in
the country of importation. The Seller has to bear the costs and risks
involved in bringing the goods thereto (excluding duties, taxes and other
official charges payable upon importation) as well as the costs and risks
of carrying out customs formalities. The Buyer has to pay any additional
costs and to bear any risks caused by his failure to clear the goods for
import in time.

If the parties wish the Seller to carry out customs formalities and bear the
costs and risks resulting therefrom, this has to be made clear by adding
words to this effect.

If the parties wish to include in the Seller’s obligations some of the costs
payable upon importation of the goods (such as value added tax (VAT)),

Supplement VI.D.1. - 5 of 6
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this should be made clear by adding words to this effect: Delivered duty
unpaid, VAT paid, (... named place of destination).

This term may be used irrespective of the mode of transport.

DDP - DELIVERED DUTY PAID (... named place of destination)
“Delivered duty paid” means that the Seller fulfills his obligation to
deliver when the goods have been made available at the named place in
the country of importation. The Seller has to bear the risks and costs,
including duties, taxes and other charges of delivering the goods thereto,
cleared for importation.

If the parties wish to exclude from the Seller’s obligations some of the
costs payable upon importation of the goods (such as value added tax
(VAT)), this should be made clear by adding words to this effect: “Deliv-
ered duty paid, VAT unpaid (...named place of destination)”.

This term may be used irrespective of the mode of transport.

Supplement VI.D.1. - 6 of 6
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Supplement VI.D.2.a.

Common Terms



E. International Shipping Documents
1. Normally required documents

The following documents are normally
required by the country of export, the
carrier of the goods and the importing country:

� Commercial Invoice

� Bill of Lading or Air Waybill

� Insurance Certificate

� Packing List

2. Common documents
The importing country might also require:

� Import License

� Certificate of Origin (sometimes)

� Certificate of Analysis (sometimes)

3. Additional documents
In addition, the purchaser or purchaser�s
National Control Authority may require:

� Certificate of Free Sale

� Certificate of Inspection

� Certificate of Registration

� Product License

Examples of all these documents are located at the end of this section,
beginning on page 722.
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F. Transportation and Storage

Vaccines are perishable, biological products that must be kept within a specific
temperature range from manufacture until use. Not all vaccines require the same
temperature range. Freezing destroys some but extends the shelf life of others.
Thus, packing, transportation and storage arrangements for vaccine need to pro-
vide protection from temperatures outside of specified ranges.

1 . Vaccine stability

The BASICS/WHO document Safe
Handling, Cold Chain and
Immunizations: A Manual for the Newly
Independent States provides guidance on vaccine stability. A relevant
excerpt appears at the end of this section.

2. Packaging and shipping vaccine

a. Because of their perishable nature, vaccines are usually shipped by air.
Air freight is priced according to weight with additional charges when
volume exceeds a ratio of 6 cubic meters for one ton of weight. Vaccine
packaging can therefore have a substantial impact on costs, particularly
if small, elaborate packages are used. During 1997, UNICEF and WHO
reviewed actual vaccine packing practices in order to begin eliminating
nonessential packing.

The World Health Organization is in
the processes of revising its Guidelines
on the International Packaging and
Shipping of Vaccines. The current draft (revision 6) appears as Supple-
ment VI.F.2.a.

b. WHO provides guidance for estimat-
ing storage capacity requirements in
its 1986 document WHO Guide to
Estimating Capacity of Equipment Required for Storage and Transport-
ing EPI Vaccines. A one-page 1997 summary is attached to the end of
Supplement VI.F.2.b.

A standardised vaccine arrival report has been included as Annex One of
the WHO Guidelines on the International Packaging and Shipping of
Vaccines. This is a simple, standardised management and technical tool
to stimulate analysis, systematically document feedback on the condi-
tions of international vaccine shipments and take corrective action. Many
countries are now using this form to report problems at the time of
arrival of international vaccine shipments in order to prevent recur-
rences. The form is a mechanism to provide feedback on how well the
supply system functioned in bringing the vaccine into the country and is
used to improve vaccine delivery at the highest level of the cold chain,
which is the most important and easily fixed link from the manufacturer
to the national store.

Supplement VI.F.1., page 752

Supplement VI.F.2.a., page 754

Supplement VI.F.2.b., page 760
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The vaccine arrival report also is needed by donors who want reassur-
ance that their financial inputs are being appropriately and efficiently
used and by MOHs who ultimately are responsible for protecting their
populations and have the greatest interest in ensuring trouble-free ship-
ments.

The lack of a systematic feedback mechanism from the field to vaccine
suppliers results in delivery problems going unrecognised, uncorrected
and even repeated. Inadequate compliance on the part of vaccine manu-
facturers with international standards and procedures related to vaccine
shipment occurs. Some of the documented problems include vaccines
arriving:
� without sufficient advance notification
� without sufficient ice packs
� without cold chain monitors
� with short expiry dates
� without regard for requested black-out dates, such as weekends and
holidays

� trans-shipped via cities lacking cold rooms
� without documentation and labelling needed for easy customs clear-
ance

� without regard for requested vial sizes
� consigned to the wrong party, etc.

The MOH and vaccine suppliers in each country specify procedures for
receiving international vaccines and identify a person acting as a focal
point with high-level support who has responsibility for each step in the
process of ordering, receiving and documenting vaccine shipments. Upon
the arrival of each international shipment of vaccine supplied, the focal
point completes the vaccine arrival report and officially submits it to the
supplier or, in the case of vaccine supplied through UNICEF, to UNICEF
and WHO for their information.

3. Vaccine storage - time/temperature

a. The World Health Organisation has
published recommended temperature
and storage times at different stages of
the cold chain on its World Wide Web site.

b. In 1991, the U.S. Centers for Disease
Control published Recommendations
for Handling and Storage of Selected
Biologicals.

Supplement VI.F.3.a., page 772

Supplement VI.F.3.b., page 774

(Text resumes on page 782)
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Vaccine Stability
All vaccines are sensitive biological substances that progressively lose their po-
tency (i.e., their ability to give protection against disease). This loss of potency is
much fasterwhen the vaccine is exposed to temperatures outside the recommended
storage range. Once vaccine potency has been lost, returning the vaccine to correct
storage conditions cannot restore it. Any loss of potency is permanent and irre-
versible. Thus, storage of vaccines at the correct recommended temperature condi-
tions is vitally important in order that full vaccine potency is retained up to the
moment of administration. Although all vaccines are heat-sensitive, some are far
more sensitive than others are. Those listed in Section 1.2 can be arranged in order
of decreasing sensitivity to heat as follows:

Most sensitive � Live oral polio vaccine (OPV)
� Measles (Lyophilized)*
� Pertussis and Mumps (Lyophilized)
� Hepatitis B
� Adsorbed Diphtheria-Pertussis-Tetanus vaccine (DPT)
� Adsorbed Diphtheria-tetanus vaccine (DT, Td)
� BCG (Lyophilized)*

Least sensitive � Tetanus Toxoid (TT)

*Note: These vaccines become much more heat sensitive after they have been reconstituted
with diluent.

Some vaccines are also highly sensitive to being cold. Such vaccines will lose their
potency entirely if frozen, although others can sustain freezing without any dam-
age whatsoever. (Refer to Table 1). It is therefore vitally important to know the
CORRECT storage conditions for each vaccine, and to ensure that each is kept al-
ways at the recommended conditions.

Table 1: Sensitivity of Vaccines to Freezing

Vaccines Damaged Vaccines Unaffected
by Freezing by Freezing

DPT BCG*
DT OPV
Td Measles*
TT Mumps
Hepatitis B

Note: Vaccines freeze at temperatures just below zero.

� *BCG and Measles vaccines must not be frozen after reconstitution

� diluent for any vaccine must never be frozen

V
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In addition to being temperature-sensitive, several vaccines are also highly sensi-
tive to strong light, and thus need to be kept in the dark as far as possible. BCG and
measles are those most affected. These vaccines must never be exposed to sunlight,
and are given some protection by being supplied in vials of dark brown glass to
reduce the penetration of light. This alone will not prevent light damage, however,
and great care must be taken to protect them during use. As with loss of potency
due to heat, any loss of potency due to light is also permanent and irreversible.

Note that all losses of potency are CUMULATIVE; the is, each time a vaccine is
exposed to incorrect temperature or strong light its potency will decrease. Since
the vaccine may have already been exposed previously, any new exposure, how-
ever small, will increase the damage to the vaccine. Ultimately, due to cumulative
damage, the vaccine may be completely destroyed, with all its potency lost.

Note also that even when stored at the correct temperature vaccines do not retain
potency forever. Therefore, the expiry date marked on a vial or packet of vaccine
must be strictly observed even when correct storage temperatures have always
been maintained.

Supplement VI.F.1. - 2 of 2
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G. Vaccine Temperature Monitoring

1. WHO recommends that manufacturers
include cold chain monitor cards with
each shipment of vaccine at a rate of one
monitor per 3000 doses of DTP or Measles.

The Cold Chain Monitor card, which now arrives with every consignment of
vaccine from UNICEF and WHO, indicates when the temperature limits of
the cold chain have been violated, but not the effect on the vaccine itself.
Accidental heat exposures may not individually render the vaccine useless
but cumulatively can be significant. As a result, EPI programmes have had
to adopt very conservative guidelines
about vaccine handling and the disposal
of vaccines that have received relatively
minor heat exposures. This is changing
due to the development and use of
Vaccine Vial Monitors (see discussion on
page 799).

2. Several other specific-use monitors are
available, including one for shipping DT
and TT vaccines.

3. Where it is anticipated that DTP, DT, TT,
hepatitis B or Hib vaccine may be exposed
to temperatures below freezing point,
freeze watch indicators may be used. An indicator should be placed in each
shipment box and if the freeze watch indicator has burst, the vaccine in that
box should not be used. Care should be taken to ensure the indicator is
placed in the box in such a way that it will not be crushed by any weight
placed on the box.

4. An electronic temperature recorder
specifically designed for shipping
applications is another option for
protecting expensive vaccine shipments. This device not only indicates a
violation of cold chain parameters, but pinpoints responsibility and the
extent of the violation by recording time and temperature at pre-set intervals
of as little as one minute. Recording capsules are retrieved from the shipping
carton(s) at the receiving warehouse and downloaded on a lap-top computer
containing software for generating and printing time/temperature charts.
These devices can also be employed for warehouse temperature monitoring.
Made in both the United States and United Kingdom, the single-use
recording modules are available for US$50 to US$75 and multiple-use
modules are available from US$140 to US$275. Corresponding software is
available at about US$175. Depending on the overall volume of the
shipment, from one to four devices plus one set of software are required for
effective monitoring.

Supplement VI.G.1.b., page 784

Part VI.H., page 799

Supplement VI.G.2., page 794

Supplement VI.G.3., page 795

(Text resumes on page 799)

Supplement VI.G.1.a., page 783

Supplement VI.G.4., page 796
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H. Vaccine Vial Monitors

Vaccine Vial Monitors are time/temperature indicators in the form of small adhe-
sive labels that are applied to individual vials of vaccine. These monitors integrate
exposure to heat over a period of time and are
designed to meet the heat stability curves of the
specific vaccine.

WHO currently is working with vial monitor manufacturers and vaccine produc-
ers to accelerate the introduction of these monitors on all vaccines in the EPI that
are degraded by exposure to high temperatures. Currently, all producers of oral
polio vaccine supplied to United Nations agencies such as UNICEF andWHO use
vial monitors. National producers of oral polio vaccine are also beginning to use
them. It is anticipated that the use of Vaccine Vial Monitors may be commenced
with other vaccines before the end of 1999. Information on progress in the intro-
duction of these monitors can be obtained fromWHO/GPV in Geneva. The intro-
duction of Vaccine Vial Monitors has dictated a change in the manner in which
Cold Chain Monitor cards are used. In the case of oral polio vaccine, WHO now
recommends that only one cold chain monitor card be used for each shipping box,
rather than one for each 3000 doses of vaccine.

Supplement VI.H., page 800

(Text resumes on page 806)
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ÿþý ûúùø÷ý öû õöôþóý÷ óþøò óþý ñö÷ñõýÿ
�� ��� � �� �� � �� � � ��
�� � � �� �� �� � �� � ��
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The interpretation of the VVM is simple. Focus on the central square. Its colour
will change progressively. The vaccine can be used as long as the colour of this
square is lighter than the colour of the ring. The vial should be discarded as soon
as the colour of the central square is the same colour as the ring or of a darker
colour than the ring.

Supplement VI.H. - 6 of 6
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I. Vaccine-Related Products

1. Selection of injection equipment

The GPV Unit of WHO has published a
recommended policy for safety of
injections in immunization programmes
which includes a section on selection of injection equipment.

2. Syringes and needles

A sterile syringe and a sterile needle must
be used for each injection. WHO/UNICEF
Product Information Sheets provide
information for sterilisable and auto-destruct disposable syringes. The
relatively higher price of auto-destruct syringes (US$0.085 compared to
US$0.045 for standard disposables) has prevented many countries from
following WHO guidance on the selection of syringes for EPI; however, it is
anticipated that a range of auto-destruct syringes will become available at a
price of US$0.05-0.06.

3. Syringe incinerator box

WHO/UNICEF Product Information
Sheets also provide basic information for
syringe incinerator boxes.

4. Vaccine cold boxes/carriers

The WHO/UNICEF Product Information
Sheets include approved cold boxes and
vaccine carriers and vaccine packaging.

Supplement VI.I.1., page 807

Supplement VI.I.2., page 813

Supplement VI.I.3., page 818

Supplement VI.I.4., page 820

www.who.int/vaccines-documents/DocsPDF/www9665.pdf
www.who.int/vaccines-access/Restructuring/Vaccines/Vaccine_Quality/Vaccine_Cold_Chain/Equipment/PIS/PIS98Epdf/16e8.pdf
www.who.int/vaccines-access/Restructuring/Vaccines/Vaccine_Quality/Vaccine_Cold_Chain/Equipment/PIS/PIS98Epdf/20e10e.pdf
www.who.int/vaccines-access/Restructuring/Vaccines/Vaccine_Quality/Vaccine_Cold_Chain/Equipment/PIS/PIS98Epdf/20e10e.pdf
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PART VII -  Procurement
Under World Bank

Procedures
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D. How Bank Projects Are Developed
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E. How Bank Loans Are Linked to Bank Projects
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F. How Bank Projects Are Implemented
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G. How Bank Projects Are Monitored
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9 ���� )����������1���

9 '�������
�� �����)���)������ )����������1���

9 0����)��
1��
��1��) �
1��$��������$��
����  �� ������6 ����1�7����
 ���)��$�
�

9 	����
1����)$�
�

9 0�������
����)  ����

9 ��
�����������
1

9 ��
�������
�����$�
�



�!�����	
�����

I. Why The Bank Is Concerned About Procurement Methods and
Procedures
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J. General Timeframes Associated With World Bank Projects
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K. Procurement Guidelines and Standard Bidding Documents
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L. Special Issues of Vaccine Procurement Under World Bank Projects
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Special Clauses for use with World Bank
Standard Bidding Documents for

Procurement of Pharmaceuticals and Vaccines,
Trial Edition, September 1993 and

Corrigenda 1995
(Supplements VII.K.1. and VII.K.2.)
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