BCG
CDC
CIF
CIP
CFR
CPT
DAF
DDP
DDU
DEQ
DES
DTP
EPI
ETA
EXW
FCA
FAS
FOB
GLP
GMP
GPV
HBsAg
HBV
HIV
IBRD
ICB
ICC
IDA
IFPMA
IMR

Acronyms and
abbreviations

Bacille Calmette-Guérin vaccine (for tuberculosis)
Centers for Disease Control and Prevention (USA)
cost, insurance and freight

carriage and insurance paid’

cost and freight”

carriage paid to”

delivered at frontier”

delivered duty paid”

delivered duty unpaid”

delivered ex quay”

delivered ex ship”

diphtheria—tetanus—pertussis vaccine

Expanded Programme on Immunization

estimated time of arrival

ex works”

free carrier”

free alongside ship”

free on board”

good laboratory practice

good manufacturing practice

Global Programme for Vaccines and Immunization
hepatitis B surface antigen

hepatitis B Virus

human immunodeficiency virus

International Bank for Reconstruction and Development
international competitive bidding"”

International Chamber of Commerce

International Development Association
International Federation of Pharmaceutical Manufacturers Association

infant mortality rate

See definitions in INCOTERMS, Part VI.D.
*% See discussion in Part LA.
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ISO
ITB
L/C
LCB
LIB
MOH
NCA
NCB
NCL
NID
NRA
OPV
PATH
PO
QA
QC
REQ
TT
UCP
UN
UNICEF
USFDA
VAT
VII
VSQ
VVM
WHO
W/V

International Organisation for Standardisation
invitation to bid

letter of credit

local competitive bidding™

limited international bidding™

Ministry of Health

national control authority

national competitive bidding

national control laboratory

national immunization day

national regulatory authority

oral polio vaccine

Program for Appropriate Technology in Health
purchase order

quality assurance

quality control

Request for Quotation™

tetanus toxoid

Uniform Customs and Practice for Documentary Credits
United Nations

United Nations Children’s Fund

United States Food and Drug Administration
value added tax

Vaccine Independence Initiative

Vaccine Supply and Quality

vaccine vial monitor

World Health Organization

weight to volume

** See discussion in Part LA.
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Accountee

Agent

Air waybill

Batch

Batch number

Beneficiary

Bid

Bidder

Bid security

Glossary

A legal term used in banking to describe the party who is
responsible for paying an amount guaranteed through a
commercial “letter of credit”.

A supply term for an independent contractor authorized by a
manufacturer to promote and sell the manufacturer’s products
within a designated geographic area. Often an agent will contract
to represent several manufacturers of non-competing products.

A shipping document issued by air freight carriers that contains
a description of the commodity being shipped, shipping
instructions, terms and conditions of the shipment and applicable
transportation charges.

A manufacturing term meaning a single, uniform and
homogeneous quantity (of vaccine) produced from one
compounding formulation, in one manufacturing and production
operation and which has received entirely the same processing
treatment. Used interchangeably with (production) Lot.

See “lot or batch number”.

A legal term used in banking to describe the party who is entitled
to collect funds guaranteed by a commercial letter of credit upon
presentation of stipulated documents, usually shipping and quality
assurance documents.

A procurement term describing an offer for goods or services
submitted or received in response to an Invitation to Bid.

An individual or organization making an offer to sell goods or
services, usually in response to an Invitation to Bid or another
form of solicitation.

A procurement term describing a financial instrument that is
sometimes used to guarantee compensation to the prospective
buyer for inconvenience and expense if a winning bidder rescinds
his offer after the bid is closed and an award is made to him. Each
bidder provides an amount stated in the bidding documents with
their bid submission; bid security is refunded promptly to all
unsuccessful bidders.
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Bill of lading

Biologicals

Biologicals
committee

Buffer stock

Bulk vaccine

Buyer

Campaign

Census data

Certificate of
free sale

Certificate of
inspection

Certificate of
no objection

Certificate of
origin

Clean report
of findings

A shipping document issued by a carrier (usually an ocean freight
line) to a shipper that provides a written receipt for the goods,
describes the conditions on which transport is made and includes

a written commitment to deliver goods at a stated destination to
the lawful holder of the Bill of Lading.

A term used in medicine, immunization and regulatory circles
describing products that have been produced with living
organisms; for example, vaccine and certain laboratory materials.

A regulatory/quality assurance term referring to a subgroup of
the national medicines control body with special responsibilities
and expertise in vaccines and other biologicals.

A term used in vaccine supply to describe extra quantities of stock
kept on hand to cover unanticipated shortages — 25% above
expected usage is common.

A manufacturing term that describes the homogenous container
of finished vaccine before it is packaged into vials or ampoules.

See “final bulk”.

Also referred to as Purchaser. A procurement/contractual term
used to define one of the parties to a purchase transaction;
normally Buyer and Seller. The Buyer does not necessarily have
to be the recipient or consignee.

See “mass campaign”.

Statistics gathered about individuals in a national population;
primarily numbers. Used by immunization programmes to
estimate annual vaccination requirements and, thus, determine
the amount of vaccine needed to meet these requirements. The
most important numbers are births cohorts (individuals born in
a particular year) and birth rates.

See “lot release certificate”.

A document often required with shipments of perishable or other
goods; certification attests to the good condition of the
merchandise immediately prior to shipment.

See “no objection certificate”.

A shipping and import document declaring and certifying the
country of origin of the merchandise; required by certain foreign
countries for tariff purposes. It sometimes requires the signature
of the consul of the country to which it is destined.

A certificate issued by an inspection company stating that no
discrepancies were found between specified criteria and the
vaccine as prepared for shipment. Pre-shipment inspection at the
manufacturer’s facility is recommended for vaccine shipments.
Some importing countries require routine (cursory) visual
inspections at the port of loading.
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Cold chain

Cold chain

monitor

Commercial
invoice

Commercial
merit

Commodity

Competitive

bidding

Consignee

Contractual merit

Relationship

Coverage

Defects -
critical, major,
minor

A system to ensure the potency of a vaccine from the time of
manufacture until it is given to a child or adult by maintaining
the temperature of the vaccine within the correct range for the
vaccine. All vaccines are sensitive to too much heat and some are
sensitive to freezing.

A device, usually a printed card, that is included with shipments
of vaccine to indicate if the temperature has remained within safe
bounds.

A shipping document issued by the Seller, that identifies the
Buyer, and provides a description of the goods, the agreed price,
delivery and payment terms, shipping date, mode of transport
and an assigned invoice number.

A procurement term that represents a judgement as to whether
or not, or how well, a company making an offer or bid meets
requirements for stability, financial viability, good references, etc.

Any piece of tangible property, supplies or equipment that is the
subject of a procurement activity; commonly used to describe
consumable products.

Procurement process in which clearly stated product
specifications and contract requirements are issued to multiple
suppliers to solicit pricing and performance responses (bids). The
purpose is to generate competition among several suppliers which
theoretically elicits the lowest possible prices. There are several
types of competitive bidding procedure. See limited international
bidding, international competitive bidding and local competitive

bidding.

A term used in shipping goods that describes the party to whom
something is entrusted, e.g. the “ship-to” party.

A procurement term that represents a judgement as to whether
or not, or how well, a bid matches the contract requirements of
the Purchaser such as payment terms, delivery date, etc.

banks when they have formally agreed to perform services for
each other. (ir should be under letter “R”, not under “C”

A vaccination programme term for the estimated number of
individuals actually vaccinated as a percentage of the target
population.

Quality assurance terminology used in evaluating vaccine
appearance, packaging and packmg through visual examination
and comparison with a precise description of requirements. The
examination results in a classification of any defects according to
importance. There are published standards for how many defects
can be allowed in a particular lot size under different assumptions.
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Direct purchase

Domestic
preference
allowance

Entity

Estimate of
procurement
requirements

Expanded
Programme on
Immunization
(EPI)

Expiry date

Fast Track
Registration

Final bulk
(vaccine)

Final lot

Used in EPI systems to mean purchasing vaccine (and other items)
directly from a manufacturer rather than through UNICEF or
another third party. More broadly used to describe purchasing
an item from a pre-selected source without considering
competitive offers.

A term used in World Bank procurement documents to describe
a competitive advantage, expressed in a percentage, that is
sometimes given to local manufacturers of goods competing for
contracts against international sources. It is not appropriate for
vaccine procurement because there are very few local
manufacturers who meet quality requirements.

A business and legal term to describe something that exists and
functions as a separate and distinct body, for example, a
corporation, a ministry of health or a committee.

A judgement or approximate calculation of future commodity
needs; quantification based on forecast of use plus buffer stock
requirements less existing stock and undelivered purchases.

A programme initiated by the World Health Organization in
1974 and adopted by many countries since then. It is aimed at
achieving universal childhood immunization against six initial
target diseases: diphtheria, tetanus, pertussis (whooping cough),
polio, measles and tuberculosis. The basic EPI vaccines are BCG
(Bacillus of Calmette and Guérin for immunization against
tuberculosis), DTP (diphtheria-tetanus—pertussis and variations),
measles and OPV (oral polio vaccine). EPI-Plus adds yellow fever
and hepatitis B to the initial target diseases.

A supply term for a date established by the manufacturer that
appears on a drug or vaccine, beyond which the manufacturer
will not guarantee the potency, purity, uniformity or bio-
availability of the product.

An expedited registration/licensing process for new
pharmaceuticals or vaccines that have been offered by successtul
bidders. Actual requirements must be set by the licensing NCA,
butin general, bidders are not required to submit their own clinical
and toxicological analysis but may rely on previously published
literature and proof of registration and approval in the country
of origin.

A manufacturing term that describes the final homogenous
vaccine present in a single container from which the final vials or
ampoules are filled, either directly or through one or more
intermediate containers.

A manufacturing term that describes a collection of sealed final
containers (vials or ampoules) that are homogeneous with respect
to the risk of contamination during filling. A final lot is filled
from a single container in one continuous working session.
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Forecast of use

Good
manufacturing

practice (GMP)

Immunization
policy

Immunization
session

Immunization

strategy

INCOTERMS

CIP

CPT

CIF

Inspection criteria

International

Chamber of

Commerce (ICC)

A term used in vaccination programmes to describe a rational
projection of future commodity demand based on different factors
including population, birth rate and past consumption data.

An organized set of activities and performance standards
covering personnel, premises and equipment, animal quarters
and care, production, labelling, lot processing records and
distribution records, quality assurance and quality control.
A facility where GMP is followed can be relied upon to
consistently produce good quality products that conform to
established specifications because it maintains high standards of
performance and adheres to written procedures.

Commonly used to describe the delivery strategies, schedules,
guidelines and recommendations that a country and/or
immunization initiative or programme are following.

An EPI expression that refers to a time interval starting from
removal of a quantity of vaccine from storage, through its
administration to individuals and ending at disposal or re-storage
of the remaining quantity.

A term relating to how vaccination will be carried out; the two
main strategies are routine immunization (infants and children
are vaccinated according to a standardized schedule for delivery
of specific antigens at specific ages) and mass campaign
(see below).

International rules for the interpretation of the most commonly
used terms in foreign trade published by the International
Chamber of Commerce (ICC). The terms most commonly
associated with vaccine procurement are:

Carriage and insurance paid to (...named place of destination).
Seller must clear goods for export and pay all costs and
transportation plus insurance necessary to deliver to destination
named by Buyer. Buyer bears all risks from the time goods are
delivered into custody of the first carrier.

Carriage paid to (...named port of destination). Seller must clear
goods for export and pay for all costs and transportation necessary
to deliver to place of destination named by Buyer. Buyer bears all
risks from the time goods are delivered into custody of first carrier.

Cost, insurance and freight. Seller pays these costs. Old term,
but still seen in practise.

In the context of vaccine procurement and quality assurance, a
term for the set of instructions and related specifications against
which an inspection agent will examine a shipment of vaccine,
usually before it leaves the manufacturer’s site.

A nongovernmental organization that serves world business
by harmonizing trade practices, formulating terminology and
establishing guidelines for importers and exporters.
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International
competitive

bidding (ICB)

International

shopping

Invitation to

bid (ITB)

Labelling

Lead time

Letter of credit

Licensed vaccine

A procurement method that is initiated with a widely advertised
notice of the bidding opportunity. Sealed bids 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. The objective of the ICB is to provide all eligible prospective
bidders with an equal opportunity to participate in the
competition. Also known as open or unrestricted bidding.

A term used by the World Bank and others to describe a
procurement process that relies on informal quotations and
catalogue pricing to establish a minimum level of competition.
See “request for auotation”.

A procurement term that describes the formal written document
used to solicit offers for the supply of specified goods and/or
services. In addition to detailed specifications, it contains
contractual conditions that apply to the proposed procurement
and instructions to the Bidders. Used with international
competitive bidding (open/unrestricted bidding) and limited
international bidding (restricted bidding).

Used in the context of vaccines and medicines to describe written
text on vials or ampoules, on boxes containing vials or ampoules
and in accompanying leaflets. Labelling is considered an important
part of the product and changes must be approved by the licensing
authority.

A procurement term that describes the time interval needed to
complete a procurement cycle. It begins when the need for new
stock is recognized and ends when that stock is received and
available for issue. Alternate definition: Time from order to
delivery; e.g. manufacturing and shipping time.

An arrangement by banks for settling commercial transactions;
specifically, a written promise by a bank given to the Seller in
accordance with the instructions (and cash deposit) of the Buyer
to pay up to a given sum of money within a prescribed time limit
when and if the Seller presents specified documents that give
evidence of his performance.

In the context of importing countries, a vaccine that has been
evaluated and formally approved by the national control/
regulatory authority of the country of manufacture and by the
national control/regulatory authority of the country where it will
be used. In the context of vaccine producing countries, a vaccine
that has been evaluated and formally approved by the national
control authority for production and use in that country.
Licensing implies a quality standard based on verified good
manufacturing practices, quality assurance data and appropriate
regulation.
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Limited
international

bidding (LIB)

Local
competitive
bidding (LCB)
Lot

Lot or batch
number

Lot release

Lot release
certificate

Manufacturer’s
representative

Marking

Mass campaign

A procurement term describing the bidding process that limits
participation to international and domestic suppliers that have
been pre-qualified or pre-selected in some manner by the
Purchaser. See “restricted tender”, “pre-qualification” and
“licensed vaccine”.

A procurement method that follows the same format as
international competitive bidding, but is limited to local
participants.

A supply term that can be used in two ways: production lot (see
“batch”) and shipping lot.

A manufacturing term that describes the series of numbers or
letters or both established to record production and control of a
single, uniform and homogeneous quantity of drugs, chemicals
or biologicals produced from one formulation, in one
manufacturing and production operation and which has received
entirely the same processing treatment.

A regulatory activity employed in both manufacturing and non-
manufacturing (purchasing) countries that independently checks
each lot of vaccine to determine/confirm that it is in compliance
with the regulations of the country. In manufacturing countries
this step is done by the NRA/NCA (of the manufacturing
country) prior to shipment; in non-manufacturing (purchasing)
countries this step is done by the NRA/NCA (of the purchasing
country) prior to distribution. In most cases, the NRA/NCA of
a purchasing country does not perform additional laboratory
testing but relies upon the quality assurance documentation
provided by the manufacturer and the lot release certificate
provided by the NRA/NCA of the manufacturing country.

A regulatory term describing a certificate issued by the national
control authority of the country of manufacture that states the
lot number being shipped has been tested by the government’s
laboratory or checked in some other manner and found to be in
conformity with the regulations of the country of manufacture
and is released for sale. In some cases this document may be titled
“certificate of free sale”.

A supply term used to describe a direct employee of a vaccine
manufacturer with responsibility to promote the use of, provide
information on and sell the manufacturer’s products. In some
cases, the representative also facilitates importation.

A term used in packing and shipping for the application of
numbers, letters, labels, tags, symbols or colours for handling and
identification during shipment and storage.

In the context of immunization programmes, vaccination of large
numbers of individuals against a specific disease within a very
short time. Primarily used for epidemic situations and disease
eradication.
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Material
deviation

Merit point
system

Middleman

National control
authority (NCA)

National control
laboratory (NCL)

National
immunization

days (NIDs)

National
regulatory
authority (NRA)

No objection
certificate

Offer

Open tender

A procurement term that is used in evaluating bids to describe
a significant and unacceptable difference from the requirements
stated in bidding documents. More precisely, 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 procurement term that describes a numerical system used to
evaluate and compare offers or bids. Points (based on a total of
100) are assigned according to how well an offer is judged to match
requirements and preferences (which are stated by the Purchaser
in the original bidding documents) and its relative standing in the
range of prices offered.

A procurement term for an independent broker who purchases
product from a manufacturer or wholesaler and re-sells the
product. This adds to the final cost of the product as the
middleman’s revenue from the transaction is the difference
between his acquisition and holding cost and his sales price.
Purchase of vaccine through a middleman increases the risk of
receiving poor quality, mishandled or counterfeit product unless
shipments are made directly from the manufacturer to the
purchaser with appropriate original documentation.

An independent government entity responsible for establishing
procedures to ensure that medicines (and biological products)
intended for use in the country are safe, potent and effective.

A laboratory advisory to the national control authority.

An immunization programme term describing a type of mass
campaign (see above), usually lasting one or a few days and
conducted over specified time intervals (e.g. a few months per
year or annually).

See national control authority — both terms are currently in use.

A shipping/import document sometimes required by a country’s
customs, tax or other laws certifying that domestic manufacturers
of vaccine/medicine have “no objection” to the import of a
competing, similar or identical vaccine/medicine.

Same as “bid” where the procurement is advertised or invited;
same as “proposal” where the procurement is solicited by a
“request for quotation”.

A formal procurement procedure in which bids are accepted from
any interested local or international source of the required
product. If it must be used for vaccine procurement, the tender

invitation should include a requirement that the vaccine must be
licensed by the Purchaser’s NRA/NCA.
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Open vial policy

OQOutreach

Packaging

Packaging
for bidding

Packaging

(requirements)

Packing

Payment terms

Performance
security

Potency

Pre-qualification

(of supplier)

Pre-qualification
(of vaccine)

A new immunization programme policy initiated by WHO
advising that opened vials of some vaccines (OPV, DTP, DT, TT,
HepB) may be retained and safely used on succeeding days, as
long as they are kept under refrigeration and are not contaminated.

In the context of EPI, a term for immunization services provided
from mobile or temporary locations to hard-to-reach populations.

A product’s containers and coverings. In the context of vaccine,
vials and ampoules are the primary packaging, boxes and bags
containing several —up to 100—vials or ampoules are secondary
packaging.

A term used by the World Bank and others for organizing very
large, diverse schedules of goods to be purchased into grouping
of like items for bidding purposes.

Identifies how product should be packaged to withstand the
handling and climatic conditions it will be subject to during transit.
For vaccines this includes instructions on the specific temperature
range in which the product must ship and whether it can or cannot
be frozen as well as information on the type of packaging and
strength of packaging material to be used and inclusion of cold
chain monitoring devices.

Assembling of items into a unit for shipment; carton, over-
wrapping and insulation for protecting products against damage
or deterioration during shipment.

In the context of vaccine purchases, a description of how, where
and when payment will be made; for example, letter of credit,
cash in advance, open account.

A procurement term describing the financial instrument used
to guarantee compensation to the Buyer for inconvenience and
expense if the Seller does not perform, i.e., does not produce and
ship the contracted goods or provide the contracted services
within the stated period. The Seller puts up his own funds, often
through a bank or an insurance company, to be held in reserve
until the contract terms have been met.

In vaccine terminology, the specific ability of the product to give
protection against disease as confirmed by appropriate laboratory
tests or by adequately controlled clinical data.

A process of pre-approving suppliers for participation in vaccine
tenders based on a judgement of reliability, technical competence
and financial stability. Referenced as second-level pre-
qualification.

A process of pre-determining that a specific vaccine of a specific
manufacturer meets stated requirements and may be considered
for purchase contracts in the approving country. Licensing by
the national control authority in the purchasing country
automatically confers pre-qualification status. Referenced as first-
level pre-qualification.
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Primary
container

Procurement
agent

Procurement
entity

Procurement
requirements

Procurement
team

Procurement
transaction

Procurement unit

Proposal

Public sector
supply service

Pull system

Purchaser

Purity

Packaging that serves to contain the primary goods, for example,
vials and ampoules are primary containers for vaccine.

An individual or an organization hired to act on behalf of a
purchaser.

Body functioning as the Purchaser in a commercial transaction
(see “entity”).

A complete description of the product to be purchased; used in
the context of vaccine procurement to describe technical attributes
(including manufacturing and quality assurance norms),
programme specifications (including packaging, packing),
shipping terms, payment terms, port of delivery, delivery date,
quantity, documentation and any other relevant detail of the
expected purchase.

In broadest terms, includes all individuals who actively
contribute to a specified procurement, particularly those who
cooperate together and are accountable for some part of the
transaction. A typical procurement team is made up of the
procurement unit, the EPI manager, and representatives from the
tender board, the national control authority, the ministry of
finance, and the ministry of health.

Agreements and actions of a Buyer and a Seller around a specific
purchase; usually documented and legally binding.

Individuals organized around procurement duties within a larger
entity.

A procurement term that describes an offer of goods or services
where (1) the procurement has not been advertised, or (2) an offer
to supply goods or services is made in response to a specific request

for proposal (RFP). Less formal in structure and process than
sealed bidding (ICB, LCB and LIB).

An organization that contracts annually with manufacturers for
large quantities of product which it then supplies in smaller
quantities to individual clients in the public sector on a
reimbursable, but non-profit basis. UNICEF is the largest public
sector supply service for vaccine.

A term used in vaccine distribution systems to indicate that
peripheral levels request deliveries of specific kinds and amounts
of vaccine from a central level.

See “Buyer”.
y

A laboratory/quality assurance term describing the degree of
freedom from extraneous matter whether or not harmful to the
recipient or deleterious to the product. In most instances, the
concepts of purity and safety coincide, and purity relates to
freedom from such materials as pyrogens, contaminants and
residual chemicals from the manufacturing process.
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Push system

Quality assurance

Quality control

Reference box

Registration

Relative potency

Request for

quotation (RFQ)

Restricted tender

A term used in vaccine distribution systems to indicate that a
central authority is sending vaccine to lower levels based on its
own calculations of need rather than specific requests from the
lower levels; 1.e. it “pushes” vaccine to the lower levels.

The combination of organized activities performed to demonstrate
that a product meets quality criteria and specifications for its
intended application. Quality assurance in contractual or other
external situations provides confidence to the customers. In the
context of vaccine, it is typically undertaken before a shipment
leaves the manufacturer’s facility and/or before the product is
released for use in a country. Quality assurance within the
manufacturing organization provides confidence to the
management.

A manufacturing term that describes operational techniques and
activities aimed at monitoring the process and eliminating causes
of unsatisfactory performance. Some quality control and quality
assurance actions are interrelated.

A marker in the main text of this manual indicating the presence
of related information and where it is located.

A term used in regulating vaccine; exact usage varies from country
to country. It is often synonymous with Licensing but it can mean
simply that the particulars about a vaccine shipment are recorded
as 1t enters a country.

A laboratory/quality assurance term describing potency relative
to a reference material that is estimated as the ratio between
equivalent (equipotent) doses of a test preparation and a standard
preparation.

A procurement process where offers (quotations) are requested
from several prospective suppliers without employing formal
sealed bidding procedures. Offers can be made by telex, fax or
email. Some degree of negotiation may be included.

Also known as selective tender and limited international bidding.
A formal procurement process that limits participation to
international and domestic Suppliers that have been pre-qualified
or pre-selected in some manner by the Purchaser.

In vaccine procurement, a purchasing method in which
participation in bidding is limited to manufacturers of vaccine
that has been pre-qualified based on technical criteria through
licensing with a competent NRA/NCA in the country of use.
Restricted tenders may also include suppliers who have been pre-
approved by the purchasing entity based on commercial criteria
and a verifiable legal relationship with the manufacturer of
licensed vaccine. In countries without a specific biologicals
committee within the national ragulatory/control authority, pre-
qualification is based on surrogate approval of competent
international regulatory experts.
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Safety

Sealed Bids

Selective tender

Seller

Session

Shelf life

Shipping lot

Shipping terms

Sole source

Solicitation

Special
commitment
form 1931

A quality assurance term used to characterize a vaccine’s relative
freedom from harmful effect to the recipient, when correctly and
appropriately administered, taking into consideration the
character of the product and the condition of the recipient at the
time.

A procurement process where formal 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.
See “international competitive bidding”, “local competitive
bidding”, “limited international bidding”.

See “restricted tender”.

A procurement term used to describe the party to a contract who
offers goods, commits to seeing that they come into the Buyer’s
possession and (usually) receives payment from the Buyer. The
Seller does not necessarily have to be the Supplier of the goods.
Used in contracts to define one of the parties to a purchase
transaction; normally, Buyer — Seller. The Seller is usually the
Bidder in a tender process.

«- . . . 5
See “immunization session”.

A supply term for the length of time designated by the
manufacturer that vaccine may be stored without affecting its
usability, safety, purity or potency. Shelf life varies from vaccine
to vaccine.

A manufacturing term used to describe a collection of like items
assembled together for shipment to one customer under one
transport document. A shipping lot may be comprised of items
(vaccine) from several different batches or production lots.

A description of how goods will be shipped, who is responsible
for them at each stage of the process and who pays which costs.

See INCOTERMS.

A procurement term used to describe purchasing from a single
manufacturer without competition among potential suppliers;
most often applies to items that are not available from any other
source.

A procurement term for the process of inviting bids or requesting
proposals for the supply of a product or service; also used to
refer to the document requesting bids or proposals.

Used when purchasing goods with proceeds of a World Bank
loan; application initiates guarantee of funds from a World Bank
account to a commercial bank for the purpose of opening a
commercial “letter of credit”.
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Specification

Standard

Standard
preparation

Supplier
Target population

Technical merit

Tender

Tender committee

Tender offer

Tender review
committee

Thermostability

Uniform customs
and practice for
documentary
credits (UCP)

Detailed, precise written description; in the context of vaccine
procurement, there are two types: (1) technical specifications cover
the physical properties of the vaccine such as type, relative
potency, purity, thermostability, dosage, quality assurance norms
and required storage temperatures; (2) programme specifications
cover acceptable variables in vial size, packaging, packing, etc.
and may call for a shelf life beyond the minimum established by
the technical specifications.

Something that is established by authority as a rule for the measure
of a quantity, weight, extent, value or quality; for example, the
International Organisation for Standardisation (ISO) establishes
“rules” for the vial closures commonly used for vaccine.

A laboratory term used to describe a reference preparation,
such as bacterial or viral antigen, or serum with a defined specific
activity, that can be used in evaluating relative potency of a
biological product when compared to it. There are international,
national and in-house standard preparations. The reference
standard (for example, virus strain) must match the product.

A procurement term describing the party who transfers goods
out of his own control to a named recipient.

A vaccination programme term for the total number of intended
clients based on expected coverage rates.

A procurement term that represents a judgement as to whether
or not, or how well, a bid matches the programme specifications
and any related requirements of the purchaser; for example,
vaccine and syringes packaged together. Technical specifications
are normally set by a NRA/NCA through licensing, and bids
that offer unlicensed products are not accepted.

A procurement process by which competing offers are requested
for a particular good or service. Same as “invitation to bid”.

A committee of senior ministry and programme representatives,
often including the ministry of finance, that oversees, guides and
approves key steps in the procurement process, including final
selection. Also known as tender review committee.

A procurement term meaning an offer for goods or services
submitted or received in response to a specific invitation to bid

(Tender).

See “tender committee”.

A quality assurance term that describes the limits of a vaccine’s
ability to retain potency over time at prescribed temperatures.

A set of rules for cross-border transactions relating to letters
of credit (also known as documentary credits and documentary
letters of credit) codified by the International Chamber of
Commerce (ICC). The latest version is UCP 500, which has been
in effect since 1993.
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United Nations
Children’s Fund
(UNICEF)

Unresponsive bid

Unrestricted

bidding

Vaccination

schedule

Vaccine
Independence
Initiative (VII)

Vaccine vial
monitor (VVM)

Wastage

Wastage factor

A semi-autonomous UN agency working for sustainable human
development to ensure the survival, protection, and development
of children. Cooperates with governments in the developing world
and promotes universal immunization against six childhood
diseases, in part, by operating a global supply service that
purchases and distributes vaccine as well as many other health
related items. Formerly — United Nations International Children’s
Emergency Fund.

A procurement term used describe an offer that does not comply
with the most basic instructions and requirements stated in the
bidding documents provided by the purchasing organization. For
example, an unresponsive bid may be one that is not signed, is
tendered in the wrong language, or does not offer the required
(licensed) product(s).

See “open tender”, “international competitive bidding”.

A term used in immunization programme management to
describe the national plan for routine vaccination: the list of
vaccines to be given, the number of doses required for each vaccine
and the age at which each dose should be given.

A financial mechanism established by UNICEF to help low- to
middle-income countries purchase EPI vaccine from UNICEE
A donor pays into a revolving fund for a specific participating
country and the participating country repays the fund after the
vaccine is received. The cash on deposit satisfies UNICEF’s
requirement for cash in advance and entitles the participating
country to re- order. In addition, the part1c1pat1ng country receives
assistance with forecasting annual vaccine needs. Commonly
known as VII.

A small indicator dot affixed to a vaccine vial that signals with
a colour change when a pre-set limit of heat exposure over time
has been exceeded indicating that the vaccine should not be used.

Wastage in immunization programmes is vaccine which has
become unusable due to expiry, breakage, loss, theft, unacceptable
temperature exposures, suspected contamination, patient reaction
requiring that more then one dose is delivered, poor reconstitution
practices, and doses discarded at the end of a session. Wastage
may occur in both opened and unopened vials.

In vaccination programmes, a coefficient or a correction factor
which takes into account the expected wastage in calculating the
amount of vaccine required to immunize a specified
number of individuals. It is also known as the “index of vaccine
use” or the “number of doses used per immunization”
The wastage factor is directly calculated by using the following
formula: wastage factor = number of doses of vaccine used during
a certain time period/number of immunizations given during a
certain time period. For example: if 1500 doses of measles were

1162

Procurement of vaccines for public-sector programmes. A reference manual



Wastage rate

Wholesaler

Whooping cough

used to give 1000 vaccinations (as in the example described in the
definition of wastage rate), then the wastage factor is 1500/1000
= 1.5. The wastage factor also can be calculated if the wastage
rate i1s known or presumed by using the following formula:
wastage factor = 1/(1-wastage rate). Thus, again using the wastage
rate of 33% (from the example described in the definition of
wastage rate), the wastage factor is 1/(1-.33) = 1.5. Therefore, to
immunize 1000 children, 1500 doses of measles vaccine will be
needed (1000 x 1.5 = 1500 doses).

In vaccination programmes, the portion of vaccine used beyond
the doses given to children. It is defined as: Wastage % = doses
used — children vaccinated/doses used x 100.

For example: 75 20-dose vials (75 x 20 = 1500 doses) are used to
vaccinate 1000 children. The wastage rate is (1500 — 1000)/1500 x
100 = 33%. Wastage rates are sometimes broken down into
wastage occurring in closed vials due to cold chain problems and
wastage occurring in opened vials during administration.

A supply term for a dealer who purchases supplies from a
manufacturer on his own behalf and re-sells them for a profit.

Pertussis.
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General index

A retroviral (intracisternal) particles ..o, 709
accelerated degradation test, poliovVIrus vacCine ........cccceeveececuerrenirccrernenieenenrenienes 489
ACTONYMS aNAd ADDYCVIALIONS ... 1142,1147-8
AAJUVAINLS .ottt 232
adverse reactions
CIOMS TEPOTT cuviriiictitiiitctc bbb 732
FEPOTTINE oottt sttt 694, 731
advertising
preparation of IFB ..o 985-7
UN Development Business publications ........c.ccvcuviirinicinicniienieicsneeeane. 98
vaccine source and SUPPLY c.cevvcviiiiicinicnic e 833
airborne particulate classifiCation .......cccceuviirinieinicinic e 179
COMPATISON OF SYSTEIILS w.ecvuvuvuiriecuriiieeeieteesieiesenseseeie e esseaens 180
AEWAY DILLS 1o e 852-3, 895
AlDUMIN, HUMIAN ciitiieeeeeee ettt e sbeeneenaens 385
animal cells
avian-embryo cell cultures ....c.cooveveceeinnnccicnrccees 359-61, 368, 370-1, 3767
CELl DANKS vttt enn 456,513
FDA o s 232
GIMPS e 784
human diploid cells ....ccoeceueininiiiiiceccees 369, 371, 377, 398-400
purification, removal of retroviral particles......ccooeviviriniiinicinicnicriccee, 709
see also murine
animal qUarters and CATe .....coicuviciriniieiicc s 172
ascitic fluid collection, MULINE ..ccvvveveieieeiciecreeeteee et 702, 707-8

aseptic preparation see sterility; sterilization
assay methods (proposed) see Index of WHO documents

“ASSURE” (GPV) control funCtions ......evvvevererinenerenisinessesesesesesesesesesesesesesesenenes 735-8
aVIAN [EUKOSIS TEST wvivrririiiteiireiieteeete ettt b et seae 362,378, 584
award of contract
instructions to bidders (ITB) c.ccoeiveivieeieeseeeeeeeee e 1018-19
see also bid evaluation (selective tender)
award process, bid evaluation ..o 123-34
bacteraemic infections, Haemophilus influenzae type b ......cccvveuvevcvincvinicnncnee 637-9
banks
payment against dOCUMENTS .....oveiueuerriiiiereiririieieieeseee et sesnas 836
and viability of vaccine manufacturers ......c.ccevveeecreirenerccennieceeceenne 737-8
see also World Bank
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BiCG VaACCINE 1ttt ettt ettt ettt ettt sttt s e sttt e s esaaeesessbtesesssaeesessasesesssaeesssseesans 258-89

clinical Survelllance ... 283
Fa S T s 1<y AT 265, 266
distribution and tranSPOLT ..eccecueveicecieiccce s 281
Aried VACCINE ot 271-89
establishment/personnel reqUIremMEnts ........ccoeevricuricirinceinieinicieeeeseeniaes 266-7
INTErNAtIONAl NAMIE ouvuviieiiiiiiiic s 274
(international) reference VaCCINe ..ouvuverirererirererererieeeeeeeeeee e 268,274
JabEIlINg oot 270, 281
ManUfaCtUuring FEQUITEITIEIIES .uvuvueueeerresiseuerernsisesesessesesesesessesesesesessesassesessssacses 274-81
MOE]l INSEIT cucviviiriniiiiicicieirce et 787-9
national control reqUIreMENtS .......occeuvviueirieeirieiniiieiieiee et 282-3
PIICE NISTOTY ottt 827
ProCUrement reqUITCIMIEILS cuvuriiiieiiiiisssssssss s 25964
PLOQUCTION 1ttt 267
PrOdUCTION PrECAULIONS .vuvuieceeriirirciersriiseresessisesesesessesesesesessesssesesessssssssesessassasaes 276-8
reactions and COMPLICATIONS ....cucurriicecieiriricicieiiceeeee s 273
FECOTAS vrvuruitetriesciete ettt bbbttt bttt et 280
FEICTCILCES ottt sttt 284
release and CErtifiCation ....c.iuiiiiiiciicirie e 282
sample ProCuremMent rEQUITEITIEIIES ..e.cevrrseeeuemrrmesesenensiesesessssesesesesessssesesessesens 259-64
SEEA LOT SYSTEIM e 266
side-effects and contraindications .......c.ceececueireniccieinniccecee s 787
stability UNAEr STOTAZE ...vevieciiiiciiiciic e 884
storage and eXPIry date ... 281
SEEALILS tuverveeuresresseeseesessessessesenseeseessesessesseessansessesseessesessesssensensensssnsensessensesnses 272-3,282
tests
control tests on final Lot .. 278-80
LAENTITY TEST vuvuruuurririieieieiieieietets ettt 680
OXYZEIN UPLAKE TEST wvuvuiueriiiiiiiriiietie e ee 278-9
POLENCY LESTS curtieuiiiintieieieste ettt ettt b e aeens 268-9, 273, 679
virulent mycobacteria ... 269,277-8
bid data Sheet ..o 1021-35
bid opening and evaluation .........ccceeceueirnicciinncc e 1030-2
bidding dOCUMENTS ...cececeiiiieciicc e 1025, 1034-5
postqualification and award of CONTIACT ...cuvevriiuriiieiiciicrcc e 1032
preparation of bIds ...cvcuiciriiiiiiciicii s 1025-8
SUbMISSION OF BIAS wovuviiiiiciicicic e 1029
see also standard bidding documents, invitation for bids (IFB)
bid documents (selective tender) ....covevevieerieeieceeecee e 57-92
bid eXaMINATION c.cvuveieieiiiiccii s 98-9
bidder’s list, qualification and eligibility .......ccvuviuviviciriiciriiiicrccce, 59
draft dOCUMENTS «.oveuieveeiiceeccecee ettt 624, 66-74
IMPOLT AOCUMEIIES w.vuvuveirieiiiiiseiii et 61
pre-shipment compliance programme .......cooeceeeueivecereinniceeneeeeseeee e 60
PIEPALATION ettt 58-65
solicitation and receipt of Offers ......coccveuerenicecirniniccirrcee e 97-104
SUPPLY CONTIACTES vt 72-4,85-92
vaccine qualification and eligibility ....cocceiieiniiiiniciiicce 60
World Bank ...ccceeiieieieeieececeeeeeeee e 975-7, 999-1000, 1090-1110

see also standard bidding documents
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bid evaluation (selective tender)

AWATA PIOCESS w.vrvriiiriiiiieiicie e 123-34
deviations, APProPriate ACTIONS ..e.ccurrrrieuererreisceerersiiaesesessisteesesessisssesesssssssesessnns 124
CLOSEOUL ACTIVILIES w.vevuvriaeiiiiiicicii e 162-3
comparison Of DIAS ..o 105-14
QOCUIMEIIES ettt 109-14
CONLraCt PErfOrMANCE wuvuiieiiciicii s 147-52
IMONITOTIIG 1ottt 148
responsibilities (supplier and purchaser) ..o, 150-1
customs clearance and delivery ..o, 157-9, 756
financial arrangements .......cceeeveicueiiiriicieiee e 139-45
letters Of Credit i 139-46, 836-41
PIEPALATIONS oovuiiisisisiiiiiii s 93-6
METIL POINT SYSTEIIL ouvivuirisiiiiiisiiisseisssss s 94,112,118
SELECTION PIOCESS ecvivirieceiiriiseieietriee e 115-21
adjudicating Bids ...ccevveeeucuiiniiicicce e 118-19
adjudication WOrksheet .....cveeeeeiiiiiiicccce e 120-1
Tender Review COMMUILLEE ..vevereereierereerereeeeteeereeereeeseeeseesseesesessesenens 107, 116-17
SRIPMENIT weiiiiiiiici s 153-5
solicitation and receipt of offers, dOCUMENTS ..c.cvvreeucecvririnccecirirccceee 100-4

see also instructions to bidders (ITB), opening and evaluation of bids;
standard bidding documents; World Bank, bid documents

bid opening
EVAIUATION ettt 1030-2
FECOTM vttt ettt bbbttt 100
biological products
AEFINEd oo 170
differentiation from pharmaceuticals .......coccceueurniccciririniccinrccccceenens 721
newly developing regulatory authorities, regulation and licensing................. 720-34
references and recOMMENdATIONS ....c.cuveuiieerierriieiieiiee e 219-20
STErilitY TEQUITEMENTS vuvuieeriiriiiiiiitiee e 784
United States Pharmacopeia .....coceuieuviciniciiiniciniciciceeeseesssiesssse e 227
Bordetella pertussis
SEIAIIIS wvveuveereeeseeeseeeseesseesseesseesseesseeseessesseseeassenssenssenssensssnsssasesnsesnssensssnsesnsesnsesns 323,324

see also pertussis vaccine
bovine sera

AN BSE wo e 708
EESTS TOT VIFUSES tuvueuiririririeiiit ettt 451
teSts fOr VIrUSES (FEVISEA) vuvvrvrueuiiririeieieiririeieett ettt 503
budget estimating, VACCINE PIICES ..cvrvrurruiuerruriireuereiiiseienessiesesesessesesesesesssesesesesssseses 831

Centers for Disease Control and Prevention (CDC) USA, Vaccine

Identification Standards Initiative (VIST) .c.ccooeeeeeieeieieieeeieeeeeeeeeeeeeeies 832
Certification Scheme (Quality of Pharmaceutical Products Moving in
International COMMETCE) ....cvvvueririereriereieereiriereseeree et eae e 685, 687, 692—4
abridged SCheme ..o 694
Certification Of PrOAUCES ...evececuerriiicreircce e 693
EXPOITING MEMDET STATES wouvevrieerieciisiiiiieiieieiee et 692-3
INfOIMAtION TEQUESTS cecvuiuieiniiiieiiciiie e 693—4
reporting of defects and adverse reactions ............... 685, 687, 692—4,729-31, 1123

chick embryos see animal cells
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clean areas

CQUIPIMEIT COUC ouviriiuiiniiiiiiieii bbb 192-3
PErsonnel COAE ..o 189-92
clinical trials, World Medical Assembly’s Declaration of Helsinki .......ccccccucunnneece 731
CLOSEOUL ACTIVILIES wouvueceeviiisieciierricie et 161-3
CloStridinm tetani, STLAINS ..cvcuevvereveerereerereeseseseeseseeseeeseeesesessesesseseseeseseesesessesessesesseseses 315
COLA DOXES/CALTIELS e 908-27
CAPACILY orviverritetetesese bbb bbb bbb bbb bbb bbb bbb bbb bbb bbb bbb bbbttt 909
CROICE ot 908-9
SPECIIC PrOAUCES ettt 910-27
E4/1 and E4718-M .oviieieieeeeeieieetrssr ettt 911
E4/05-M and E4/09 w.voveieieeeieeerrrse sttt 910
E4/20 and E4/22 oottt 912
E4/34 and E4/37-M ..ottt 913
E4/52-M and E4/53-M ..ottt 914
E4/55-M and E4/57-M ..ottt 915
E4/62-M and E4/67-M ...ooiiiiiririeessessestetse ettt 916
E4/68-M and E4/69-M ..ottt 917
E4/72-M and E4/75-M ..ottt 918
E4/76-M and E4/77 -M ..ottt 919
E4/78-M and E4/79 ottt 920
E4/80-M and E4/81-M ..ottt 921
E4/83-M and E4/84-M ....oouviviririririisesesesteet ettt 922
E4/85-M and E4/86-M .....coouviviriririiiiirrerrenee ettt 923
E4/87-M and E4/88-M ..ottt 924
E4/89-M and E4/90-M ....ooiviriririirirr sttt 925
E4/91-M and E4/92-M ..ottt 926
E4793-M ittt 927
cold chain issues and products.......ccceeeeeccreinniicenrcc e 876-928
breaks In tranSPOTT ..o 740
cold chain MONItOr CArds ... 928
packaging and ShIPPINgG .....ccvceuviviieiniciniiricc s 878-9
QUALILY ASSULANCE covvevrieeiiiiecicierees et 674
SLOrage and TrANSPOIT cvucereeiieerereiieiereree et seaeae 879-81
VaCCINE STADIIITY weeeiiiiicicc e 876-8, 882-5
WHO-UNICEF policy Statement ......ccoeuieeurierrieuniieirieinieieseeesssessiesenseeens 815-18
see also vaccine vial monitors (VVMs)
cold Chaln MONITOL v 931-6
comPetitive DIAAING ..cucvvviicieiiiiicciecce e 12-14
TEN PIINCIPLES 1ottt 234
see also procurement methods
compliance programme, sample wording for InSpections ..........coceveerreerririeennee. 681-2
CONAOMIS 1.ttt ettt ettt seebe et ebe s b e se s ese s ebessesesesessesenseseneas 1074, 1088-9
sample SPECIICATIONS wuvuivrieeiiiieiiiciiei e esaens 1088-9
special conditions Of CONTIACT ..vvviiueriiriricciriricce s 1074
technical specification preparation (World Bank) ....cccevveevniicininiccinee. 1088-9
contract, general CONAITIONS ...c.c.vueeeuereuririeereiriieererieeiereneeeeneeseenes 135-7, 1040-56
APPLICADIE JaW e 1055
1= s o 1103 L R 1051
certification of goods: laws of purchaser’s COUNtry ......cooevieuvivcvinicinicrnicnninen, 1044
Change OTders ......cceiiiicieicce e 1051
CONTIACt AMENAINIEIIES wouveecvererisieetereeiseeeiereeseseie st sesseseae 1051
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contract documents: information, inspection and audit........ccveeuvereeiniciricnnnnes 1044

COUNLEY OF OFIZIIL cuvvuiuieeiiiiisciiiieiiieiie et nies 1043
EINITIONS e 1042-3
delays in supplier’s performance .......cccoeveeceeinncceinncceeee e 1051-2
delivery and dOCUMENLS ...c.ovvececuiiiicciiccece e 1047
diSpute SELLIEMENTS w.vvuvieiiiiiciicic s 1054-5
OrCE MAJEULE .ot 1053
gOVErning lanGUAage ...ccviuevieciiiiiiciic s 1055
INCIAENTAL SETVICES uviririuiriiieiiiccct e 1048
INSOLVENCY 1ottt 1054
INSPECTIONS ANA TESTS wuvvererrriecurirriiieretetrieietereaiesese e s s ssesasaes 1045-6
INSUTAIICE vuvuvevttettetesetese sttt ettt b bbbt b bbb bbb bbb bbb bbbttt sttt 1047
liability HMITATION wvceiieciicieiiiciicie e 1055
liquidated damages.......occuvuieeiieiniiiniicce e 1052
TLOTICES wuvuvaiaisisiiisiiiii sttt 1055
PACKING 1ottt 1046
PALENT TIGILS vttt 1045
PEIfOrMANCE SECULILY wouvuvviiuiiriiiiieiiiciie e 1045
Prices and PAYIMEII o.cuierieiuiiieiiieiiie it naes 1050
STANAALAS v 1043
Table Of CIAUSES ...cucvviiiiiiiicc e 1041
taxeS ANA AULIES cevviieiecieiicce e 1056
termination fOr default .....coeeueiviiiciiccc e 10524
TLANSPOTTATION cuvvuuiecscsiscacscssses s 1047-8
B0 & 2 01y OO 1048-9
see also standard bidding documents, invitation for bids (IFB)

contract performance, reSpoOnSIbILItIES ...c.vviceeiriririciciccec e 147-52

contract, special CONAILIONS ....c.cuvvieiueiririicieicc e 1057-74
ApPLicable Jaw ..o 1070
APPLICATION woeiiiiiiiiiicii e 1060
R 1= 1o 1103 L R 1067
certification of goods in accordance with laws of purchaser’s country .............. 1061
Change OTders ... 1067
CONTIaCt AMENAIMIEIILS .ouveevrrisieeiereriseeeie e eeae 1067
contract documents and INfOrmMation USE ......ccvveeeeururerecrerrerieeerreeeneseeenens 1061
COUNLEY OF OFIZIIL cuuviiriiiiiiiiciiiieitei e naes 1060
AELINITIONS et 1060
delays in supplier’s performance ... 1067
delivery and docUmMEnts .....c.ovvceeveiriniccieiiccerceee e 1062-3, 1071-4
dISPULE SETLIEMENT oottt 1068-9
OICE MAJEUTE vt 1067
gOVErniNg [aNGUAZE ...ceviciiciiiiiice s 1070
INCIAENTAL SEIVICES w.vuvuiririiiiiiiciite e 1064
INSPECTIONS AN TESTS wuvuvvuruieriiiiiieiieiieie ettt snaes 1062
INSUTALICE tueiuiriaisisisisisiisisistts sttt 1064
liability IMItation ..c.c.oeccecueiniiccciirccc e 1069
liquidated damages......ocoveueuruririiciiiiic e 1067
105 o1 1070
PACKING cotiiiiiii e 1062
PALENE FIZRTS coveviiiiciiccc s 1061
PAYMENT AN PLICES wuuvrrirircieriiieieteticeie et 1065-6
PEIfOIMANCE SECUTILY wvvriirieiiiiicicieieiice et 1061
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pharmaceuticals, vaccines and condoms .........ccceeueerenececernniceinncceees 1071-4

STANAATAS 1evevviiecictet et 1061
Table Of CIAUSES ...cecvvriiiiciicce e 1059
taxXeS ANA QULIES cuovivirieieciiiicce s 1070
termination
COMVEIIEIICE wovrururerireuisisresesitssesesestsssesesessssssesessstssssesessssssssesessssssssesessasssssesessssnen 1068
AETAULE oot 1067
INSOLVENCY ettt 1068
LSV O Ty Te g 15 e} s 1064
WALTATITY «veeteereeeenrieteeteensennieseetesesseese et esesbeebeeas e besbeebe e s e beebseree s e beebsersessebeereeanennas 1064
control laboratories see national control laboratories (NCLs)
Corynebacterium diphtheriae, Parke Williams 8 Strain .....cococecuevverececreunenencncnes 304, 306
countries, eligibility for goods, works and services in bank-financed
procurement, public INformation Center ... 1038
T RN Do YT £ 206-7,211-13
FDA reqUITEMENLS w..vvviiiiiiiiiiiiiiiisssss sttt s 230
customs clearance and deliVery ..o, 157-9, 756
D-antigen, Polio VACCINE c..cuviuciieciiiieiiciie e 885
dating period limitations, FDA requirements ........ocecoeveeurierrineinineenniensisenenenes 235-8
default, termination Of COMEIACT viviiviviniiiiiiitecti ettt sreens 1052-3
AELECTS wevviniicieiieice et 681-2
and adverse reactions, FEPOTTING ..c.c.euvveeeuererrrriseuerersieseseseasiesesessssesesesessssssesesesseeses 694
FESOIUTION vttt 682
SUPPLY CONTIACTS vt 88
AIIUEIITS oot 232
diphtheria and tetanus (DT) vaccine
AAIMINISTIALION oottt s 795
handling and StOrage ......ocoeeeeueiririccieirccecc e 901
Manufacturing rEQUITEMEITS ..cuvuiuriueiriiieiiierieseieses et sessaens 331-3
MOAE]l INSEIT cuvviviriniiieiiicieieiricete et 795-6
PIICE NISTOTY eiiiiiiiiiiiciic s 825-6
SPECIAL TESTS vvvuvriniuiriiieicee e 332-3,679
stability Under STOTage ....ccvuiccuerriiicieiccece s 884
see also diphtheria, tetanus and pertussis (DTP) vaccine
diphtheria, tetanus and pertussis (DTP) vaccine .....ccvveuvieivieciricinicinicirinn, 290-48
AAMMINISTIATION cuetitaiaeetteiescectetetesea ettt ettt bbbt ennaes 790
handling and STOrage ......occcuvicuriiiciiciicce e 901
MaNUfaCtULING FEQUITEITIEIIES .uvuvreuereresiaeserenseistaesesesseseaesesessestsesessssessacsesessessaeses 331-3
MOE]l INSEIT cuvviviriniiiiicicietce e 790-2
national control reqUIrEMENTS .....ccccueuviiuieeueiriiieieee e 333
POLEIICY tontiitieiiieete ettt ettt b e bbb e bbbt eebeeaeeas 333
PIICE RISTOTY oiiiiiiiiicii s 8234
FEICTCILCES ottt ettt sttt 334
Sample ProcuremMent rEQUITEIMIEIIES «...eevrreseecuereusisesereseesisesenesensesesesessesesesesessnnens 291-5
side-effects and contraindications .........ccceveeecueiriniccieinnieceeeeeeeene 790-1
SPECIAL TESTS evvuvirriuciiiriiciciei e 332,679
diphtheria vaccine (adsorbed) .....occueuririnicecinniiccrcccc s 304-13
AdJUVANLS, PIESEIVATIVES couvuverrieiiiiisiiiiies sttt ssiens 309
antigen CONCENtration, determination ... euiersierriersiseremseeessisessssesesesesesenss 307-8
ANUIZEIIC PULILY ceereiuiuisisirisisiseseseieseseaeseseseseseesesesesesesesesesesesesesesesesesesesesesesesesesesesesenes 309
EINITIONS oottt 306
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GUINEA PIZ TESTS cvuvrrrrriiitititstetete ittt bbbttt bbbt bbbt bbbttt 308

1edUCINg FEQUITEIMIEIIES cuuuvuiuiirieiiieiiaetisci e 304-5
JAbEIIINg .t 312
ManUfaCturing FEQUITEITICIIES c.uvuvueucevreesiscaerernisceesessesesesesessnsesesesessessaesesessessasses 306-13
national control reqUIrEMENTS .....cccueuviiieereiririieieeee e 313
S 38T OO 309-10
FEVEISION TO LOXICITY cuuvuuucscucsesesesesesesssesesesssssssesssssesssebsssbsssssssbs bbbt asssssssassssssssses 308
SPECILIC TOXICILY vuvveruierisiiisiieiiseieisesessie sttt 309
stability and STOTAZE ...ovveecueiriicciicc e 312
LEITIINOLOZY wvevirieiieriiiecieiet e 306
tests

LAEIEILY TEST vuvuviriieiiieiriseieiiiette et 680

15758 LS TSP 679

direct (s0le-SOUrce) CONTIACTING .vvvueecvererrieeciereirieieieteeseeeie e seesesesens 14-15,1128
dispute settlements, CONTIACES ..evverrrriieereiririieererrieeeeee e 1054-5, 1068-9
DNA, cellular, removal, validation of procedure.......coccccueuririncccrninniccrennnne. 708, 710
donated drugs ..o 739-44
donated vaccines
counterfeit and OUt-0f-date ..o 740
GPV POlicY SATEMENT wueevuieiiiiiiiciriciiii e 739-44
GUIAELINES ..ot 675-6, 740-2
necessary infrastructure by recipient bodies ......ccccevuriiccinninicinniccecee, 740
QUALLLY ASSULANCE cucvivririeeiiiicicitcei e 675-6
sample INSPECTION OFAETL wuuvuiuiieiiiiiiiciice e 7434
eligibility for goods, works and services in bank-financed procurement .......... 1036-8
public INfOrmMation CENTEr . ..iiiiiiiiieiiccetece e 1038
Epstein-Barr virus, immortalization procedures ........cccevreveecrerriniccerrnencnen 704,706
European Free Trade Area (EFTA), Pharmaceutical Inspection Convention ........ 687
expiry date, POLENCY lOSSES ...vuuimiiiiiiiiiciicii s 883
Hltration, STErIlIZATION .ivviuiriereieietiteteeeeteee ettt ettt ettt esebe s s s ese s seseesenennes 188
financial arrangements ........ooccueiviriiceinncce e 139-45
LS AR ) S aTe S LU 13946, 83641
fOrce MAJeUre, CONIIACT cuvvriririririrerieieieietrt sttt eas 1053, 1067
forecasting vaccine NEEds ......ccoveuvieuriiiciniciiicii e 31-4
free alongside ship (FAS) ..o 844
free 0n board (FOB) .ottt 844
free Carrier (FCA) ittt ettt et b et sasese s esenens 844
£1EEZE INAICALOTS vevvirriiriirisieerieeietcste ettt sttt et sbe st e stesreestebestesrseneenns 928-30, 936-9
availability, price and purchase details .....c.ccovuveeeinnniccninccccen 938-9
freezing, vaccine SENSILIVILY TO wucvverrieuriiueiieiieinicieieiessiessssessese s sessesssssssnncs 882
freezing prohibition, Pertussis VACCINE .....ccvueuiiuriiieiiieiiieirieisieeeessiessiessseienais 300
gases and fumigants, steriliZation ........cccccceueerieereerinicece s 187-8
GAVI (Global Alliance for Vaccines and Immunization) ........ceceeeveveeeererereennes 758-60
general INfOrmMation ... 8-9, 819-950
and see headings below
cold chain issues and products ... 876-928
INJECTION EQUIPINICIIT cuuvuveverrrsesesctesesesesesesesesesesesesssesesssessbess bbb s sessssssbsasasssasssaies 949-57
INErNational COMMEICE ..cuiuiuiiiiiieieiiiciee e 842-8
international shipping documents .......ccccccevveveereinnicccnnneceecnens 1324, 849-75
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PAYINEIE OPTIOIS ceruvrerieniriirreresiistssesesttssese st ss et sa s sesesssssesesssssssassesessans 835-41

price and COSt data v s 821-31
temperature MONItOriNg PLrOAUCES weueucvrvieeererririeiereririeie e sesesese s seaeee 929-30
vaccine source and SUpply SUIVEY ..c.cvececriiinicienniccccceece e, 8324
vaccine vial monitors (VVMS) ..ceveeceeeveneereeneeeeeenes 751,786, 815-17,931-48
Global Alliance for Vaccines and Immunization (GAVI) .....ccccevvvivivivinnnnee 20, 758-60
Global Programme for Vaccines (GPV) policy statements
locally produced vacCines. ..o 735-9
VACCINE AONATIONS woveveeveiiisieciitiicie et 739-44
GLOSSATY o 1149-63
good manufacturing practices (GMPs)
biological products .......ccveeuriniieiniiciniciricrieeeenas 170-5, 696, 784, 1153
INSPECTOTALE wevuvevrrtereresetetetetete sttt bbbt bbbttt bbbt bbbttt 687,724
PharmaceuticalS ......cuviiciiciicic e 695, 784
FEIETEILCES ottt 174-5, 193
sterile pharmaceuticals ... 176-93
guinea pig tests
diphtheria VacCine .....ccvieiiciniciniiiicice e 430
haemadsorbing VIrUSES ......coeeueueurireceeiriniicieireecteee s 370, 378, 386, 438
POLIOVIIUS VACCINE wvuvueeiiiiiiieiiiiiieeiise it 430

haemadsorbing viruses

FLOWSIHEELS oot 513-14
BESES wvvvvveessesssseessseseeseeeeeeeeeseeeeeesseseeeseeeeeeseessseess s 370, 378, 386, 438
Haemophilus influenzae type b infection ........cccveeuvecuvivciinicinicniceneeen, 637-9
Haemophilus influenzae type b vaccine (CONJUZALE) wuvucvrrvreeeceerrerececueerereenennen. 634-68
COMDBINATION VACCINES cuueeveririacieriiieieieiieeie et seaeae 640-1
conjugation
CONLIOl Of CONJUFALES .cvuviiriniiiiiccete e 650
MMATKELS cevtiiecicieteiec ettt 650-2
control of Carrier Protelnl ..o 648-9
ETINITIONS oottt 642
evaluation of IMMUNOGENICITY ..voveriecveiriiiicieiiriicie e eses 665
JabEIlINg oot 655
MaNUfaCtUTING FEQUITEITIEIIES cuuvuvreueerresiseuererseisesesessesesesesesseesesesessssssssesesssssssaes 642-57
methods for conjugation of PRP and control of conjugates........c.ccocovuriururiueuinee. 650
national control FeQUIrEMENTS .......cccuvviuriiieirierieieiieiee s 657
polysaccharide (PRP) ...ccoviuiiiiiiciiciiciccciicicce e 637-48, 665
FEIETEILCES ottt 660—4
special CONSIAETATIONS ...c.cuviiecuerririicieiece e 639-40
stability testing and STOTAZE ......cccerrvreeeereiriiicieieeeee e 655-6
LEIMINOLOZY wvovuiveiiieiiiiiie e 642-3
LS £ OO USSR 6534
Haemophilus influenzae type b vaccine (freeze-dried)
AAMINISTIATION eotvaieiitiisciereteee e bbb 803
MOAE]l INSEIT cuvvivinieiiiiicicteir e 803-5
side-effects and contraindications .......c.ceveeeueirniccininineccece s 800
Haemophilus influenzae type b vaccine (liquid)
AAMINISTIATION votitaiueettreeseecteteiesesca ettt ettt be e eae et eenacs 806
handling and STOrage ......occcuvicuriiieiiciiccc e 905
MOE]l INSEIT cuvvivirinieiiiicicieirce e 806-8
side-effects and contraindications .......c.cvveeceeueerinicciennniceeeee s 807
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Haemophilus influenzae type b vaccine (liquid/freeze-dried),

sample procurement reqUIrEIMENTS w....uiueuieereiirerieeniersieiensessseesssesessesessseens 629-33
health sector goods, see also instructions to bidders (ITB); user’s guide

to technical note

HEATmMArker VVM ...ccooiiiiiiiccerceencceetsiece e 939-41
availability, price and purchase details ........ccvieeviniciniciniiiiicccce 941
hepatitis B immune globulin, handling and storage .......ccccoeeuvicuvivcivinicinicnnnnes 231,906
hepatitis B surface antigen .......ooceveuvieiniicinicinicnicccccseees 540-1, 558
CharaCteriZaAtION c..vvieieciiicc s 560
St (FDA) o 233-5,536-8
hepatitis B VACCINE ...vuieieiiicciciiccce e 527-72
AAMINISTIATION ouueviiaiiciiciei e 812
ETINITIONS vevitetireret ettt ettt ettt b e sttt s b asebe e seseesesesaeseasenn 542,558
handling and STOrage .....occuvvcuriiieiiciiccce e 906
JabEllINg .o 548, 565
MOl INSEIT cucviviiririeiiiicicieiece e 812-14
PACAIALLIC USE wvvverrrineiriricicietetee et 529-72
prepared by recombinant DNA techniques .......ccococvuvieinicinicinicinincriccien, 55672
Manufacturing reqUITEMENTS ....vuviiuisieeiiieiieieieiensien e senaes 558-66
national control reqUIremMEnts .......occcvveuriirinieinieinieeee e 566-7
prepared from plasma ... 539-55
ManUaCtUring FEQUITEITIEIIES w.vuvuvueeererisiseeerensesesesesesseesesenessesssesesessesesesessassaenes 542-8
national control reqUIrEMENTS ..c.c.oviueuereiriiiiereiriiceteicee e ressseaes 548
PUTIICATION 11eitiiaiieiiiiiiieieic bbb 544-6,562-3
FEICTCILCES oottt ettt 549-50
sample procurement requirements for paediatric USE .....coeeeevrereecucrrereeucrerrunne 529-33
side-effects and contraindiCations .......c.cveccueiririccieininiececce s 813
stability UNder STOTage ....ccvuricecuerririccieircce s 884
15D L OO UOORUOURRO 528
LErMINOLOZY w.vuveviriiiiiciieii e 542, 558-9
LESTS terieeuretteee e e ettt et et e ettt et e e e e bt et e e s et et e e s e e et e e e s e s b ate e e s e s nnraeeeas 547-8, 5624
adSOrption t0 AdJUVANT ...cuicuieiiiiiiiciice i 546, 565
HBSAG CONTENT 1ttt 563
LAENTITY TEST vuvuiuurririniiereieiiscietentseie et ns 565, 680
INACTIVALING AZEIIES wovevererrrererererererereseseseseseresesenesesesesesesesesesesesesesesesesesesesesesenes 547,563
MADS ottt s 563
POLENCY LESTS curruiiuiitietieienie sttt ettt 547,565, 679
30141 R 562
STETLIITY 1evevaieiieiiiiieiete et 546, 564
types
plasma-derived .....cccvvieeiiiniicic e 528, 539-55
FECOMDBINANT 1viviititietetieteteeteteee ettt ea et e te s be e e e ebe e sesesesesesennes 528, 55672
hepatitis B VIFUS ..ccuiiiiiiciiciiciccc s 540, 5568
hepatitis € VIFUS woucuieiuiiiiiiciicii et 540
herpes viruses, resistance to physicochemical agents ......c.cccoevevevecrvrinivcernninccnennns 709
HIV antibody, FDA requUIrements ......cocccceurerieucrririnieienniriiciesensieesesseseeesessssesenes 235
human monoclonal antibodies
QLA it 704
AELINITIONS ettt 702
PLOAUCTION ottt 700
L8] O 706
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hybridomas
MADSs quality assurance ........coccveeervieninieinicrniesieieiesseesesesenns 704-5,707,718
possible viral CONtAMINANTS ...ovvviuieeieiriiicieirc e 718

identity test

monoclonal antibodies .......cccviereieieiiieieee e 707,711
VACCITIES 1euverueerversesseessessessesseessessesseessensessesseessessessessssssessessesssessessessensessesenns 565, 591, 680
immortalization procedures, MYElOmas ..o 704-5
immune globulin Preparations cooeeeeeeeeeeeeevevvi 231,906
IMMUNIZALION SEIVICE MANAZET wuvvvrrririsissssesssesssssssssssssssssesesesssesssesesesesesesesssesesesesens 4-5
imported products approval procedures by NCAS ....coccceueveniccvinnicceriines 6924
influenza vaccine
general safety test (FDA) ..o 229
handling and STOrage ......occuvieiriiciiciicc e 905
see also Haemophilus influenzae
injection equlpment ................................................................................................ 948-69
aUtO-disable SYTINGES w.ccveiviiicieiricce e 954-61
types, prices and COes ..o 955-61
WHO-UNICEF-UNFPA jOINt Statement ......ccoceueuemeuememerercmeieiessissssesssessisnenenns 950
closure/container integrity and self-sealing........ccoceurieiriciriciinicinicniceceen, 257
ClOSULES vt 248-53
fragmentation test Mmethod ...c..oceeueiviiicieiiiiccc e 254-5
injectables and aCCESSOTIES vt 240-8
INJECTION EVICES wuvvuvriveriiiiiriiiiiiict e 949
INJECTION VIAIS 1ottt 244-8
JETLIJECTOLS wuvuvvitiiiitiisisis ittt 954
penetrability test Method .....coviiciiiniiiiccc e 256
PUMP dISPEIISET i 956
SALELY ISSUELS wevuvreueiriicicieiriece et 949-53, 963
WHO-UNICEF-UNTFPA joInt Statement ......coceuvurururerureresesirismsisisisssisssssesens 950-3
T R T L L e ——— 954
sterilizable SYTINGE .ccviiiiiiriiciicic e 954
waste Management ProQUCES c.ccueveeeeererrisieeeresrieeerenieeesessesesesenessesesesens 949, 962-9
INCINETATOLS fOI WASTES w.vuvuvriuieeriiriiiieiieieeeie e neae 962-3
needle deStrOYErS .. 966
safety boxes for diSpPosal .....covevviiiviiiinicinicc e 963-9
inserts and 1abels ..o 786-811
insolvency, contract, general CONAITIONS ...c.vevvieivriieeiriciniciieeeee s 1054
inspections
6 G4 T T 677
laboratory tests and tmes ......ovececeeeriiceeinieeec e 679-82
list of international INSPECTION AZENTS ..euvrvuvvriierirerririiriiieiierie et 677
manufacturing establishments .......cococevieiniciviinnccccce 688-9
post-licensing monitoring by NCAS ......cccccevvieinicriiciniciicrceeeeeiaes 691-2
sample wording for compliance programme ..........ccccevvereeereirriniceneriicennn. 681-2
instructions to bidders (ITB) .occcvvvieeininirireerie s 989-1019
AWALd Of CONEIACT wevuruieiriiiicetecce e 1018-19
CONEIACT SIZIING 1uvuvuvrviiiettetetstetststsis sttt bbb bbb st b bbb bbb bbb bbb b bbbt bna 1019
NOtHICAtION Of AWALd w.vuveeiiiiiiciiccc s 1019
PEITOrMANICE SECULILY wouuvuiuiiiiiiiciiic e 1019
POSTQUALLIICATION ettt 1018
PUIChaser’s FIZHLS o 1018-19
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bidding dOCUMENTS ....cvvieiiiiiiiic e 999-1000
introduction

DIAAING COST curviiiimiiiiiiiice e 998
DIddIng reStrICTION w.cuviieieciiiiiiciie e 998
ELGIDILIEY oot 994-5
eligible goods and services and establishing documents .......c.ccoveeucurirecncenee. 995-7
fraud and COrTUPTION ...vciiiiiiiiciic s 993
qualifications of bidder .....cccoccviiviiiinicinicricc e 997-8
SCOPE OF DIA e 992
SOUTLCE Of FUNAS et 992
table Of ClAUSES ..cvviiiciicc s 990-1
opening and evaluation of bids .......cccovieieinicinicniiicccen 1010-17
ClATITICATION coeeeeii e 1011
CONFIAENTIALILY wooveiieiiiiicc s 1011
CONVErsion to SINGle CUITENCY .c.cuiviiieerririicieieicee s 1012-13
AOMESTIC PrEfEreNCE cucvuvivuiuieiriiecicietcc e 1016-17
S S Lo o133 4 ot5 T s W 1012
evaluation and comparison of bids......cccceuvierviivinicinienieeecscnes 1013-16
examination and determination of reSPONSIVENESS ....c.veevieerriereueeerrienines 1011-12
preparation of bids ...cvcuviiiieiiciicicc s 1001-7
alternative BIds ....ccccueveeeiciciiic e 1007
DIA FOIII coviiiiiiicc e 1002
DIA PLICES wevuiuiiiiiiiciiiccc e 10034
CONSTILUTING AOCUMEIIS cuvvvvuieeiriaiisiieiiiisiseieiese e senaes 1001-2
CUITENCIES OF DId .cvviuiiiicieiiicicieiccie e 1005
QOCUITIENES cuveiviviiniaiicieiitcicte ettt 1001
format and SIZNING .....ccccuevriiieiiiiiice e 1007
JANGUAZE vt 1001
SECULILY wvuuuiuiierereseresesesesesesesesesesesesese s sebebe bbb bbb beb bbb bbb bebebebebebenenennens 1005-6
validity period of Dids ....ccovieurieiviiiniiiicicc e 1005
SUDMISSION OF DIAS wovuvuieviririiicicieirccct e 1008-9
deadline and 1ate bids ....ococeeuriririciciricc e 1008
modification and withdrawal .......ccccceuviiiiiinicccccce e 1009
sealing and mMarking .......ccccceuvvviiciininniccc 1008
see also standard bidding documents, invitation for bids
insulation standards, packaging .........cccveveeinieinicinicniic e 890-1
INSULANCE, CONEIACTS treurerrerrerreersessesresssessesseseessessessessasssessessesssessessessssssessessasseens 1047, 1064
International Bank for Reconstruction and Development (IBRD) and
International Development Association (IDA) .....cccceuvinniccinnniccieniines 6, 972-3
INTEINAtIONA] COMUTMEITE wevuvueieriieceiericeee s 842-8
international competitive bidding (ICB) ....coceceuvirniccininiiciciriiees 13, 35-45, 11267
vs. limited international bidding (LIB) .c.c.covvieveivniiciirccicrccee 14,1126, 1128
international INSPECTION AZEINLS ....vuvuvuivrieerieirisiieiiiesiiessieseiesesese et essssesssseses 677
International Reference Reagents ........cocccuvieuvieininiciniciniciniicicsicsceceieaes 690
international shipping dOCUMENTS ....c.cevvvieecueiriniccciice e 849-75
1nvitation for bids (IFB) ceeiivirrieiiririeeeeeeee e 985-7
see also World Bank standard bidding documents (SBDs)
isoelectric focusing, quality assurance of MADS .....ccoveueiicivicinicivicciceccieaes 711
Japanese encephalitis vaccine, StOrage ....cvuieeuierrieiriiieiiciiesieeseesse e 885
JET IIJECTOLS wuvuvarerrenesenssesesetssssesesesessesesestaeseeseseseessesese et s e s s sttt esesesent e ssesenentnesesenens 954
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labelling

FDA reqUIrEMENTS .vvviiiiiiiiiiiiii bbbt 238-9
GIMPS e 173
inserts and 1abels ....ccoviiiiiiic e 786-811
monoclonal antibodies (quality assurance) .......cccoevveeeevnniccennniceesecenn, 713
shipping and packaging guidelines .......cccocoeeivieivicviniciniciiciccccce e, 893
World Bank Technical Note, User’s GUIE ....oeveeereveereeereenieeeieeceereeereeeeenenas 1141
laboratory testing and evaluation
(O T 689-90
procedure for biological products .......c.ccccevvrinicueiriniicircee e 694
Letters Of CIEAIt cuviviviiriiiieiecicecteeee ettt s saesbe e aees 139-46, 83641
commercial, application and agreement .......cvcuriecuninieeinicinicnieee s 145
COMEIACTS teivtriireiniiiniiinitiieeiee st e st e et bb e s bb e bb e be s be e s be e s bbesbbesbb e beesbsesbbesbsesbnesbnesbnens 837
ISSULE cuveverreeueessesseessessesseeseesensesseeseensesseeseessanseasaessensesesssessansesseeseansensesseensesessennean 838, 840
FEQUEST FOT vttt 143—4
licensing procedures
biological products, newly developing regulatory authorities ........ccccceuuneee. 720-34
manufacturing establishments .......cccocevvieiniciniiiniccccce 687-9
post-licensing MONITOTING .....vcuieueiieeirieiiiieiieie e aeseaens 691-2
INSPECTIONIS wevuvevevrrttestesesesesesesebe bbb bbb b bbb s b s bbb bbb bbb bbb s b bbb bbb ebsbebebsbsbenis 691
post-marketing SUrveillance ........cooveeueivnicciinnicence e 691
PLOAUCE FELEASE et 691
light, Vaccine SENSILIVILY TO weucuerririeeereuriiciersiriieierserieiesesssseeiese st sssssaenes 883
limited international bidding (LIB) c.coveeeceeiriniiccirinccene. 14,28, 62-71, 1126, 1128
Araft dOCUMENTS w.vuvvnieieiiiieececi et 62-71
LEVELS oottt 7
locally produced vaccines, and viability of local production,
GPV POLCY STALEMENT w..veeeeiiiieicieiice e 735
Manunal, overview
INEEOQUCTION ettt sttt 1-5
architecture and CONTENTS ....cuieuriiiriiieiieiee e 6
desCription and USE ..c.eveececveiriieicieiic e 6-10
table Of CONTENTS: SUMMALY ..ot 8
L (OPTIONS) ettt 7
IT (PIOCEAUIES) weuevviircicieiriicicie ettt 7-9
TIT (SPECIIICATIONS) cuvvuvrruceiriiseacieteisieieiet ettt ettt es 9
IV (qUality aSSUTANCE) c.vvuivieiiiiiciiciicie s 9
V (UNICEF OPHON) coviiiiiiiiiiiiiisiiiiiiiiississ s 9
VI (general InfOrmMation) ..c.cce e eesens 9
VII (World Bank bidding procedures) ........coooveeueiriniccieininiccenniccesneccennene 10
see also subbeadings above
manufacturer’s working cell bank (MWCB) ....coveeeeirniicircccieienes 367,702, 7067
human diploid Cells ... 369
manufacturing
APPIOVal PrOCEAUIES ..vuiviiiiiciitcc e 687-9
good manufacturing practices (GMPs), biologicals .......ccoeeerevriricrcrrnirccrninenee. 221-6
information
0n eStabliIShMENT weueviiiiiciic e 687-8
OI PLOAUCT cevveiiieiiiiiiite e 688-9
INSPECTION uueiaisisisisisisiststte et 687-9
licensing ProCedUIEs ...t 687-9
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requirements, sterile bI0logIiCs ...cviuriiiiniciniciriiiicc e 194-220

SAMITATION 1evevviuirreresiissesesett sttt b et s bbbt a bbb bbbt s s b e b sasnne 177-8
viability of Mmanufacturers ..o 737-8
MAPREC (mutant analysis by PCR and restriction enzyme cleavage)462, 469, 481-2
marketing authorization (product regiStration) .......coeoeeeeererrereeerersmseeeerensenene 1123-5
MArKetPlace ISSUES couvuvuieiiiiiiiiiici e 1-2
master cell bank (IMADS) wevvviririririrerre e 702, 705-6
INIEASIES wevvtiiecicicte ettt 365
MEASIES VACCINE ettt 349-414
AAMINISTIALION eotitiieeeitieceeie et bbb 797
age Of IMMUNIZATION «.vvvieieeieriicicie et nnaes 366
avian—embryo cell Cultures ..o 368
CEIl CULTUTES oottt 368
Certification Of STIAIN wo.cuiiueiieiici e 368
EINITIONS cecvitiirieiiicce e 367
Edmonston Strali ...t ssesssesens 366
handling and StOrage ......ooveeveueiririicieircccc e 904
JADEIlINg ..o e 362,373
MANULACTULE ovvivviiacectetetreeeese ettt 359-60
Manufacturing reqUITEMEITS cu.cuvuiurieerieiieieiieessiessise e sessaens 367-74
MOAE]l INSEIT cuvviriiriniiiiiciciir et 797-9
national control reqUIrEMENTS .....ccccueuviiiieueiririicieeee e 374
neurovirulence safety test in MONKEYS ....ccceuevvviccreirnirccerccrenee 358-9, 369-70
POLEIICY TEST wotieuieiiitiitieie ettt b et st e b e be s be e e atens 360
PIICE NISTOTY eoiiiiiiiiiiciic e 828
reference Materials .....covieuieinieiiiiiciic e 367
FEIETCILCES oottt 393
SALELY TESTS wevvrririuiiriicicie ettt 360-2
sample ProcuremMent rEQUITEIMIEIIES ..e.euerrrseeeuersurisesererensisesereseesesesesessnesesesessnnens 350-4
side-effects and contraindications .......cccveuvierniininicnieieeee e 798
Stability UNAer STOTAZE ...vcvieiiiiiiiiciicc s 884
LErMINOLOZY wvuveiirieiiiciic e 367
tests
LAENTILY TEST vuvuruiuiureririicieieiriiseie sttt nnais 680
POLEIICY LESTS cueruriuririetieitetiiriettete ettt be e b b eae s b ebeesn s e 679
measles—mumps-rubella (MMR) vaccine ......cooeveeueurnencececinnincccrneccceeeenens 390-3
handling and STOrage ....c.ouccuvveuriiiciiciriccc e 904
JAD LN . 392
MaNUfaCtUTINgG FEQUITEITIEIIES cuuvuvuvuiuverriseaeseresriesesesessisssesessssesssesesesssssassesssssssseses 390-2
national control reqQUIrEMENTS .....occcueuriiceeueirinieeereceeee e 392-3
thermoStability ..c.cucuiiiicieiicccc s 391
VACCINE TEQUITCINICIITS wuvuvuvrisrsisisisisisiiiisissssssss s 366
see also separate vaccines
membrane filtration .....coeceevieecieeeeeeceeeeee e 188, 212-13, 231
meningitis
Haemophilus influenzae type b ... 637-9
Iy MPROCYLIC coueiiiiccic e 375
meningococcal polysaccharide vaccine
handling and STOrage .....occuvvciviiiciiciicce e 907
] 03 T OO 885
merit points, bid evaluation .........ccccceevnicnininicccn e 94,112,118

mice see mouse; murine
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microbiological contamination

GENETAl PrECAUTIONS ..vueeviieiiaeiisiieiieeie e 204-5
LIITIIES 1ot e 178
model certificates
approval of biological product ... 697
pharmaceutical product (World Bank) .....ccoceuviviniciniciiciiciiicicicnes 1142
release of lot/lots of a biological product .......cccceuveeuriciviiiniiciricricecceen, 698
release of monoclonal antibodies ........cccvvevviiiviniciniciiicc 719
1elease Of VACCINES cvivuiviieiiriiieieieceeteere ettt sttt sb e ert et e st b e enes 338,780, 895
BCG VACCINE ittt 282
Haemophilus influenzae type b vaccine (CONJUGALE) ..oovvreecverrererceerrirereecrerrininenes 668
hepatitis B vaccine prepared from plasma .......ccovvceuvieivinicinicinincinicccecaens 555
measles, mumps, rubella or combined vaccines ........oovevecueirinincccinnncccienes 401
purchase assessment procedure (UNICEF) .....ccocoeoviieinicinicnininiccciienens 780
VELLOW £EVET vt 617
Model Inserts and Labels .....cccovieiininiiciiiccccceccecceee 786-811
moist/dry heat, SteriliZation .....c.ceveeeueiniiceinicee s 185-6
monkey kidney cell culture .....c.coceuiveiniiiniiiiiciiciicns 446-50, 456, 492-9, 514
monkeys
source and quarantine, polioVIrus VaCCINE ...c.ovcuvcueiieeiieirieirieeieieneiennaens 424, 446
see also neurovirulence safety tests
monoclonal antibodies (quality assurance).........ccccoevveccriinninccennicenernen, 699-719
EINITIONS oottt 702
international/generic and Proper NAMES ......c.ocevuveveurieeiriernieisiseeieiesseseseeenns 702
JADEILING . 713
manufacturer’s working cell bank ......cccccoovieiniiiiiniicces 702, 706-7
manufacturing guidelines ........cccceuevriicriiiiniicerce e 701-14
Master CEll DanK .o s 702, 705-6
model certificate fOr release ... 719
myelomas, immortalization procedures ... 704-5
national control guidelines ........ccocveevieiniiininicinieriiece e 714-15
Production CONIOL. . 709-13
DULK BArVEST ettt 709-11
il ProdUCT LESTS evviuieciiiiiicic s 711-13
METhOAS/STAZES w.vvevvrieiiciiiice s 702-3
PrOAUCTION PrOCESSES wvuvuiuiririiiiiiiiiieiisiieitie ittt 707-8
purification, validation ... 708-9
reference Materials .....ccviuiiiieiiciniciic e 7034
release and CertifiCation ......occueiriicueininiicieie s 715
1emMOVAl O VITUSES cucvviieieieiiiccciecce e 708-9
SEEA LOT SYSTEIM euueiiiiiciciciice e 702,705
SRIPPING ottt 713
tests
LAEITILY TEST vururriuiiisiieiiereieieieie ettt 707,711
150€leCtriC FOCUSING wouvuiuiriiriicicieiicee e 711
POLEIICY LEST cuvitiiuririitieiteieiti ettt e sb e ere e bbb sn b e beeanenne s 711
PIESEIVALIVES uvuuuiiiiuiicieneiereseiesesesesesesesese s sese e s sesesesesesesesesesesesesesesesesesesesesenes 713
PYTOGEIICILY TEST wuvuvvvrrtiititeteteteteietetststs bbbttt bbbttt sttt 712
SDS-PAGE ..o 711
stability and validity period ......ccccoveeivieiviniiiniciic e 713-14
LOXICITY wovuvuriiiiiisiiisisis sttt 712
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10 VIEFO CEll CULTUTES wvivvivieieeictictecececeee et 703, 707-8

in vivo (murine) Cell CUltUres ... e 702,707
mouse
adult/suckling
Measles VACCINE SALELY TESTS vvuvuruerrrriiuiieriiriiiieteeieee e 360
POLioVIrus vaccine safety teStS ..t 430
transgenic, neurovirulence safety test, poliovirus vaccine .........cccoveevveciviennnes 486-8
see also murine
MOUSE LOXICILY LEST, PEITUSSIS VACCINE .uvuvvrrrrriirstesesesesssesesesssesssssesssssssssssssssssssssses 300
multi-dose vial policy (MDVP) c...couviiiiiiiicieiricceiceeeeee e 33-4
ITIUITIPS cveeuririereenteneeseestetesteebe s e be st ebeess e b ebeeaa e s s e beeasesbesbeebeeas e beebeebneansebeebeesnensersersenses 365
IMUIMPS VACCIILE wovuvririiiiiisstststsiststsssssss sttt sttt s sttt sses 374-82
CELl CUITUTES cuvvtiteteecteeee e 376-7, 385, 387
SEIQ tivutieiiitiiti ittt e be s e be e bbb ab e bbb s 377-8
ETINITIONS cecviviiiiitcce e 375
handling and StOrage ......ocoueeueiririccieirccc e 904
human diploid cells ..o 384-5
JADEIlINg .ot e 381,389
Manufacturing reqUITEMEIIES cu.cuvuiuurieeiieiieieieiesiiessies e sessaens 375-82
national control FeQUIrEMENTS .......cccuvueuriiierriernieieieiee e 382
neurovirulence safety test in MONKEYS ...cceuvuveiccrrinineceircceeens 377-8, 385-6
SALELY TESTS wevuviriuieciiiicicie e 389
STETLLIEY TESTS vuvvaieierriiseietetreicie et 380
STLALILS cuvuvrereuiaiiesese ettt ss ettt bt st b bbb ne 384
COTTIICATION coueiiaiici ittt 376
JApaAnese Stralis ..o 374
Jeryl Lynn Strain cocccceeeecccieieiicciciecceeetce et 374
L-Zagreb STralMl cociucuiiiiciciieicciie et 374
Leningrad-3 STrall ccccuvecceceeiriiceieicee e 374
RUDINT STEAIN 1ttt 374
Urabe Strain .o 374
LEITINOLOZY wvovriiiiieiiiiiiie i 375-6
thermostability o.c.cecveiiiiccieicc e 381, 386
murine ascitic fluid COLleCTION wivuiivivviviiiciiciccceee e 702, 707-8
murine model, transgenic mice, neurovirulence safety test,
POLIOVIIUS VACCINE wvuvueeiieiiaiiiiiiiie et 486-8
murine monoclonal antibodies
EINITIONS cevviviieciete ettt 702
hybridomas .....ccceuiiicieicccc e 704-5, 707,718
possible viral CONtAMINANTS c..vvueeiueriiiiciciiecce s 718
specific-pathogen-free (SPE) Status ....ccceuevvevececreirinicceireceereceeeeenes 704,707
IMULINE TELFOVITUSES, TESTS vereerrerrereereersesserieessessessesasssessessesssessessessesssessessessenns 705-6, 710
mutant analysis by PCR and restriction enzyme cleavage (MAPREC)462, 469, 481-2
mycobacteria, virulent, test in BCG vaccine .....ccccceuvevececreinenccecrnineccneinenee 269, 277-8
Mycobacterium bovis see BCG vaccine
mycoplasmas, SLErility TESTS c.cerrriierririieeirrcee e 209, 213-14
AMENAITIENT vttt sens 221-6
FDIA bbb e 233
myelomas, immortalization procedures ... 704-5
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national competitive bidding (NCB) ...c.ccccviirrinivniciniciiriicniciceenaes 13,1127

national control authorities (NCAS) c.c.ovuvveriririririririrrrsssres s 685-9
AAMINISTIATION 1virvierrerirriirierietesre et etestesreessestessesatessessestesseessessessesssessessesnsonses 6867, 724
APPIoVal ProCEAUIES ..cuiuiiiicciicc e 687-9

IMPOTted PrOAUCES w.vveieiiiriicicieirce e 6924
authorization of clinical trials ..o 731
control functions “ASSURE” (GPV) ..o 735-8
FUNCEION/STIUCTULE 1vvivveveetierereaeeteereeteseesreseeseesesesseseesessesseseessesessessessesessenns 686—7, 7234
GMP INSPECLOTALE c.vuvevviiiiiiiiiiiiii s 687,724
independence from manufacturer .......occcevvivicieinniccercce e, 722-3
INfOrmMation ON PrOAUCT ...vicecveiriicicieiieceeree e 688-9
1eGAl POWELS et 722
JICENSING PIOCESS cuvvuvuiveriiuiiriiiiietiseieieie ettt 725-9
MADSs (qQUality aSSUIANCE) w.ccviecuieciiciriiiiieie e seesnaens 714-15
newly developing authorities ......cceviceeiririniciciricecce e 720-34
PArticipating MEMDET STALES ...vvuieererieiieeieiririeeteeee e 692-3
PEISONNEL oot s 686, 723—4
post-licensing MONITOTING ....vcuveuriieeirieiiiieiieie e seseaens 691-2
post-marketing surveillance .......cccccoievvicnicininininicc e 691
PrOAUCE FELEASE wuvveieiiiieiiciicci e 691
QUALILY QSSULANCE et 686-7
1egIStration dOCUIMENTS «..uuvvriuieeueriiceeiereeeiese e sens 724
structure and FUNCHION vuvvvevvivieeieieeteeeee ettt ens 686-7,723—4

see also newly developing authorities; newly developing regulatory
authorities (regulation and licensing of products)

national control laboratories (NCLS) .covuverirevirerirerrrrrererineenes 210, 685, 686, 689-90
laboratory testing and evaluation .........cccccvvevccieininiccinnnceerceen, 689-90
OLRET ACTIVITIES 1uueeveiirieciciiiecce e 690
QUALLLY ASSULANCE cocvevririeiiiieecieicce e 689-90

national IMMUNIZAtION MANAZET ..cevirivrieeiriiiiieisieiee et 4
responsibilities and SUPPOLT w.uuvuiuiriiiriiiciieiie e 5

national reference materials .........ccveuviiiinicinicni 690

national regulatory authorities (INRAS) ....ccccvviiceininiiceiirccercceece e 1,3

neurovirulence safety test in monkeys
MEASIES VACCINE wvirvivrieeiivistieeieteste et ete st e et ete st et esresbe et estesresneensessens 358-61, 369-70
IMUIMPS VACCIIIE 1uuruiuiuisisisisiisiiisiiisssssssssssssssssss s ssssssens 377-8, 385—6
POLIO VACCINE covieeeiiiecictiee e 426-8,441-3, 483-6, 492-9

ALLEINATIVE TEST weuuvriuiiriiiiici e 428-9
CIILETIA TEVISEA cuoviviirieiiiiiciciie e es 505-10
criteria fOr VacCINe aCCEPTANCE ..uvuvuiuurririuiiereiieieieneiseeieie e senenes 4524
1eviSed teSt (2002) wiiiirirriirieiriereriereeete st et ettt e et e b neenens 4836
newly developing regulatory authorities (regulation and licensing of
PLOUCES) vttt 720-34
alternative ProCedures ... 729-31
FUNCHION/STIUCTULE cveeveeeeistiereeeetcste ettt st et et e stesbeestebesbesbeeseesbesassreens 686—7, 7234
LICEISING PrOCESS oueverririeiieieieiitie ettt 725-9
information on manufacturing establishment ........ccccevvnicceivnnicccinniccnennes 727-8
INfOrmation On ProdUCT ... 728
NeW Product ICENCES ...vuviiiiiiiiiciicicc s 726
PrOdUCE SCIEENING w.euvuieerrieiiriiiiieiie it 725-6
FEZISTIALION SYSTEIML cuuvuvurirrrrierererereseresetenesesesesese b bbb sebebebe bbb b bebesebesesesesesenenenes 725
renewal and variation of lic€nces .......coeuevrviicueinininiceirscceece e 7267

1180 Procurement of vaccines for public-sector programmes. A reference manual



pOost-licensing MONITOTING ....vcviiueiieiiiiriiieiie e aessaens 731-3

POWers Of eNfOICEMENT ....uiuviuiiiiiiiiiie e 733
WHO Certification Scheme on Quality of Pharmaceutical Products............. 729-31
see also national control authorities (NCAs)
open (multi-dose) vial policy (MDVDP) ... 33-4
packaging and ShIPPING ...c.covvcuerrvriiciciiccccc e 878-9, 886—99
insulation standards ... 890-1
storage volume standards ........coeuviiiriniiiicinic e 892
Pan American Health Organization (PAHO), revolving fund .......ccccoevvieiviiinininnnes 21
parainfluenza viruses, resistance to physicochemical agents ........cocccceevvenicuennnnee. 709
PALAIMYXOVIIUS ovvririsiiiiiiisisisisis ittt 365
PAYIMENT OPLIONS weovivereirrrererereremeierererereresesesesesesesesesesesesesesesesesesesesesesesesesesesesesesens 835—41
Cash IN AdVANCE v 835
AOWI PAYINENIT e 835
letters Of Credit .o 836-41
OPEIL ACCOUIT 1vriireitiinritietteeeriete et s et er e b sbeeat e b et eebeern e b e beebeerneabeebeersesneaneens 835-6
payment against dOCUMENTS .....evvueucuuririiiereiriiieiereeeee e sesnas 836
UNICEF Procurement SEIVICES ....ivuuieeeveeieeereeereeereesseesseeseesseesseesseeseesseens 747-8, 755
PEISONIEL 1ottt 170-1, 189-90
national control authorities (INCAS) ...cceueueeeeueieieiniririeiririeeeesseseseseseses 686, 7234
PEITUSSIS VACCIILE wvuuiuiuiuiscscscscssssssscssssssssssssssssssssssssas s ssssss s ssasassens 298-301, 322-30
AdJUVANLS, PIESEIVALIVES weuuiverrriaieireiiseieiereesisesete s ssesesesesessssssesesesssssesesesssssaes 326
freezing ProhibItioN ...c.cc e 300
JabEllINg oo 300, 329
Manufacturing reqUITEMEIITS cu.cuvuiuvieiieeiiseiiieessiesise e sessaens 323-30
national control FeqUIrEMENTS .......occuviiuriiiernierieieiiee e 330
PLOQUCTION ottt 298
SALELY vttt e 300
samples and ProtoCOLS .. 301
stability Under STOrage ....ccvveeecuerririicieirrcceree e 330, 884
LErMINOLOZY wvrveviriiiiiciici e 324
tests
LAEIEITY TEST vuvuviriieiiieiriscieiiie et 680
IMOUSE LOXICITY TEST cuuvurrrrrrriierititititstststsissssssssssss s sssns 300, 327-8
POLEIICY ST cvirriiriinriiiiticteinintiete ettt 299-300, 327-8, 679
POLEIICY LESTS cuervriuririetiitietiitiettetente sttt b e bbb b eae bt ebeennens e 679
WHO Requirements, reVISIONS .....cccucucucucucmciminicisieccsecsssssssssssssssssaes 3034
see also diphtheria, tetanus and pertussis vaccine
Pharmaceutical Inspection Convention (EFTA) ..cccoovvicieinnincciennccerccieienes 687
pharmaceuticals
donated drugs ..cccueericecieirce e 739-44
regulation and licensing, newly developing regulatory authorities................. 720-34
sample SPECIICATIONS ...vuivrieeiieiriiieiieiie s 1079-81
ase 1dentifICATION ..vvucvieiiiiiciiciic e 1081
labelling INSTIUCTIONS .vuvuvuiiiieciiiiriiicice s 1080
product and Package .....ovceueueiiicieicc e 1079-80
standards of quality control.......ccoviennniceicccc e 1081
UNIQUE IAENTEIETS wovviiieiiiiiicicietice e 1081
special conditions of CONTIACT ..t 1071
SEETLLE, GIVIPS vttt ea e bbb s ae e 176-93
technical specification preparation (World Bank) .....cccvveeuvivciviniviniciniciaen. 1079-81
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planning and forecasting vaccine Needs ........cooevieuvinieinicinicininieieeeeenne 304

calculation of NEeds .....cviciviiiriiciiicic e 31-2
PUSH/PULL” SYSTEIM et 31
R ] T OO 32-3
WHO open vial POLCY woucecueiriiiciciiccccce e 33-4
worldwide supply and demand ........ccovieiniciniiiini e 34
pneumococcal polysaccharide vaccine, handling and storage ......cccoeveveveecuverenccnnnne. 907
pneumonia, Haemophilus influenzae type b ..., 637-9
poliovirus vaceine (0ral) c.o.cccueveeiicreiricecce e 415-526,462-514
AAMINISTIATION oottt e 800
animal source and QUAraANTINE ....c.cccvvececieiriniceiece e 424
control of SoUrce Materials ....cevviiiierieeeieicriceecececeee e 437-8, 4736
control tests on final product ..., 443-4, 489
control of vaccine production......c.cccveuieninicinieinieee s 476-88
handling and StOrage ......cooveeeeueiriniccieircccc e 902-3
JADEIIING .t 444
manufacture
CELl DANKS evvetiietiecteee et 456,513
cell culture Medium ... 474-5
monkey kidney cells ......ccovueuviininiiniic 446-9, 456, 492-9, 514
ManUfaCtUuring FEQUITEITIEIIES c.uvuvueuceerresiseueresisisesesesseesesesessessesesesssssassesessssacaes 435-45
manufacturing requirements revised ..oueceereeererrineererinieerereseeeneeseeenenn. 471-91
MOEl INSEIT cucviviiriniiiiiciciircce et 800-2
monkey kidney cell culture.....coccuvieviiciniciniiccccce, 446-50, 492-9
mutant analysis by PCR and restriction enzyme
cleavage (MAPREQC) ..ot 462, 469, 481-2
national control reqUIrEMENTS ....cccuevviiuiiereiriiieiece e 445
national control requirements revised ........ccovrreeerrninieernnieeeeee e 491-2
PIICE NISTOIY eiiiiiiciiicce e 829-30
reference attenuated POLIOVIIUS ...ovcuiiueiieciiciriieiicc e 427-8
reference Preparations ......cocvceuieuriiurinieeisieiiesisesse s saes 426,438
FEICTCILCES oottt sttt 500-2
sample ProcCuremMent rEQUITEITIEIIES ..e.euvrveesceerrrmeseserensisesesesensesesesessssesesesesseens 416-20
SEEA VIFUS vttt 422
side-effects and contraindications .......c.cvveeeueeriniccieinnieeecce s 800
STADILIEY vttt 884
STOTAZE teivteiitreitientientiiie ettt et ettt e b e be et s et e be et s eabeebseabseabeens 444-5,490-1, 902
storage and safe teMPerature range .......coevceuveerriereiieiniensieieese s 877
STIALILS cuuverereneneeeeereseseeseesesesesessesesetes e seseseessenesetessenesenennes 422,433-5,466-8, 4756
TEITIINOLOZY wvevieieiiiiicieie et 422-3,436,471-3
tests
accelerated degradation teSt ..o 489
AdITIONAL 1ot 429-31
AdVENTILIOUS AZEINTS eevuveruieiisiiiiietieteiei e 439
DOVINE VIFUSES 1IN SETUIM ..ecvuviinieiiciiiicscieieeeeeetee e 451
criteria fOr vaccine acceptance POST-TEST .eeeuerrrreierereeriieeressesiseserensnsesesesessenes 4524
determination Of VIFUS COMIENT wuvueuriiriuerririiseieteeseeseieneeeseeere e ssnsens 451
final Product e 443-4, 489
LAEITILY TEST vuruviriiiiietiiseieiiieieie st 680
MAPREC ..ottt 462-3, 469, 481-2
neurovirulence safety test in monkeys.......cccevvvveeervriccnnnnes 426-8, 441-3, 483-6
neurovirulence safety test in transgenic MIiCe .......cceeuvvreeuereureecrereunene 468-9, 486-8
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POTEIICY TEST wirteiitiiitiiniiinitinieenie ettt et ettt et et eabs et s eabseabeeabeeans 426

POLEIICY TESTS uitieuiitintieieite sttt ettt ettt et b et st asen e 679
STETIIITY TESTS wvevruiriuiurrriiieieter ittt 440
thermostability .ccucuiiicieiccc s 435
trivalent, MAnUIACTUTE .iviiviiciceiceiceceeeet ettt ere et ersenre e 424-5
polyomavirus muris 1 and 2 ...c.ccceuiciiciniiciiciceee e 709
polysaccharide (PRP) ...coceuviiiriniciiciiciiiciciciee e 637-48
post-licensing monitoring by NCAS .....cocccvvieivieninicinicicceeieeeeniaes 731-3
POWErS Of €NfOICEMENT .uvuiuiiiiiiiiciircce e 733
recall and revOCAtION .t 733
POLENCY LOSSES ettt 883
POLency tests, types and TTIES ....ccuieeuieeriiiuriiieiiesies et sessesesaes 679
pregnancy
rubella INfECtiON v 366
rubella VacCINation ... s 382
premises and EQUIPIMENT c..veuiecurririieeiereiieierersiseeese e ssesaeaes 171-2,190-3
pre-qualification for vaccine procurement ..........eeceeeveeneees 13, 35-45, 1124-5,1137-8
ANNOUNCEMENt, SAMPLE wovuieriiiiiiiciiec s 45
AOCUMENTATION w.vririiirieiiiiii e 38
e 1 T 37-9
notification of qualified and unqualified applicants ......cccocoeveceerrninccennicccrennnen. 39
vs. post-qualification (World Bank) ......ccccceuviiiciinniicicccncees 1121-2
QUALLLY ASSULANCE covvuvrieieiiiircieie et 673
QUESTIONNAILE 1ovuvivevvrtttesesesesese st bbbt bbb bbb bbb bbb bbb bbbt bbbttt a sttt 40-4
SUPPLIET ASSESSIMEIIT 1uuvvevrieeiiieiiiiiiieiie bbb 367
vaccine pre-qUalification ... 36
PIESEIVALIVES wvuuuiuiuiuisisisiscsiaisisisiaistssss s 232
pre-shipment compliance programmes .......occeevereeeeerirenieereennieeeeeeeeeseeeenens 676
Price and COST data cucuemiieucriiriicieieice e 821-31
budget estimate WOrksheet ......ccccvveuriiiviniciniciicrcc e 831
(ool oo ] nTe ek 1t OO 822
ESTIITIATES vuvuviverrtitetetttet ettt bbb bbb bbbt 747
PIOCEAUIES ettt 7-8, 27-164
and see headings below
AWALA PIOCESS wevevriririiereiiice ettt 123-34
bid documents for selective tender ......ccviuriieiniciriciniiiicccees 57-92
bid evaluation and cOmMParisOn .....ccevvieuriciriiiriiciccceaes 93-6, 105-14
ClOSEOUT ACTIVILIES wuvvuvuiviiriiiiiciicii bbb 161-3
[oT0) s U = ot N 135-7,1039-56
CONTIACt PEITOIMANCE wouvuieiiiiiiciiiecte e 147-52
customs clearance and deliVery ......ccccevvicecininnicccnnicecc, 157-9, 756
financial arrangements .......cveuveiriieinienic s 139-45
planning and forecasting vaccine needs .......ccveeevieinicinieininceiniciceeeenns 294
preparation fOr PrOCULEMENT ..c.vvuieiieiiieiieeiieieieies et sessaens 47-56
pre-qualification ......ccuveeccueirinicceece s 13, 35-45, 11245, 1137-8
SELECTION PIOCESS ecvivirieiriiriiieieieirieee e 115-21
SRIPIMENT ceiiiiiicic e 153-5
solicitation and receipt of offers (selective tender) ......ccovecuevrveccrrinnccrennnne. 97-104
PrOCESSING FECOTUS wvuvuiuiiniiiriieiieirieieiee et 1734

procurement, see also bid documents; instructions to bidders;
user’s guide to technical note; World Bank; other headings, below
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procurement agent

defined, COMMETrCIal OF STATE wovvivivriveeririitictetceee ettt ettt sae s s 15
SUMMATY Of TOLES wevviiiiiiiccicicce e 15-16, 19-20
procurement Methods .......cceuviiiiiiiiiicc e 11-15
comPetitive bIAdINg ..eccecveiriicieiriiicici e 12-14
international (ICB) pre-qualification .......cecccvveeuviniiviniecinicnnicnnns 13, 35-45, 1124-5
international (ICB) unrestricted tender .....cocovevevevevererererereneninene. 13, 35-45, 1126-7
limited (LIB), restricted tender.....coveeeerereriririririrrirrsssres e 14,1128
10CAl (LCB) vttt a e a b a b e s be e 13
NAtIoNAl (INCB) oottt ens 13,1127
request for quotation (RFQ) (international shopping) ......cccceeeeuerruencece. 14, 77-84
TeN PIINCIPLES cuvviiaiiiiiiciic e 234
direct $0le-SOUICE CONTIACTING ..uvuvuiuiiriiiiieiieieieieiie e 14-15, 1128
10} 07503 4 L 50-1
procurement personnel, information on quality assurance .........c.eceevvrecrernenee. 671-4
PIOCUrEMENT PIEPATALION .evverevvremerererererererereresesesesesesesesesesesesesssesesesssssesesssesens 47, 48-56
criteria for selecting potential bidders......cocoecceueiviniccciiinniccircceccen, 49
QOCUMENTS 1o 52-6
F11ES, COMEEINLS cuveviurererertereererierereeereeete et et et be e be e e seseesessesesessebessebessebesesesssesensesenes 48
method of ProCUremMEnNt .....c.cuiuvieciiiiiiicc s 50-1
1eqQUITEd COMPONENTS ..vuvuieieiriisieeietiiete ettt 30
summary description Of FEQUIFEIMIENTS c.c.cueuevereecuerririireierenrieseserensieseseressesesesesessnsens 49
procurement Selection tOOIS ....cceuviiecueriinicceirccc e 22-6
competitive bidding principles .....ccovevirinieiniciiic e 234
procurement activity tmMeline ......c.cueuevvieeuriiininieinieiee e 26
purchasing Methods ..o 25
Procurement tranSaCtion EILILIES c.e.eueuerereuerererererereresesesemesesesesesesesesesesesesesesesesesesesens 18-21
AECIILS reevrerriiriireetete ettt ettt et be e e e e b e b e re e b b b e be e r b b eas 19-20
STAT 1o 18-19
UNICEF and WHO ..ottt 20-1
procurement transaction PartiCIPANS .uc.cceeeercsescsesesesesesesesssesesesesesssssesssesesssesesens 15-18
buyer, seller, regulator ... 15
independent middleman .......cocceueiriiiciiiniic e 16-17
manufacturers and rePreSEntatives .....covecereeriieueremrisierereesieesesesseeesesesssssaesesenns 16
procurement agent, defined, commercial Or STate ......occeuerririricrcrrirecerrccene, 15
purchaser defined ..o 15
PUrchaser’s rights ... s 17-18
regulator
country of ManULACTULE ...cveueveiriieieieirice e 17
PULCHASEI™S COUNLIY wouuviiiieciiiicicieirce e 17
SEIlEr’s EXPECTATIONS .uvueeeceiiiicicieiie e 18
UNICEFT i 16
procurement unit, Staff participation .......cvcveueiieiicinieinieee s 30
product registration (marketing authorization) ........ccoeeeeunieunicirineninieiniennines 1123-5
PIOLEIN, EXLLANEOUS weuveverirerrrtetereteteseseseseseseseseses st ssesesssesss st et et et st st ss st sssssssssssssssssssssssns 232
public information centre, bank-financed procurement .......ccccoececuerrriccrerrenennee 1038
pump dispenser, INjection EQUIPIMEIIL w..cvveeeeuerrmieeeremrmsisesesessmesesesessesesesessssesescsesens 956
purchase agreement, UNICEF Procurement SErvices .......coeovuveeuererreneecrerrerencnees 7524
purchase of vaccines assessment procedure (UN/UNICEF) .....ccccvvvvieucnnnne. 761-814
criteria for waiving site visit (WHO re-assessment procedure) ........ccocevvieerenee. 781
minimum requirements (production and teStiNg) ......cccceeurerereererreriierererreseeerenenn. 784
MINIMUM FeqUIFEMENts (VACCINES) vevererererererererererereserenesesesesesesesesesesssesssssesesens 784-814
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model certificate for release Of VACCINES couveevueeeereeeeeeeeeeeeeeeeeeeeeee et et ee e e eeaeeas 780

product SUMMAry fIle ...cviiiieiiciicic e 776-9
provisions for team MembErs .......covieueiririniieincee e 782-3
SEEDS tuverreireerrinteett ettt ettt h e e e b b bbb b eaes 767-75
purchaser
defined, SumMmary of roles ..o 15
FIZHES ottt 17-18
purchasing methods, COMPALISON ......cveiiiiiiieiic s 25
PYTOZGEIICILY TEST cuvvuuuirimiririririsiieiiiesisesisissesssssssssssssesssssssssssssssssssssssssssssssssanes 232,712
QUALILY ASSULANCE et eaens 2, 669-744
ALINIS 1evevetiuiiiteres ettt et b et 683
COL ChAIN e 674
countries with developing regulatory authorities ........ccooeceuvierricirincivineenenen 720-34
ETECLS 1o 681-2
dONated VACCINES w.vviieieiiiicciircc e 675-6
GMP INSPECTOTALE cuveeiririnininiiiiiccciccee s b s 687
GMPS o 174
information for procurement personnel .........ccvecevvieinicinicinincnineeeeenes 6714
licensing/registration by NRA ......cccoiviiiiiiniiiicccee e 671
model certificate of approval of a biological product ......ccceeeeeuevviniicrririnicicnnee, 697
model certificate for release of lot/lots of a biological product........ccccevvuneuceee. 698
monoclonal antibodies .......ccvieeieiriniiciiicc e 699-719
national control authority (NCA) ..o 6867
national control laboratory (NCL) ...cccceurieieiriniiccrrccceceeeeeienene 689-90
pharmaceuticals in international commerce
(WHO Certification Scheme)......coveirrivieeinininen 685, 687, 6924, 729-31, 1123
pre-qualification of vaccines and SUPPLIErS .....cvvvecueiviricciciririicerccecen, 673
pre-shipment inspection and testing of vaccines and suppliers ........cccccevrurecuenne. 673
procedure for approval of manufacturers and products ........cccoeeurevercecerrenecnes 687-9
FEICTCILCES ottt sttt 695-6
1016 Of WHIO vttt 670-1, 750
sterile pharmaceuticals.......oucceeieiiiciniricc s 177
SUPPLY CONTIACTS vttt 86
UNICEF Procurement SErviCes ... 750-1
vaccine vial monitors (VVIMS) ..o esesesesesesenens 815-17
WHO QCUVITIES woovviniiiiciiiiicci ettt 684

see also Certification Scheme; national control authorities (NCAs);
national control laboratories (NCLs)

questionnaires, pre-qUalifICation ........ccccueirerieereininieeece e 404
QUOTALION, TEQUEST FOT vt 14,77-84
rabbit kidney cell cultures ......ccoevveeecurinniccirrrccerecceecceees 385, 387, 431
rabbit test for cercopithecid herpesvirus-1 ..o 449
1abIES VACCINE, STOTAZE wvvevririuererrisiaerereniseieieseseseie st s s s s sesssasaes 885
radiation, StEIIIZATION .ivvevvieteirieiesieste ettt et e sreert et et e sbeestesbesbesreestebesaeensessesses 1867
recall and revOCAION w.c.uiiiceciiccci s 733
reference materials

International Reference Reagents........coceievvieiviiininicinicnnicinecieeceaenes 690

IMEADS ottt 7034

national, eStablISHMENT cuvvviiviviieiiieiceceeeee et sbe et sreeneens 690
1efrIZEration CAPACILY weuevvevrerieeueriiisieeiereiieiese et ssnsaes 881
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regulation and licensing, newly developing regulatory authorities........ccccuu.... 720-34
regulatory authorities

ADSEIICE et 4
CrILICA] FUNCTIONS .t 3—4
NERAS o 1,3,17
release of lot/lots of a biological product, model certificates .......coeocueurrnicucrrnenee 698
release of monoclonal antibodies.......ccvvcuviiuriiciniciiic e 719
1elEaSE Of VACCINES woovievirieiirictictiteecteetee ettt ettt et eae et et e s e 780, 895
licensing ProCedures ..o 691
request for procurement, fOIm ......cccvuviieininniiciec e 54-6
request for quotation (RFQ) .c.cvveieiiininiiccirccecee e 14,77-84
retroviral particles, A and C, purification.........cceuveeiiecinicinicininenieeneeeesienes 709
FUDELIA et e 365-6
rUDELlA VACCINE vttt e 362-90
EINITIONS ettt 383
handling and StOrage .....ooveeueeriiccinirccce e 904
MaNUfaCtUuring FEQUITEITICIIES c.uvuvueuerresiacaerereeisteesesessiseaesessssessaesesessessassessssassacnes 383-9
national control reqUIrEMENtS .......ccccuvviuriiiernierriisiieieiee e 389-90
ANA PIEGNANCY eovuiveirieiisiiiiiei b 366, 382
strains
Cendehill STraln ... 382
CETTIICATION coueeitiiee ittt 384
HPV-77 STLAII coiiiiiiiiiiii s 382
JAPANEeSe STrAINS i 382
RA-27/3 STIAIN ettt 382
LEIMINOLOZY wvevuiieiiiiiiiii e 3834

safety see quality assurance
sample procurement requirements see Index of forms, samples and supplements

samples, World Bank Technical Note, User’s Guide .....ccovuveerereerreccrrinenecnennes 1140-1

SANITATION weviuiareriesiaistiresesttst s ettt sb ettt saebe et ss bbbt s b b a bbbt b b ss st s saebenis 177-8

schedule Of reqUIrEMENLS ...ovcuviiviieciiciii s 1075-6
see also standard bidding documents, invitation for bids (IFB)

SDS-PAGE, quality assurance of MADS .....ccoovueecueirniiciiiniccrcccescceeees 711

seed lot system
AEFINEd ot 274
VEADS eereeeeeeeeeee e seesssssese e esssssssses e nsssssssee e 702, 705
VACCIIIES .voviuirirresesiissesesestssse s et ss ettt be et a bbb bbbt b et s b be et sssn e 275-6

SElECTION TOOLS oeveieiiiiicc e 22-6

selective tender see bid documents; bid evaluation

seller, expectations/IIZHLS ...cceuvieeiririiicerc s 17-18

shipping and packaging ..o, 153-5, 878-9, 886—99
accompPanying dOCUIMENLS ...cuvuuieiieirieeiieriereieiesteseseie e 849-75, 894-5
AdVANCE NOTTICATION tuveiveviiieiiiiticecte ettt 894
INSULATION 1ottt 890-1
JAbEIIINg .ot 893
monoclonal antibodies .......coveicueiinicciicc e 713
pre-shipment compliance programmes .......ccoccveeueeierrieinieinineenseeieeesseenns 676
standard shipping procedures ..o 894-5
storage volume standards ..o 892
terms (carriage paid by Buyer) ..o 844
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EESTIILE cuuverevvesiies ettt b e 678

VACCINE ATTIVAL FEPOIT cuvvuiiiuiiiiiciicie e 878, 896-8
VaCCINe StOrage CONAITIONS ...cuviriuiueuiriiaiiereieiieieieseieseie ettt 899
solicitation and receipt of Offers ......cocoecceueivivicicininniccrcc 97-104
SPecial CONAITIONS ...uvuvuieiiiiicicreice e 1057-74
SPECIICALIONS w.vuieevrieiiiaiiiiieiieiicie e naes 8-9, 165-257, 258-668
good manufacturing practices for biological products .....ccccceuveveccrrirrccucunnnee. 170-5
requirements and standards ... 165-257
SAMPLE SPECIHICATIONS uuveviiiriieieiiiicieie e 1082-7
JabEIlING ot 10834
MATKING coviiiiiicc s 1085-6
PACKING 1ot 1084
product qualification reqUIrements .......c.covveuvierrieeirienniesieeeesssesseseeseinns 1082
Product SPECIICATIONS ..cvuvueeieieiirciicieiie e 1082-3
quality control for SUPPLY .c.ccvvicciiirccccc e 1086-7

see also specific vaccines
stability and shelf life, World Bank Technical Note, User’s Guide .................. 1139-40

standard bidding documents (SBDs) see World Bank Standard
Bidding documents (SBDs)

sterility of pharmaceuticals .....cococviieiiciniciniiicc s 183-5
defIned e 199
MaNUfaCtUrINgG FEQUITEIMIEIIES c.ovuvueueeuerriseaesenesisssesesessiseaesesessesssesessssesssesesssssssseses 2004

STETLIITY TESTS wuvvrririuererriisiierereiieie ettt ns 205-10
bacteria and fUNGI....c.ccevieiiiciriiccc e 206-9, 371
MYCOPLASIMAS v 209, 213-14, 371
FECOTAS wavviiuiiiiiiiici it 210

sterilization
ASEPLIC PIEPALATION cuuvureriviirrrttetetesesesebeses bbbt b bbb bbb bbb bbb s bbb nnns 181, 188-9
DY HlEration cecuviiccieirccecce s 188-9,212-13
by gases and fUMIZANTS c..ccuvviuiieiiii s 187-8
by moist/dry Reat ..o 185-6
DY radiation ... 1867
GMPS s 176-93
requirements for biological products .......c.ccceerniccivininiciiirc e 784
TSy g 00V b o1 TSR 181, 185

storage and dating, FDA requIrements ......cccoeveeurierriennieneinineniensiesieeneenseens 235-8

Storage and rANSPOLT cuucuveiuvieeiiciieieieie et 879-81
FECOMMENAALIONS cuvvevrrereeerieeteieseseeseseesesesseseseseseseseseseesesessesessesessesessssesens 879, 900-8
LEMPEIALUTE FANEE cuverierierrerreiriiteetente sttt et ettt ere e bbbt eree b e b ereebesbeebeesnenseebsernennenns 877

storage volume Standards .......coveeeeuririniceininiic e 892

Streptococcus Group A ... e 233

subacute sclerosing panencephalitis ......ccooceuviieiniciniciniciniicce e 365

summary protocols (production and testing) see Index of forms,
samples and supplements

SUPPLY CONTIACES vuvuvirriiriiciiiccct e senes 85-92

general and special condItions .......cccceuviiciiinnccecc s 72-4
SV40 (polyomavirus maccacae I), resistance to physicochemical agents................. 709
taxes and dULIES, CONTIACES cuivuiruireriirirreeereereerereeereeteereseesseseeseetesseseesestessenseseas 1056, 1070
Td vaccine, handling and Storage........cocevieiriiviiciniciniccee s 901

Technical Note see World Bank Technical Note, User’s Guide
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technical specifications (World Bank) ....c.coveeevinniccinnniccreccenecceen, 1077-89

COMAOMIS vttt et 1088-9
Pharmaceuticals .....ccccuiiiciciicccc e 1079-81
AT 6 o T 1082-87
see also standard bidding documents, invitation for bids (IFB)
temperature data TeCOTAErS .. 928
temperature MONILOriNg PrOAUCES w..vievieerriirriiieiiieirieiieesee st 928-30
temMpPerature range fOr STOTAZE ..cvvimrierriiieiieiieiieeeieie e ssiens 877
VACCINE SENSILIVILY TO fTEEZING ouvuuvriiececreieiieieieiiece et 882
see also cold chain
Tender Review Committee, selection process .......c.oceeeevverececunnn. 107, 112-14,116-17
tetanus toX01d (T'T) VACCINE wevvveririreririiiirireenee et 620-7
sample procurement reqUIrEIMENtS ... ueueeueuiueuieeisiessieiessiessisesssesessesessssessnans 621-5
LESES, IACILITY TEST vuveuvurrriaiiiieeiiseiisiei et 680
tetanus vaccine (adSorbed) .ovevveiieirieerieeeese e 313-22
AdJUVANLS, PTESEIVALIVES weueverrriaiecirriiseieiessieseseses et sess s se s sassesessnssasaes 318
AAMINISTIATION oottt 793
antigen concentration, determination ... eueuierieersieusiesesisessiesssesssesessssns 316
ANUIZEIIC PULILY cuvrviriuisisisisiscscsescscsescsesesssssssssessssssssssssassssesssesssesesesssesesesssssssssesssssssnes 317
EINITIONS oottt 314
detoxification and PUIIfIC. c.oveeueirinicciecce e 316-17
JADEIIINg .ot 320
MaNUfaCtUuring FEQUITEITIEIIES .uvuvueueerresisceeressiisesesessesesesesessesesesesesssssassesesssssseses 313-21
MOAEl INSEIT cuvviviririiieiiicicteiritcete ettt 793-6
national control reqUIreMENtS .......occuvviueirieirieiriieieie e 321-2
POLEIICY 1ttt ettt ettt b b 318-19
FEVEISION TO LOXICITY cuvvuuucuemereremereremesesesesesesesesesesesesesesesesesesesesesesesesesesesssssssesssesssens 317
side-effects and contraindications .........ccereeeceeirninicieiniieeeeeee e 793—4
stability Under STOTage ....ccovuveceeuerriiccieiriiccerce s 884
TEITINOIOZY weveviieiiriiiiiiie s 315
thioglycolate Meditum ......cccceuvieiviiiinicinieicc e 211, 229, 230
TUDErCUlIN LESTING w.vuvveiiieiiciiiicii s 787
typhold vacCine, STOTAZE «.oveucuerririiecieiriiceieieiccieee et 885
UNICEF Procurement SErviCes ..oueuenreeneeneenreenreenseesseenseens 8-9, 20, 745-814, 1129-30
amendments, cancellation, diSPULES ......cvueeeuerririrccreirirccc e 7567
contracts, mature/new/underused VACCINES .oovvvevivverrerierieiresreseeeessesesessenne 749-50
CUSTOMS ClEATANCE woovuieeiiiicicice s 756
FINA] ACCOUNT caviiiiccic e 756
general CONAILIONS c.vviiuciiiiicieicce e 755-7
hisStory and aCtIVITIES ..e.cuicuiieeiiciicieice e 746
Memorandum of Understanding (MOU) ....couveueeeirninicriinniceseeeeeeeeevenene 747
OFAEES ottt bbbt 747
PAVITIEIIT cevitiiieinritietietete ettt et eb et ebe e r e b e eaa e s bbb eanean e b eaeens 747-8,755
PIICE ESTIMALES wevvuraisirisisisisiiiiiiii st 747
PrOCUIEMENT LIANSACTIONS wuvureisiaisisisisisisisisisiistssessssss s 16-17
PUIChase agreement . i s 7524
purchase of vaccines assessment procedure ......ocveeurierriveniniernicnniseennennn. 761-814
criteria for waiving site visit (WHO re-assessment procedure) ..........ccvueunnee. 781
minimum requirements (production and teStiNg) ........oveeuerrrrereeererreriserererrenienes 784
MINIMUM FeqUIFEMENtS (VACCIIES) vuoverererererererereresesesesesesesesesesesesesesesesesesesenes 784-814
model certificate for release of VacCINes ...cvvvvvvieiererisececcreee e 780, 895
product SUMMAry f1le ..o 776-9
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provisions for team mMembers ........occcoviiivieniniinicc e 782-3

] 1O 767-75
quality assurance Programime ........occccerrereeemersmsiseseresssseesesessnsssesesessssssesesesensens 750-1
e T8 1 T ) o R 747
shipping, delivery, distribUtion ........cccccceeiviniecieinniiccnrcccceeees 749, 755
Vaccine Independence Initiative (VII) ccceceeirnicceeinniccercceceeeceneene 748
vaccine vial monitors (VVIMS) ..o esesesenens 751
2 0 1O 755

United Nations agencies
CONTACT INFOIMATION wevuveieiiriiecieiericcie e 1144-6
PrOCUTEMENT fIOM cuuiuiiiiiicieiiccie e 1129-30

United Nations Children’s Fund see UNICEF

VACCINE AITIVAL FEPOTT cuuvrieeiiiiccii e 878, 896-8
vaccine donations see donated vaccines
Vaccine FUNd (GAVI) oottt 759-60
Vaccine Identification Standards Initiative (VISI), CDC (USA) .c.ceuvevvvevivrrrirennes 832
Vaccine Independence Initiative (VII), UNICEF Procurement Services ................ 748
vaccine production, viability of manufacturers ......ccooccevvccivinivinccinicinicsienen, 737-8
vaccine source and SUPPLY SUIVEY ..o 832-4
vaceine StaADIIITY woececuviicciicccc e 876-8, 882-5
Vaccine Supply and Quality (VSQ) Unit...ccceeiririiciciriccnreceieceeeecnenes 735
VACCINE VIAl CLOSUTES w.eovivriieiiiriicictr e 786
vaccine vial monitors (VVMS) ..o 751,786, 815-18, 931-48
DaCKEroUNd ... 816
cold Chain MONILOT ..t 931-6
cold chain QUALILY ..o 815-17
COSTS curiteirtenritiett ettt ettt et e be e b b e e b b e ae e b e b e be e R e e b e beeae e b e beeas et e b e ebeeanens 817
AISCATd POINL coveeiieiiiic e 940
f1eEZ€ INAICATOLS 1iviriiriirietieiceceeete ettt ettt be et enseneereeaenen 927-30, 936-9
HEATMAarker VVM ..ottt 939-41
FEACTION TALES weveveverrrreterertesesesetetetetese bbb bbb bbb bbb bbb bbb bbb bbb bbb s ea bbb en s s 946
SHAKE TEST vt 942-3
SPECIICATIONS 1evuveeeriieiecieretriece e 944-8
stability time lIMIt .o 947
STANAALA TEST cvuvreneereririeieieteire ettt 816
teSTING (1981-92) vt e 816
15174 51 SO OO 941
WHO-UNICEF policy Statement ......ccceueeeeeeereuemriicrereiriicneneesieesesessesesenes 815-18
VACCINE “WASTAZE” vvvvrriiiieieieteieieie ettt bbbttt 32-3
COSES, ANA VVIVIS ittt et et bs s b s ebennes 817
vaccines
special conditions of CONTIACT . 1072-3
technical specification preparation (World Bank) ..c..ccccevvviccininniccinnees 1082-87
Vero cells, tests, yellow fever vaccine .......coveeecueireneccieinniccernccesseceenenens 618
veterinary vaccines, mycCoplasmas ......ccccvurvecueunininicieinnieceeeee s 222
viruses
contaminants in murine hybridomas ..., 718
MADBS, MAP and RADP ..ottt 705
“model”, resistance to physicochemical agents.......oocceueuvvriecrvivniccnniccenees 709
removal, validation of procedure.......cccevvuiceininincciinccec e 709-10
removal from MADS .....ccceiiiicciccc e 708-9
volumes, storage volume standards .......ccceveeunieiriniiniiciniciiceees 892
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waste management products, INjection eqUIPIMENT c...veveeeriemeusimeriaessiennne 949, 962-9
web site

WHO Vaccines and Biologicals.........ccceeiviiicinininiiciiiriicenncceecceeenee 671
WOrld Bank ...c.coeviiiieiiiicciiicc e 1036
WHO Certification Scheme (Quality of Pharmaceutical
Products Moving in International Commerce) ............ 685, 687, 692—4,729-31, 1123
additional INfOrmMAation c.ecececveiicecicir e 730
as alternative for imported products .....c.occvnieuniciniciniesiiccee e 729-31
certification Of PrOAUCES ...ovvieceevriiicicicce s 730
PALTICIPATING COUILILES 1uvuruiririsisisisisisiiiisissssssissssssssssssssssss s sssssssssssssssssssas 729
reporting of defects and adverse reactions ......cceeeecceveirnecernninccennceeeens 731
WHO open (multi-dose) vial policy (MDVP) ... 33-4
WHO procurement SEIVICES ... ssseseaens 21
WHO Vaccines and Biologicals, Web site ..o, 671
whooping cough (pertussis) see DTP vaccine
WOILd Bank woovevviviieiceiiiiciicieeee sttt sttt s sre s enen 8,10, 971-1146
Bank reqUIrEMENTS ...c.cuviuceeueiriiiieieiiceeee e 975
bid dOCUMENES .ovvereeiiereeetceee e 975-7, 999-1000, 1090-1110
International Bank for Reconstruction and Development
(IBRD) and International Development Association (IDA) ....ccooeeceevvirenenceee 972-3
loan agreements and CONAITIONS ...c.cuvvriiececueiriieeierceee e 972-3
Project deVElOPIMIENT c.uviuieiiciiiiccicc e 973
project implementation and MONILOTING .....cvvevereuririeuerririieererseeeeeeseneeeesennne 974-5
special issues of vaccine ProCUremMent .......ceevveeuiiveinierniensieieieieneeessssenens 978-1146
TIMELTAIMIES 1euevviriscieieieitti ettt bttt 975
WED SIEE vttt 1036

see also World Bank Standard Bidding Documents (SBDs);
World Bank Technical Note, User’s Guide

World Bank Standard Bidding Documents (SBDS) ......cccceuvuvnieeinininiccrnnnes 979-1110
advertising: preparation of IFB ..o 985-7
bid data Sheet . ..cviuiuiiiciiciiciicc s 1021-35
[0T03 115 o] OO 1039-56
eligibility for goods, works and services in bank-financed procurement........ 1036-8
instructions to Bidders (ITB) ..coeevniririeeiririeeccsieecseeeee s 989-1019
procurement under IBRD loans and IDA credits ...ocoeeeueuriccrnnniceeiccnnne, 976
SAMPLE TOFMS e 1090-1110
schedule Of reQUIrEMENLS ....vuvieciiiiriiciicc e 1075-6
technical SPecifiCations .....ccvievieciriciiiiciicc e 1077-89
see also under these subbeadings

World Bank Technical Note, User’s GUIAe coeceveveveieieiiinieiceeesteeeeeesiesresnens 1111-63
CONTACT INFOIMATION wevuveieeiriicieieticee et 1144-6
INSPECTION AN TESTIILZ cevvuvvrviieiisiiiiieiiae et 1141
JADEILING .o 1141
model certificate, layout, Obtaining .......cocccvieuviivinicinicnicincecce s 1142
Pre-qUAlIfICAtION coueeiiicciicce e 1137-8

VS. POSt-QUALITICATION wevrveieeiriicicite e 1121-2
procurement Planning .......ceeveeeeeeureriieieineniieeeieeseseeeee s 1132-5
procurement Packaging ......coeuveurierniiirinieinieieee e 1134-5
quantification Of rEQUIFEMENLS ...ccvvveuiieeiriierrieiieiee e eseans 1132
SCHEdULING .. 1135
selection of health sector goods to be financed........ccccceuvvriccivnnccinininicnnne. 1132
technical SPECIfICATIONS ...vuveueuiriieciciicce e 11334
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PrOdUCT dESIGI.uvuueiiiiiiiiiiiiie e 1117-31

centralized vs. decentralized procurement ........ccoeecuveeicinicinicininecinieienens 1120
CoUNtry level aSSESSIMENT ..uvueuiueuiriieiicieiiicce e 1117
IMPOITATION ISSUES wuvuvrvririiiiisisirisistsisssissssst sttt sttt 1126
10cal ProdUuCION ...t 1120
marketing authorization (product registration) .........cccveeuresererseueusiersieneines 1123-5
national drug poliCIes .....coceuviiiiiiiiiniciic s 1119
pre-qualification vs. post-qualification ........ccceeeuveerricueinicnnicnnnee 1121-2,1137-8
procurement capacity of implementing agency .......c.ccoeeeveeeereerricrernnneseenenns 1118
procurement Methods ......ccccvviriiieiiiniicece e 1126-31
COMPALISOIIS wouvriririsisiisiiisiisisistsis sttt 1131
Product INfOIrMATION ...ovcuiieciieiicieie e 1115-16
product packaging SPecifiCations .......cceviueurieerrieiniieiieiieiieeseesseeeie e 1141
product qUality aSSUTANCE ..c.cviecuieciiiiiiiice s 11224
FEIETCILCES ottt 11434
regulatory enVIrONMENT .c.coeriiieeeerriicicieieireecie e 1118-19
SAIMIPLES ot 1140-1
special storage and transSPOrtation ......cvcuveeueiieeiniernieieieeiiessiesseessie s 1141
stability and shelf life ......ccoieiniciniiiiiic e 1139-40
World Medical Assembly (Declaration of Helsinki), clinical trials ....c.covvcucueiencees 731
VelloW feVer VACCINE ..vuvueiiiicirc e 573-619
AAMINISTIATION ettt bbb 809
COITIfICATION cuttivitetietetet ettt ettt b et sebe e b nsebeneebens 586, 598
AELINITIONS 1uvvivriiiiiiiiee e 585
JAD LN .o 596-7
laboratories approved for production .........ceeecceeivniccreinniceenceeecene 580
MaNUfaCtUriNgG FEQUITEITIEIIES cuuvuvueuceerrrsiacaesersnsisesesesseesesesessesesesessssessassesessessacse 585-97
MOAEl INSEIT cucviviiinieiiiiicieiece et 809-11
national control FeQUIrEMENTS .......cccuvieuriiierrierrieieiieee e 598
FEICTCILCES ottt sttt 599-601
sample product reQUIrEMENTS ....c.cvvueviuerriiiriiieiieiieietee s 574-8
side-effects and contraindiCations .......c.cvveecuerriniccieinnineceeee s 810
storage and StabILITY .c.cvvveccueiriiccicc e 597, 884
LEITIINOLOZY 1ottt 585-6
tests
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