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Clause 3.13 - Table “Guidelines for Selecting a Procurement Method for Each Product Group” in the section titled “UN Agency as Supplier,” “UN agency follows Bank regulations for procurement” changed to “UN agency follows own regulations for procurement” in all columns on “Use” row.

Clause 3.13 - Table “Guidelines for Selecting a Procurement Method for Each Product Group” in the section titled “Procurement Agent,” the sentence “If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement” is added in all columns in the “Use” row.
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	1.
Introduction
	1.1 World Bank financing for procurement of pharmaceuticals, vaccines, contraceptives, and nutritional supplements under various health, population, and nutrition projects (called collectively “health sector goods” in this Technical Note [TN]) has increased significantly over the past few years, and the trend is expected to continue.  Assistance under these projects supports the procurement of, for example, contraceptives for family planning programs, pharmaceuticals, vaccines, and other health sector goods for AIDS, tuberculosis, leprosy, malaria, and maternal and child health (MCH) programs. The Bank programmed $1.8 billion for the period 1997/98 for the Health, Nutrition, and Population (HNP) sector. Financing for pharmaceuticals forms about $220 million to $250 million of this total.  Annual HNP sector lending for medical equipment has been estimated at $200 million to $400 million.

1.2 This TN accompanies the Standard Bidding Documents (SBDs) for health sector goods.  Both documents have been updated following the introduction of the SBDs on a trial basis in 1993, review by Bank staff and interested parties (donors, UN agencies, and industry) and subsequent revision.  The SBDs for health sector goods were introduced to facilitate uniformity of approach in the procurement of these items and because health sector goods, especially pharmaceuticals, vaccines, and contraceptives, differ significantly from the type of goods typically procured in infrastructure, energy, industry, and agricultural projects based on which the Bank’s SBDs for the Procurement of Goods were originally developed.
  For example, pharmaceuticals, vaccines, and contraceptives differ from other goods in terms of diversity, the terminology used to express their specific chemical and generic characteristics, stability criteria, shelf-life limitations, special storage requirements, susceptibility to heat and light, quick obsolescence, and rigid quality control requirements. Significant price differences can exist between brand name and generic products.  The procurement of medical equipment raises additional issues.  The use of technology for the diagnosis, treatment, and rehabilitation of people is developing very rapidly. Among other factors, increased computerization of equipment makes addressing subjects as quality and safety standards, total costs of ownership (for example: maintenance or software upgrades) and training, a challenge.  Therefore, the tasks of preparing broad specifications that will encourage competition and carrying out fair and transparent evaluations have become increasingly more difficult. Issues regarding intellectual property rights must also be addressed. 

1.3 In addition, the nature of the marketplace for health sector goods, and particularly for drugs, suffers from a number of market failures.  A number of reasons account for this situation.  The consumer does not choose the drug (vaccine or contraceptive formulation)—usually a doctor or pharmacist makes this decision—and is not trained to judge the appropriateness, safety, quality, and value for money.  The average medical practitioner or pharmacist does not have the expertise to independently assess the quality, safety, or efficacy of each new drug on the market.  Substandard counterfeit drugs are very difficult to detect and yet have the potential to cause considerable harm.  The government therefore has a responsibility during the acquisition of health sector goods to be well informed about available products, to keep up to date with developments, and to take appropriate steps to ensure that only quality products enter the public health system. 

1.4 Pharmaceuticals, vaccines, contraceptives, nutritional supplements, and medical equipment are essential to the improvement of a population’s health and well-being.  The government’s responsibilities are wide ranging.  Included are the oversight of the range of products to be available in both the public and private sectors; the establishment of standards for, and monitoring of, the quality of health sector goods manufactured in the country or imported; the efficient distribution of these products through public health facilities in countries where its role is as the predominant provider of health care; and ensuring that appropriate diagnosis, prescribing, dispensing, and use by consumers take place.  Additionally, as a provider of health care, the government is likely to be involved in the procurement of health sector goods, whether financed through central funds, loans, or donation.

1.5 The purpose of this TN is to provide background information to Bank project staff and borrowers, about the complex problems and issues in this kind of procurement, and to help them make well-informed decisions in each special situation.
  Recommendations on which procurement method is likely to be most suited to each situation and type of health sector good are presented.  The Bank’s Standard Bidding Documents for Procurement of health sector goods is required to be used, where appropriate, by borrowers for procurement conducted through international competitive bidding (ICB).  A number of clauses and instructions—such as those on Technical Specifications and required supporting documentation from suppliers—are also relevant to other procurement methods to ensure appropriate quality goods are purchased. Special clauses have also been provided for particular health sector goods to address unique features or issues they may present. Project staff assisting borrowers interested in using the SBDs should first carefully study this TN.  The TN is not intended to be a substitute for the involvement of a procurement expert in advising task team leaders (TTLs) on procurement matters.

1.6 Bank procurement policies and processes are often perceived to be the cause of slow progress in project implementation.  A sound application of these practices, however, would ensure that Bank-financed procurement meets standards of efficiency, economy, and transparency.  It is important to note that borrowers’ own constraints are also a major factor in determining the pace of implementation.  The provisions of national policies, the completeness of regulations and guidelines, institutional arrangements, and the level of management capacity within the borrowing country’s health system are equal if not greater contributing factors to prompt and efficient implementation.  This TN will describe several issues, conditions, and activities that if properly addressed during project design and appraisal, and in advance of the procurement process, will greatly facilitate the proper and expeditious purchase of appropriate quality health sector goods. These circumstances are described in the section Project Design Considerations (page 4). 


	2.
Health Sector Product Descriptions
	2.1 Categories of health sector goods. The following is a description of the various categories of health sector goods that are normally included in Bank-financed health projects.  For a more detailed description, see annex 1.




	Pharmaceuticals


	The most common pharmaceuticals used to treat about ninety percent (90%) of all the causes of morbidity in developing countries are included on the WHO model list of essential drugs, and are often available in generic form.  Other pharmaceutical products with specialized uses may also be included in national essential drug lists.  These include the following: proprietary pharmaceuticals (newer pharmaceutical products manufactured under patent and often used at the tertiary level of health care); drugs for tropical diseases (used infrequently in most exporting countries but extensively in tropical countries to control major epidemic diseases); pharmaceuticals used for certain rare diseases that therefore have a very limited market; and pharmaceuticals, the consumption of which is small and sporadic in a developing country, primarily because of cost.



	Biological Products
	These biological products include vaccines for universal (child) immunization and products that immunize specific risk groups against specific diseases. Many of these are named in essential drug lists. 



	Contraceptives
	Contraceptives take a number of different forms, including pharmaceutical products.  Mechanical contraceptives, e.g., condoms and intrauterine devices (IUDs), may be classified as drugs or medical devices and need also to be regulated by the local regulatory agency for quality control. The WHO essential drug list includes hormonal contraceptives, both pill and injection form, copper-bearing intrauterine devices, and condom and diaphragm barrier methods. 



	Nutritional Additives
	Nutritionals are pharmaceutical products, including amino acids and combinations, minerals and electrolytes, miscellaneous nutritional supplements, vitamins and combinations, prenatal, renal, and therapeutic formulations.  WHO includes a number of such products in the model list of essential drugs.



	Medical Equipment
	The Bank primarily supports the financing of capital—mechanical, electronic, diagnostic, and life-support products—as opposed to consumable medical equipment. The range of available equipment is extensive, but guidelines on the type of standard equipment that should be on site at primary, secondary, and tertiary facilities have been drafted on behalf of the Bank. TTLs may refer to these “Standard Equipment Lists” as the basis for discussion with borrowers on the acceptability of medical equipment for financing with Bank loans.




	3.
Project Design Considerations
	3.1
Introduction

3.1.1
The World Bank finances projects in the health sector as part of its focus on assisting development in countries through investment in people and strengthening the ability of governments to deliver quality services efficiently and transparently. Projects may support reviews of the overall health sector organization, the development and financing of plans for decentralization, training, infrastructure, the provision of technical assistance to country ministries of health, etc., as well as the procurement of goods, works, and services, including pharmaceuticals, vaccines, contraceptives, nutritional supplements, and medical equipment.  The outcome of a project will be significantly enhanced by timely and cost-effective procurement.  This can be achieved through careful packaging and the competent implementation of procurement procedures (which comply with Bank regulations) combined with attention to a number of areas that influence the environment for procurement activities in the borrower country. The team designing and carrying out the project must be adequately staffed and fully conversant with these procurement procedures to ensure successful implementation.

3.1.2
Precisely defined, procurement can be presented as one step in the process of ensuring that good quality cost-effective commodities are available to support health sector services, as in figure 1.
  Procurement follows on from selection—the informed determination of the most suitable items to obtain for the health system—and precedes the distribution (or allocation, in the case of medical equipment) of the products to the dispensing unit and subsequent rational use by the consumer. Underlying the whole process is the national legislative and regulatory framework.


Figure 1
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	3.1.3 World Bank project experience has been that the objectives of procurement are successfully met only when careful attention is paid to a much broader range of activities. These include the selection of health sector goods, issues concerning the manufacture of goods to be purchased for the project, appropriate delivery to and storage within the recipient health system, and stringent monitoring and assurance of quality through inspection and product testing, in addition to the transparent, fair, and cost-effective management of the purchasing of goods.  Central to the process is management and direct oversight of all the stages contained in this broader procurement definition (see figure 2).




Figure 2
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	3.2
Assessments

3.2.1
Country Level

3.2.1.1
It is important that task teams understand that the country environment in which procurement of pharmaceuticals, vaccines, or contraceptives occurs is changing in many countries.  Where traditionally drug supply management for the public sector was almost always managed via an internal vertical system involving centralized management of both procurement and logistics, many countries are exploring alternatives due to the poor performance of such centralized systems.  The five main models are:

· The traditional central medical store model, with procurement and distribution managed by a central government agency that is part of the Ministry of Health. Even in this model, some aspects of supply such as transport may be contracted out.

· The autonomous supply agency, whereby a central store is managed by an autonomous agency reporting to the government or by a private firm under contract.

· Decentralized procurement, with orders to suppliers placed by regional, district, or local facilities followed by direct delivery to the ordering agency by the supplier.  Procurement contracts may be managed centrally, regionally, or locally in such a system.

· A “prime vendor” system, with many variations, in which one agency (again, at central, regional, or local level) bids and contracts with any number of suppliers on the price of drugs.  A separate bid and contract is estimated with a single distributor, the prime vendor, to manage some or all aspects of logistics.  The suppliers then deliver to the prime vendor for distribution.

· A fully private supply system in which health services and drug/commodity supply are provided by private providers (for-profit or nongovernmental organizations [NGO]).  Government may or may not take responsibility for paying private providers for care provided to certain categories of patients.

3.2.1.2 There are many variations on these five models, with various potential roles for government, private firms, and NGOs. In some cases a “mixed” supply system may exist (or should be considered) with different models used at different levels of the supply system or for specific types of product.

3.2.1.3 The task team should consider with clients both the existing systems and potential alternatives (which might be developed and implemented with Bank support) when working with clients who are designing projects involving procurement of pharmaceuticals, vaccines, or contraceptives. For more information on these supply system models, see chapter 6 (Drug Supply Strategies) in Managing Drug Supply, listed in references.

3.2.1.4
It is advisable that, prior to determining the procurement model for a project supported by the Bank, an analysis of both the public and the private pharmaceutical sector be carried out.  Project identification and preparation teams should consider carefully various options for managing each aspect of the procurement cycle as illustrated in the previous section in the context of the broader sectoral assessment.  The assessment of procurement options should be structured to achieve necessary information objectives, and the team carrying out the assessment and options analysis should include at least one expert in drug/health commodity supply management. Task team leaders may wish to refer to chapter 4 (Pharmaceutical Supply System Assessment), chapter 13 (Managing Procurement), and chapter 21 (Managing Distribution) in Managing Drug Supply (see references) to obtain concrete ideas for structuring the pre-project country supply system assessment during project preparation.  Many assessment issues are also covered in the Bank’s instructions for assessing procurement agency capacity, discussed in the next section.

	
	3.2.2
Procurement Capacity of Implementing Agency

3.2.2.1 The capacity of the party(ies) designated to carry out procurement must be examined for each project so that appropriate support and technical assistance can be programmed into the project.  The Bank has issued instructions regarding Assessment of Agency Capacity to Implement Project Procurement to guide evaluation of the capacity of the implementing agency and of the adequacy of procurement and related systems in place to administer procurement in general, and Bank-financed procurement in particular. The capacity assessment reviews the following areas: legal aspects, procurement cycle management, organization and functions, support and control systems, record keeping, staffing, the general procurement environment, and private sector assessment.  Such an assessment can identify weaknesses in the systems and procedures for procurement, which may be able to be addressed through institutional capacity-building activities financed by the project.
 

3.2.2.2 The evaluation also includes an assessment of administrative, political, and financial risks to the procurement process.  This produces a risk grading for the procurement implementing agency, identifies areas where action can be taken before and during project implementation to improve long-term capacity of the institution, and sets the intensity and nature of Bank supervision of the procurement.  The intention is that prior review thresholds for the procurement of health sector goods would be determined from the risk assessment. 

3.2.3
For projects involving the procurement of health sector goods, several specific issues need to be addressed.

3.2.3.1
Most of the items procured under Bank-financed health projects that are classified as pharmaceuticals, vaccines, or contraceptives have product specifications and quality control requirements that are normally regulated and monitored by the governmental agency responsible for food and drug regulation (FDRA) in the borrowing country.  The FDRA should have the capacity to implement local registration procedures and monitor GMP. In many developing countries, however, either there is no appropriate legislation to regulate these products, or if such legislation is in effect, the FDRAs are too weak to exercise adequate control.  Consequently assessing, and if necessary strengthening, the capability of the local FDRA to monitor and control quality must be made an essential part of the project appraisal and the procurement capacity assessment—regardless of method of procurement or source of financing—to safeguard over the long term the health of the population in the borrowing country.  In addition, it is critical to define proper technical specifications and qualification criteria and plan for adequate pre-dispatch inspection and testing of goods.  To that effect, project staff should ensure that the documentary requirements stated in ITB Sub-Clause 6.4 (b) be reviewed before the bidding documents are issued.

3.2.3.2
Should inadequacies be identified in the FDRA, monitoring and inspection of shipments by another qualified independent regulatory and testing agency acceptable to the borrower and the Bank could be made a condition of the loan for all ICB and other procurement to be financed by the Bank.  An alternative for smaller value procurements would be to utilize the procurement expertise of a qualified, reputable UN or NGO agency (see sub-paragraph 3.11.7).

3.2.3.3
The acceptability of the country drug registration process needs to be reviewed.  Where this is inadequate or inefficient, steps must be taken to improve the registration process so that it does not impede the effectiveness of the competitive bid process by deterring potential bidders  (see section 3.8).

3.2.3.4
Where local quality control systems and functions are judged inadequate, consideration should be given to financing technical assistance to improve the situation in the country concerned, either as part of the project or through an alternative grant mechanism. 


	
	3.3
National Policies 

3.3.1
National policies on pharmaceuticals, vaccines, contraceptives, nutritional supplements, and medical equipment can address broad issues relating to acquisition and use in the country, and they provide a legislative and regulatory setting within which appropriate decisions about the procurement characteristics of health sector goods can be made.  In the absence of such policies, or equivalent national laws and regulations, the selection of suitable health sector goods and the cost-effective procurement of appropriate quality products become more difficult tasks.

3.3.2
A national drug policy provides a foundation for managing drug supply and a context within which to implement procurement of pharmaceuticals, vaccines, contraceptives, and nutritional supplements.  Such a policy generally embodies the goals set by the government for the pharmaceutical sector, presents the strategies designed to achieve those goals, and provides a framework for coordinating the activities of the public and private sectors, nongovernmental organizations, donors, and other interested parties.  Comprehensive, officially adopted policies are likely to contain health-related goals—improving the access of the whole population to essential drugs, ensuring safety, efficacy, and drug quality, and promoting rational prescribing, dispensing, and use of medicines—as well as economic and national development aims. Economic goals generally include lowering the cost of drugs, control of foreign exchange expenditures, and the provision of employment in pharmaceutical supply. 

3.3.3
The establishment of a national drug policy will require strong government will to oversee a process that correctly identifies the key problem areas and involves the principle actors (many of whom have distinct self-interest) to develop appropriate legislation and introduce regulations as appropriate and then monitor and enforce them.  The components of a national drug policy depend upon the country situation and may include the following areas: a legislative and regulatory framework, sound principles of drug and vaccine selection, the supply and rational use of drugs, economic strategies for providing pharmaceutical products in the public and private sectors, the development of human resources, and clear monitoring and evaluation roles.

3.3.4
A national drug policy improves the procurement of health sector goods financed by Bank loans in two key areas.  The development of a national essential drug list (EDL) within the drug policy encourages the selection of appropriate and cost-effective health sector goods, and the establishment and operation of a regulatory system ensures goods of appropriate quality are procured.  It should be recognized that experience from a number of countries indicates that the development and implementation of a comprehensive national policy does, and ought to, take several years (and may be regarded as an ongoing exercise).  Project procurement should not be delayed while awaiting a comprehensive policy. In the interim, use can be made of internationally accepted instruments such as the WHO model list of essential drugs.  However, the project will have to include acceptable measures to mitigate the risks created by the lack of a policy.  Consideration should be given during project design to the financing through the loan of such policy activity or components as is deemed imperative to successful project implementation.

3.3.5
A national policy for vaccines is established to manage the importation and ensure the safety, quality, and efficacy of vaccines used in immunization programs.  Such a policy should include the establishment of a national control authority for biological products
 (probably as part of a national drug regulatory body) with responsibility for licensing vaccines for use in the country and assessing the quality of imported vaccines lots (and, where appropriate, those manufactured locally).  The national authority would also operate a surveillance system to monitor the vaccines in use and take appropriate action should adverse reactions occur.

3.3.6
Family planning policies may initially determine the extent of choice in contraceptive methods to be made available, with many programs aiming for a broad method mix to meet the varying needs of couples wishing to space or to prevent pregnancies. A policy may delineate which cadre of health sector personnel may recommend and administer particular methods.  For example, it may be decided that the condom can be distributed by community-based workers, hormonal methods require a higher level of clinical expertise, and the IUD and implants may be provided only by trained doctors. The classification allocated to different methods by the national regulatory authority can affect quality control issues.  Hormonal methods are generally referred to as drugs; IUDs are usually classified as medical devices, and condoms sometimes as consumer or hygienic products.  For condoms to be made to meet higher standards of performance and quality, it may be more appropriate to classify them also as medical devices.

3.3.7
A national policy on medical equipment for the public sector can aim to ensure that scarce resources are utilized to obtain priority or essential equipment.  A well-designed policy can also help ensure that the equipment is compatible with expertise in the public sector, that servicing and maintenance is available, that the equipment is suitable for the facility environment, and that complementary equipment is on site (generators, surge protectors).



	
	3.4
Local Production

3.4.1
In many developing countries, local manufacturing capacity of pharmaceuticals is either nonexistent or is limited to a small number of common products and “galenicals” (i.e., tinctures and spirits).  As a result, most procurement, both public and private sector, is from foreign sources.  Procurement opportunities cannot be reserved only for local manufacturers, and if they participate in ICB, LIB, or NCB procurement, they must be held to the same quality and other standards as other bidders.  If domestic producers meet the standards, the Bank allows borrowers to provide a small margin of preference in the evaluation of bids, applying the preference to goods manufactured in the country of the borrower.

3.4.2
Only a small number of countries outside of the developed countries have the capacity to produce vaccines.  This production is usually limited and intended for programs within the country.  Of these manufacturers, only a portion manufacture vaccines to a quality sufficient for safe and reliable use in immunization programs.  If they meet internationally recognized quality standards, however, they must be allowed to compete.

3.4.3
Contraceptives are produced in about twenty-five developing countries,
 though with the main exception of condoms, these are primarily for consumption in the country of manufacture.  Fourteen of these twenty-five countries are also the largest consumers of contraceptives. Oral contraceptives are the most commonly manufactured products, followed by condoms and injectable contraceptives. 


	
	3.5
Centralized versus Decentralized Procurement

3.5.1 A major issue affecting the overall success of a health project, and which must therefore be resolved early in the project cycle, relates to who in the borrower’s country will be responsible for project procurement.  The service providers who utilize health sector goods—central, state, regional, or municipal hospitals, health centers, clinics, public and private pharmacies, etc.—may argue for a decentralized approach, which gives them greater control over the process.  In many situations, however, the government may have an established centralized purchasing unit. The Country Procurement Assessment Review, or the Assessment of Agency Procurement Capacity, should play a key role in addressing this issue by identifying the risks associated with either approach.

3.5.2 The Bank’s interest is in the procured health sector goods reaching the population that needs to benefit from their purchase. This can be achieved only when a competent implementing agency is chosen and equipped with all the skills needed for carrying out and/or monitoring all phases of the procurement, manufacturing, inspection, delivery, warehousing, and distribution, as well as contract administration.  The selection and quantification (see sections 4.1 and 4.2) of products may be the responsibility of technical or program staff or the procurement office. 

3.5.3
Centralized Procurement

3.5.3.1
Advantages


Centralized procurement offers some potential advantages in lowering the cost of the goods and in optimally utilizing scarce technically skilled procurement personnel. Lower product costs can sometimes be obtained through centralized procurement because of procurement in bulk and more effective implementation of competitive procurement processes.  Total administrative costs should be lower for procurements managed competitively by a central unit rather than a number of regional (or lower) administrative bodies.  The expertise to prepare and evaluate competitive procurements, especially international ones, is most likely to reside at the central level.  Central procurement minimizes  financial and accounting management requirements of procurement.

3.5.3.2
Issues


To make sure enough of the right health sector goods are ordered, the central purchasing agency must interact with service providers throughout the system while it prepares the bidding document and technical specifications.  One potential disadvantage of centralized procurement is the difficulty in making the product available in a timely and efficient manner to the consumer.  This is a particular concern if the purchasing agency’s control over the distribution chain is weak and coordination between it and the lowest link in the system is poor.

3.5.3.3
Centralized procurement is indicated for large fixed-quantity purchases of pharmaceuticals and nutritional supplements. National immunization and family planning services are often separate vertical programs, with the management and distribution of vaccines and contraceptives a centralized function.  A trend toward the integration of vertical supply programs is discernible in the 1990s. This trend, in conjunction with the limited number of international manufacturers of reliable quality vaccines and contraceptives, suggests that centralized procurement is the preferred mechanism.  Medical equipment procurement should also be undertaken centrally, in part to take advantage of multiple unit purchases, but primarily because the expertise to procure specialized capital medical equipment is unlikely to be available or easy to maintain in a cost-effective way at lower administrative levels of the health system.

3.5.4
Decentralized Procurement

3.5.4.1
Advantages


Procurement by lower administrative levels may be beneficial for emergency requirements, for products that are available from a number of national suppliers, products for which only a small quantity is needed, or items not contained on the national essential drug list.  By being closer to the service delivery point, lower levels should have a better understanding of actual requirements.  In situations where estimated quantity supply contracts are feasible and preferable, at least some aspects of procurement can readily be decentralized. (With estimated quantity contracts, the procurement agency bases contracts on estimated order volume and orders are placed throughout the contract period based on actual need.)  Decentralized procurement also offers an opportunity for institution building outside of the central geographical areas of the organization as staff at lower administrative levels develop expertise.

3.5.4.2
Issues


Staff at lower levels may possess less expertise in quantification or quality assurance than at the central level. Staff may not be available to dedicate to manage and monitor physical and financial procurement activities.  On the Bank side, the task of assessing the capability of decentralized units to carry out procurement and the cost of any technical assistance is increased. 

3.5.5
Selective Decentralization of Procurement Responsibilities

 
A range of decentralized options (both through devolution of responsibility from the center to more peripheral sites and by divestment of responsibility to an organization outside of the government) exists short of allowing or expecting lower-level health facilities (or even users) to manage all aspects of procurement.  Some components of procurement may be assigned to lower administrative levels while others remain the prerogative of the central level.  For example, bidding might be managed centrally, while district offices or hospitals could order health sector goods from the suppliers previously selected through a centrally managed bid process.  Distribution could be contracted out to an autonomous agency or a prime vendor following a centrally managed process that would set the price.


	
	3.6
Prequalification versus Postqualification

3.6.1 A number of steps may be undertaken when evaluating new suppliers, including formal supplier registration by the procurement agency, reference checks with previous customers, the purchase of small quantities for trial or testing, and informal information collection.  Countries that do not have functional quality assurance testing laboratories should make energetic efforts to confirm the references of new suppliers.  Such countries should buy only from suppliers who are known and proven to provide quality products.  Institutions such as UNICEF and WHO may be able to assist countries in this effort.

3.6.2 Both pre- and postqualification, if properly managed, can help to eliminate substandard suppliers. Prequalification evaluates supplier capacity, before bids are solicited for specific products (based on documentation of product quality, previous procurement history, and other customer references).  Substantial time and effort may be required to establish an initial list of prequalified suppliers, especially if a policy is in place to prequalify suppliers separately for each product (drug, vaccine, etc.).  Prequalification, however, expedites bid evaluation and contract award since the lowest evaluated bidder is deemed to be qualified.  There is concern that suitably reliable suppliers may be excluded from the list if the prequalification process is administered unfairly. This concern can be eliminated if the prequalification criteria are clearly specified and approved by the Bank, and the procedures are fully and consistently applied to all candidate suppliers (see annex 2, Guidelines for Prequalification). Established procurement systems commonly implement a form of ICB preceded by prequalification, soliciting bids only from suppliers who have been prequalified. 

3.6.3 Procurement offices using ICB with prequalification should periodically assess the market to seek out potential new suppliers in order to maintain competitive pressure on established suppliers. Once this status is achieved, the supplier remains prequalified for two years unless there is a reason to review the situation; for example, if there were product recalls or noncompliance with awarded contracts.  As a matter of course, the list of prequalified suppliers should be reviewed every two years. Suppliers who did not prequalify at the outset of the project shall be allowed to apply for prequalification again at a later stage in the project’s life.

3.6.4 The Bank supports prequalification for the procurement of health sector goods, including pharmaceuticals, vaccines, and condoms. Prequalification contributes significantly to the purchase of high-quality products while maintaining the desired competitive nature of the procurement process. Should the procurement capacity of the implementing agency be inadequate to satisfactorily undertake the prequalification of suppliers, the borrower may contract for the assistance of outside consultants or international agencies such as UNICEF to carry out the prequalification while it develops its own capacity.  Such assistance, which could be financed by a grant, must also include measures to strengthen the borrower’s capacity to undertake prequalification for future projects.

3.6.5 It is particularly recommended that prequalification be undertaken for vaccines to ensure the quality and acceptability of the product as well as the supplier. The suggested procedure for prequalification is through licensing of the vaccine by the purchasing country’s regulatory body. The result is a list of vaccines (from specific manufacturers and with specific technical attributes) that are acceptable and safe to procure.   Should the national regulatory body be too inexperienced to conduct the prequalification exercise, the borrower may be permitted to rely on vaccine suppliers prequalified “in principle” by WHO,
 by obtaining a Statement of Known Good Quality from WHO, or by selecting vaccines manufactured and licensed in countries with strong, competent regulatory bodies.

3.6.6 Postqualification is where the supplier qualification exercise is carried out after bids are submitted in response to an open bid process, commencing with the supplier submitting the lowest evaluated bid. The process is similar to that for prequalification, with supplier(s) being assessed with respect to registration status, previous performance, and product quality.  Only if the apparent lowest evaluated bidder lacks acceptable qualification would more than one postqualification have to be carried out.  Postqualification can result in substantial delays in cases where most of the lowest bids are from suppliers with no track record in the purchasing country, particularly when the local procurement agency has limited capacity to communicate with potential international references. Should delays in postqualification occur, however, following the bid opening, it may be necessary to re-confirm prices, or even require re-bidding, before finalizing the contract.  The validity period should therefore be deliberately set to allow adequate time for postqualification. Providing clear, internationally accepted standards and requirements at the outset makes the process easier.


	
	3.7
Product Quality Assurance

3.7.1
The quality of health sector goods is a critical factor in safeguarding the health of the population of the country in which the goods are consumed.  Poor quality pharmaceuticals, vaccines, and contraceptives are unlikely to fulfill their purpose of curing illnesses, preventing diseases, or controlling fertility. In worst case scenarios they can be detrimental to health.  Ensuring product quality is an essential component of the procurement process achieved through preparation of comprehensive technical specifications, purchasing from qualified manufacturers and suppliers, and appropriate testing and surveillance of the goods throughout the delivery, customs clearance, warehousing, and distribution process.  Once in the distribution system, ensuring quality requires that a reliable system be in place to monitor expiry dates and storage conditions and the operation of a system to recognize and respond to product defects and adverse reactions.  If final delivery systems are weak, the Bank would recommend that the final delivery process be handled by separate contract with an experienced qualified freight forwarder.



	
	3.7.2
WHO has established good manufacturing practices (GMP) similar to those enforced by the national drug control authorities in industrialized countries.  The GMPs establish criteria for personnel, facilities, equipment, materials, manufacturing operations, labeling, packaging, quality control, and stability testing.  Most countries mandate compliance with national GMP standards before issuing new manufacturing licenses and enforce this through a system of inspections and regulatory controls.  Any violation can result in prosecution or suspension of the offender’s manufacturing license, although enforcement of this provision requires a strong regulatory agency (RA) and political endorsement for regulatory action.  Around 140 national drug control agencies participate in the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce. They agree to certify that drugs, vaccines, and appropriate contraceptive methods (e.g., hormonal) are registered in the exporting country and that the manufacturer’s facilities have been inspected and comply with GMPs.
  Borrowers can stipulate that bidders arrange to have the RA in the producing country provide a product certificate issued under the WHO scheme to support their bid.  The credibility of such a certificate depends largely on how reliable and responsive the authority is in the exporting country,  its capability to make adequate GMP inspections, and the capability of the importing country’s authority to assess the authenticity or validity of the certificate. Particular care may be required if the certificate is submitted through the manufacturer or importing agent rather than received directly from the issuing RA. In this case, the borrower is advised to seek supplementary references, for example, from purchasers with previous experience with that bidder.  These aspects can best be addressed early in the procurement process as part of a prequalification exercise.



	
	3.7.3
Marketing authorization (registration in the country of origin) is routinely applied for by the supplier. If granted, registration should indicate compliance with drug regulatory requirements and satisfactory quality for drugs circulating in the country.  The provisions of marketing authorization (MA) of drugs manufactured only for export vary between producer countries for a number of reasons. Therefore, this MA cannot be considered adequate proof of quality. In these cases, additional guarantees of quality—for example, compliance with WHO certification—should be obtained from the supplier. Purchasers need to be aware that apparently standard quality certificates may indeed be based on varying parameters, that MA and GMP are both issued by authorities in the country of origin, and that their value depends upon the capacity and diligence of the issuing FDRA.



	
	3.7.4
Purchasers can include quality testing of products as part of the procurement and, where appropriate, importation process.  For certain products, such as condoms and vaccines, it is essential to test for quality before shipment; for other products, testing can be done after receipt.  The costs of testing in relation to the value of goods may need to be taken into account.  Not all developing countries have the necessary facilities and technical personnel in country to conduct complex quality assurance testing on health sector goods.  In these circumstances, there may be regional facilities that could be engaged.  Alternatively, there are a number of international laboratories, including regional quality control laboratories approved by WHO, that can undertake appropriate testing on drugs, vaccines, and contraceptives.
,
  Project financing may be needed to support the use of alternative resources.

3.7.5
Capital medical equipment should be tested in place and the final user (or “owner”) at the health facility sign off on acceptance of the items, following appropriate installation procedures such as commissioning and calibrating the equipment.

3.7.6
Developing countries generally lack the pharmaceutical or vaccine surveillance systems to monitor product failures, adverse reactions, or international recalls.  Thus, suppliers are required to inform the borrower of any such event and to replace the affected items if a similar action has been taken in the manufacturer’s country of origin (see clause “Warranty” of the General Conditions of Contract of the SBD).  The FDRAs in borrower countries should also establish direct communication channels with FDRAs in the United States, Europe, and Japan to obtain information about recalls and their regulatory actions.


	
	3.8
Marketing Authorization (Product Registration)

3.8.1 Requiring that bidders register individual products locally in advance of bidding potentially limits competition.  Often, large multiproduct companies register their products to exploit private and public sector markets and to promote them in the market.  For most bidders who are not already active in a local market, however, going through the expensive and time-consuming product registration process would not be justified given the uncertainty of success in the ICB process.  Making product registration a precondition to bid for a contract financed by the Bank would in effect force every primary manufacturer to register all products of potential interest in all Bank member countries.  This is unreasonable, since pre- or postqualifying bidders based on their experience and quality control facilities, if done carefully and well, serves virtually the same purpose as registration.  To be acceptable to the World Bank, therefore, product registration can be accepted only as a prior condition of contract signing, not bidding. 

3.8.2 If, for statutory reasons, product registration is necessary before drugs are allowed entry, the Bank should, in its ongoing dialogue with borrowers, encourage them to establish a fast-track registration process.  This would be designed to automatically register new pharmaceuticals or vaccines offered by successful bidders on payment of a reasonable fee, provided the documentation and samples submitted as part of the bid confirm that they meet all the qualification criteria established in the Bidding Documents including proof of registration and approval in the country of origin.  The registration process can be faster because manufacturers are not requested to submit their own clinical and toxicological analysis but may rely upon previously published literature. To expedite the process, the purchaser should include in the BDS full details of the registration authority
 and bidders can apply even before it is known who will be awarded the contract.  The accompanying registration package should clarify that the formal registration process is not part of the bid and that the original registration forms should not be returned to the purchaser but sent directly to the appropriate regulatory authority. 

3.8.3 Another way to accomplish “fast-track” registration could be for the country’s regulatory authority to formulate a policy that allows a product to be registered if it can be proven that the product is registered in another country for importation and use.  In this case, the purchaser will need to establish that the selected country (or trade group) has in place proper and appropriate standards and procedures to assess the quality of the goods.

3.8.4 In the end, if registration is unreasonably denied to a qualified bidder, the Bank cannot finance the contract.



	
	3.9
Importation Issues

3.9.1
Smooth and rapid importation of health sector goods is important so that the goods are quickly made available to the distribution system and hence to the user, and also to minimize the opportunity for the goods to age, be damaged, or be mislaid at the ports.  Delays in importation shorten availability of the shelf life of pharmaceuticals, vaccines, and contraceptives, and unless properly stored, the efficacy of the product may be substantially impaired by climatic extremes.

3.9.2
The requirements for, and the steps in, the importation process should be cataloged before procurement activities commence, which will facilitate the efficient transfer of goods from port of arrival to the implementing agency warehouse and distribution system.  This review, which ideally should be done in parallel with and should be viewed as an integral part of the agency procurement capacity assessment, should also identify weaknesses, bottlenecks, or inconsistencies and hence areas where amendments or improvements to policy, infrastructure, or systems can be beneficial.  Short-term measures needed to bring the quality of the system up to minimum acceptable levels must be incorporated into the project design. The following points suggest areas that require attention:

· Are items on the project procurement list legally able to be imported?

· Procedures and time lines for obtaining import license.

· Import duties.  Timeline for payment process.

· Exemptions to import duties.

· Documentation necessary for importation clearance.

· Rate and initiation of demurrage charges.

· Special handling requirements of products (for example, refrigerated storage for vaccines).

· In-house clearing or employment of a clearing agent?

· Is the customs storage capacity adequate, secure, and suitable for safeguarding product quality, including the presence of refrigeration facilities?

3.9.3
Guidelines on import procedures for pharmaceutical products developed by WHO are based on the premise that “public health considerations demand that pharmaceutical goods should not be treated in the same way as ordinary commodities.”  In particular the guidelines propose that importation of pharmaceutical products should be undertaken in line with national drug policy regulations or other relevant legislation and enforced by the national drug regulatory authority.  Importation should be undertaken only by licensed agencies (including government procurement units) that provide the customs authorities with appropriate documentation.



	
	3.10
Logistics

3.10.1 The objective of a World Bank–financed project is not simply to procure a given quantity of identified health sector goods.  A project is undertaken to improve a country’s health program.  To that end, vaccines are needed for prevention, pharmaceuticals for curing illnesses, contraceptives to meet reproductive health needs, and nutritional supplements to improve nutrition.  People who use these products are located throughout the country and are most often reached by a network of public health facilities and community health workers.  The pharmaceutical, contraceptive, and vaccine distribution chains often extend through federal, regional, provincial, and/or district warehouses to reach the user.  Unless these distribution systems operate effectively, project objectives cannot be met.

3.10.2 As a result of weak management, poor communications, and/or unreliability of transportation, it can take three to six (and in some cases as long as twelve) months for stocks to reach the user after they have reached a central warehouse.  For limited-shelf-life items this is a serious problem, especially if shelf-life standards are not rigidly enforced at the procurement stage. The danger is that by the time the stock arrives at the site it has to be shipped back to the central warehouse or destroyed because its shelf life has already expired or there is a lack of capacity to consume or hold the large quantities received. Stipulating
 that all products must have a specific period of shelf life (see annex 3) remaining upon arrival at the port of entry in the borrower’s country can mitigate the consequences of distribution inefficiencies.
 But this of itself will not solve the problem of expiring stocks if the local logistics are inadequate. If distribution problems relate to poor communication and management by the public sector, the use of a private sector distribution or logistics agent could and should be considered for the project, and the inclusion of a component in the loan aimed at identifying ways to improve the system should be considered. 

3.10.3 Vaccines, unlike most pharmaceuticals and contraceptives, must be kept within certain temperature ranges throughout the transportation from manufacturer to inoculation center.
  Thus in many countries, national expanded programs on immunization (EPI) established separate vertical cold chains.  The continuous proper operation of the cold chain is essential to maintaining the efficacy of vaccines. Several country programs installed refrigerators and other cold chain equipment a number of years ago.  An assessment of the condition of the cold chain prior to procurement, and rectification of deficiencies through the project, may well be necessary to safeguard a valuable investment in vaccines. 

3.10.4 Satisfactory storage, in terms of capacity and its ability to protect and secure health sector goods, is a vital component of logistics.  Though the central-level infrastructure is often most easily recognized as a problem area, the status of storage facilities at lower levels in the distribution system should not be overlooked.  Inadequate capacity at any level may expose shipments to climatic conditions that may damage the goods.  Arranging for the delivery of large procurements in multiple shipments can, to some extent, compensate for such a lack of capacity at the central level. 

3.10.5 Health sector reform in a number of countries involves consideration of the integration of existing, separate, vertical distribution systems for vaccines, contraceptives, and pharmaceuticals (and sometimes laboratory and other vertical health program requirements).  The implications of integration may also need review during the preparation and appraisal of projects, and, where appropriate, finance and a project plan with appropriate technical assistance included.


	
	3.11
Procurement Methods

3.11.1
Regardless of which method is used, a number of activities or steps need to be taken prior to procurement.  The items need to be selected (see paragraph 4.1), quantified (4.2), packaged, and accurate technical specifications drafted or identified.  By identifying the range of sources for quality products, a review of the marketplace for particular goods will help determine the best procurement method to use (see Procurement Method matrix on pages 29 and 30).  The Bank’s Procurement and Consultant Guidelines recommend methods to be used with Bank-financed projects and the circumstances under which other methods may be used.  The information about these methods provided below is for general guidance only.  The method appropriate in specific situations should be determined in consultation with the Bank procurement staff assigned to the project.  The SBD stipulates that pharmaceuticals must be procured from the primary manufacturer or its authorized agent.


The evaluation of offers or bids for health sector goods differs significantly between “consumable” items—drugs, contraceptives, nutritional supplements, and vaccines—and capital medical equipment.  In essence, borrowers must make an investment decision in the case of capital medical equipment, which encompasses “life cycle costs”—maintenance, software upgrades, ancillary consumable items—in the evaluation process.

3.11.2
International Competitive Bidding

3.11.2.1
International competitive bidding (ICB) is the Bank’s recommended procurement method because it ensures economy efficiency, and transparency.  Section 2 of the Bank’s Procurement Guidelines provides full details.  The SBDs have been drafted to describe the ICB bidding, evaluation, and contract award process. 

3.11.2.2
Generally, to be attractive to international suppliers, ICB procurements must be relatively large in value.  An ICB procurement comprising many low-value items, however, is likely to be uneconomical and not worth the time and expense required to administer the ICB process.  In planning health project procurement, only items that are likely to be available from the same set of bidders should be packaged together (see section 4.4).

3.11.2.3
The borrower is encouraged to prequalify bidders at the beginning of an ICB procurement by advertising an invitation to prequalify for bidding, conducting an evaluation of the capability and resources of prospective bidders and then issuing the bidding documents only to  prequalified bidders.  Carrying out prequalification early in the project is strongly recommended for pharmaceutical procurements because it allows the borrower to concentrate solely on important quality issues before price considerations are introduced. It is often more efficient to carry out a broad prequalification for all the health sector goods to be procured at the beginning of the project that would only need to be updated every two years. Care should be taken to ensure that the qualification criteria specified in the bidding documents match those of the prequalification.

3.11.2.4
The borrower may, with the agreement of the Bank, grant a margin of preference in the evaluation of bids under ICB procedures to bids offering goods manufactured in the country of the borrower, when compared with bids offering goods manufactured elsewhere.
  Bidding documents shall clearly indicate any preference to be granted to domestically manufactured health sector goods and the information required to establish the eligibility of the bid for such preference. 

3.11.2.5
The evaluation of bids under circumstances allowing domestic preference involves initially the classification of bidders into groups—those offering goods with local content of more than, and less than, 30 percent of the ex-warehouse cost and those offering imported goods.  Should bids from suppliers offering imported goods be the lowest on a straightforward comparison, then a calculation introducing a factor for the actual importation duties or 15 percent, whichever is less, is introduced.

3.11.3
National Competitive Bidding

3.11.3.1
National competitive bidding (NCB) is a competitive bidding procedure normally used for public procurement in the country of the borrower.  It may be the most economical and efficient way of procuring health sector products that are available locally from a number of qualified suppliers and therefore are unlikely to attract foreign suppliers (though there can be no restriction on international suppliers participating in the bid process).  This can be an appropriate method in countries with an active local industry.

	
	3.11.4
Limited International Bidding 

3.11.4.1
Limited international bidding (LIB) is essentially ICB conducted by direct invitation to all qualified suppliers and without open advertisement.  This may be a more appropriate method when there is only a limited number of potential suppliers, such as for most vaccines, and some contraceptives like the Copper T IUD. 

3.11.4.2
The task team leader must ensure that the LIB short-list proposed by the borrower includes all qualified suppliers, including national ones (provided they are approved by the national FDRA), to ensure competitive prices.
  Agencies such as UNICEF have lists of qualified suppliers that can be accessed by Task Team Leaders (see list of contacts at end of document).

3.11.5
International or National Shopping

3.11.5.1
The basis of shopping is the comparison of price quotations obtained from several local and/or foreign suppliers.  To ensure competitive prices, it is usual to solicit quotations from at least three suppliers (for international shopping from at least two different countries).  This is an appropriate method for procuring small volumes of readily available off-the-shelf goods such as galenicals.

3.11.6
Direct Contracting

3.11.6.1
This method is used in those cases where the health sector good is available from only one source, e.g., the contraceptive implant Norplant.  It is the least favored method of procurement because in the absence of the competitive element it is more difficult to determine whether the prices quoted are economic and reasonable.  Therefore financing for such goods should generally be minimized, if possible, in project design.  This may not be possible, however, and some direct contracting can be allowed on Bank-financed projects if it can be demonstrated that it will achieve the most cost-effective health solution for the project. 

3.11.6.2
Borrowers should plan their negotiating strategy very carefully using historical prices received and the drug price bulletins issued periodically by, for example, UNICEF or Management Sciences for Health (MSH) to determine the reasonableness of the price offered from the single bidder.
 Similar information sources are available from WHO and UNFPA. With few exceptions, the prices given in these publications for pharmaceuticals, vaccines, and raw material reflect the best prices available in the market.


	
	3.11.7
Procurement from United Nations Sources or Other Agencies

3.11.7.1
In emergencies resulting from famine, floods, wars, the influx of refugees and epidemics, poor planning, or foreign exchange scarcity, the immediate procurement of pharmaceuticals, vaccines, or nutritional supplements is necessary to effect deliveries in the shortest possible time.  In such emergencies or where the number of items is large but the overall value is small, procurement directly from established United Nations agencies such as UNICEF, and nonprofit organizations such as the International Dispensary Association (IDA) or the Equipment for Charitable Hospitals Overseas (ECHO), would be acceptable. These agencies procure and stock common essential items for supply to their own constituents and can supply limited quantities to others quickly on request.  The total amount of procurement directly from these organizations on any given project, however, should remain small and used only when packaging for ICB is not possible, i.e., no more than US$5 million for the UN agencies and US$250,000 for the NGOs.  Some agencies also stock and supply WHO emergency kits of drugs and medicines appropriate for such situations.


	
	3.11.8
Use of Procurement Assistance or Agency Services from UN or Other Agencies

3.11.8.1
UN agencies or private firms with experience in health sector goods procurement can be hired to provide procurement consultancy services or to act as procurement agents on Bank-financed projects, provided they strictly follow Bank procurement procedures as incorporated in the loan agreement. In general, it is acceptable to use UN agencies to procure certain items or services that they are experienced in procuring for their own operations and where the borrower is not equipped to handle the process efficiently on its own.  For example, UNICEF
 procures vaccines, drugs (primarily those intended for children), medical equipment, and UNFPA
 contraceptives and some medical equipment.  WHO
 is prepared to handle the purchase of nonstandard vaccines, drugs, and medical equipment for public sector needs.



	
	3.11.8.2
The selection of UN agencies as procurement consultants or procurement agents is governed by the Guidelines for the Selection and Employment of Consultants by World Bank Borrowers.  These guidelines stipulate that in the selection process the private sector and UN agencies compete on an equal basis when offering consultancy services to borrowers.  Because UN agencies are not profit-oriented entities, however, they have certain commercial advantages that must be neutralized in the selection.  This is done by employing the Quality-Based Selection process.  If a UN agency wins the competition, the Bank permits use of a different contract format than the one stipulated for private firms, the standard contract for consulting services from UN agencies.



	
	3.11.8.3
In the case of single-source selection, the justification for exclusive use of UN agencies must meet the same criteria as applied to any other consulting firm and set out in the guidelines.  No special advantages are given. 



	
	3.11.8.4
It should be noted that UNFPA’s and UNICEF’s regulations require that they receive advance payment for the goods they will be procuring on behalf of the borrower.
  


	
	3.12
Successful procurement offices ensure continued good performance by suppliers through a formal monitoring system that tracks lead time, compliance with contract pricing terms, partial shipments, remaining shelf life, compliance with packaging and labeling instructions, and compliance with other contract terms. The implementing agency should maintain a file for each supplier containing copies of registration papers, references, special correspondence, complaints, and other anecdotal supplier information. The information system should track the number and value of bid contracts awarded chronologically and the value of total purchases from the supplier by year.

3.13
Guidelines for Selecting a Procurement Method for Each Product Group

Subject to the limitations given in subparagraph 3.11.1 above, ICB is generally required for all individual procurements valued at $200,000 or more, although exceptions can be made in appropriate circumstances. The following tables present an informal guide—not an exhaustive catalog—of which procurement method may be the most suitable for different circumstances for each of the product groups in health sector goods.  The kind of goods for which each procurement method is appropriate, the characteristic of the market for which it would be pertinent, and the level of expertise required by the implementing agency are indicated.


Guidelines for Selecting a Procurement Method for Each Product Group
	Procurement Method
	PHARMACEUTICAL
	vaccines
	contraceptives
	nutritional supplements
	medical equipment

	International Competitive Bidding (ICB)
	Use
	For multisource products. Essential drugs not on patent.
	Not recommended.
	For multisource products.  Condoms.
	For multisource products.  Larger contracts covering supplements with a longer shelf life (more than three months).
	For multisource products.

	
	Market Situation
	Multiple manufacturers or suppliers.

Value of procurement sufficiently high to attract a number of bids.
	Too few reputable manufacturers.
	Multiple manufacturers or suppliers.

Value of procurement sufficiently high to attract a number of bids.
	Multiple manufacturers or suppliers.

Value of procurement sufficiently high to attract a number of bids.
	Multiple manufacturers or suppliers.

Value of procurement sufficiently high to attract a number of bids.

	
	Implementing agency procurement expertise: High - Knowledge of sources: preparation and evaluation of bids.

	Limited International

Bidding (LIB)
	Use
	Special pharmaceuticals (see attachment 1).
	Recommended.
	For those methods of contraception with only a few manufacturers; IUDs, some formulations of OCs.
	Recommended
	Acceptable

	
	Market Situation
	Limited number of international manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers

	
	Implementing agency procurement expertise: High - Knowledge of sources; preparation and evaluation of bids and supplier qualifications.

	National Competitive Bidding (NCB)
	Use
	Small volumes of essential drugs. Galenicals.
	Unlikely to be an alternative as there are very few satisfactory manufacturers in borrower countries.  
	Limited use. Very few countries have even a single manufacturer of contraceptives.
	Small contracts. For most processed nutritional supplements (which can have shelf life as short as three months).
	Limited use.

	
	Market Situation
	A number of qualified local manufacturers or authorized agents of international manufacturers or licensed wholesale importers.
	Major difficulty in ensuring quality through in-country suppliers.
	A number of qualified local manufacturers or authorized agents of international manufacturers or licensed wholesale importers.
	A number of qualified local manufacturers or authorized agents of international manufacturers or licensed wholesale importers.
	A number of qualified local manufacturers or authorized agents of international manufacturers or licensed wholesale importers.

	
	Implementing agency procurement expertise: High - Preparation and evaluation of bids.

	International/  National Shopping
	Use
	Smaller volume procurements. Specialized galenicals, proprietary, orphan, and special tropical disease drugs. Drugs with very limited shelf life (i.e., 12 months or less).
	For small-volume procurements.
	Injectable, some oral contraceptives.
	For small-volume procurements.
	Smaller volume procurements.

	
	Market Situation
	Limited number of manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers.
	Limited number of manufacturers.

	
	Implementing agency procurement expertise: Knowledge of sources; comprehensive, up-to-date knowledge of current world prices; negotiating skills.

	Direct Contracting
	Use
	Single-source products.

Emergency supply.
	For single-source vaccines.  Vaccines with very limited shelf life (i.e., 12 months or less). 

Emergency supply.
	Single-source products. Implants. 

Emergency supply.
	Single-source products.

Emergency supply.
	Single-source products.

Emergency supply.

	
	Market Situation
	Single manufacturer for the product.
	Single manufacturer of product worldwide.
	Single manufacturer.
	Single manufacturer.
	Single manufacturer.

	
	Implementing agency procurement expertise: Knowledge of sources; negotiating skills.

	UN Agency as Supplier
	Use
	For emergency supply;

low/poor implementing agency procurement capacity.

UN agency follows own regulations for procurement.
	For emergency supply; low/poor implementing agency procurement capacity; to take advantage of Vaccine Independence Initiative; UN agency follows own regulations for procurement.
	For emergency supply;

low/poor implementing agency procurement capacity.

UN agency follows own regulations for procurement.
	For emergency supply;

low/poor implementing agency procurement capacity.

UN agency follows own regulations for procurement.
	For emergency supply;

low/poor implementing agency procurement capacity.

UN agency follows own regulations for procurement.

	
	Market Situation
	Existence of UN agency undertaking regular drug procurement (UNICEF).
	Existence of a UN agency undertaking regular vaccine procurement.
	Existence of a UN agency undertaking regular contraceptive procurement
	Existence of UN agency undertaking regular food supplement procurement (WHO, UNICEF).
	Existence of UN agency undertaking regular medical equipment procurement (UNICEF and UNFPA).

	
	Implementing agency procurement expertise: Straightforward contracting; consultant contract management.

	Procurement Agent
	Use
	Very limited procurement capacity at implementing agency. 

If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement
	For emergency supply; cases where implementing agency lacks procurement expertise.

If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement
	Very limited procurement capacity at implementing agency.

If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement
	Very limited procurement capacity at implementing agency. 

If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement
	Very limited procurement capacity at implementing agency. 

If UN agency is hired as Procurement Agent, it should follow Bank regulations for procurement

	
	Market Situation
	Existence of suitable qualified and experienced procurement agent for required pharmaceuticals.


	Existence of suitable qualified and experienced procurement agent for required vaccines.
	Existence of suitable qualified and experienced procurement agent for required contraceptives.
	Existence of suitable qualified and experienced procurement agent for required nutritional supplements.
	Existence of suitable qualified and experienced procurement agent for required medical equipment.

	
	Implementing agency procurement expertise: Ability to monitor/supervise procurement agent; consultant contract management.


	4.
Procurement Planning Considerations
	4.1
Selection of Health Sector Goods to Be Financed

The first step in procurement planning is to select, based on thorough borrower needs analysis, the specific health sector goods that will be financed under the project.  This paragraph provides guidance about which items are typically financed by the Bank.



	
	4.1.1
Pharmaceuticals

4.1.1.1
The current range of products available is extensive. For a single chemical entity (i.e., “basic drug” according to international nonproprietary name [INN] or generic chemical terminology), there may be as many as fifty to a hundred brand names and generics in the market from as many manufacturers.  In any distinct therapeutic group, there are many similar pharmaceuticals with only minor variations. New products frequently come on the market with only minor variations in therapeutic effectiveness, but at a much higher price. Intense competition in the market can create pressure on buyers to recommend inclusion of new brand name products in the various approved procurement lists in the country of use.  This makes the tasks of selection, evaluation, and inventory management extremely difficult. As a result, procured items can rapidly become superseded by other products, are not prescribed, and have to be disposed of, with a consequent net loss to the system.  This problem has been addressed by developed country health administrations, public and private sector hospitals and teaching institutions, and developing country governments through designing formularies or essential drug lists for the procurement of pharmaceuticals and subsequently only purchasing items from that list.  Anything outside the list would have to be bought and paid for by the patient unless medical necessity has been documented.  The formulary is often established from standard treatment guidelines.  The drugs required for the optimal treatment then become entries on the formulary or essential drug lists.



	
	4.1.1.2
Many developing countries have developed and adopted an essential drug list or a national formulary for public sector procurement, using the WHO essential drug list as a model.  These lists generally include the most commonly needed pharmaceuticals to treat the majority of problems seen at public sector facilities.  Public sector procurement is generally limited to the essential drug list or national formulary and any items outside the list are procured only in emergencies. (The WHO essential drug list should be modified to a particular country situation through reference to country-specific morbidity patterns.)

4.1.1.3
An essential drug list or formulary list names the drugs considered optimal treatment choices to satisfy the health-care needs of the majority of a population.  These needs differ between health-care levels or regions of a country so the national essential drug list must take account diverse needs. A national essential drug list contains the generic name of the drug and the dosage form and may include pack size and other specifications.  It can therefore function as a supply list from which to select items to be procured under a World Bank project.  Essential drug lists should be periodically reviewed and revised as appropriate to account for changing product offerings and modifications in standard treatment guidelines.



	
	4.1.2
Vaccines

4.1.2.1
In comparison with the number of drugs available in the market and the range contained in essential drug lists (EDL), the number of vaccines that are likely to be purchased is limited.  Vaccines can be broadly divided into those used for universal immunization to prevent illnesses in children, and those to protect against diseases that affect specific groups or geographical areas.
 Consequently, most countries use about six different vaccines in their immunization program.  The choice of international manufacturers for each vaccine is restricted (and is often only a single company).  Selection of appropriate vaccines is made easier by the inclusion of relevant vaccines on the country’s essential drug list, with review as the formulary or EDL is updated.



	
	4.1.3
Contraceptives

4.1.3.1
The World Health Organization proposed the inclusion of hormonal contraceptives and condoms in national essential drug lists in the late 1980s.  Subsequently, a few countries have revised their national essential drug lists to reflect this view, and others in developing new lists are including contraceptives.



	
	4.1.3.2
The selection of contraceptives is guided by the policy decisions of the reproductive health department authorities on which methods of contraception to offer in public health facilities. Some types of contraceptive require providers to have a certain level of clinical expertise or knowledge. In some countries only certain cadre of health employees may legally provide a certain method (for example, insert IUDs).  Once a range of contraceptive methods has been determined, selection decisions differ according to the method.



	
	Oral contraceptives:
Select formulation - the estrogen/progestin combination. Multisource products are available for some formulations.

Injectables:
Selection based on regimen - contraceptive injections are available in one-, two-, and three-month presentations.

Condoms:
There are male and female versions. WHO has proposed a specification for male condoms for the public sector. Variations from this specification may be made to accommodate, for example, alternative thickness requirements, type of lubrication, or color.

Implants:
There is currently only one product available.

Barrier methods:
Spermicidal barrier methods are available in different forms—jellies, gels, aerosol foam, foaming vaginal tablets.


Mechanical barrier methods are mostly latex or plastic (the diaphragm, cap).



	
	4.1.4
Nutritional Supplements

4.1.4.1
Nutritional supplements are frequently considered for financing under Bank-financed health and nutrition projects, and products are selected according to the incidence of health problems resulting from dietary deficiencies and related illnesses (for example, vitamin A deficiency or anemia from iron deficiency). 

4.1.5
Medical Equipment

4.1.5.1
The selection of medical equipment
 is particularly project driven and should reflect the needs of the level(s) of the health delivery system addressed in the project, since more sophisticated equipment is generally needed at higher levels as the range of diagnostic and treatment services offered broadens.  Following identification of the type of equipment required, in terms of functionality, selection can be made with reference to a number of criteria: Are there products designed for the (developing) country situation? Which manufacturers’ products are already available in country?  What servicing, spare parts, or repair arrangements or facilities are easily supplied?  Lists of suggested equipment configurations for each level of health facility are to be found in the Medical Equipment Procurement Study Report.

Specifically, the recommendations made in the Medical Equipment Procurement Study Report regarding additional “maintenance and support services” conditions for bidders should be taken into consideration.
  In addition, the inclusion of an extended warranty period (e.g., three to five years) priced on a year-by-year basis should be considered.  In case this extended warranty is not included in the final supply contract, this information can be used as input in assisting borrowers to estimate the recurrent budget needed for maintenance services for the new equipment.


	
	4.2
Quantification of Requirements

4.2.1
Following the selection of the pharmaceuticals, vaccines, contraceptives, nutritional supplements, and medical equipment to be procured under World Bank financing, the next essential step is to determine realistically, using the best available information, the quantities of each item to be purchased.  The quantification exercise should produce an estimation of the financial requirements of the procurement (see subparagraph 3.11.6.2 for sources of cost information). If available funds are not sufficient, the quantities need to be adjusted, using a rational process. A number of different estimation methodologies can be used depending upon the product group and the objectives or scope of the project.  

4.2.2
Pharmaceuticals

4.2.2.1
Three prime methodologies are available to determine the quantities of individual drugs required.  The consumption method employs data on past use (adjusted for stockouts and projected changes in drug utilization) to project future needs.  This is likely to be the most reliable method providing that the supply pipeline has been consistently full and consumption records accurately kept.  One drawback is that any existing patterns of irrational drug use will be perpetuated.  The morbidity method bases the estimate on the expected number of attendances, the incidence of common diseases, and current standard treatment guidelines.  Good morbidity data is essential.  This method is most appropriate for calculating need in new programs and for comparing actual use with theoretical needs.  The adjusted consumption method applies the pattern of drug use in a “standard” supply system to the target system; it is useful in those circumstances when the output from the other methods is considered unreliable.

4.2.3
Vaccines

4.2.3.1
If no changes are expected in the country’s immunization strategy, the requirements can be calculated on historical use of the vaccines concerned.  Alternatively, two methodologies are available to forecast needs in less static situations—the dose-based system and the vial-based system.  The former determines need in relation to the target population, the expected coverage, and the number of doses required per client, with an adjustment for a wastage factor.  The vial-based methodology initially estimates the average number of doses required per vaccination session as a basis to determine the optimal size of vial to obtain, and then uses this factor to calculate the total quantity of vaccine to be procured.  This method requires, in addition to the data for the dose-based method, information on the number of immunization centers and the total number of vaccination sessions per year.

4.2.3.2
The national immunization program’s policy on discarding multiple-dose vials once opened will significantly influence the wastage factor to be incorporated in the estimation processes.



	
	4.2.4
Contraceptives

4.2.4.1
The main methodologies employ historical consumption (or logistics) data, service statistics, or population and contraceptive prevalence and method mix information.  In the first option, data on the consumption of each contraceptive product over a number of time periods can be used to ascertain trends and extrapolate need.  In the absence of comprehensive consumption data from service delivery points (because of poor reporting or an inadequate information system), it may be possible to use logistics data on the movement of stock as a proxy for the quantities used.  Forecasting requirements from service statistics requires information on the numbers of clients of each method (or brand), attendances at facilities for resupply, and usual dispensing practices (how many cycles of pills or condoms provided to the client at each visit).  The third methodology transforms proportions of the population using particular methods into quantities of contraceptives by the application of consumption factors (the quantity of a method needed to provide a year of protection against pregnancy).  In all cases, the forecasting process should take into account expected changes in the program coverage or method mix, and compensate for known shortages in supply.



	
	4.2.5
Nutritional Supplements

4.2.5.1
The quantity of supplements required is determined with reference to the incidence of dietary deficiency, the population of the group to be provided with supplements, (for example pregnant women, children aged less than five years), and the dosage and form of the food supplement.  Alternatively, the methods described above under pharmaceuticals can be used.



	
	4.2.6
Medical Equipment

4.2.6.1
The type of equipment to be procured is determined by the objectives of the project and the type or level of health-care facility being furnished.  For example, a project that aims to equip or reequip a number of health-care facilities may refer to the standard equipment lists to decide what equipment is appropriate for each site, and then determine the total quantity of items required by aggregating the requirements of all the sites minus the existing functioning equipment.  Should the project’s objective be procuring equipment to provide a specific medical service throughout the health system, then an enumeration of the number of sites providing the service compared with the inventory of available equipment at those sites will make it easier to quantify equipment needs.



	
	4.3
Technical Specifications

4.3.1
Precise and clear specifications are a prerequisite for bidders to respond realistically and completely to the requirements of the employer without qualifying or conditioning their bids.  In the context of international competitive bidding, the specifications must be drafted to permit the widest possible competition and, at the same time, present a clear statement of the requirements of health sector goods to be provided.  No bid may be modified after bid submission, hence the importance of defining accurate technical specifications at the onset. Procedures related to amendments of bidding documents and evaluation of bids are specified in the Standard Bidding Documents and must be followed.

4.3.2
Pharmaceuticals, Vaccines, Contraceptives, and Nutritional Supplements

4.3.2.1
Most pharmaceuticals and vaccines have some special features or requirements that should be clearly addressed in the technical specifications that are part of each set of Bidding Documents.

4.3.2.2
Several problems must be avoided with the technical specifications. They include the following: lack of clarity and specificity; listing of incorrect or imprecise dosage forms, strengths, and unit pack sizes; failure to define shelf-life parameters, and imposing unrealistic delivery schedules. Any or all may lead to the delivery of substandard pharmaceuticals or vaccines, incorrect dosage forms, or supply of pharmaceuticals with very limited shelf life. The consequences can be substantial wastage and financial losses. An essential key to avoiding these problems is that the borrower should develop specifications that clearly define the required standards, quality control procedures, packaging and dosage requirements, minimum acceptable shelf life, mode of delivery and realistic delivery schedules. An appropriately developed and managed national formulary or essential drug list is recommended as the basis for procurement.

4.3.2.3
The technical specifications used in contracts for pharmaceuticals, contraceptives, or vaccines assume special significance because of the importance of both quality standards and testing procedures.  Fortunately, most items are included in internationally accepted pharmacopoeias such as the British, European, United States or International Pharmacopoeias. Bid technical specifications should indicate which of the pharmacopoeial standards will be acceptable in the technical specifications, provided the product is labeled, formulated, and tested as per the technical specifications and according to the section relating to the specific product in the selected pharmacopoeia.  For pharmaceuticals or vaccines not included in any approved compendium, but included in the national essential drug list, the manufacturer should be obligated, as part of its bid, to provide testing protocols and reference standards.  This should be clearly stated in the bidding documents and should be incorporated in the General Conditions of Contract (as has been done in the SBDs).
4.3.2.4
Technical specifications need to address issues concerning the stability of pharmaceutical, vaccine, or contraceptive products, especially under climatic extremes (see annex 3 for further details).   To ensure safe use, all formulated products are assigned an expiry date beyond which they may not be potent or safe to use.  The period of time between manufacture and expiry date is known as the shelf life of the product and is assigned for each individual product based on its stability characteristics.  Since the period of time it takes from manufacture to availability at a dispensing facility can be several months long and therefore diminish the useful shelf life significantly, the bidding documents should incorporate conditions stipulating that a certain amount of the specified shelf life should be available on delivery to the purchasing country (see annex 3 for more information).

4.3.2.5
Purchasers need to be aware that many products are damaged by extremes of temperature.  Vaccines in particular must be transported (and stored) at specified temperatures, and suppliers must be advised of specific requirements at the bidding stage (see annex 3 for more details).

4.3.2.6
It is critical that:

(a)
all firms that comply with the technical specifications should have the same opportunity in further evaluation of the bid, and

(b)
specifications should not be changed after bid opening—or during evaluation—to suit a particular bidder or justify award to a particular bidder.



	
	4.3.3
Medical Equipment

4.3.3.1
Competitive procurement of medical equipment should benefit from the use of a standard nomenclature for common medical devices that would eliminate variation in the use of terms (in English) by different countries and through translations from other (main) languages.  (For example, the European Community has adopted the Universal Medical Device Nomenclature System.)

4.3.3.2
For medical equipment it has been recommended to the Bank that a standardized format for specifications be adopted.  This would consist of a specifications scope, applicable industry standards and codes, and the salient characteristics of the equipment.



	
	4.4
Procurement Packaging and Scheduling

4.4.1
Pharmaceutical manufacturers generally produce nonsterile products (e.g., tablets and capsules), sterile products, or a mixture of both for a limited group of pharmaceuticals in a particular therapeutic range.  Different manufacturers may elect to prepare specific products in different dosage forms. It is unlikely that a single manufacturer would be able or willing to bid on the complete range of items in a procurement of health sector goods consisting of a large number of products. Participation in such a procurement may thus be limited to merchant exporters, shippers, or general wholesalers.  Concerns have been raised about the ability of these sources to provide adequate guarantees of quality and to deliver on time because of poor coordination with the manufacturers they represent; a good prequalification process can minimize these hazards.  It should be noted that international wholesalers such as the International Dispensary Association (IDA) and reputable national wholesalers may provide the only reliable bid for small-volume items.

4.4.2
The packaging of pharmaceutical products into smaller sets (lots) for separate bids using therapeutic or product categories is discouraged because, except for large-volume infusions, experience has shown that procurement packaging discourages bidding by reputable manufacturers and limits competition. Since manufacturers often specialize in a particular pharmaceutical form, for example, solutions or tablets, packaging could be based on form, and this may improve the opportunity for competition.   Overall there is no easy way to group products that can be guaranteed to make evaluating bids easier when the procurement constitutes many products in different forms.  For packaging to be useful it is essential that the bidder provide a quotation for at least eighty percent (80%) of the total number of items listed in the lot.  Each item offered must comprise the full quantity required for that item.  A bid that does not comply with this requirement should be rejected as nonresponsive. 



	
	4.5
Drug Kits

4.5.1
Drug kits—the consolidation of a number of products in predetermined quantities for specific types of health-care facility—can be used in “allocation” (or push) distribution systems whereby the central level determines the quantities to be provided to each service unit.  The kits can be assembled either by the supplier or centrally within the health system.  The procurement of drug kits requires an individual approach depending on the country context.  There are four basic options: 

· purchase prepackaged kits from overseas;

· purchase prepackaged kits on open bid, from local and/or international suppliers;

· contract a local company to pack the kits using drugs purchased separately through local or international bid;

· set up kit packing at national or regional medical stores using separately purchased products.

4.5.2
Individual manufacturers of pharmaceuticals, unless they produced the majority of the items constituting the kit, are unlikely to respond to invitations to bid since they would then need to buy the products they did not make. The reduced opportunity for competitive procurement may result in higher direct costs. Kit procurement is usually undertaken by an intermediary agency that purchases the kit contents from different sources and then packages them according to predetermined specifications. International suppliers add about 3 to 5 percent to the cost of the drugs to cover their packaging and related activities.  The responsibility for the quality of the items in the kit rests with the supplier.

	
	4.6
Scheduling

4.6.1
Given the importance of maximizing the remaining shelf life of most health sector goods after delivery, careful attention needs to be given to the delivery schedules specified in the bidding documents.  Wherever possible, phased deliveries should be allowed, with the quantity covered by each partial shipment geared to the capacity of the logistics system in the country and the estimated rate of consumption by the user.


ANNEX 1. Detailed Product Descriptions

	Health Sector Product Descriptions
	The following is a description of the various categories of health sector goods that are normally included in Bank-financed health projects.

1.1
Pharmaceuticals

1.1.1
Essential Drugs
These are the most common pharmaceuticals used to treat about 90 percent of the causes of morbidity in developing countries.  Most of them are included on he WHO model essential drug list (which contains almost 400 drugs
) and are listed in accepted international compendia. A number of manufacturers in developed and developing countries produce most of these drugs in generic form.



	
	1.1.2
Proprietary Pharmaceuticals 

These are newer pharmaceutical products manufactured by one or only a few companies that either hold the patent or manufacture under a license from the original patent holder.  Most are used at the tertiary level of health care, i.e., in specialist hospitals, but certain proprietary products may be required for broader use, depending upon prevailing morbidity, resistance patterns, or superior cost-effectiveness to treat specific conditions.  Some proprietary drugs may be listed in national essential drug lists.



	
	1.1.3
Special Category Pharmaceuticals  


This category would include the following:

· Drugs for tropical diseases, pharmaceuticals that are included in essential drug lists but are specially manufactured by a few companies to combat tropical diseases either based on in-house research or under license from WHO.  They are seldom used in the country of origin but extensively in poorer countries to control major epidemic diseases.  Pharmaceuticals in this group include those for schistosomiasis, onchocerciases and antifilarial drugs, etc.;

· “Orphan” pharmaceuticals, manufactured for certain rare diseases with a very limited market.  They are covered by patents and also receive subsidies to offset research costs.  These are produced and distributed mostly in developed countries;

· Antiplastic pharmaceuticals for cancer treatment, generally covered by patents and manufactured in a few developed countries where consumption of such items is high;

· Specialized pharmaceuticals, used in developing countries at the tertiary level or in specialized institutions as a second-line treatment.  Consumption of such pharmaceuticals is often small and sporadic in a developing country, primarily because of cost;

· Galenicals, out of vogue in industrialized countries but still commonly used in developing countries at the primary and secondary level of health care (i.e., at village dispensaries and subdistrict and district hospitals) for the preparation of mixtures, emulsions, or ointments.  There are very few international manufacturers for galenicals.  Normally sold in bulk (one liter plus), they require very heavy freight costs and are not financially attractive for developed country manufacturers because of low demand.



	
	1.2
Vaccines

1.2.1
Vaccines to prevent most childhood illnesses are usually named in essential drug lists. Vaccines are in most cases not covered by patent, but there are few manufacturers in the international market. Most vaccine procurement is either funded by donor agencies or procured directly through agencies like UNICEF (using their own procurement procedures) and supplied to developing countries for their immunization programs.  Vaccine manufacture involves high technology, rigid production protocols, process controls, and strict quality control.  Vaccines have a very limited shelf life, and large production volumes are needed for the manufacturer to recover costs.  The international trend is toward consolidation and merger of the few vaccine manufacturers to enable these companies to manufacture global requirements economically while still meeting pharmacopoeial or international standards for manufacture and export.  Some developing countries manufacture a limited number of vaccines for national consumption, but in most cases, these sources do not yet meet the standards for export.



	
	1.2.2
Vaccines are biological products—being derived from living organisms—and thus are different from other pharmaceutical products.  They require special quality considerations because of the biological nature of the starting materials, the manufacturing process, and the test methods needed to characterize batches.



	
	1.2.3
The following are some of the more commonly used vaccines likely to be procured through Bank loans:

(i)
Vaccines for Universal Immunization
· BCG;

· Diphtheria-pertussis-tetanus;

· Hepatitis B;

· Measles and measles-mumps-rubella;

· Poliomyelitis;

· Tetanus and tetanus-diphtheria.

(ii)
Vaccines for Specific Groups of High-Risk Individuals
· Influenza;

· Meningococcal;

· Rabies;

· Rubella;

· Typhoid;

· Yellow fever.



	
	1.3
Contraceptives

1.3.1
Contraceptives take a number of different forms including pharmaceutical products.  Mechanical contraceptives, e.g., condoms and intrauterine devices (IUDs), are often treated as drugs and regulated by the local regulatory agency for quality control. The WHO essential drug list includes hormonal contraceptives, both pill and injection form, copper-bearing intrauterine devices, and condom and diaphragm barrier methods. 

(i)
Hormonal Contraceptives


Hormonal contraceptives are pharmaceutical products containing synthetic hormones and are available in three main forms:

· Oral contraceptives (available in a number of doses and formulations);

· Injectable contraceptives (the three primary types are distinguished by the differing periods of time for which they protect against pregnancy as well as formulation of hormones);

· Implant (only a single type available).

(ii)
Intrauterine Devices

The majority of internationally marketed IUDs are plastic medical devices available in a variety of shapes and sizes.  (Metal devices are manufactured in China primarily for the use in its national program).  Plastic IUDs may be enhanced with copper-bearing or hormone-releasing components.



	
	(iii)
Barrier Methods – Mechanical 


The majority of mechanical barrier methods are latex or plastic products (male and female condom, diaphragm, and cervical cap).

(iv)
Barrier Methods – Spermicides and Microbicides


Spermicidal microbicides barrier methods consist of chemical agents available in alternative forms (creams and gels, foam, or suppositories).



	
	1.4
Nutritional Supplements

1.4.1
Nutritional supplements are frequently considered for inclusion in Bank-financed health and nutrition projects.  A range of pharmaceutical products may be considered as nutritional supplements: micronutrients, oral rehydration salts, vitamins, IV solutions, and minerals.  WHO includes a number of such products in the model essential drug list under the grouping “Vitamins and Minerals” (e.g., Retinol palmitate, riboflavin) and “Oral Rehydration Salts.”  These products have conventionally been classified as pharmaceuticals, and borrowers should follow similar procurement procedures as for pharmaceuticals.



	
	1.5
Medical Equipment

1.5.1
The Bank primarily supports the financing of capital goods as opposed to medical consumables.  Including a start-up set of consumables (e.g., x-ray film, ultrasound gel) should be taken into consideration.  Further, the local supply and pricing of consumables should be checked in parallel with the technical specification process.  Medical equipment that would generally be classified as capital goods consists of mechanical, electronic, diagnostic, and life-support products.  Medical equipment may be categorized by the level of the facility it is intended to be used at within the health system. 



	
	The range of available medical equipment is extensive, but guidelines on the type of standard equipment that should be on site at primary, secondary, and tertiary facilities have been drafted on behalf of the Bank.
  Project staff may refer to these “standard equipment lists” as the basis for discussion with borrowers on the acceptability of medical equipment for financing with Bank loans.


ANNEX 2: Guidelines for Prequalification

Why Prequalification?

1.
Prequalification is a formal procedure for the screening of potential bidders prior to invitation to bid.  Prequalification is not a device intended to reduce competition, but a process to ensure that invitations to bid are extended only to those who have adequate capabilities and resources.  The Procurement Guidelines applicable to contracts financed by the World Bank state the requirements for prequalification in paragraphs 2.9 and 2.10.  This includes an invitation to prequalify that must be advertised internationally, as described in paragraphs 2.7 and 2.8 of the Procurement Guidelines.  The scope of the contract and a clear statement of the requirements for qualification are sent to those who responded to the invitation. 

2.
A prequalification document should be prepared by the Borrower and approved by the Bank prior to distribution to potential applicants.  The Bank has not issued a standard prequalification document for the procurement of health sector goods (pharmaceuticals, vaccines, and condoms.)  For guidance, Borrowers should consult the Bank’s Standard Prequalification Document, September 1999, which may be adapted using the Guidelines for prequalification attached.  The prequalification document should include evaluation criteria and it should be cleared with the Bank before its issuance.

3.
The decision whether to carry out prequalification is a matter that should be agreed on early during project preparation.  It should be based on size and value of procurement, the need for timely delivery, complexity and critical nature of the procurement, etc.  Considerations regarding the process of prequalification should weigh the potential benefits against the potential disadvantages, discussed in paragraphs 4 and 5 below.

Benefits of Prequalification

4.
The prequalification process may be of benefit to both bidders and borrowers alike, in that:

(a) the process enables prospective bidders, who may be insufficiently qualified on their own, to avoid the expense of bidding, or to form a joint venture that may give a better chance of success;

(b) with prequalification, well-qualified firms will price their bids with the knowledge that they are competing against other similarly qualified bidders;

(c) prequalification enables borrowers to assess the interest from qualified firms generated by the contract and, in the event that no applications, or only a limited number of applications, are received to make any necessary adjustments in the procurement requirements, conditions, or terms;

(d) it reduces the amount of work and time involved by purchasers in evaluating bids from unqualified suppliers; and

(e) it significantly reduces, if not eliminates, problems associated with low-priced bids submitted by bidders of doubtful capability.

Disadvantages of Prequalification

5.
On the negative side, prequalification has some potential disadvantages:

(a) unless an early start of the procurement process is made, the delivery target for the goods may not be met;

(b) the borrower is required to review all prequalification applications, whereas postqualification requires the review of the qualifications of only one (the lowest evaluated) or a few bidder(s);

(c) collusion (and the possibility of price-rigging) is easier among a small number of identified bidders.

6.
The Bank, from its own experience, has found that the benefits of prequalification under transparent conditions outweigh by a considerable margin the potential disadvantages, for both borrowers and the bidding community alike.

Qualification Criteria

Required average annual turnover

[The amount of Annual Sales Value required should be at least five times the estimated contract value.]
Required production capacity

[The Annual Production required should be at least three times the quantities specified under the contract.]
Required number of similar contracts completed

[The range should be not less than three and not more than five (normally four), depending on the size and complexity of the subject contract within the last five years.]
Required Quality Assurance
[In the case of an applicant who manufactures the goods, the applicant should provide  (i) a valid license issued by the regulatory authority in the country of manufacture to supply the goods and (ii) evidence that it has received a satisfactory GMP inspection certificate in line with the WHO certification scheme on pharmaceuticals moving in International Commerce from the regulatory authority in the country of manufacture of the goods or has been certified by the competent authority of a member country of the Pharmaceuticals Inspection Convention, and has demonstrated compliance with the quality standards during the past two years.

In the case of an applicant who does not manufacture the goods, the applicant should provide evidence of being duly authorized by the manufacturer, meeting the criteria under (i) and (ii) above, to supply the goods.]
Required number of years of manufacturing experience

[The applicant should have manufactured and marketed the specific goods subject of bidding for at least two years, and for similar goods for at least five years.  Applicants wishing to prequalify for products that they do not manufacture must submit the information corresponding to the primary manufacturer of the goods who shall comply with these manufacturing requirements.]
Required experience on packaging, distribution, and transportation

[The applicant should provide proof of experience with and knowledge of modes of packing, distribution, and transportation of pharmaceuticals, vaccines, and condoms under logistical and climatic conditions similar to the ones in the purchaser’s country.  It should provide names of countries to which the firm has supplied (including packaged, distributed, and transported) products worth at least US$50,000 within the past three years.]

Guidelines for Prequalification

All information provided should be relevant to the specific procurement

Section 1: Company Details and General Information

	1. Name of Firm:
	

	2. Street Address:
	Postal Code:


	City:
	Country:

	3. P.O. Box and Mailing Address:
	

	4. Telephone Number: 
	

	5. Fax Number:
	

	6. E-mail Address:
	

	7. WWW Address:
	

	8a. Contact Name:
	

	8b. Contact Title:
	

	9. Parent Company, if Any (Full Legal Name): 
	

	10. Subsidiaries, Associates, and/or Overseas Representative(s), if Any:



	11. Nationality of the Firm
	

	12. Type of Business:
	

	12a. If Other, specify:
	

	13. Nature of Business: 
	

	14. Year Established:
	

	15. Key Personnel: [include name of candidate, position, professional qualifications, and experience]

Technical
Production
Management

	16. Dates, Numbers, and Expiration Dates of Current Licenses and Permits:



	17. Current health authority registration information:



	18. Proof of product and facility registrations with purchaser’s country regulatory authority and international agencies (e.g., WHO Certification Scheme, GMP)



	19. Name of government agency(ies)  responsible for inspecting and licensing of facilities in the country of origin of the raw material and or processing of the goods:

Date of last inspection: 

	20. Quality Assurance Certification 

(Please include a copy of your latest certificate with the PQ application):


	

	21. Production capacity: [insert peak and average production capacity over the last three years in units/day or units/month, etc.]


	22. List of names and addresses of sources of raw material:



	23. Raw materials tested prior to use:



	24. Presence and characteristics of in-house quality control laboratory



	25. Names and addresses of external quality control laboratories used:



	26. Are all finished products tested and released by quality control prior to release for sale? 

(Yes
( No  If not, why?

	27. List control tests done during production?  If so list.



	28. Procedures for dealing with rejected batches:



	29. List tests conducted after production and prior to release of product on market:



	30. List product recalls linked to defects during the last 36 months.  Include reason and date of recall.



	31. Are technical documents available in: [Purchaser should insert language]
(yes   (no



	32. Working languages (Language of bid and contract): [Purchaser should insert working language]



Section 2: Financial Information

	33/34. Annual Sales Value for the last 3 years:

	Year
	Total Sales (USD)

	
	

	
	

	
	

	35. VAT No./Tax I.D.: 
	

	36a. Bank Name:
	

	36b. Swift/BIC Address:
	

	36c. Bank Address:
	

	36a. Bank Account Number: 
	

	36b. Account Name:
	

	37.  Please mail a copy of the company’s Annual or Audited Financial Report of the last three years.


Section 3: Current Contract Commitments / Contracts in Progress

	

	38. Name of Contract(s)



	39 Purchaser Contact Information [insert address, telephone, fax, e-mail address]


	40 Value of outstanding contracts [current US$ equivalent]


	41 Estimated delivery date



	42 Average monthly invoices over the last six months (US$/mon.)


Section 4. Experience

	43. Contracts over [insert amount] during the last three years:

	Purchaser
	Value
	Year
	Goods/Services Supplied
	Country of Destination

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Section 5: Other

	44. Please list any disputes your company has been involved in over the last 3 years:

	Year

	Award FOR

or AGAINST

applicant

	Name of client, cause of litigation, and matter in dispute

	Dispute amount (current value, US$ equivalent

	

	


45. We hereby certify that the information provided in this form is correct, and in the event of changes, details will be provided as soon as possible.

Signed: ___________________________________

Date:__________________________

in the capacity of:  [insert title or other appropriate designation]

ANNEX 3. Miscellaneous Considerations

	Miscellaneous Considerations
	1.1
Stability and Shelf Life

1.1.1
Pharmaceuticals, vaccines, and contraceptive products are considered stable if they retain the physical, chemical, microbiological, therapeutic, and toxicological characteristics required in the technical specifications for a designated period, which is termed “shelf life” (see below).  A warranty to this effect should be required from the manufacturer.  Stability is affected by adverse conditions during storage and transit.  Deterioration may result in a change in chemical, physical, or antibacterial properties of the medicine.  Deterioration of certain products may at times degrade the drug’s therapeutic value or increase its toxicity.  Deterioration tends to accelerate under hot and humid conditions in most tropical countries.
  Common essential pharmaceuticals, vaccines, and contraceptives withstand tropical conditions fairly well.  The implementing agency should clearly specify in the bidding documents any extreme environmental conditions existing in the area of final delivery and use that must be considered by potential bidders.

1.1.2
Studies conducted by the manufacturer on stability should be made available to the borrower on demand duly verified by the FDRA of the bidder’s country.  For tropical climates, based on simulated conditions and stability evaluation, shelf life would have to be suitably adjusted.

1.1.2.1
Shelf life varies for different product groups and dosage forms.  Most commonly used pharmaceuticals and contraceptives have a shelf life of three to five years from the date of manufacture.  Certain products in liquid forms, vaccines, sera, venom, etc., have a shorter shelf life, sometime only twelve months or less.  To ensure maximum shelf life is made available to the borrower on arrival in the country, the following standard condition should be incorporated in all bidding documents: pharmaceuticals and vaccines should have, as a minimum, three-fourths of the specified shelf life remaining on arrival at the port of entry. (See footnote 16.)

1.1.2.2
Printing of the date of manufacture and date of expiry on the label of the primary container and the outer package is mandatory in most countries. It should be clearly stipulated in the technical specifications that failure to print a description of the contents, the date of manufacture, and the date of expiry on the primary container and the outer package may result in rejection of the products upon inspection.

1.1.2.3
Certain products tend to lose potency faster during their shelf life.  To compensate for such losses, manufacturers are allowed to add additional quantities of active ingredients termed as “overages,” to ensure that the stated power of the active ingredient is available for therapeutic efficiency during the shelf life of the item.  According to international standards, overages of up to 30 percent are generally acceptable.  However, overages above the permissible limit result in administration of a higher dose without a physician’s knowledge or supervision and therefore can be hazardous to the health of the patient.  The technical specifications should clearly specify that all pharmaceuticals and vaccines will conform to compendia standards for overages and that items with overages above the permissible ceiling will not be accepted.



	
	1.2
Samples

1.2.1
Purchasers requiring submission of samples along with the bids should be discouraged.  Normally no samples should be requested, and decisions on award should be made based on merit of the bid and bidding qualifications.  In exceptional cases when submission of samples is justified, because of high risks and quality assurance reasons, the bidding documents (BDS) should identify this requirement by requiring the successful bidder to provide samples for tests before award, allowing a reasonable time for such submission.  However, the procedures and details of tests to be conducted should be specified and results of tests obtained within a reasonable time of about two weeks.  For such items, bidders should be required to submit, along with their bids, test results conducted in a recognized laboratory.  If the samples fail, pursuant to tests conducted by the purchaser, bidders will be notified of the discrepancies and items of failure accompanied with test reports submitted by the bidder.



	
	1.3
Special Storage and Transportation Conditions

1.3.1
Most commonly used pharmaceuticals made in the form of tablets, capsules, syrups, and emulsions are stable, if protected from light and direct heat and stored in a well-ventilated place at temperatures below 30° centigrade.  However, some items require very special storage and transportation to ensure stability.  The following are the differing storage and transportation conditions required for most pharmaceuticals and vaccines according to the official compendia.  Protection from excessive humidity is also important for most items, although these standards for temperature and humidity may be difficult to achieve in some developing countries.

(a)
Common pharmaceuticals (e.g., tablets, capsules, granules, syrups, and emulsions):  Store in a cool dry place below 30° centigrade.  Can withstand transit hazards for short periods.

(b)
Injectables, antibiotics, ophthalmic items, certain syrups, and sterile ointments: Store in a cool room at a temperature of between 15° and 25° centigrade or below.  Deliver in special containerized vehicles.

(c)
Most vaccines, sera, immunebiologicals:  Store at below 2-8° centigrade.  Ship in cold boxes or as cold chamber cargo.

(d)
Polio and measles vaccines, some toxoids: Store at below ‑4° centigrade in freezers.  Ship only in freeze chambers and transport in refrigerated carriers.

1.3.2
Individual monographs on pharmaceuticals and vaccines in the official pharmacopoeias specify the correct storage and transit conditions for each pharmaceutical or vaccine.  When products require special handling during transit, these transportation requirements must be specified in the bidding documents.  For vaccines, sera, etc., the purchaser must specify that vaccines are “To Be Air-Shipped as Cold Chamber Cargo.”  The supplier should also be required to alert the borrower to release the shipment immediately upon arrival and arrange for transport in refrigerated carriers or cold boxes.  Similarly, for container transport, suppliers should be advised not to ship in dark painted containers and that storage arrangements during marine transit should avoid the deck and boiler house areas of the vessel used.



	
	1.4
Product and Product Packaging Specifications

1.4.1
All products should be described in the technical specifications and labeled by their international nonproprietary names (INN) or generic names.  Each product’s name should also appear prominently on the label in addition to any trademark or brand name.

(a)
Product Specifications: This should indicate (i) dosage form (e.g., tablets, capsules, injection, dry syrup, liquid, ointment emulsion, suspension, etc.) and (ii) content per tablet, capsule, or milliliter or gram on the basis of weight by volume (W/V) or volume by volume (V/V).  Most pharmacopoeias indicate the product specification and acceptable range.  For pharmaceuticals or vaccines not included in a compendium, the borrower should clearly indicate acceptable limits.

(b)
Product Packaging: Most official pharmacopoeias establish the following broad guidelines for primary containers.  The primary containers should maintain quality, safety, and stability of the pharmaceutical or vaccine contained.  Primary containers should be able to withstand the mechanical hazards of handling and transport, prevent leakage and environmental degradation, and have no physical or chemical effect on the contents.  For liquids, the containers should be sufficiently transparent for visual inspection and should be covered with outer packaging to protect the contents from incidental radiation.  Packaging materials that can satisfy all the above conditions fully are often not available locally in developing countries.

(c)
Generally the following are considered the most suitable material for different dosage forms:

(i)
Glass:  Neutral glass containers, colored when required for light-sensitive pharmaceuticals to resist ultraviolet radiation, are the most suitable for liquid preparations.  Glass offers a very distinct advantage in that it can be sterilized, but it is heavy and therefore expensive to transport.

(ii)
Plastic Containers: These have traditionally been avoided for liquids except for some very stable products that are consumed over a very short period.  When stored longer, leaching of the plasticizers occurred and in some cases may have caused chemical interaction with the pharmaceutical or vaccine content.  Plastic containers with an inner coating can be used for nonhygroscopic items, tablets, and capsules, and new-generation plastic containers are becoming available that are approved for use with liquids.  Borrowers should specify in the bidding documents the type of plastic that can be used for containers in compliance with pharmacopoeial standards.

(iii)
Metal Containers: These are suitable for large packs of tablets and capsules and should preferably be lacquered from the inside and have an inner polymer lining for added protection.

(iv)
Films and Laminates: A combination of plastic, aluminum, and paper is ideal for single-dose packs.  Unit packing in such laminates increases the cost considerably and thus cannot replace bulk packing in most routine cases.  In-house unit packs at the hospital level for the amounts needed for weekly consumption could be a much cheaper option in developing countries.

(v)
Containers for External Preparations: The shape and size of product containers for external use should be different from containers for systemic use products to prevent accidental ingestion.  Usually external preparations (e.g., ointments and creams) are packed in (i) jars; (ii) aluminum extrusion tubes for small quantities of ointments, or (iii) fluted glass bottles for liquids.  For products not included in any official compendium, the borrower must clearly stipulate the type of immediate container to be used.

1.4.2
In general, all containers should be filled to the top, and in case of dry products, the residual space should be filled with bubble plastic or other suitable material and then sealed.  For liquids, the bottles should be closed with screw caps with inert lining to provide a moisture-proof seal.  All packaging components must meet compendial standards and be approved for pharmaceutical packaging by the manufacturer’s national FDRA.  The external containers should be export-worthy and suitable to withstand rough handling in transit and during storage.



	
	1.5
Labeling


1.5.1
As detailed in part B of the technical specifications of the SBD, the product should be labeled according to the applicable pharmacopoeial standard.


General Guidelines for Labeling
· The language for labeling should be clearly stated in the contract.

· All package labels should contain at least the following information:

· Generic name (INN) of the active ingredients;

· Dosage form (tablet, ampoule, vial);

· Quantity of active ingredient(s) in the dosage form;

· Number of units per package;

· Batch number

· Date of manufacture;

· Expiry date (in clear language, not code);

· Pharmacopoeial standard;

· Instruction for storage;

· Name and address of manufacturer;

· Name and address of distributor, if not supplied by the manufacturer directly;

· Desired cautionary statements.

· Directions for use and precautions may be given in leaflets (package inserts), though these provide supplementary information and are not an alternative to labeling.

1.5.2
Similar information should appear on exterior cartons.



	
	1.6
Inspection and Testing

1.6.1
Most ICB contracts for pharmaceuticals and vaccines are on a CIF or CIP basis and require a visual preshipment inspection confirming that the quantity and packing method used appear to be satisfactory.  Pharmaceutical and vaccine quality is accepted on the basis of quality test certificates provided by manufacturers.  However, to reinforce quality assurance, inspection agents should be periodically asked to collect samples from lots ready for shipment for independent testing.  The bidding documents should make it clear that these will be corrected only at the purchaser’s cost.  (If the supplier or manufacturer pays for these tests, there is a risk that the results will not be impartial.)  Shipment should not be authorized until the test results are evaluated and certified by the borrower.  This condition as well as the borrower’s right to conduct random tests at the successful bidder’s cost should be incorporated in the General Conditions of Contract as has been done in the “Inspections and Tests” subclause in the SBD.




ANNEX 4. Model Certificate of a Pharmaceutical Product

Certificate of a Pharmaceutical Product1
This certificate conforms to the format recommended by the World Health Organization (general instructions and explanatory notes attached).

No. of certificate: 


Exporting (certifying) country: 


Importing (requesting) country: 


1. 
Name and dosage form of product:

1.1 Active ingredients2 and amount(s) per unit dose.3
For complete qualitative composition including excipients, see attached.4
1.2 Is this product licensed to be placed on the market for use in the exporting country?5 yes/no (key in as appropriate)

1.3
Is this product actually on the market in the exporting country? yes/no/unknown (key in as appropriate)

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B.6
2A.1 Number of product license7 and date of issue:

2A.2
Product-license holder (name and address):

2A.3
Status of product-license holder:8 a/b/c (key in appropriate category as defined in note 8)
2A.3.1 For categories b and c the name and address of the manufacturer producing the dosage form are: 9
2A.4
Is Summary Basis of Approval appended?10 yes/no (key in as appropriate)
2A.5
Is the attached, officially approved product information complete


and consonant with the licence?11 yes/no/not provided


(key in as appropriate)

2A.6
Applicant for certificate, if different from license holder (name and address):12
2B.1 Applicant for certificate (name and address):

2B.2
Status of applicant: a/b/c (key in appropriate category as defined in note 8)
2B.2.1 For categories b and c the name and address of the manufacturer producing the dosage form are:9
2B.3
Why is marketing authorization lacking?

not required/not requested/under consideration/refused (key in as appropriate)

2B.4
Remarks: 13
3.
Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?


yes/no/not applicable14 (key in as appropriate)

If no or not applicable, proceed to question 4.

3.1 Periodicity of routine inspections (years): 


3.2 Has the manufacture of this type of dosage form been inspected?


yes/no (key in as appropriate)

3.3
Do the facilities and operations conform to GMP as recommended 
by the World Health Organization?15

yes/no/not applicable14 (key in as appropriate)

4.
Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product? 16
yes/no (key in as appropriate)

If no, explain: 


Address of certifying authority:

Telephone number: 
Fax number:


Name of authorized person:

Signature:

Stamp and date:

General instructions

Please refer to the guidelines for full instructions on how to complete this form and information on the implementation of the scheme.

The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than handwritten.

Additional sheets should be appended, as necessary, to accommodate remarks and explanations.

Explanatory notes

1
This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a single product only since manufacturing arrangements and approved information for different dosage forms and different strengths can vary.

2
Use, whenever possible, international nonproprietary names (INNs) or national nonproprietary names.

3
The formula (complete composition) of the dosage form should be given on the certificate or be appended.

4
Details of quantitative composition are preferred, but their provision is subject to the agreement of the product‑license holder.

5
When applicable, append details of any restriction applied to the sale, distribution, or administration of the product that is specified in the product license.

6
Sections 2A and 2B are mutually exclusive.

7
Indicate, when applicable, if the license is provisional or if the product has not yet been approved.

8
Specify whether the person responsible for placing the product on the market:

(a)
manufactures the dosage form;

(b)
packages and/or labels a dosage form manufactured by an independent company; or

(c)
is involved in none of the above.

9
This information can be provided only with the consent of the product‑license holder or, in the case of nonregistered products, the applicant. Noncompletion of this section indicates that the party concerned has not agreed to inclusion of this information.


It should be noted that information concerning the site of production is part of the product license. If the production site is changed, the license must be updated or it will cease to be valid.

10
This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis on which the product has been licensed.

11
This refers to product information approved by the competent national regulatory authority, such as a summary of product characteristics (SPC).

12
In this circumstance, permission for issuing the certificate is required from the product‑license holder This permission must be provided to the authority by the applicant.

13
Please indicate the reason that the applicant has provided for not requesting registration:

(a)
the product has been developed exclusively for the treatment of conditions—
particularly tropical diseases—not endemic in the country of export;

(b)
the product has been reformulated with a view to improving its stability under 
tropical conditions;

(c)
the product has been reformulated to exclude excipients not approved for use 
in pharmaceutical products in the country of import;

(d)
the product has been reformulated to meet a different maximum dosage limit 
for an active ingredient;

(e)
any other reason, please specify.

14
Not applicable means that the manufacture is taking place in a country other than that issuing the product certificate and inspection is conducted under the aegis of the country of manufacture.

15
The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in the thirty‑second report of the Expert Committee on Specifications for Pharmaceutical Preparations (WHO Technical Report Series, No. 823, 1992, annex 1). Recommendations specifically applicable to biological products have been formulated by the WHO Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992, annex 1).

16
This section is to be completed when the product-license holder or applicant conforms to status (b) or (c) as described in note 7 above. It is of particular importance when foreign contractors are involved in the manufacture of the product. In these circumstances, the applicant should supply the certifying authority with information to identify the contracting parties responsible for each stage of manufacture of the finished dosage form, and the extent and nature of any controls exercised over each of these parties.

The layout for this model certificate is available on diskette in WordPerfect from the Division of Drug Management and Policies, World Health Organization, 1211 Geneva 27, Switzerland.

ABBREVIATIONS

	AIDS
	Acquired Immune Deficiency Syndrome

	CIF
	Cost, insurance, freight

	CIP
	Cost, carriage, and insurance paid

	ECHO
	Equipment for Charitable Hospitals Overseas

	EDL
	Essential Drug List

	EPI
	Expanded Programs on Immunization

	FDRA
	Food and Drug Regulatory Agency/Authority

	GMP
	Good Manufacturing Practices

	HNP
	Health, Nutrition, and Population

	ICB
	International Competitive Bidding 

	IDA
	International Dispensary Association

	INN
	International Nonproprietary Name

	IUD
	Intrauterine Device

	IFB
	Invitation for Bid

	LIB
	Limited International Bidding

	MA
	Marketing Authorization

	MCH
	Maternal and Child Health

	MIS
	Management Information System

	MSH
	Management Sciences for Health

	NCB
	National Competitive Bidding

	NGO
	Nongovernmental Organization

	OC
	Oral Contraceptive

	SBD
	Standard Bidding Documents 

	TN
	Technical Note 

	TTL
	Task Team Leader

	UN
	United Nations

	UNICEF
	United Nations Children’s Fund

	UNFPA
	United Nations Population Fund

	USD
	United States Dispensary

	WHO
	World Health Organization


GLOSSARY

	Bid security
	A form of financial guarantee provided by the bidder when a bid is submitted and forfeited if a bidder withdraws the offer during the period of bid validity, refuses to sign the final contract, or does not provide the required performance security. The bid security remains valid for four weeks after the date of validity of the bids.  Bid security is returned to unsuccessful bidders.

	Eligible source countries
	Bank member countries.

	Estimated quantity supply contract
	A contract for a fixed period that indicates an estimated total quantity.  The actual total quantity purchased is determined by orders placed during the contract period as required.

	Good manufacturing practices (GMP)
	Good manufacturing practice is that part of quality assurance that ensures that the products are consistently produced and controlled to the quality standards appropriate to their intended use and as required by the marketing authorization.

	Marketing authorization
	A legal document issued by the competent drug regulatory authority that establishes the detailed composition and formulation of the product and the pharmacopoeial or other recognized specifications of its ingredients and of the final product itself, and includes details of packaging, labeling, and shelf life.

	Pharmaceutical product
	Any medicine intended for human use presented in its finished dosage form or as a starting material for use in such a dosage form, subject to control by pharmaceutical legislation in both the exporting state and the importing state.

	Prepacked kits
	An assortment of drugs (and medical supplies) to cover a set number of patient attendances, which are distributed unopened to health facilities.

	Prequalification
	An assessment made by the purchaser before inviting bids of the experience and capacity of suppliers expressing interest in undertaking a particular contract.

	Postqualification
	An assessment made by the purchaser immediately prior to award of contract, to ensure that the lowest-evaluated, responsive, eligible bidder is qualified to perform the contract in accordance with the qualification requirements.

	Shelf life
	The length of time that a product may be stored without affecting its usability, safety, purity, or potency.

	Stability
	Pharmaceuticals, vaccines, and contraceptive products are considered stable if they retain the physical, chemical, microbiological, therapeutic, and toxicological characteristics required in the technical specifications for a designated period.

	Standard Treatment Guidelines
	Systematically developed statements that assist prescribers in deciding upon appropriate treatments for specific clinical problems; they reflect a consensus on the optimal treatment to use at a health facility or hospital.

	Supplier
	Primary manufacturer of a health sector good or an individual/organization with authority to act as an agent for the primary manufacturer.

	Vaccine Independence Initiative
	A program implemented by UNICEF that enables client governments to reimburse UNICEF for vaccine procurements in the local currency of the country (subject to certain conditions).
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USEFUL CONTACT INFORMATION

UN Agencies


UNICEF


Customer Services and Support Centre or Contracting Centre


UNICEF Supply Division

UNICEF Plads - Freeport

DK-2100 Copenhagen 0


DENMARK



Telephone: (35) 273527; fax: (35) 269421; telex: 19813



E-mail: supply@unicef.dk
UNFPA


Senior Procurement Officer


Procurement Unit


United Nations Population Fund


220 East 42nd Street


New York, NY 10017


USA


Telephone: (212) 297 5384/5392, fax: (212) 297 4916/5250



E-mail: saunders@unfpa.org

WHO


Procurement Division


WHO


20 Avenue Appia


CH-1211  Geneva 27

SWITZERLAND

Sources of Price Comparison Information
The International Drug Price Indicator Guide. Management Sciences for Health, Drug Management Program, 1515 Wilson Boulevard, Suite 720, Arlington, VA 22209, USA (Tel: 703-524-6575; fax: 703-524-7898; e-mail: dmp@msh.org; WWW URL: http://www.msh.org)

UNFPA Procurement Unit (see above)

UNICEF Supply Division (see above)

Global Programme for Vaccines and Immunization

WHO

Tel: 41 22 791 4788/4471

Facsimile: 41 22 791 4384

GVP Internet: GPV@who.ch

Internet address: dellepianen@who.ch

International Committee of the Red Cross

19 Avenue de la Paix

CH-1202 Geneva, Switzerland

Tel: 41 22 734 60 01

Fax: 41 22 733 20 57

Tlx: 414 226 CCR CH

International Federation of Red Cross and Red Crescent Society

17, ch. Des Crets/Pt- Saconnex

P.O. Box 372, 1211 Geneva 19, Switzerland

Tel: 41 22 730 4222

Fax: 41 22 733 0395

Tlx: 412 133 FRC CH

Medecins Sans Frontieres International Technical Coordination

Rue de la Tourelle, 39

Bruxelles 1040 Brussels, Belgium

Tel: 32 2 474 75 62/63

Fax: 32 2 474 74 68

Tlx: 63607 MSF B

United Nations Children’s Fund

UNICEF Plads, Freeport

DK-2100 Copenhagen Ø, Denmark

Tel: 45 35 27 35 27

Fax: 45 35 26 94 21

United Nations High Commissioner for Refugees

Case postale 2500

CH-1211 Geneva 2 Depot, Switzerland

Tel: 41 22 739 8111

Fax: 41 22 731 9546

Tlx: 28741 HCR CH

United Nations Development Programme

Inter-Agency Procurement Services Office

Midtermolen 3, PO Box 2530

DK-2100 Copenhagen Ø, Denmark

Tel: 45 35 46 70 00

Fax: 45 35 46 70 01

Tlx: 27 38 iaps-dk

E-mail: registry.iapso@undp.org

Internet: www.iapso.org

Research Foundation for Microbial Diseases of Osaka University (The)

3-1 Yamada-Oka

Suita

Osaka 565 Japan

VACCINE SUPPLIERS TO UN AGENCIES (As of November 1998)

BCG: Chiron Behring, Intervax (NCIPD, Bulgaria), Japan BCG, Medeva, Pasteur Mérieux Connaught (France) Statens Seruminstitut Copenhagen

DTP: Chiron Behring, Chiron Vaccines (Italy), Pasteur Mérieux Connaught (Canada), CSL, Pasteur Mérieux Connaught (France), Serum Institute of India

DT: Chiron Behring, Pasteur Mérieux Connaught (Canada), CSL, Human Co, Pasteur Mérieux Connaught (France), Chiron Vaccines (Italy), Serum Institute of India, Swiss Serum and Vaccine Institute

TT: Chiron Behring, Pasteur Mérieux Connaught (Canada), CSL, Human Co, Pasteur Mérieux Connaught (France), Chiron Vaccines (Italy), Serum Institute of India, Swiss Serum and Vaccine Institute

OPV: Chiron Behring, Pasteur Mérieux Connaught (Canada), Pasteur Mérieux Connaught (France), Chiron Vaccines (Italy), SmithKline Beecham, Bio Farma

Measles: Pasteur Mérieux Connaught (Canada), Eisai/Biken, Medeva, Pasteur Mérieux Connaught (France), Chiron Vaccines (Italy), Serum Institute of India, SmithKline Beecham, Swiss Serum and Vaccine Institute, Bio Farma

Hepatitis B: Cheil Jedang (plasma derived), SmithKline Beecham (recombinant), Korean Green Cross Corporation (plasma derived and recombinant vaccines), Lucky Goldstar (recombinant)

Yellow Fever: Pasteur Mérieux Connaught (France), Medeva, Institut Pasteur Dakar

Hib: Pasteur Mérieux Connaught (France), Chiron Vaccines (Italy), SmithKline Beecham (Belgium), Wyeth Lederle Vaccines and Pediatrics (USA)

Meningococcal type A+ C vaccine: Pasteur Mérieux Connaught (France), SmithKline Beecham

DTP-Hep B combined vaccine: SmithKline Beecham
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�  	Medical Equipment Procurement Study, Development Finance International, Inc./ECRI, March 1998.


�  	The Medical Equipment Procurement Study authors concluded that the SBDs for Goods are appropriate for the procurement of medical equipment.  The broad principals outlined in this technical note, however, are also applicable to the purchase of medical equipment. Customization of the SBDs for Goods to address any particular technical or legal requirement related to the purchase of medical equipment must be done through the Bid Data Sheet, the Special Conditions of Contract, and the Technical Specifications.


�   	Additional guidance and sources of information can be found on the Bank’s Internet- and intranet system, including the Help Desk network HNP advisory service.  The following are useful sites: nutrition@worldbank.org and healthpop@worldbank.org. Also, advice on consultants to help with project design and procurement planning can be sought from HDNHE (contact the help desk at previous Internet address or call [202] 473-2256).  Assistance can be obtained by reviewing pharmaceutical technical specifications from WHO - Essential Drugs and Other Medicines Unit at WHO, CH-1211 Geneva 27, Switzerland.


�  	Based on the model drug supply cycle presented in Managing Drug Supply, MSH and WHO.


� 	Task team leaders can access the HNP Advisory Service of the Bank’s Help Desk Network for information on sources of specialized technical expertise (organizations and individual consultants) from which to identify resources to assist in the completion of such assessments, if required.


� 	Indicator-based assessment tools to determine the status of national drug policies and regulations have been designed by WHO and MSH (see reference list).


�  	Further information is contained in WHO’s Guidelines for National Authorities on Quality Assurance for Biological Products, 1992.


� 	WHO has assisted a number of countries in the drafting of a national policy on medical equipment, copies of which may be obtained from WHO, CH-1211 Geneva 27 - Switzerland, and it is preparing a Guide for the Formulation of a National Healthcare Equipment Policy to be available in 2000.


�  	Contraceptive Manufacturing Overview Draft Paper (#10) prepared by PATH for the World Bank.


�  	An “Address List of Suppliers Approved in Principle for the Supply of Vaccines to United Nations Agencies” is contained in Procurement of Vaccines for Public Sector Programs: A Reference Manual, WHO/GPV, Geneva, 1998.  A list of vaccine suppliers to UN agencies, as of November 1998, is attached at the end of the document.  For a current edition of the list, contact: GPV@who.ch or dellepianen@who.ch.


� 	See Procurement of Vaccines for Public-Sector Programs: A Reference Manual for more information.


�  	A Model Certificate of a Pharmaceutical Product established by WHO is appended in annex 4.


� 	WHO/GPA’s Specification and Guidelines for Condom Procurement lists international testing laboratories and sampling services. Make reference to the compendium of materials published and distributed by WHO: WHO/RHT/FPP/98/15 and UNAIDS 98/12.  Available at http://www.who.ch/rht.


�  	A partial list of testing laboratories for vaccines is contained in Procurement of Vaccines for Public-Sector Programs: A Reference Manual.


� 	Include contact person, e-mail and street addresses, and telephone and fax numbers.


� 	Guidelines on Import Procedures for Pharmaceutical Products, WHO, 1996.


� 	Clause 15 of the General Conditions of Contract in the SBDs requires of five-sixths remaining on goods with a shelf life of more than two years and three-fourth for goods with a shelf life of two years or less. Some flexibility may be required in the case of products with a shelf life of less than two years or for products of very low consumption where the quantity may not meet a manufacturer batch size and hence will be provided from stock.  In these cases, the SBDs will recommend that three-fourths of the shelf life remain at arrival at port of entry or in accordance with relevant Incoterm used.


� 	After the supplier has transferred the consignment to the shipper, delays during shipment can be an issue because, under CIF and CIP arrangements, such delays are not the responsibility of the seller.


� 	Although pharmaceuticals and contraceptives should also not be subject to extended periods in extreme temperatures.


� 	Further details are contained in appendix 2 of the Bank’s Guidelines Procurement under IRBD Loans and IDA Credits (1997).


� 	The Vaccine Supply and Quality Unit of the Global Program for Vaccines and Immunization at WHO maintains a list of vaccines manufacturers who are acceptable in principle for the supply of specific vaccines to UNICEF and other UN agencies (see Procurement of Vaccines for Public-sector Programs: A Reference Manual).  International Pharmaceutical Manufacturers’ Associations should be able to advise on sources for drugs and medicines.  UNFPA can advise on contraceptive manufacturers.


� 	See reference list for details of how to obtain price comparison data.


�  	Further information may be obtained from the UNICEF Supply Division, Copenhagen, Denmark, or through the country UNICEF representative.


� 	Contact the Procurement Unit, UNFPA, New York, for further information or the UNFPA representative in country.


� 	Further details can be obtained from the Procurement Department, WHO, Geneva.


�  	Standard Form of Agreement between Bank/IDA Borrower and UN Agency Concerning the Carrying Out of Consultant’s Services Financed by the IBRD/IDA–June 1996.


� 	Currently, fees charged by the various UN agencies are as follows: UNICEF charges a fee of 6 percent, UNFPA, 5 percent and WHO 3 percent of the value of the supplies.


�	The WHO model essential drug list is updated every two to four years.


�	See annex 1, paragraph 1.2.3, for more details.


� 	Tools for borrower needs analysis are available through WHO.


� 	Medical Equipment Procurement Study, pages 40 and 41.


� 	WHO and others have prepared Guidelines for Health Care Equipment Donation, which contain useful criteria for identifying appropriate equipment in terms of utility and technical specifications that also apply to procurement.


�  	Further information on specifications for vaccines can be found in Part III - Specifications of Procurement of Vaccines for Public Sector Programs: A Reference Manual (draft).


� 	Medical Equipment Procurement Study, Development Finance International, Inc./ECRI, March 1998.


� 	Taken from Managing Drug Supply, MSH in collaboration with WHO/DAP, 1997.


� 	The WHO model list of essential drugs - Tenth List 1997 contains 393 drugs, vaccines, contraceptives, and food supplements.


�	Medical Equipment Procurement Study.


�  	The following commonly used drugs have been found to have stability problems under tropical conditions: Acetylsalicylic acid, Amoxicillin, Ampicillin, Penicillin V, Retinal (tablets); Paracetamol (syrup); Ergometrine, and Methylergometrine (injections).
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