 MAY 2008 DRAFT FOR FIELD TESTING

GUIDANCE ON SETTING UP A NATIONAL MEDICINE PRICE AND AVAILABILITY MONITORING SYSTEM
Working draft for field testing

Introduction

Most countries already have some mechanisms in place for monitoring and evaluating their health care system to assess the performance and appropriateness of government’s health care policies. Pharmaceutical policy monitoring in developed countries often includes monitoring of price trends of prescription and other medicines, in addition to other areas like monitoring of medicine utilization, cost per treatment episode for various diseases, and clinical outcomes. 

Even though it has been well known for a long time that medicine prices are a significant barrier to access to effective and safe medicines in developing countries, there is a paucity of data on what people/governments pay for medicines and how prices change with time in these countries. Data collected by industry and market research agencies (including IMS Health) in various countries are not publicly available, might be too costly to access for policymakers and researchers in developing countries, and may not include certain types of data.  Therefore health care and procurement agencies may need to set up their own medicine price and availability monitoring systems.
What is monitoring?

Monitoring is a ongoing process which is primarily intended to provide feedback to managers and other stakeholders about the implementation and/or effects of interventions, programmes or activities so as to give an indication of progress and any important changes in the system or its outcomes which may require attention. Monitoring systems often use appraisal methods which are rapid and low-cost, utilizing routinely collected data as much as possible so as to provide quick feedback.  They are less intensive than the formal survey and have a different purpose. In short, a survey collects evidence to meet an objective; monitoring measures the effect of an activity at regular intervals.
Why monitor prices and availability? 

Effective public policy-making to influence the accessibility of medical therapies requires the use of evidence that is based on accurate analysis of sound and transparent medicine price and availability data. Such evidence-based pharmaceutical policy-making is desirable in order to select the correct policy options for improving affordability and availability of medicines as well as to ensure transparency and accountability of the policy-making process.  Systematic and careful use of medicine price statistics can help to:

· Understand the extent to which medicine prices contribute to problems of access to medicines in a country

· Inform policy-makers when selecting policy options to improve the availability and affordability of medicines

· Monitor the progress of pharmaceutical policy implementation

· Evaluate the impact of policy or regulatory interventions
In the absence of this type of evidence-based policy-making, the alternatives may include succumbing to the power and influence of sectional interests, corruption, arbitrary decision-making or decision-making based solely on anecdotes.  These alternatives may result in unwanted effects, especially if not based on clear understanding of how the national or local markets operate.  In addition, none of these alternative decision-making processes provides the transparency and accountability required to support sound policies for making medicines more accessible to all. 

Specific objectives of any national or international medicine price monitoring system usually fall into one or both of the following two categories: 

1. medicine price reporting systems that provide a measure of the current price of individual medicines of interest
2. medicine price trend monitoring systems that can generate a medicine price index for specific medicines or a basket of selected medicines, in order to measure average inflation or fluctuation of prices. 
Some examples that illustrate outputs from these two types of medicine price monitoring activities are presented in the sections that follow.   

Measuring availability: In addition to these main objectives, when medicine prices are monitored in health facilities, pharmacies and other outlets where medicines are sold, data on the availability of the medicines should also be collected. Availability can be more powerful for political advocacy than medicine prices in some contexts. At the same time it should be borne in mind that while measuring the availability of medicines on one day may give an indication of the problems patients face, there are more comprehensive methodologies for measuring medicine availability e.g. no. of days out of stock in a year, percentage of facilities with a stock-out over the past 12 months. Some ministries of health may already collect this information for certain tracer drugs and it could be of value for them to simply add collection of price data alongside measurement of availability of an expanded range of medicines.
Assessing affordability: As with the survey tool, you can assess affordability by comparing treatment costs (based on prices collected through the monitoring system) against the salary of the lowest paid unskilled government worker.  Assessing affordability is important as people on low wages may not be able to afford even low priced medicines.
Medicine-price reporting systems

Usually the monitored prices of medicines are reported as an average or median price to: inform purchasers, health professionals and/or the public of current prices; support decision-making with regard to selection and procurement of medicines; and/or set pricing policies e.g. reimbursement costs, or to use price data in internal reference pricing systems. Comparison of average or median prices over time where the same methodology has been applied may also be used to assess policy interventions or other factors which may affect medicine prices. 
Medicine price reporting systems exist at the international level for certain types of medicines. Some of the international price reporting systems listed below may report ex-manufacturer or list prices as declared by the manufacturer or suppliers/wholesalers without any insurance, transport or duty costs and without any volume discounts.  When using generated reference price information to make decisions about selection and procurement of medicines it is necessary to take this into account.   

Examples include: 

· The International Drug Price Indicator Guide published by Management Sciences for Health (MSH) since 1986, http://erc.msh.org reports prices of medicines provided by mostly not-for-profit suppliers to developing countries or buyers’ prices from these countries. 

· The Global Price Reporting Mechanism, (GPRM) set up by World Health Organization (WHO) http://www.who.int/hiv/amds/gprm/en is a web-based price monitoring tool that reports prices for ARV drugs supplied by international not-for profit suppliers or various procurement agencies purchasing drugs with financial support from the Global Fund. 

· ‘Untangling the web of price reductions: a pricing guide for the purchase of ARVs for developing countries.’ published by Médecins Sans Frontières, http://www.accessmed-msf.org.
· Prescription cost analysis data in the United Kingdom that provides volumes and prices of prescribed medicines on an individual and on aggregate basis http://www.ic.nhs.uk/statistics-and-data-collections/primary-care/prescriptions/prescription-cost-analysis-2006  (England only on this website but same analysis also available for Northern Ireland, Scotland and Wales) 

· EUROMEDSTAT database http://www.euromedstat.cnr.it/database/database.asp  which lists retail pharmacy prices of medicines in European countries for individual medicines. 

· WHO/HAI medicine price database http://www.haiweb.org/medicineprices which provides the results of surveys conducted using the WHO/HAI methodology.
It is important to note that price reporting in itself is not the same as price monitoring and may be the result of more intensive investigation. However, price monitoring systems may be used to generate price reports.
Medicine price trend monitoring systems
These systems monitor prices as part of pharmaceutical-related expenditures analysis (utilization + costs) or as part of a broader economic analysis, often in the form of a price index. Generally, the cost of a basket (group) of medicines is monitored over time and price changes are weighted by volume of individual medicines sold or dispensed, compared to a base time period.  The data can be used in international comparisons for reference pricing systems, to adjust re-imbursement price levels or to report the rate of inflation for pharmaceuticals for a given time period. International comparisons of pharmaceutical price levels might be constructed using pharmaceutical purchasing power parities (PPP) based on a survey of prices of the basket of medicines conducted periodically.   

Examples include:

· Canadian Patented Medicine Prices Review Board (PMPRB) http://www.pmprb-cepmb.gc.ca/english/home.asp?x=1 which monitors trends in the prices of patented prescription drugs (i.e. single source, originator brand products available on prescription only) in Canada and in 7 comparator countries to regulate prices of these medicines in the local market. 
· Bureau of Labor Statistics, U.S. http://www.bls.gov/home.htm monitors ex-manufacturer prices of medicines to construct the Pharmaceutical Producer Price Index (pharmaceutical PPI) and retail pharmacy price to develop the Pharmaceutical Consumer Price Index (pharmaceutical CPI) for both prescription and non-prescription medicines. 

How can medicine prices and availability be measured in resource-poor countries?

The methodology to be used in setting up a national medicine price and availability monitoring system will greatly depend on the specific objectives of the proposed system. This in turn will impact the sampling approach and data collection method, as well as the statistical analysis. 

The primary objectives of conducting regular medicine price and availability monitoring will usually be:
1.
To inform consumers and purchasers about current prices of specific medicines; and 
2.
To inform policymakers and managers of health systems and the public about price movements over time (i.e. increases/decreases) and about changes in the availability of medicines over time.
Specific objectives may include: 

a. Provide the evidence-base to support decision-making on pharmaceutical policies and regulations intended to influence affordability and availability of medicines in a country (these decisions may range from decisions on selection and procurement of medicines through inclusion in reimbursement schemes to price controls or adjustments in pricing policies)
b. Monitor the progress of pharmaceutical policy implementation or interventions intended to influence prices of medicines at various levels

c. Evaluate the impact of policies, activities or interventions related to medicine prices (ideally specific evaluations or surveys should be performed, but monitoring systems can provide a separate indication of the effects of such programmes and interventions)
d. Participate in international price comparison efforts that can:
i. support decision-making with regard to reference pricing used in price-setting,  based on regional/international price indices
ii. enable calculation of pharmaceutical purchasing power parities (PPPs) to compare real pharmaceutical expenditures between countries
iii. help monitor the impact of intellectual property rights-related policies and international trade policies on medicine prices in a country

e. Supply reliable and up-to-date information on medicine price and availability trends to government, donor partners, civil society, consumers and others as part of wider advocacy approaches for increasing access to medicines and transparency around medicine pricing. 

Note that a monitoring system may not provide detailed answers to a question – it rather provides a indication of the operation of a system. More detailed studies may be required to investigate the reasons for changes in prices or availability which the monitoring system identifies.

What prices to monitor? 

(i) Ex–factory or ex-manufacturer price

Monitoring of ex-manufacturer prices and calculating a producer price index can be important in countries with significant domestic pharmaceutical production capacity and where local industry supplies the largest portion of the domestic demand. In addition, countries that regulate medicine prices based on reference pricing, or use ex-factory prices when negotiating price at the time of registration or when deciding on inclusion of medicines in a national health insurance re-imbursement scheme, may want to monitor price changes in ex-manufacturer prices as well. However, this price information is often difficult to collect and may have little relation to actual final prices paid by patients.  
(ii) Government procurement price  

Developing countries with central procurement agencies may be interested to monitor changes in procurement prices to assess the efficiency of their national procurement systems.  In decentralized medicine supply systems, either procurement price or wholesale price changes can be important to monitor in order to evaluate movements of prices and the efficiency and transparency of such supply systems.  Where hospitals or other health units are directly responsible for purchasing pharmaceutical supplies, reliable information on prevailing procurement prices can greatly enhance the decision-making of procurement officers or bids and awards committees. Volume data can also often be easily collected at this level to facilitate calculation of price indices if desired.
(iii) Retail pharmacy patient prices 

Changes of retail prices are often the highest price monitoring priority in developing countries, as patients frequently have to pay the full retail price out-of-pocket in private pharmacies. The pharmacy retail price usually includes all the components of the price system, discounts, mark-ups, distribution costs, dispensing fees and taxation.  Various discounts might be applied to different types of product and different types of patients (e.g. insured, pensioners etc.) and it might not be easy to determine a “standard” price and disaggregate different components and their effects on price trends.  It is also important to monitor medicine availability in private pharmacies. 
(iv) Public sector patient prices

Medicine prices (and availability) should be monitored in the public sector where patients are required to pay for medicines. If medicines are supplied for free, or a fixed fee is charged, medicine availability should still be monitored.
(v) Prices paid by patients at other access points

There can be various other sectors in which it may be useful to monitor prices if these access points are a significant source of medicines for the population in a country. Prices and price changes can then be compared to those in the public sector, private retail pharmacies, or price indices. These may include: 

· Prices of medicines sold by dispensing doctors
· Prices paid for medicines in non-governmental or faith-based health facilities and/or pharmacy outlets.
In each sector where you monitor patient prices, you should also monitor medicine availability.
Important methodological considerations

As stated before, the final methodology of any national monitoring system will have to be carefully designed to serve the monitoring system's specific objectives and provide accurate, reliable information on price and availability changes. 

Resources constraints may not allow countries to use the most optimal and comprehensive sampling and data collection methods. Therefore, there is a need to consider the minimum methodological characteristics that are needed to accurately measure medicine price and availability changes on a regular basis when only limited resources are available. 
The purpose of this paper is to provide some guidance on the basic principles and requirements for a robust price monitoring system.
Approach A.  Central data collection
In some countries, the government statistical agency or another authority may already conduct regular product price surveys to compute a consumer price index (CPI) or producer price index (PPI), and/or have reliable accounting or auditing systems that can consistently provide data on medicine prices from procurement agencies, medical re-imbursement claim databases, pharmaceutical expenditure and consumption databases, and the like.  In these cases, it can be useful to investigate how a price and availability monitoring system can be set up to extract the necessary data from existing information systems, or how these systems can be extended to collect additional medicine price information at little additional cost.  Each country may have unique systems in place that will require a specific solution on how to collect and compile medicine price information, therefore detailed recommendations are not given here. Irrespective of the type of data collected, calculation of changes in prices and availability over time should be based on sound, relevant statistical analysis.
Approach B.  Field data collection
If it is not possible to collect data from existing information systems or by modifying an existing monitoring mechanism because these are not available or not reliable, then an independent medicine price monitoring data collection method will need to be designed.  The following major points should serve to guide discussions on important characteristics of such a system.  
A field data collection-based price monitoring system will also provide opportunity to regularly monitor the availability of medicines – having a price is not of much value if the medicine is not available, particularly when considering the prices which patients pay. However, comprehensive availability monitoring would require a different methodology (see earlier under ‘Measuring availability’).
Basic matters to consider:  

A.  Product selection

Main principle:  Prices of a fixed representative basket of medicines are monitored at regular intervals. Countries should include the 14 medicines from the WHO/HAI global core list (see Annex 1) to allow international comparisons. In some cases, specific classes of medicines may be compiled into a separate basket or may be analyzed separately e.g. anti-malarial medicines.  Note: unlike surveys using the WHO/HAI method, monitoring systems do not use international reference prices. The focus is on price changes over time in the country.
Sampling: Non-probability sampling can be justified for medicine selection. Potential selection criteria include public health importance/therapeutic value, “best-sellers” or high consumption items, highest value (expenditure/procurement value) based on ABC analysis, included on the national essential medicines list, prescription or non-prescription status, originator brands or generics, newly-registered products, medicines affected by policy or trade agreements, etc. 

Sample size: The minimum number of medicines in the basket to make it representative will have to be determined depending on the objectives of the monitoring system (e.g. monitoring only essential drugs or top 50 most-sold medicines, specific classes of medicines, etc.) 

Product description, minimum requirements: Many factors influence a product price and these need to be recorded: active ingredient with INN name; dosage form and strength; special dosage form characteristics like ‘extended release’; and package size (potential others include single or multi-source medicine, locally manufactured or imported, etc.). When the objective of the monitoring system is to construct a price index for a basket of medicines, it is essential to be specific about the type of product included in the basket  i.e. originator brand, branded generics or unbranded generic products. The brand name and manufacturer name should also be included in the product specification or description for accurate data collection.

Product type differentiation: depending on the objectives of the monitoring exercise, all products of the medicine of interest, or a selection of products such as the lowest priced and the originator brand, may be included. It is recommended that, as a minimum, all medicine price monitoring systems should monitor the lowest priced product available.  
B.  Selection of data sources 

Data source selection: Depending on the type of medicine price to be monitored, data sources may include: 

a. Central data sources i.e. manufacturer’s selling price, procurement price, health insurance claims database with voluntary or mandatory reporting of price data for a selected basket of medicines to the medicine price monitoring authority

b. Outlet-based data sources i.e. point of purchase/sale data collection in retail pharmacies, government health facilities, dispensing doctor surgeries, mission hospitals, etc.
Data source sampling: This mainly applies to outlet-based price collection.  Probability sampling of outlets or providers is recommended when relevant sampling frames are available or can be constructed, e.g. up-to-date registry of private retail pharmacies, list of government health facilities, registry of dispensing doctors.  However, often due to limited resources, it is necessary to apply a non-probability sampling method. This can be a tailor-made sampling frame like the one used in the WHO/HAI medicine price surveys (i.e. limited number of regions, urban centers selected with clustering facilities around large public health hospitals). Be aware that the selection of public sector medicine outlets can bias results if certain medicines are only available at particular levels of care. 
Sample size for outlet-based data collection: The actual number of outlets to be surveyed may vary depending on the monitoring objectives and the resources available. Assuming good availability of the medicines being monitored, 20 outlets per sector should provide an adequate sample to give representative data (if selected appropriately). Where availability is expected to be low, larger samples will be needed. The selected outlets in the sampling frame become sentinel sites i.e. every time data is collected the same outlets are sampled. 
Other factors: The inclusion of black market or informal sector medicine outlets is not recommended as quality of products may greatly vary (sub-standard illegally imported products etc.) and the price data obtained can bias price changes due to variance of quality or black-market currency changes. 
C. Price collection method

Frequency:   The desired frequency of price collection may vary based on the type of price data being collected (e.g. monitor central government procurement prices annually if contracts are awarded annually), and on how frequently prices are expected to change (stable inflation exchange rates vs. high inflation).  Practicalities may impact on whether monthly or quarterly collection of patient prices at the sentinel sites can be performed. The more frequent the data collection, the more information is available and the ability to identify important changes in price and availability is improved. Collection at least quarterly is recommended. For patient prices, infrequent data collection i.e. annual or biannual can be significantly influenced by singular events and may not reflect price and availability over the whole year e.g. if data is collected just before or after receiving an order or at the beginning/end of the financial year. 
Collection  technique: There can be a wide variety of methods employed depending on their suitability for the local environment:

· In the case of central data collection from manufacturers, procurement agencies, and the like, data may be submitted in pre-formatted spreadsheets by e-mail, via the internet through a password-protected secure website, by fax, mail, etc. 

· When collecting prices that patients pay, the recommended technique is for the outlets themselves to submit the data by mail, phone, e-mail, fax, SMS text message, or on-line via a secure website. All of these will require verification by random visits to pharmacies or medical outlets to ensure the data is reliable and relieve concerns about the accuracy of the method employed.

· Alternatively, data can be collected by visits to pharmacies or medicine outlets by trained price collectors who conduct a physical check of price tags or invoices/receipts. However, this is often costly and time-consuming. 

Collection procedure:  An important requirement is to develop a clear data collection form (or spreadsheet) that includes an accurate product description (see above) and identifies the type price to be collected. Specific instructions will be needed on how to deal with discounts, package size variations, and other variables.  
For data collected by visits to medicine outlets, printed forms, hand-held computers, personal data assistants (PDAs) or similar devices can be used. Quality assurance (i.e. data quality checks in the field) and validation will require different techniques, with hand-held computers offering more data quality check options than printed forms. The initial cost-outlay for electronic data collection may be offset in the long-term.
Collection from outlets: It could be difficult to collect prices in countries where no printed or electronically stored price tag is present for medicines. In these cases, obtain the price that patients would actually pay. If discounts are offered to all patients, the price after the discount is given should be collected.
D. Price data transmission, quality assurance 

Appropriate auditing and data cleaning procedures at the central level will be needed for whichever collection technique is used. Data quality assurance procedures need to be developed. The procedures will need to be conducted as early as possible in the collection and compilation processes, in case verification is necessary (especially if it requires data collectors to return to outlets).
Excel spreadsheets were developed for pilot studies of medicine price and availability monitoring. Contact HAI (info@:haiweb.org) or WHO (medicineprices@who.int) to access these spreadsheets.
E.  Data analysis 

A price list summarizing prices found for monitored medicines can be generated when the objective is to monitor and report individual prices. Such a price list may include the median price together with the 25% and 75% percentiles or other quintiles as ranges to indicate the commonly found prices for each medicine. A mean price provides less information, is more liable to be affected by outlying values and should only be calculated if data follows a normal distribution (which price data often does not). The minimum and maximum price might be interesting data to present in a situation when there is a wide variation in the price of an individual product, but should be used with caution as they may represent only a few extreme values.
A common underlying objective in monitoring is to observe changes over time. Where repeat data are available, the average percent change in the price of a medicine can be reported and displayed graphically (this can be done for the basket of medicines as a whole but price indices are a much more robust method of showing changes in price for a group of medicines). However, it is also important to report the actual value of the change, not just the percentage, so as to assess the significance of the change. Use of sentinel sites means that changes in the price of individual medicines at individual health centres can be computed. Trend analysis, interrupted time series analysis and related procedures can be performed where statistical inference is needed. Caution and common sense need to be used in interpreting changes in medicine prices over time e.g. bear in mind that prices are likely to increase due to underlying inflation and that some degree of natural variation is expected. But prices need not always rise. Raw material costs often come down over time.
When the objective is to calculate a price index, it is very important to utilize the expertise of a qualified price statistician or economist from the outset, including methodology development. There are numerous mathematical formulae employed in construction of price index calculations. Price indices based on fixed baskets of products may use different calculation methods e.g. the Laspeyres index. A volume estimation (weighting) is necessary for accurate calculation of prices indices so additional reliable data needs to be collected to support this.
Include an analysis of per cent availability for individual medicines and across the basket of medicines (mean per cent availability). This analysis should be done for each sector sampled. As the objective of monitoring is to assess changes over time, you should also plot per cent availability for a selection of medicines each quarter (or whatever sampling interval is used)  to see trends.
For appropriate interpretation of patient prices, the affordability of standard treatments should be calculated and reported. Treatment costs should be calculated using the price data collected (use median prices across the outlets sampled). The median treatment cost should then be divided by the daily wage if the lowest-paid unskilled government worker (as used in the WHO/HAI survey methodology) to determine the number of days wages required to purchase a standard course of treatment. This calculation should be made for a selection of treatments, and for each sector sampled (public if applicable, private, other). 
F. Publishing and disseminating information on changes in medicine prices and availability 

Since one of the principal aims of any medicine price monitoring system is to increase transparency about medicine prices, this step is a crucial element of the programme. The specific objectives of a medicine price monitoring programme will determine:  

· What results or level of detail to report? This is determined by the target audience and the message to be conveyed. In general, it is important to keep the information easy to understand by someone who is not familiar with the methodology or results. Avoid overly long reports - it is not always necessary to publish all of the information which is available.
· Who is(are) the audience(s)? In many cases there may be multiple audiences e.g. Ministry of Health policymakers, patients and consumer groups. Ideally each should receive a report or information that is targeted to their needs. However, this will increase the costs of publication and dissemination and, as such, some compromises may be required. Grouping results according to individual disease programmes or departments in the Ministry of Health (e.g. malaria, chronic vs. acute conditions) can assist stakeholders in finding the information of most relevance to them.
· Which presentation format to use? Graphical display of price and availability changes over time, or comparing public to private facilities, for example, provide a means of quick presentation and understanding of results compared to large tables full of numbers. Try to keep presentations simple and to the point.
· What dissemination techniques to use? Choice of dissemination techniques (mass media, internet, other electronic formats, free bulletin, restricted reports, etc.) will depend on the target audience and the finances and skills available. The use of mass media allows for wide dissemination, as does the internet. Although the internet is good for transparency purposes, if the target audience do not have access or do not frequent the site of publication, it may not be the most effective information vehicle. Other electronic formats can be investigated where appropriate e.g. SMS/e-mail messages, CD-ROMs. Printed bulletins and/or posters (for displaying in facilities) provided free-of-charge are strongly encouraged where financing is available. Multiple dissemination methods should be employed to reach a range of audiences, e.g. distributing a bulletin but also arranging face-to-face meetings with officials.
When listing current prices (rather than price changes over time) it is better to report the price of a standard course of therapy rather than unit costs i.e. the cost of a single tablet or dosage unit. Some medicines may look inexpensive on a unit cost basis and may therefore be ignored by policy-makers or other target groups. These same medicines may be expensive when the whole treatment is considered e.g. the cost of a single puff of salbutamol inhaler versus 2 puffs three times a day over one month. The converse may also be true and efforts may be directed towards reducing the price of a so-called high-cost item which is relatively inexpensive over the full treatment. 
· How quickly to report results? Timeliness of reporting has a direct influence on the usefulness of monitoring. All stakeholders would prefer up-to-date information to be able to act promptly or inform their constituencies. Policymakers may be wary of acting on out-of-date information. Every effort should be made to report results as soon as validated data is available. Keeping reports simple helps to publish data quickly.
· To just report or to recommend? Depending on the type of monitoring system, it may be adequate to simply issue a report which presents the data without making any recommendations. This expedites publication of the results and allows the policy-makers or other stakeholders to draw their own conclusions. An annual summary report could then go into more detail and examine the data and changes in prices and availability and make recommendations where necessary.

· Who should have access to the data? Ideally, as part of the establishment of the monitoring system, the price monitoring advisory committee should decide who will be responsible for compiling and analyzing data. However, various stakeholders may want to have direct access to the data for their own purposes, for example to prepare a report that  differs in focus from that of the main group. A decision may be required as to whether this is appropriate, or may require that any additional reports be approved by the advisory group.
G. Other issues
There can be numerous other issues that a monitoring system will have to consider, including:
Organization and management: Important questions to consider include:

a. Which government or other agency (professional body, non-governmental organization) should be responsible for setting up the medicine price monitoring system? Options include an office in Ministry of Health, National Drug Regulatory Agency, Ministry of Commerce or Trade and Industry, etc. Note: representatives of pilot countries who implemented monitoring systems recommend that the work be institutionalized in the Ministry of Health so that it is sustainable, but with a participatory process (e.g. establish an advisory committee that includes civil society and health professional organisations, WHO and others).
b. What regulations, rules, or laws need to be issued to allow a government or other agency to access and collect price data, or to require mandatory submission of data from suppliers or manufacturers of medicines on a regular basis?

c. If a non-governmental body like a professional society or consumer group will be responsible for setting up the medicine price monitoring system, what kind of government endorsements or permission is required to facilitate their access to price data? 

Use of an advisory committee. An advisory committee which includes representatives of relevant government agencies, practicing medical doctors, pharmacists, an economist and/or price index statistician, representatives of civil society organisations and potential other experts can provide helpful inputs into the design of data collection, data analysis and interpretation, and dissemination of results. It is important that these are people with influence who also have the time to attend meetings or can send meaningful representation in their stead. In addition to adapting the methodology to suit the country needs and context, such a group will increase wider acceptance of the results. 
Note: it is advisable to have an early agreement on data release and publication by the advisory committee, particularly when the process is governed by stakeholders who might later decide they ‘own’ the data and want to keep it confidential. This should prevent delays in approval of publication of results when they become available and ensure transparency.  

Necessary human, technical and financial resources. To ensure appropriate design, maintenance and long term sustainability, it will be very important to consider available resources from the beginning and explore potential options for sustained financing. The complexity of monitoring systems will influence what levels of personnel need to be employed, what information technology tools are needed for data collection, analysis and dissemination. These should be carefully matched to the human, technical and financial resources of the organization responsible for running the monitoring system. Costs can be minimized and efficiency increased by adapting existing mechanisms or using Ministry of Health personnel who live and work in the district or province where data collection is planned. If price monitoring is institutionalized within the Ministry of Health, data collection can form part of their work responsibilities, thereby reducing costs and supporting sustainability. However, it can also be important to involve private sector stakeholders, and in some cases a separate parallel system will be required. The involvement and support of someone who has experience in establishing and running a price monitoring system can also play an important part in the success of the venture.
Note: Pilot price monitoring schemes in Kenya, Tanzania, Uganda and Ghana have operated on annual budgets of between US$ 6,000 - 15,000. However, these schemes all used data collectors in the field, and were implemented on a larger scale than recommended in these guidelines. It should be possible to establish a price monitoring system at a lower cost.

Training of data collectors and quality assurance. When outlet-based field data collection is necessary, data collectors must be well trained and a quality assurance system should be in place to ensure the validity and integrity of the data collected.  The quality assurance system will need to be designed in such a way that data checking can be conducted rapidly in the field to ensure that only accurate and valid price data is used for analysis.  

Data security and storage. Long-term secure storage of data will be essential to allow longitudinal data analysis. Adequate software and hardware resources should be allocated for securing data storage, and back-ups should be maintained.
Review and update of methodology.  Although it is important to follow the agreed data collection protocol and apply consistent data analysis procedures, all price monitoring systems will require adjustments over the long-term. For example:

· How to include newer medicines in the basket of medicines, i.e. new patented medicines,  newly introduced essential medicines, or other medicine of interest.
· How to deal with quality changes i.e. amendments in regulatory requirements or the manufacturer’s redesign of a specific product might introduce quality changes that will influence prices. 
· How to deal with outlet rotations i.e. if the sentinel outlets need to change to prevent reporting fatigue or for political or other reasons, what systematic approach should be used to identify new outlets while maintaining the original sampling design with respect to geography, facility type, and other requirements. If the analysis uses comparisons on an individual facility level, outlet rotation is not appropriate.
· How frequently to up-date weights i.e. in price index construction. Consumption patterns for specific products may change over the long-term and therefore the weighting system (volumes of consumption) used for construction of a price index may need to be updated from time to time. 
A checklist of the main issues to consider in establishing a medicine price and availability monitoring system is provided in Annex 2.

A medicine price and availability monitoring system should follow a rigorously designed methodology to provide accurate, reliable and timely information on medicine price movements, and changes in availability, over time.  There is no optimal methodology at present as debate continues on how biases and errors can be introduced by different methods. However the specific objectives of the monitoring system, and the resources available, will greatly influence the methodology to be used in a country.  

In 2008/9 WHO and HAI intend to work with a country team to pilot the implementation of a monitoring system that does not use data collectors visiting outlets in the field.  The guidance given here will be updated as the results of the pilot study become known. 

If you are considering establishing a monitoring system please contact WHO or HAI. We may be able to provide more advice, and can give you the names and contact details of people who are currently implementing price and availability monitoring systems. 

Annex 1.   Recommended list of medicines to be included in any national monitoring system that are also included in the WHO/HAI medicine price surveys for all countries (global core list)
	
	Disease
	Name
	Strength
	Dosage form
	Originator brand,

Manufacturer 

	1
	Asthma
	Salbutamol
	100 mcg/dose
	inhaler
	Ventoline/GSK

	2
	Diabetes
	Glibenclamide
	5 mg
	cap/tab
	Daonil/Sanofi-Aventis

	3
	Cardiovascular disease
	Atenolol
	50 mg
	cap/tab
	Tenormin/AstraZeneca

	4
	Cardiovascular disease
	Captopril
	25 mg
	cap/tab
	Capoten/BMS

	5
	Cardiovascular disease
	Simvastatin
	20 mg 
	cap/tab
	Zocor/MSD

	6
	Depression 
	Amitriptyline
	25 mg
	cap/tab
	Tryptizol/MSD

	7
	Infectious disease
	Ciprofloxacin
	500 mg
	cap/tab
	Ciproxin/Bayer

	8
	Infectious disease
	Co-trimoxazole
	8+40 mg/ml
	suspension
	Bactrim/Roche

	9
	Infectious disease
	Amoxicillin
	500 mg 
	cap/tab
	Amoxil/GSK

	10
	Infectious disease
	Ceftriaxone
	1 g/vial
	injection
	Rocephin/Roche

	11
	CNS
	Diazepam
	5 mg 
	cap/tab
	Valium/Roche

	12
	Pain/inflammation 
	Diclofenac
	50 mg 
	cap/tab
	Voltarol/Novartis

	13
	Pain/inflammation
	Paracetamol 
	24 mg/ml
	suspension
	Panadol/GSK

	14 
	Ulcer 
	Omeprazole
	20 mg 
	cap/tab
	Losec/AstraZeneca


Annex 2.  Checklist for designing a national medicine price and availability monitoring system 
	ISSUES TO BE CONSIDERED
	

	1. Set the main objective of medicine price monitoring system
	

	2. Set specific objectives

a. Monitor individual prices of specific medicines

b. Create a medicine price index to calculate medicine price inflation indicators

c. Link with availability monitoring 

d. Inform consumers,  policymakers, price regulators etc. 
	

	3. Confirm the organization with overall responsibility for the system
	

	4. Confirm the resources available for establishing and implementing the system
	

	5. Assess the need for legal mandate, permissions, endorsements, etc. to access price data
	

	6. Define the medicines to be monitored

a. Selection criteria

b. Number of products to be monitored

c. Medicine identification data (INN, strength, dosage form, pack size, originator brand name and manufacturer  etc.)

d. How to update the medicine list due to quality or other changes

e. Product type differentiation i.e. originator brands, generics, etc. 
	

	7. Define the data source and collection  method 
a. Availability of data

i. Central data resources

ii. Outlet/facility level data resources

b. Data collection method

i. Electronic data extraction from existing resources

ii. Electronic data submission by manufacturers, suppliers, retailers, payers (insurance companies) on voluntary or mandatory basis

iii. Outlet-based data collection in person, phone, fax, etc.  
	

	8. Define the method for ensuring data quality, and the transmission, storage, and security of the data
	

	9. Define the method of analysis
a. Summary of individual prices (median+ percentiles, mean, etc.) 

b. Price index statistical method 
	

	10. Define how the results will be used and disseminated
a. Presentation to different  audiences

b. Presentation using different techniques 
	

	11. Maintenance and periodic revision
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