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INTRODUCTION

The Rational Pharmaceutical Management (RPM) Project was developed by the United States Agency for
International Development (USAID) to work 1n the pharmaceutical sector 1n several host countries world-
wide RPM 1s composed of two centrally funded cooperative agreements with USAID G/Health one 18
with Management Sciences for Health (MSH) and the other 1s with the United States Pharmacopeia
Convention, Inc (USP) This project 1s being carried out through the MSH component of RPM

Management Sciences for Health 1s a non-profit organization with 190 full-time technical staff Areas mn
which the organization provides assistance world-wide include pharmaceutical management, management
information systems, health financing, health policy, management tramning, maternal and child health,
population, and occupational and environmental health MSH has provided assistance 1n these areas to
over 70 countries

The RPM Project 1s being carried out through the Drug Management Program (DMP) of MSH DMP staff
and consultants have experience and expertise 1n conducting pharmaceutical assessments, policy analysis
and dialogue, rationalization of drug procurement and imventory management, drug management
information systems, drug finance and budgetary reform, promotion of rational drug use, development of
drug information systems, and development of training programs

RPM has core funding to work 1n three major technical areas

. Strengthening and automating drug registration procedures,
. Rationalizing drug procurement and mventory management, and
. Promoting rational drug use/strengthenming drug information

The dissolution of the Soviet Union, and the shift from command to market economies, have disrupted
pharmaceutical supply systems of former Soviet Republics In order to help facilitate reform, the MSH
Cooperative Agreement of the RPM Project received additional funding, through the NIS Add-on, for
work 1n Russia and one other country from the Newly Independent States (NIS)

Specifically, the program of activities for the NIS Add-on includes

1 Reconnaissance visits to Russia and one other NIS country likely to be involved 1n long
term projects,

2 Pharmaceutical sector assessments and policy option analyses to be carried out 1n the
two target countries,

3 Workshops on "Current Prionties in Pharmaceutical Management, to be held in the two
target countries and
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4 Technical assistance 1n formulary management/product selection, procurement and
tender management, and drug information development, to be provided within one
demonstration oblast' 1n the Russian Federation, with the intention that RPM work
produces concrete outputs that may be used in other Russian oblasts or NIS countries
during follow-on projects

Pharmaceutical sector reform will be encouraged through the technical assistance component, which will
include traming courses, consultant visits, and provision of equipment, such as computer hardware and
software

Two RPM reconnaissance visits were conducted at the outset of the project During the first visit, RPM
met with USAID/Moscow, and the Russian Ministry of Health (MOH)?, to brief them on the project On
the recommendation of the MOH, RPM began a collaborative relationship with Pharmedinfo, the Moscow-
based Russian Center for Pharmaceutical and Medical-technical Information  Pharmedinfo was
instrumental 1 recommending possible demonstration oblasts, and briefing RPM staff on the status of the
Russian pharmaceutical sector

RPM and USAID/Moscow developed the following criteria for selection of the demonstration oblast, based
on technical activities proposed under the add-on

. Interest, receptivity and capabulity on the part of policy and operations level personnel to
developing reformed pharmaceutical procurement programs,

. Policies 1n place to facilitate international procurement,

. Logistics feasibility 1n terms of working with the MOH and bringing high-level U S
consultants to the site,

. Potential for developing a replicable demonstration project in procurement, formulary
management and drug information, and

. Presence of a Medical/Pharmacy School capable of becoming an on-going training center
and base for drug information activities

Following visits to Samnt Petersburg, Perm, Kaluga and Ryazan oblasts, Ryazan (population of
approximately 1 3 mullion persons, and located three hours south-east of Moscow by automobile) was
chosen as the site for the demonstration project In addition to meeting all established criteria, during the
RPM visit, Ryazan officials expressed strong interest in assistance 1n

. improving availability of essential drugs,
. improving prescribing practices,

! A Russian oblast 15 comparable to a United States state Oblasts are divided mto rayons,

comparable to districts or counties There are 86 oblasts 1n the Russian Federation

? The official name of the Russian Mmnistry of Health 1s "Minstry of Health and Medical Industry
of the Russian Federation " In this report, "Mmustry of Health" or "MOH" will be used
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. modifying the drug pricing structure,

. obtaining foreign drugs at lower prices,

. assuring drug quality,

. improving access to drug information, and

. development of standard treatment guidelines

Addrtionally, the oblast has access to local funds for drug procurement, and interest in implementing
competitive procurement techmques The presence of a prominent Medical University made Ryazan a
particularly promusing stte for the training aspects of the demonstration activity

The pharmaceutical sector assessment, conducted from 16 May-11 June, 1994, was preceded by a week-
long planning meeting at the MSH office in Washington The meeting, attended by RPM staff and
Ryazan officials, was used to develop the assessment instrument and formulate the assessment plan

Following the field portion of the assessment, two Washington meetings, attended by Ryazan and Moscow
officials were used to analyze data and prepare the draft report

This report presents assessment findings, 1dentifies gaps that may be amenable to RPM activities, and
suggests possible courses of action to correct problems It will serve as the basis for a workshop to be
held 1n Ryazan in November 1994, where RPM, local, and national level participants will decide on a
specific program of technical activities and the implementation timeline

Based on assessment findings some technical activities that may be carried out in Ryazan over the next
year mclude

. a quantification of oblast drug needs, using computer software developed by MSH and
modified for use in Ryazan,

. revision of prionty drug lists and treatment protocols,

. improvement of drug management information systems,

. mtroduction of competitive procurement techniques,

. assistance with financial reform efforts, including the development of drug pricing models,

and addressing privatization 1ssues,
. tramning 1n general and financial management for managers 1n the pharmaceutical system

We wish to express our appreciation to all those individuals who helped plan and conduct the assessment,
allowed themselves to be interviewed, and supplied data A list of persons who participated n the
assessment 1s included as an annex In particular, we would like to thank Mr Tony Boni, Dr Jack Lesar
and Dr Nikita Afanasiev of USAID, Mrs Galina Shashkova of Pharmedinfo, as well as Mr Andrei
Tarasov, Dr Dmutr1 Voronkov, Mrs Valentina Grechenko, Mr Valentin Dykin, and Mrs Natalia Popova,
from Ryazan Oblast, for their considerable support and nvolvement in planming and conducting the
assessment
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The following individuals also should also be recognized for their valuable contributions

Valentina Makarova
Victor Okorokov

Nikola1 Selezenev
Gennadi Kotov

Svetlana Koutchkovskaya
Alexander Uzdenikov
Oleg Levin

Special thanks are also extended to Dr Eugem Stroev, Rector of the Ryazan Medical University, for
providing the highly qualified data collectors that participated in the assessment, and Mr Gennadi
Merkulov, Head of Ryazan Oblast Administration, without whose cooperation this activity would not have
been possible Finally, thanks to Denisha Trouard and Julie McFadyen for their considerable contributions
1n processesing assessment data and producing this report

Producing a report, such as this one, that 1s to be read by both Russian and English-language readers, with
varying knowledge of pharmaceutical sector concepts and terminology, presented a significant challenge
What may 1mitially appear to be excessive use of defimtions, explanations and descriptions was felt by the
authors to be necessary in order to make the report understandable to a diverse group of readers
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I RPM ASSESSMENT METHODOLOGY

The Ryazan assessment has the following objectives

A

The USAID Mission will get an understanding of pharmaceutical sector problems
encountered n a typical Russian oblast Findings will be useful in developing a longer-
term strategy for the Russian Federation

Ryazan officials will be provided with a comprehensive report of the status of the local
pharmaceutical sector, and an options analysis to address problems identified in the
assessment

RPM will identify opportumties for future techmical activities 1 formulary
management/product selection, procurement and tender management, and drug information
development, 1n Ryazan Oblast, using NIS Add-on funds

The assessment will serve as the basis for a Ryazan Policy Options Workshop, to be held
1 November, 1994, n which RPM, USAID, and local and national health officials and
specialists will develop an implementation plan for addressing pharmaceutical system
problems 1n Ryazan

Assessment Personnel

The study team included the following members

Anthony Savelli MSH/Washington, RPM Core Staff Member/NIS
Add-on Project Manager

Jean-Pierre Sallet MSH/Washington, RPM Core Staff
Member/Management Information  Systems
Coordinator

Hilbrand Haak Therapeutics/Formulary Advisor

Olya Duzey Community Pharmacy/Drug Information Advisor

Andre1 Zagorski1 MSH/Moscow, RPM Coordimnator/Logistics

Advisor/Interpreter/Translator

Denisha Trouard MSH/Washington Senior Program Assistant

Data collectors consisted of pharmacists and epidemiologists, provided by the Ryazan Medical
University, the Pharmaceutical Commuttee, and Pharmacia  Their role was to conduct assessments
of health facilities and community pharmacies 1n four of Ryazan’s 24 rayons The names and
backgrounds of data collectors can be found in Annex Four
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B Data Collection Tools and Tracer Drugs

The data collection tools used in Ryazan were developed by modifying those used 1n earlier RPM
assessments  Four representatives from Ryazan attended a meeting at the MSH office
Washington DC to review and revise the document, to choose tracer drugs for health
facilities/warehouses and community pharmacies, and to choose health facilities and pharmacies
to be included 1n the survey The resulting assessment tool contained the following elements

Oblast Survey

1 Oblast Administration Questtonnaire

2 Oblast Administration Health Department Questionnaire
3 Pharmaceutical Commuttee Questionnaire

4 Community Pharmacy Administrative Questionnaire

Pharmacia®/Kiritsy Survey

Pharmacia/Kiritsy Questionnaire

Pharmacia/Kiritsy Physical Inventory and Stock Records Information Form
Pharmacia/Kiritsy Procurement/Price Analysis Form

Pharmacia/Kiritsy Tracer Drug List

Generic* Equivalency List

[V UV S

Rayon Survey

Hospital/Health Facility

Hospital/Health Facility Questionnatre

Hospital/Health Facility Physical Inventory and Stock Records Information Form
Hospital/Health Facility Procurement/Price Analysis Form
Prescribing/Dispensing Indicator Form

Hospital/Health Facility Tracer Drug List

Generic Equivalency List

Availability of Antibiotics Without Prescription Form

NN BN -

> State Enterprise Pharmacia of Ryazan Oblast (Pharmacia) 1s a public sector orgamization formed n
1993 through the merger of the admimstrations of Ryazan Pharmacia and the Oblast Pharmaceutical

Warehouses It 1s responsible for purchasing pharmaceuticals for public health facilities using oblast
funds

* The generic name 1s "the official name of a drug, regardless of the manufacturer” (Managing Drug
Supply, MSH, 1989) A drug may have several trade names, but only one generic name In Russia, drugs
are more frequently referred to by trade names- the name given to a drug by the manufacturer
Generically equivalent drugs are referred to as "synonyms" in Russia



RPM Russia Assessment 3

Community Pharmacy

8 Community Pharmacy Questionnaire

9 Community Pharmacy Physical Inventory and Stock Records Information
10 Community Pharmacy Procurement/Price Analysis

11 Prescribing/Dispensing Indicator Form

12 Community Pharmacy Tracer Drug List

13 Generic Equivalency List
Lusts of tracer drugs’ can be found on the following page

The generic names of drugs were used 1n the lists, rather than trade names For example, the
name "cimetidine," found mn both tracer drug lists, describes a well-known anti-ulcer drug used
mn Russia Cimetidine 1s the generic name of the drug, and 1s not related to a particular drug
manufacturer (The generic name 1s usually the International Nonproprietary Name (INN),
recommended by the World Health Organization)

Many different manufacturers produce products containing cimetidine, and each company assigns
its own trade name to these products In the 1993 edition of Pharmaceutical Agents
(Mashkovsky, M D ), over 20 different trade names, such as Tagamet, Histodil, and Ulcimet, are
listed as synonyms (generic equivalents), of cimetidine

When a drug 1s prescribed under one of these trade names, 1n many instances the implication 1s
that the prescriber 1s requiring, or, at least, recommending that the cimetidine product produced
by one particular manufacturer be dispensed or used, regardless of cost If the same physician
prescribed "cimetidine,” the dispensing pharmacist could use any cimetidine product available
Promotion of generic prescribing 1s, therefore, of particular importance in Russia, to assure that
the least expensive generic product available be dispensed

° Tracer drugs make up a lumted list of drugs, suggested by local specialists, as bemng important to
their health system, for which data are collected to assess the effectiveness of procurement systems and
logistics management
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Community Pharmacy Tracer Drug List

GENERIC NAME

Gentamicin
Indomethacin
Phenobarbital
Ampicillin
Pilocarpine
Paracetamol
Antthemorhoidal Suppository
Nifedipine
Clonidine
Digoxin
Furosemude
Senna
Salbutamol
Multiple Vitamin
Hydrocortisone
Drotaverine
Papaverine
Pancreatin
Bucarban
Cimetidine
Insulin
Sulfadimidine
Pyracetamum
Bromhexine
Amodarone
Nitroglycerine
Cotrimoxazole
Heparin
Tetracycline
Glibenclamide

STRENGTH

80 mg
25 mg
15 mg
250 mg
1%
500 mg

10 mg
015 mg
025 mg
40 mg

200 dose/10 ml
1%/3 gram
2%/2 ml

500 mg
200 mg

500 mg

400 mg

80 mg

200 mg

26 mg

400/80-100 ml
2,500 units/25 grams
100 mg

5 mg

DOSAGE FORM/ROUTE OF
ADMINISTRATION

Injection
Tablet
Tablet
Tablet
Eye Drops
Tablet

Tablet
Tablet
Tablet
Tablet
Tablet
Metered Inhaler
Tablet
Cream
Tablet
Injection
Tablet
Tablet
Tablet
(All types)
Tablet
Tablet
Syrup
Tablet
Tablet
Syrup
Omtment
Tablet
Tablet
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Pharmacia/Kiritsy & Health Facility Tracer Drug List

GENERIC NAME STRENGTH DOSAGE FORM/ROUTE OF
ADMINISTRATION
Ketamine 50 mg/10 ml Injection
Prednisolone 30 mg Injection
Gentamicin 80 mg Injection
Cefotaxime 1 gram Injection
Heparin 10,000 u/5 ml Injection
Furosemide 20 mg/2 ml Injection
Aminophylline 240 mg/ml, 10 ml Injection
Chlorpromazine 0025 mg/2 ml Injection
Pilocarpine 1% Eye Drops
Epinephrine 1 mg Injection
Diphenhydramine 10 mg/1 ml Injection
Lidocaine 2%/2 ml Injection
Drotaverin Injection
Papaverine 2%{2 ml Injection
Vitamin K 10 mg Injection
Vincristine 05 mg Injection
Vinblastine 5 mg Injection
Ampicillin 250 mg Tablet
Indomethacin 25 mg Tablet
Phenobarbital 15 mg Tablet
Antihaemorrhoidal Suppository
Nifedipine 10 mg Tablet
Clonidine 015 mg Tablet
Digoxin 025 mg Tablet
Amutriptyline 25 mg Tablet
Pancreatin Tablet
Cimetidine 200 mg Tablet
Salbutamol 200 dose/10 ml Metered Inhaler
Hydrocortisone 1%/3 gram Cream
Paracetamol 500 mg Tablet
Insulin All Types
Tetracycline 100 mg Tablet
Glibenclamide 5 mg Tablet
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C Data Collection Methodology

The assessment mvolved two main types of surveys, an oblast survey, and a rayon survey The
format for the two surveys 1s presented below

Oblast Survey

In Ryazan Oblast, members of the study team conducted interviews with representatives of

Oblast Administration

Oblast Administration Health Department
Pharmaceutical Commuittee

Ryazan Pharmacia

Federal Warehouse at Kiritsy

Ryazan Medical University

Ryazan Oblast Hospital

Private sector pharmaceutical firms

Team members also conducted iterviews with officials in the Skopinski and Korablinski rayons
to gain general knowledge of the pharmaceutical sector in rayons

Oblast information was obtained through

Rayon Survey

Interviews, using the following questionnaires

Oblast Administration Questionnaire

Oblast Administration Health Department Questionnaire
Pharmaceutical Committee Questionnaire

Community Pharmacy Administrative Questionnaire
Pharmacia/Kiritsy Questionnaire

¥ ¥ ¥ ¥ ¥

Assessment of conditions and equipment 1n institutions

Data collection from documents and records

At health facilities (hospitals and clinics), and community pharmacies, data collectors

completed general questionnaires, by interviewing appropriate physicians and/or
pharmacists

collected data on tracer drugs used to analyze the availability of drugs, and the
effectiveness of procurement, and inventory control activities Different tracer

drug lists were used 1n health facilities and community pharmacies

observed and collected data on prescribing and dispensing practices
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A complete list of health facilities and pharmacies visited can be found in Annex Five Data
collectors also collected stock level, procurement, and inventory control data for tracer drugs at
Pharmacia and the Pharmaceutical Warehouse at Kintsy

Rayon information was obtained through

. Interviews, using the following questionnaires
* Hospital/Health Facility Questionnaire
* Community Pharmacy Questionnaire
. Assessment of conditions and equipment at selected institutions
. Data collection from records
. Observation of health worker-patient interactions

The assessment team collected data in the following rayons

. Ryazanski

. Korablinsk1
. Spasski

. Skopinski

Classroom training for data collectors was conducted in the use of Hospital/Health Facility and
Community Pharmacy questionnaires on the premises of the Oblast Hospital Ryazan city
hospitals and community pharmacies were used for practical training

D Description of the Assessment Process

Planning Meeting

An assessment planning meeting was held in Washington D C May 9-13, 1994 The following
mdividuals participated n the meeting

. Jmm Rankin, MSH RPM Director

. Tony Savelli, MSH NIS Add-on Project Manager

. David Lee, MSH Drug Information Specialist

. Andre1 Zagorski MSH/Moscow Logistics Coordinator

. Dmitnn1 Voronkov, Chief Physician, Ryazan Oblast Hospital

. Gennad: Kotov, Head of Automation Department of Ryazan Pharmacia

. Valentina Grechenko, Head of the Ryazan Oblast Pharmaceutical Commuttee

Valentina Makarova, First Deputy Rector of the Ryazan Medical University, and Oleg Levin,
Head of the Automation Division of Pharmedinfo, were also invited, but were unable to attend
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The purpose of the meeting was to

Field Work

review and revise the assessment tool 1n preparation for production of the English
and Russian-language versions,

select 20-30 tracer drugs for study 1n

* warehouses, hospitals, health centers and polyclinics
* community pharmacies,

select approximately 40 health facilities, including hospitals, polyclinics, health
centers, and community pharmacies, to be surveyed as part of the assessment
process,

select oblast officials to be interviewed during the assessment, and

discuss logistics arrangements, such as ground transportation and
accommodations

An assessment advance team, consisting of Jum Rankin and Tony Savelli met Andre1 Zagorski in
Russia on 16 May, to

brief USAID/Moscow and Pharmedinfo on the assessment,

brief Ryazan oblast and rayon officials on the assessment,
distribute Russian language versions of the assessment document,
select and train data collectors,

finalize tracer drug lists, and

request additional oblast morbidity data from Oblast Admunistration

Data collectors began work on 23 May Remaining assessment team members arrived on 23 May,
and 30 May A rayon survey debriefing session was held on 3 June, in which RPM team
members reviewed and clarified submitted data with data collectors Final assessment debriefings
were held with oblast officials on 8 June, and with USAID/Moscow and Pharmedinfo on 9-10
June The team departed Russia on 11 June
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Summary of Findings- Pharmaceutical Indicators®

At the core of the RPM assessment process 1s the use of "indicators " An indicator 1s a question
that can be answered with a quantifiable response, or numerical value, which provides nsight into
the status of an area being mnvestigated For example, an indicator 1n the pharmaceutical sector
mught be "In a sample of 30 patients, what percentage received an antibiotic?" In this example,
a clinic may decide that 20% 1s a critical level- if the percentage of patients receiving antibiotics
15 greater than this level, a prescribing problem may exist, and the situation should be mvestigated
further

Indicators are routinely used mn United States hospitals as a means of evaluating patient care and
services 1 quality assurance programs In these situations, acceptable responses to indicator
questions are established prior to the use of the indicator Although the term "indicators" 1s used
1n this report, 1t should be noted that "standard measurements” 1s a more accurate description since
"acceptable responses” for measurement of RPM indicators have not been established

Four general critena used to develop indicators are
. Importance-indicators should reflect an important dimension of performance

. Measurability-indicators should be measurable, within constraints of time and
resources available for data collection

. Reliability-indicators should be reliable over time and with different observers
. Validity-indicators must allow for consistent and clear interpretation

Taken alone, a given indicator provides limited information, therefore, there are two on-going
efforts directed at developing sets, or matrices, of indicators which will measure the status of
public-sector pharmaceutical systems The World Health Orgamization (WHO) Drug Action
Programme (DAP) 1s developing a large set of indicators which can be used by member countries
for self-assessment  The other effort 1s by USAID, through the Latin Amencan and
Canibbean/Health and Nutrition Sustamability Contract (LAC/HNS) In this work, 32 indicators
were tested mn Guatemala, Ecuador, and Jamaica In addition, through the RPM Project, the
idicators were field-tested 1n Ghana, the Eastern Caribbean, El Salvador, Nepal and Mozambique
In March 1994, the list was revised, resulting 1n 42 indicators This assessment represents the first
field-test of the new indicators developed by RPM

The drug utihzation indicators used i the RPM/LAC-HNS matrix were developed by the
International Network for Rational Use of Drugs (INRUD) to quantfy drug utilization in
outpatient health facilities These indicators have been adopted and published by the WHO Drug
Action Programme

® Indicators are elements or standards used to monitor and compare pharmaceutical systems
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The full set of indicator results from Ryazan are presented below, with the indicators identified
by italics The meaning of individual indicator results are discussed 1n appropriate sections of the
report The data collection methodology for each indicator can be found in the manual,
Pharmaceutical Indicators A Methodology for Rapidly Assessing Key Aspects of Drug System
Performance This manual has been translated into Russian

Policy, Legislation and Regulation
Existence of a National Drug Policy Approved by Government

Russia does not have a National Drug Policy containing guidelines pertaining to areas such as
import of drugs, labeling, advertising, or prescribing However, as shown below, virtually all of
these areas are addressed 1n a number of separate decrees, laws, and regulations wrtten by the
MOH of the USSR and the Russian Federation

Existence of Comprehensive Drug Control Legislation and Regulations

Comprehensive federal legislation and regulations exist goverming drug control in Russia,
including the 1993 Law Concerning Basics of Legislation of Public Health Protection of the
Population This law outlines responsibilities at state and local levels 1n providing public health
services, including the functions of different types of health facilities The Federal Law on
Medical Insurance addresses general 1ssues In filling the needs of the population for drugs Other
regulatory documents cover drug prescribing, dispensing, imports, exports, manufacturing,
distribution, storage and sale of drugs, and protection of patient rights Individual oblasts do not
have the authority to 1ssue laws on these subjects, but can issue regulations

Presence of Unregistered Drug Products in a Sample of Private Sector Sales QOutlets
The study team was unable to collect data for this indicator
Information Retrieval from Drug Registration Information System

At the federal level there 1s a computenized drug registration database A computerized database
of drugs registered 1n Russia was purchased by Ryazan Pharmacia from Rospharmacia, and 1s
available at Pharmacia The version currently used by Pharmacia 1s from 1993

A manual information system exists in the form of a Register of Drugs in Russia (ed Y F Krylov,
1993) Pharmacia has a copy of this document, but the system was not tested during the
assessment The register contains drug names, manufacturers, and their dates of registration
Registration expiration dates are not mcluded It 1s unknown how often the register will be
published, but 1t was updated 1n 1994 Copies of the register are available 1n the Oblast Scientific
Medical Library, pharmacies, and health faciliies At the federal level, there 1s a State Register
of Drugs Pernutted to be Used in Medical Practice and Production, but this 1s not disseminated
to the oblast level
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Law Regarding Generic Substitution

A procedure, established by the MOH of the USSR, allows for generic substitution by pharmacists
when a drug 1s prescribed by proprietary name, without consulting the prescribing physician,
unless the prescribing physician specifies that substitution should not be done

In practice, physicians rarely prescribe drugs by generic name, and patients usually request that
prescriptions be filled as written

Formulary/Essential Drugs List
Number of Drugs on National Formulary List

Russia does not have a National Formulary List which defines drugs which can be legally
prescribed

Existence of a Sub-set Essential Drugs List
Ryazan Oblast currently uses two Essennial Drugs Lusts, drafted for different purposes

1 The 1992 Essential Drugs List, modeled after the WHO EDL, to be used for
prioritizing domestic production and procurement needs

2 Order #16, 1993- List of Essential Drugs to be Sold at 50% Discount, contains
241 products This list, included m Annex Six, 1s primarily used by pharmacies
when dispensing drug, and at the administrative level, to determine drug budgets
for exempt patients

In 1994, the Head of Ryazan Oblast Administration 1ssued a decree on "Rationalization of Drug
Sales in Ryazan Oblast,” including a subset Essential Drugs List containing approxmmately 300
drugs that should be present mn all pharmacies

Existence of a National Drug Formulary Manual Providing Basic Drug Information for
Prescribers, Revised Within the Last Five Years

As stated above, Russia does not have a National Formulary List Similarly, a manual does not
exist

7 A formulary list 1s a list containing all drugs approved for use m public sector facilities”
(Pharmaceutical Indicators A Methodology for Rapiudly Assessing Key Aspects of Drug System
Performance MSH, 1994) It should be noted that the concept of "formulary 1s not widely understood
in Russia A formulary manual provides information beyond a list of drugs, such as utilization guidelines
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Presence in Public Sector Health Facilities of an Edition of the National Formulary or Essential
Drugs List Manual

The Russian Essential Drugs List was found 1n 71% of public health facility dispensaries surveyed
during the assessment

Existence of a Drug Information Center which is Officially Recognized by the Ministry of Health

Within Ryazan Oblast, Pharmacy #137 1s officially recognized as a drug information center for
Ryazan City It should be noted that in the local context, "drug information” refers primarily to
the availability of drugs, and not to dissemnation of climical information

Generally, large hospitals 1 Russia have a Drug Information Pharmacist® (Provisor Informator)
Public Sector Budget and Finance
Public Sector Budget or Expenditures on Pharmaceuticals, $ US Per Capita

In January 1994, the 1994 ruble drug budget for Ryazan Oblast was set at 20,357 mullion rubles
($10,178,500) Additionally, $ US 1,067,000 has been budgeted for hard currency drug purchases
Based on a population of 1,336,000 persons, total per capita expenditures budgeted for 1994 are
$ US 841

In 1993, 3,082 mullion rubles ($ US 2,568,333), and $ US 2,500,000 in hard currency were spent
on drugs, or $ US 3 79 per capita

Lower Ryazan drug expenditures 1n 1993 than 1994 1s consistent with the rest of Russia Exact
expenditures for other oblasts, and for the whole Russian Federation, are not available

Existence of a System of Recovering Costs of Drugs Dispensed in Public Sector’

Hospital patients recerve drugs free of charge Patients recerving prescriptions at public health
clinics generally have them filled at community pharmacies, where patients pay for drugs, with
the exception of exempt patients The schedule for exemptions 1s discussed in detail later in the
report In the community pharmacy system, patient payments for prescriptions are retamed at the
pharmacy level, and used to cover operating expenses and drug procurement

§ In the English text of this report, the word "pharmacist” will be used for the Russian "provisor”,
and "pharmacy technician" will be used for the Russian "pharmacist”, unless otherwise noted A
pharmacist 1n Russia completes five years of higher education

? Defined as "any system which supports drug supply costs by charging patients for all or part of the
costs of the drugs dispensed to them (Larin American and Canbbean Health and Nutrition Sustainabiliry
Pharmaceutical Indicators A Methodology for Rapidly Assessing Key Aspects of Drug System
Performance)
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Percentage of Patients Paying a Charge for Drugs in Public Sector Health Facilities

In 31 surveyed community pharmacies, 53 8% of the patients observed contributed to payment
of prescriptions One pharmacy (Pharmacy #1) estimated that 25-30% of all prescriptions filled
are dispensed at no charge

Percentage of Total Government Recurrent Budget Used for Muustry of Health

In 1993, the total oblast budget was 137,114 million rubles Expenditures on oblast health were
27,996 million rubles ( 20 4% of the total oblast budget)

Percentage of Total MOH (Oblast Admuruistration Health Department) Recurrent Budget Used for
Pharmaceuticals

The Oblast Administration Health Department estimates that 10% of their budget 1s used for the
purchase of pharmaceuticals In 1993, 27,996 mullion rubles ($ US 23,330,000) were spent on
health, including personnel The amount spent on drugs using the ruble budget, was 3 082 million
rubles ($ US 2,568,333), or 11% of the health budget It should be noted that, additionally, $ US
2,500,000 1n hard currency was spent on drugs, but these funds were provided from the Oblast
Hard Currency Fund, which 1s not part of the health budget Total expenditures for drugs was $
US 5,068,333

Public Sector Pharmaceutical Procurement

Existence of Policy Limiting Public Sector Pharmaceutical Procurement to the National
Formulary List

As there 1s no National Formulary List, such a policy does not exist Russian law states that only
drugs registered 1in Russia may be purchased Ryazan Pharmacia uses the 1992 Russian Essential
Drugs List to prioritize procurement, although 1t does not follow specific guidelines in doing so

Coverage by a Centralized System for Routine Procurement of Public Sector Drugs

Within Ryazan Oblast, a centralized system exists for the routine procurement of drugs for public
sector facilities, through Pharmacia The percentage of total public sector procurement done by
Pharmacia was not available

Percentage of Average International Price Paid for a Set of Tracer Drugs Used to Treat Common
Duseases

For the 18 tracer drugs for which Pharmacia procurement information was available, the average
1ssue unit cost for the last procurement of each drug was 96% of costs found 1n the 7993-94
International Drug Price Indicator Guide
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Percentage of MOH Drugs Centrally Purchased Through Competitive Tender'

Competitive tenders have not been used for drug procurement to date in Ryazan Oblast
Purchases are generally made by negotiating prices directly with suppliers

Public Sector Pharmaceutical Logistics

Percentage of Inventory Varwation n the Stock Record Keeping System

The accuracy of two Pharmacia stock record keeping systems (manual ledger and computer) were
assessed by comparing actual inventory levels of tracer drugs to the most recent figures found mn
the record keeping systems Average variation using the ledger system was 0 07% The computer
system was less accurate, with 5 0% vanation

Percentage of Stock Records that Correspond with Physical Count

Actual and stated mventory levels were 1dentical for 87% of tracer drugs using the ledger, and
97% using the computer system

Availabiity in Public Sector Health Facilities of a Set of Tracer Drugs Used to Treat Common
Diseases

In community pharmacies, 30% of the tracer drugs were 1n stock In health facilities, 33% of the
tracer drugs were 1n stock

Average Percentage of Time Out of Stock of a Set of Tracer Drugs

In 1993, tracer drugs were out of stock 9% of time 1n community pharmacies and 8% of the time
1n health facilities

Number and Value of Expired Drug Products in Stock

Two expired drugs were found 1n the survey of public health facilities and community pharmacies
The total value of the expired drugs was $ US 6 15

Drug Utilization and Patient Access

Population Per Public Health Facility which Dispenses Drugs

With a population of 1,336,000 million people, and 1,401 public health facilities that dispense
drugs, the population per public health facility that dispenses drugs 1s 954 It should be noted,

however, that the Russian healthcare network contains many highly specialized facilities, many
of which do not carry a wide range of drugs

19 "The procedure by which competing bids are solicited for a particular contract " (Managing Drug
Supply, MSH, 1989)
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Average Number of Drugs Prescribed Per Curative Encounter

In the community pharmacy survey of 31 facilities, the average number of drugs prescribed per
curative encounter was 1 96

Percentage of Drugs Prescribed by Generic Name
In the community pharmacy survey, 42 8% of drugs were prescribed by generic name
Percentage of Patients Recerving Injections

The percentage of patients receiving injections in the community pharmacy survey was 34 9%
Percentage of Patients Receiving Antibiotics

The percentage of patients receiving antibiotics in the community pharmacy survey was 26 6%
Percentage of Prescribed Drugs Which Are Dispensed

One the best indicators of the effectiveness of a pharmaceutical supply system 1s the availability
of drugs at the patient level In the community pharmacy survey, 69 6% of drugs prescribed were
actually dispensed

Product Quality Assurance

Number of Drug Products Tested by Muustry of Health in Ryazan Oblast, During the Past Year
(1993)

The Ryazan Oblast Quahty Control Laboratory (Pharmcontrol) performed 8,031 tests during the
past year, although, the exact number of drug products tested 1s unknown Most tests were done
on products compounded 1n pharmacies The exact breakdown of the types of tests conducted can
be found 1n the section on Quality Control

Use of WHO Cerufication Scheme
The WHO Certification Scheme 1s not used 1n Ryazan Oblast
Existence of a Functioning System for Reporting Product Quality Complaints

An MOH form exists for reporting product quality problems Forms are forwarded from oblasts
to the State Quality Control Inspection of the MOH This organization has the authonty to take
actions such as ordering the closure of drug manufacturing facilities, and mitiating drug recalls
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Prwvate Sector Pharmaceutical Activity
Population Per Private Sector Drug Sales Outlet

With an oblast population of 1,336,000, and 27 registered private sector drug outlets, the
population per outlet 1s 49,481

Number of Drug Outlets Per Government Drug Inspector

Ryazan Oblast has 20 drug facility inspectors, and 27 registered private sector facilities where
drugs are dispensed, for an average of 1 3 outlets per inspector

Number of Inspections Made in One Year Period for Manufacturers, Distributors and Retail
Outlets

Since 1ts inception in November, 1993, the Pharmaceutical Commuttee made twenty inspections
of private sector facilities, 1 approximately seven months

Value of Total Private Sector Pharmaceutical Sales, $ US Per Capita

The value of private sector pharmaceutical sales in Ryazan Oblast 1s unknown

Total Value of Drug Market, Public and Private Sector, $US Per Capita

The total value of the drug market 1s unknown

Percentage of Products on National Formulary List Currently Manufactured in Country

Russia does not have a National Formulary

Prices of Tracer Drugs in Private Sector

Data on private sector drug prices was not collected

Existence of Price Controls for Drugs

Price controls exist for both domestically'' produced and imported drugs At the time of the
assessment, the following regulations were n effect, for domestically produced drugs, the

producer’s selling price could not be greater than 30% above the production cost The total
markup above the manufacturers selling price could not exceed a total of 50%

"' Drugs produced 1n republics of the Former Soviet Union are considered to be domestic, if they are
produced using technology developed within the Soviet Union
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For imported drugs, the purchasing company was restricted 1n setting a selling price within Russia
by the Ministry of Finance and the State Commuttee on Prices After the first selling price within
Russia was established, total markup could not exceed 50% of this price

New legislation introduced in August 1994, changes this mark-up structure The changes are
explamed 1n the section on Finance

Availabihity of Antibiotics Without Prescription

In 19 surveyed community pharmacies, antibiotics could be purchased without a prescription m
17 pharmacies (89 5%)
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II

OBLAST ADMINISTRATION HEALTH DEPARTMENT CONCERNS RELATED TO
PHARMACEUTICAL MANAGEMENT

During the first RPM visit to Ryazan 1n February, 1994, Mr Valentine Dykin, Head of the Ryazan
Oblast Admmnistration Health Department, and Mr Andrer Tarasov, Deputy Head of Ryazan
Oblast Admunistration, 1dentified the following pharmaceutical sector problems areas being
considered by health officials 1n the oblast

Availability of essential drugs,

Inappropriate prescribing,

The need to modify the drug pricing structure,
High prices being paid for foreign produced drugs,
Procurement of drugs of poor qualty, and

Receipt of drug donations without adequate drug information

Relative to possible RPM technical activities, Mr Dykin expressed interest in RPM assistance mn
the following areas during the assessment

Develop Standard Treatment Protocols through a careful study of oblast morbidity
statistics

Create a Drug Information Center to improve access to information on drugs

Create regulations that permut procurement of drugs of acceptable quality at the
lowest possible price

Examune the current system of drug distribution to public health facilities through
community pharmacies and determune 1f this system can be improved, or 1f an
alternate system can be adopted

Improve the traming of physicians n drug use, particularly for foreign drugs

Enhance the role of clinical pharmacologists i the delivery of health care by
changing educational policies
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1 ACTIVITIES OF OTHER DONORS AND INTERNATIONAL AGENCIES IN RYAZAN

Other than the RPM Project, there are no major donor technical assistance projects 1n the health sector in
Ryazan Oblast USAID will send 18 representatives from Ryazan to a series of "Pharmaceutical Secunty"
courses 1n the United States during 1994

The Russian Red Cross has provided drugs to the oblast in the form of humanitarian assistance shipments
The Red Cross 1s also mvolved 1n carrying out a program that provides health care to the elderly In
1993, humanitarian assistance, n the form of drugs, vitamins, and medical equipment, was received 1n
Ryazan from various rehgious groups and orgamizations from the Umited States, Sweden, Japan, and
Germany The value of donated drugs was not known, but the Oblast Administration Health Department
reported that the figure was neghgible compared to 1993 expenditures for drugs

Ryazan Oblast has an ongoing relationship with the city of Munster, Germany In 1989, a Protocol of
Intention was signed by the mayors’ offices of Ryazan and Munster, to collaborate in the areas of
education, medicine, and culture Within the framework of the Ryazan-Munster partnership, Ryazan
Oblast Hospital, and the Oblast Children’s Hospital receive donations of anti-leukemic drugs The
Munster Hospital also provides educational programs for physicians from the Oblast Hospital

The World Bank, and the European Economic Community have made loans available to Russia for the
procurement of pharmaceuticals Pharmimex, a wholesale company and importer operating at the national
level, has managed the procurement with these funds, and has provided drugs to Ryazan Pharmacia
through 1ts warehouse network, however, Ryazan receives no special preference or attention in such
programs
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v

GAPS AND POSSIBLE RPM ASSISTANCE

As outlined 1n the NIS Add-on Project proposal, RPM 1s expected to work 1n the following technical areas

in Ryazan
. formulary management/product selection,
. procurement and tender management, and
. drug information development

The RPM NIS Add-on will address these areas through skalls transfer to local counterparts, and provision
of equipment, with training, 1f appropriate The exact program of activities will be determined during the
Ryazan Policy Options Workshop, during which RPM will discuss report findings with local, national, and
mternational specialists, and local policy makers

This section will summarize gaps 1n the Ryazan pharmaceutical system, and present an 1llustrative program
of activities 1n each area The suggested activities are mtended to serve as a point of departure for
discussions at the workshop, rather than concrete recommendations

Each section contains an overview of why the technical area 1s important to the drug supply system,
followed by related problems 1dentified in Ryazan Oblast An 1llustrative program of activities to correct
identified problems 1s then presented

A Product Selection and Formulary List Development

A critical first step 1n reducing drug costs and maximizing the therapeutic benefit of public sector
expenditures on drugs 1s rational selection of drug products This process may be termed
"formulary management" (or in some contexts, development and use of an "essential drugs list")
The formulary management process has been refined 1n the United States over the past 25 years,
in public and private sector pharmaceutical programs One reason for the mmplementation of
formulary systems 1n western countries 1s the development and marketing of expensive new drugs
that frequently offer only small advantages over less expensive, older products The introduction
of new cephalosporin and thrombolytic drugs have particularly drawn attention to the need for
restrictive formularies, and the effectiveness of the formulary process 1n reducing costs without
sacrificing the quality of patient care

In the international arena, the concept has been developed under the rubric of essential drugs lists
since the early 1980’s No matter what the terminology, the essence of cost-effectiveness in
pharmaceutical procurement and use involves restricted procurement, based on limited lists of the
most cost-effective drug products 1n each therapeutic category Cost-effectiveness encompasses
not only the procurement price of the drug, but the selection of drugs that are efficacious and
appropnate for the morbidity profile of the target population The formulary management process
should include drug use review, adverse drug reaction monitoring, and the establishment of
therapeutic substitution guidelines A formulary list 1s the starting point for the development of
a formulary manual that provides prescribers, pharmacists and nurses with basic drug information
on drugs approved for use in the oblast
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Russwan Essential Drugs List, while useful in prioritizing procurement, are not restrictive
Likewise, the Ryazan subset Essential Drugs List stipulates drugs that should be present in
pharmacies, but does not restrict procurement Neither effort will ensure cost-effective
procurement, as defined above

The formulary development process must, in order to be effective and sustainable, nvolve
practitioners at all levels of the system, and clearly communicate the need and rationale to
providers and patients

Findings Indicating the Need for Reform 1n Product Selection and Formulary Development

Ryazan Oblast does not have a locally developed formulary list or manual that restricts
drug procurement and use and provides basic drug information

Some drugs currently used 1 the oblast are of unproven efficacy Others are probably
not the most cost-effective therapeutic choices

The availability of rubles and hard currency for drug procurement 1s limited Termnation
of current federal government subsidies will result 1n higher drug prices at the oblast level,
increasing the need for cost-effective procurement

There are currently 37 private sector wholesale drug companies 1n Ryazan Oblast, which
represents a substantial increase mn the last year, and has resulted 1n the introduction of
many products which were previously unknown in Ryazan

The rapid introduction of new drug products has created a gap between the need for drug
information by prescribers, and the availability of unbiased sources of information The
formulary process helps to ensure that the mntroduction of new drugs 1s accompanied by
the provision of necessary information, training and education

Possible Program of Activities

1

Familianize local decision makers with formulary management concepts and establish a
locally appropnate formulary list

In cooperation with the Pharmaceutical Commuttee, identify appropriate commuttees and
working groups for formulary development and management, and work with those
counterparts to

a Expand access to and use of, current western drug information

b Identify priority therapeutic needs through examunation of local
morbidity/mortality statistics as well as past utilization patterns

c Identify a list of drugs to address basic needs, while also 1dentifying
drugs now i use which are not suitable for mclusion based on world-
wide experience



22

RPM Russia Assessment

d If appropriate, provide computer(s), software and tramming for use 1n
developing and mamtaining an oblast formulary list

e Assist as necessary in promoting official adaptation of the formulary list

f Establish mechamisms for requesting and obtaining non-formulary drugs
needed for specific patients

g Launch a program of adverse drug monitoring, and incorporate and
modify current drug use review efforts for inclusion in the formulary
maintenance process

h Establish, and regularly review and revise approved therapeutic
substitutions, based on drug availability and cost

1 Establish mechamsms to ensure that health professionals are updated on
formulary changes, including the provision of information, or education
needed to properly utilize new drugs

B Procurement and Tender Management

Under the former Soviet system, planning and carrying out drug procurement was a centralized
function in which drugs were acquired largely from domestic or East European manufacturers
Oblast Pharmacias dealt primarily with designated manufacturers in the USSR Consequently,
current managers at Pharmacia, the Pharmaceutical Warehouse in Kiritsy, health facilities and
pharmacies, have limited management experience 1n such crntical tasks as accurately estimating
order quantities, using competitive procurement techniques such as tendering, and monitoring
supplier performance Additionally, these managers are not familiar with options for national or
mternational procurement

Findings Indicating the Need for Reform in Procurement and Tender Management

. The oblast "Commussion for Drug Needs Estimation 1n Purchasing” works on an ad-hoc
basis The process of determimning drugs and quantities to buy involves the use of
consumption and morbidity data, but the process 1s done manually and without the use
of standard formulas

. Drug purchases by Pharmacia are made through negotiation with drug distributors and
manufacturers Competitive tendering procedures have not been utilized

. Unexpected drug purchases from private sector suppliers by pharmacies could potentially
result 1n overstock situations at Pharmacia

. Establishment of a routine procurement cycle by Pharmacia 1s not possible, due to the
unpredictable receipt of funds

° Prepayment of orders from domestic and international suppliers leaves Pharmacia little
recourse 1f problems occur with shipments
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. The computer system available at Pharmacia 1s not used to monitor orders placed for
drugs from suppliers, or as a tool to monitor supplier performance

. Under current regulations, receipt of drugs by Pharmacia without an invoice causes
unnecessary delays 1n distribution

. Some drugs received with quality certificates are subject to testing by the Oblast Quality
Control Laboratory, for which Pharmacia must pay

. With high nflation, sale of drugs by Pharmacia and pharmacies, based on purchase price,
rather than replacement cost, may not generate sufficient funds for procurement and
operating expenses

. For the top 50% (by value) of domestic and imported drugs purchased by Pharmacia from
1 October 1993, through 1 Apnl 1994, 71 out of 73 (97%) were out of stock at the
beginning of the reporting period Twelve of 73 (16%) were out of stock at the end of
the period At the time of the assessment, 24 of 33 (73%) of tracer drugs were 1n stock
This data 1s an indication that buffer stocks are not being achieved

. Clients report long delivery times 1n getting drugs from Pharmacia
Possible Program of Activities

To help overcome these deficiencies, RPM can collaborate with local counterparts to transfer basic
procurement skills through training and technical assistance

1 Identify options to promote rational and competitive domestic and international
procurement practices for drugs, given existing financial constrants Domestic
options may include procurement within Ryazan Oblast, and other parts of
Russia

2 Establish a selection and quantification system which employs ABC analysis,
VEN analysis, international price lists, and quantification methodologies based on
consumption and morbidity Determine the exact role of the Russian Essennal
Drugs List in priornitizing procurement, after careful analysis of its content

3 In cooperation with local counterparts, conduct a quantification of oblast drug
needs, using the MSH-developed Drug Estimation and Monitoring System (DEM)
software, after modification based on local needs Conduct tramning 1n the use of
the software

4 Establish a system for tendering and screeming for quality control of products
usmg an optimal mix of manual and computenized tracking systems Assist 1n
developing forms and documents necessary to monitor domestic and international
procurement These documents may mclude Tender Announcements, Vendor
Registration forms, Supplier Evaluation and Monitoring forms, Tender Lists (with
instructions for tenderers), Adjudication forms, and Procurement Contracts
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5 Provide computer(s) and nstall suitable microcomputer based software such as
INVEC (procurement and inventory management) and/or ECPRO (centralized
procurement), developed for use 1n other projects

6 Assumung that local officials decide to introduce competitive procurement
techmques, RPM can assist as follows

a Help to publish notifications of impending tender, to begin the
process of supplier selection Provide detailed instructions for
providing Vendor Registration forms 1n response to inquiries

b Assist with qualifying domestic producers, and 1dentifying and
quabifying 1nternational pharmaceutical vendors, based on
documented performance and proper completion of Vendor
Registration forms, and based on ability to work within financial
mechanisms available

c Assist with completing tender documents, and mailing the
documents to qualified vendors Assure system 1s 1 place to
recerve and manage tender submissions from vendors

d After tenders are received, help evaluate and adjudicate the
tender, and place orders for pharmaceuticals Put systems in
place to momtor order status and follow-up with problems
encountered

e Provide a summary report describing results of the procurement
effort, along with recommendations for follow-up technical
assistance which may be needed to sustamn improved procurement
management systems

C Drug Information Development

A main goal of improved drug mformation services 1s to improve the prescribing and use of
drugs The use of drugs of questionable efficacy can also be prevented or reduced by providing
unbiased drug information Availability of up-to-date information on drugs, in formats appropriate
to local situations, 1s a precondition to success in such key activities as the selection of cost-
effective products, formulary development and management, and procurement from international
sources

It 1s not, however, realistic to only translate existing English-language drug information
monographs and distnibute them with the expectation that this material will be useful to all
audiences or cover the drugs applicable to Ryazan

Local experts in drug information were 1dentified during the assessment, as well as several
possible venues for a future drug information center In the technical activity phase, an overall
framework for conveying drug information must be defined, including the different audiences that
require such information, as well as the formats and technical content approprate for each
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audience RPM, local contractors and counterparts may then work together to modify the USP
drug information database to fit local requirements, and to translate the material into Russian,
again 1n a manner suitable for local needs Drug information development priorities will be based
on the revised formulary list developed with RPM assistance During the process, local capacity
to adapt and update required drug information will be created and sustamed This will include
providing the necessary computer equipment and software, and traming for local staff

The most highly developed system i Ryazan for providing information to practitioners 1s the
Oblast Scientific Medical Library system The mstitution 1s government-funded, resulting in a
relatively stable orgamization that 1s likely to survive this period of uncertainty Several staff
members are computer-literate and could adapt to technological innovation

Publications produced by the library provide hospitals with information through satellite libraries
Most drug information activities seem to be aimed at physicians It 1s not known to what extent
pharmacists or other health professionals have access to new information Pharmacists are at a
particular disadvantage without current mformation, since they must make substitution
recommendations and decisions Provision of information to pharmacists would enhance their role
1 promoting rational drug use

At Pharmacia, the Provisor Informator coordinates provision of drug information, including a
quarterly "Information Day on Drugs" for physicians However, financial constraints in recent
years have resulted 1n reduced access to current written information, and a decrease 1n services

The Central Resource Bureau provides information on the availability of drugs in the oblast, but
1t 1s not a ready source of chnical information to professionals or patients Financial constraints
have also threatened the viability of this resource center

The Ryazan University Medical Library 1s the largest source of drug information, but 1s mainly
a resource for academics and students

Findings Indicating Need for Improvement in Drug Information Development

. The Central Resource Bureau functions primarily as a center for information on drug
availability  As the oblast drug supply situation stabilizes, emphasis can be placed on the
provision of clinical drug information This facility comes the closest to the US concept
of a drug information center, 1n that 1t 1s a site where interested parties can obtain
information by telephone from a specialist with access to a body of current imnformation
assembled for that purpose

. Drug manufacturer representatives appear to be a frequent presence i the oblast
providing biased information on their products to procurement decision makers and
prescribers

. Ryazan Oblast does not have a formulary manual that provides basic information to

prescribers, and many prescribers do not have ready access to accurate and current
information

. There are very limited drug information activities aimed at patients
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. Funds for procurement of new drug references and periodicals are not readily available
. There 1s ltmited access to Russian translations of foreign literature on drugs
. Access to current, unbiased drug information is necessary in developing Standard

Treatment Guidelines
Possible Program of Activities

The MSH RPM Add-on does not include funding to carry out a comprehensive program to
develop drug information services in Ryazan MSH can conduct necessary prelimmary
mvestigations to define information needs, in concert with drug selection activities described
above Further activities, such as extensive translation of English-language drug information
references, or establishment of a drug information center, are contingent on funding being
provided to the USP cooperative agreement MSH can assist local counterparts to do the
following

1 Ident:ify appropriate local counterparts to form a drug information advisory group,
and develop a work plan for drug information development

2 Compile profiles of current drug use practices, using tools such as the RX
software and the WHO-DAP/INRUD methodology

3 Assess resources currently available and define local drug information needs for
all levels of the system, based on mput from local experts

4 Identify a list of drugs on which information 1s most urgently needed, based on
an oblast formulary hst

A USP program of activities has been proposed that continues these first steps

5 Adapt existing U S Pharmacopeia drug information monographs and develop new
monographs to suit local needs

6 Translate completed monographs into Russian

7 Provide Russian translation of USP DI in CD-ROM format
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8

10

11

12

13

As stated above
USAID funding

Produce a drug formulary manual, for use by Ryazan physicians, pharmacists and
nurses as a ready source of information, using the drug information material
developed throughout the process

Develop standardized treatment protocols for the oblast morbidity pattern by
adapting available national guidelines

Develop drug utilization review gumdelines, using the USP DI Drug Utilization
Review framework, and launch a Drug Utilization Review (DUR) program
designed to help ensure that selected drugs are prescribed, dispensed, and
administered properly, including

. recently introduced drugs,
. frequently used drugs,
. drugs that have been 1dentified with problems 1n the past, such

as drugs with significant side effects,

. drugs routinely used for high risk patients such as children and
the elderly, and

. expensive drugs

Establish a central eblast drug information center by

. Identifying the most appropniate site for the center,
. Selecting and securing equipment for the center,
. Providing necessary tramning to staff

Establish secondary oblast drug information centers, after successful
implementation of the main center

Develop a strategy for the provision of drug information to consumers and
patients

, implementation of the USP program of activities 1s contingent upon receipt of
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PUBLIC SECTOR DRUG SUPPLY SYSTEM

A The National Drug Supply System Under the Soviet Umion and Today

In order to understand the current drug supply situation in Ryazan Oblast, 1t 1s necessary to review
the national system, both as 1t existed prior to the break-up of the Soviet Union, and today The

review will be divided mto the supply of domestically produced and imported drugs

Domestic Drug Supply 1n the USSR

Prior to the break-up of the Soviet Union, the Soviet drug supply system was under the control
of two ministries the MOH of the USSR, and the Mmustry of Medical Industry of the USSR
Overall management and supply of drugs was controlled by the Pharmacy Department of the
USSR, within the MOH of the USSR  Each USSR republic had a Pharmacy Department, which
controlled the system of pharmacies and warehouses through a system of Oblast Pharmacy
Departments

The Ministry of Medical Industry of the USSR controlled the network of drug manufacturers in
the USSR

Oblast Pharmacy Departments calculated drug requirements every November and December for
the twelve month period beginning 1n 12-13 months For example, in November 1980, drug
requirements for 1982 were calculated It was common for oblasts to "overestimate” needs by as
much as 25% 1n order to receive what was actually needed Drug requirement data was forwarded
to the republic Pharmacy Department in the form of an "application” The application was
designed using an official therapeutic classification scheme, adopted 1n 1970 The scheme 1s still
1n use today, and can be found in Annex Seven In the scheme, each drug 1s included 1n only one
category Republic Pharmacy Departments summarized all oblast applications during March and
April, and forwarded summary applications to the MOH of the USSR by May

During May, the MOH of the USSR summarized all republic applications, evaluated data, adjusted
figures 1f necessary, and submitted figures on drug requirements to the Mimmstry of Medical
Industry Oblasts were permitted to submut one revised estimate in July or August

The Ministry of Medical Industry calculated raw material requirements and negotiated production
requirements with various manufacturers in the USSR After figures were finalized, funds were
allocated to republics for drug procurement, and republics were notified of yearly drug budgets
Funds were actually distributed to republics 1n October and November During November and
December, funds were distributed to Oblast Pharmacy Departments

Once funds were fully distnbuted, Oblast Pharmacy Departments made direct agreements with
designated manufacturers, including the exact terms of supply Drug were shipped directly from
manufacturers to Oblast Pharmacias

Drug Prices were fixed at all levels, with prices remaining n effect for several years Economic
planners generally assumed that there was no inflation within the USSR

Freviome Zrocro, D
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It was estimated by central level officials that during Soviet times, 100% of actual needs were
satisfied under this system although statistics showed lower figures, due to overestimation
Reserve stocks of drugs were required at all levels of the supply system to accommodate
emergencies and fluctuations in consumption

Imported Drug Supply in the USSR

Drugs imported by the USSR were divided into two groups
. drugs purchased from Comecon® countries, using rubles, and
. drugs purchased from non-Comecon countries, using hard currency

All contracts for imported drugs were negotiated by Medexport, the only mstitution in the USSR
permutted to spend hard currency, located within the Mimstry of Foreign Trade

Hard currency drug procurement by the USSR began only 1n 1975, when Medexport began to deal
with manufacturers 1n India, Yugoslavia, and Finland In subsequent years, several international
drug compames opened manufacturing facilities 1n India for the purpose of entering the Russian
drug market

Oblast requirements for imported drugs were entered 1n a special request book, and were
forwarded and summarized 1n a manner similar to the domestic drug system described above The
Pharmacy Department of the USSR requested hard currency and rubles for drug imports from the
State Planning Commuttee for Imported Drugs, which had final decision making authority on drugs
to be imported

Only 5-8% of imported drugs required hard currency The majority were purchased from
Comecon countries, with rubles The decision to buy drugs with hard currency was made
primarily based on the availability of drugs from national manufacturers In 1990, 1,200,000,000
rubles were allocated for all imported drugs (equivalent to $ 2,000,000,000 at an exchange rate
of 60 kopeks/$ 1 US) The value of these rubles was fixed at a rate 30% higher than the normal
market value

Of the 3,000 drug products used 1n the USSR, 500-600 (17-20%) were imported Distribution of
imported drugs from non-Comecon countries was done through five federal warehouses, located
in Kinitsy, Reutovo, Leningrad Sverdlovsk, and Kostroma These warehouses had quality control
laboratories for testing drugs as they were received Imported drugs from Comecon countries
were shipped directly from the manufacturer to the ordering Pharmacia

> The "Council of Mutual Economic Assistance” was a vehicle used to promote economic mtegration

of eastern bloc countries with the USSR (Soviet Foreign Policy Stnce World War I, Rubinstein, A , 1985)
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The breakdown of domestic and imported drug purchases, by product and value, by the Soviet

Union, follows

By Drug
Product

By Value

W
Injections Tablets Injections Tablets
Domestic 70% 75% 55% 50%
Imported 30% 25% 45% 50%

Procurement of imported drugs has decreased 1n recent years from $ US 850 million 1n 1990 to
$ US 200 mullion 1 1994

The Drug Supply Situation Today

With the break-up of the Soviet Union, the drug supply system described above ceased to exist
SoyuzPharmacia (later renamed Pharmimex), a state owned company, was formed At the same
time, the Pharmacy Department of Russia was renamed Rospharmacia Both orgamizations
assumed responsibility for drug procurement, and had similar functions

A number of key events and changes 1n the drug supply system 1 Russia occurred during 1992

Coordination of national drug requirements ended, while the system of forwarding
drug requests to the federal level was still being followed by oblasts

Pharmimex and Rospharmacia divided both property and responsibilities
Pharmimex assumed responsibility for procurement of imported drugs, and
Rospharmacia for procurement of domestic drugs

The federal government canceled foreign trade monopolies, creating the potential
for competition with Pharmimex

The system of central funding of oblasts for drug procurement ended, despite the
fact that oblast systems for raising funds through taxation were not yet 1n place

A Law on Enterprises and Entrepreneurship was passed, allowing drug
manufacturers to contact purchasers mainly Oblast Pharmacias, directly Oblasts
were given the authority to deal with any manufacturers, not only ones designated
under the former system

Two other remnants of the old supply system, Medexport, and Zdravexport, still exist, and like
Pharmimex and Rospharmacia, function as wholesale drug companies All of these enterprises
have drug warehouses, except for Zdravexport
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All of these organizations have displayed reluctance to purchase drugs with their own funds, as
opposed to using state funds, having been financed completely by the state 1n the past, and being
permitted to charge the government a 2% service fee

The current Mmister of Health formed the Federal Foreign Trade Organmization for the Import of
Drugs and Medical Supplies (FIDEM), within the MOH Thus relatively small organization (seven
employees) purchased drugs valued at $ US 10-20 mullion 1n 1993 In the future, 1t 1s felt that
FIDEM will become the MOH purchasing agent for drugs

Pharmimex, Medexport, Zdravexport, Machexport, FIDEM, and a few other enterprises formerly
received subsidies in the form of favorable hard currency exchange rates For example, in 1992,
Pharmimex purchased $ US for drug imports, at the rate of 100 rubles/$ US while the official rate
of exchange was 500 rubles/$ US Pharmacias paid Pharmimex prices that were based on the
favorable exchange rate, creating artificially low prices with which non-subsidized private
wholesale companies could not compete These favorable exchange rates have now been
discontinued

FIDEM will use federal funds for the procurement of drugs to be used in emergencies, and will
be permutted to charge a fee to the government For 1994, FIDEM has been allocated $ US
120,000,000 for drug procurement

Vaccine Procurement

The state-owned company Immunogen 1s responsible for the control of vaccine production
Immunogen works directly with the MOH to determine vaccine requirements, and satisfies
approximately 95% of need The remaining 5% are purchased from abroad by the MOH or the
State Samitary Epidemiological Commuttee Oblasts also have the authority to purchase vaccines
directly from producers

B Structure and Orgamzation of the Ryazan Drug Supply System

The Russian Federation 1s subdivided into admunistrative units called oblasts (analogous to a
United States state) There are 86 oblasts mm Russia Oblasts are further subdivided into rayons
(analogous to a United States county) The health system, including the pharmaceutical sector,
1s orgamzed using this system Thus, Ryazan Oblast has an Oblast Administration Health
Department, and budget, as do each of 1ts 25 rayons The city of Ryazan 1s considered a separate
unit 1n the orgamization of health care

In Ryazan Oblast, the public sector departments and organizations most involved in the
administration and delivery of pharmaceutical services are

. Oblast Admanistration

. Oblast Administration Health Department
. Pharmaceutical Commutiee

. Ryazan Medical Unmiversity

. Pharmacia

. Health Facilities

. Community Pharmacies
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Oblast Administration

The primary role of the Oblast Administration in the pharmaceutical sector 1s to finance and
supervise the activities of the Pharmaceutical Commuttee (responsible for the Oblast Quality
Control Laboratory), and to enforce all regulations involving pharmacy, through its inspection

process

The Head of Oblast Adminmistration (analogous to a United States governor) has the

authority, as determined by federal law, to 1ssue regulations affecting the pharmaceutical sector

Oblast Admimistration Health Department

The main goal of the Oblast Administration Health Department 1s to coordinate public health
activities, through the work of its five divisions

1

The Inspection and Health Programs Division 1s responsible for hicensing and
supervising health facilities, and implementing of federal and oblast programs,
such as federal immumzation programs, and Children of Chernobyl

The Planning and Finance Division is responsible for preparing the oblast health
budget, and distnbuting funds to 32 "oblast important” facilities

The General Division 1s responsible for areas such as personnel, record keeping
and Oblast Health Building maintenance activities

The Special Task Division 1s responsible for handling emergency situations, such
as radiation emergencies, natural and industrial disasters, and for the management
of an emergency drug stock

The newly formed Medical Insurance Division 1s responsible for the transition to
a system of insurance medicine

Staffing for the Oblast Administration Health Department, by department, 1s as follows

Department Staff
Members
Administration 6
Inspection and Health Programs Department 9
Planning and Finance Department 4
General Department 6
Special Task Department 5
Medical Insurance Department 3
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Pharmaceutical Commuittee

The Pharmaceutical Commuttee, created in November 1993, consists of seven pharmacists, and
two economust/inspectors The main responsibilities of the Commuttee are to

1

2

quantify oblast needs for essential drugs,

compile the list of essential drugs to be purchased with oblast funds, control
procurement and manage drug distribution,

identify companies 1n the oblast able to purchase drugs if Pharmacia 1s unable to
do so because of lack of funds,

define a list of vital drugs for a future oblast emergency reserve,

on a case by case basis, attempt to obtain drugs not available through the normal
supply system, through the use of the oblast emergency reserve, target purchases
from community pharmacies, or MOH reserve,

as requested by Oblast Administration, analyze use of the drug budgets provided
to medical facilities,

ensure compliance by community pharmacies with government pharmaceutical
sector standards 1n the areas of sanitary conditions, rules of drug dispensing,
pricing, and other activities stipulated by a given license, and

ensure that proper procedures are followed 1n health facilities regarding use of
narcotic and narcotic-like drugs

The Pharmaceutical Commuttee has drafted several documents which were reviewed and approved
by Oblast Admnistration

Statute of the Oblast Quality Control Laboratory (Pharmcontrol)

Statute of the Licensing Comnussion of Pharmaceutical Activities in Ryazan
Oblast

Statute of the Pharmaceutical Committee

Decree of the Head of Oblast Admmnistration Regulations of Drug Distribution
in Ryazan Oblast, including the Annex, Obligatory Minimal Assortment of Drugs

Order of the Head of Oblast Admunistration Launching Oblast Emergency
Reserves of Vital Drugs and Medical Supplies
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From November 1993 through June 1994, the Pharmaceutical Commuttee carried out a total of 207
mspections, including mnspections of all 186 existing and 21 newly opened pharmacies, resulting
in 68 licenses being 1ssued to legal entities, and 141 branch locations

While the Pharmaceutical Commuittee does not correspond exactly to a single organization in the
United States healthcare system, responsibilities 7 and § above encompass vital functions of the
State Departments of Health, State Boards of Pharmacy, and State Drug Enforcement Agencies

The main constramnts 1dentified by the Pharmaceutical Committee 1n carrying out 1ts
responsibilities mclude

1 lack of a computernized data base to monitor the status of drug procurement 1n the
oblast, and for better coordination of vital drug distribution,

2 lack of proper methodologies for drug testing by the Oblast Quality Control Lab
for new and imported drugs,

3 absence of an enforcement system to deal with pharmacies that fail to comply
with existing regulations, and

4 lack of transportation for efficient inspection and control of the pharmacy
network

Ryazan Medical University

The Ryazan Medical University, which 1s nationally known, 1s located in Ryazan city The
university has five schools Medical, Stomatological, Pharmaceutical, Medico-prophylactic, and
the School of Contiuing Education for Physicians and Pharmacists Education of physicians and
pharmacists at the umiversity 1s discussed 1n detail in the section on Unmiversity Training imn
Pharmacy and Medicine The university 1s an important component of the Ryazan health system
The most important functions of the unmiversity, as it relates to RPM are

1 The Medical University tramns medical physicians, pharmacists, dentists, and
physicians 1n environmental health (hygiene physicians)

2 The Department of Continuing Education for Pharmacists provides post-graduate
training to pharmacists in management, technical areas, and laboratory science

3 The umversity operates a 50-hectare botanical garden, where students of the
Pharmaceutical Department have practical rotations, and where medicinal herbs
are grown for packaging and sales

4 The university conducts scientific research activities (both budgeted and non-
budgeted), on preventive and diagnostic methods, therapy, and development of
new drugs that are later patented by the university
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5 The umversity publishes informational and methodological materials for use by
students, pharmacists and physicians 1n the areas of drug usage, standardization,
evaluation of the quality of domestic and imported drugs, and 1n the creation of
"directional drugs" (drugs used for very specific indications) The concept of
directional drugs 1s not commonly understood 1n western countries

6 The Specialized Board of Scholars awards M D and Ph D degrees to specialists
n pharmaceutical chemistry and pharmacognosy

Pharmacia

Pharmacia 1s the state owned agency responsible for the procurement, storage and distribution of
drugs, vaccines and medical supplies for the public health system in Ryazan Admunistrative
offices are located approximately two kilometers from the Oblast Admunistration Health
Department offices The warehouse 1s located approximately five kilometers from the Oblast
Administration Health Department The role of Pharmacia in the procurement and distribution
of drugs 1s described n detail 1n other sections of the report The orgamization has 263
employees, including 39 pharmacists

Health Facilities

The network of Medical and Prophylactic establishments in Ryazan Oblast includes general and
specialty hospitals outpatient facilities including polyclinics and rural chinics, first aid stations,
and several types of specialty facilities, such as a maternity advice bureau

There are two tertiary care hospitals serving the entire oblast one for adults and the other for
children Both are located in Ryazan city Each rayon has a Central Regional Hospatal, and all
but two rayons have one or more district hospitals All 14 polyclinics are located in Ryazan city,
and 14 rayons have rural outpatient clinics The most prevalent type of health facility 1s the Nurse
station, with 916 in the oblast

There are a total of 1,401 public health facilities in the network
The most prominent health facility 1n the oblast 1s the Ryazan Oblast Hospatal (1,040 beds, 18,373

admussions 1 1993) The hospital was completed 1n 1982, and 1s located 1n the city of Ryazan
It 1s an 1mportant facility not only for its size, but because

. eleven medical university departments have practical rotations at the Oblast
Hospital

. the Oblast Consulting and Diagnostic Polyclinic 1s attached to the hosprtal,

. the hospital launched a department responsible for responding to oblast emergency
disasters,

. the National Department for Monitoring Chernobyl Victims 1s located there,

. morbidity data for the entire oblast 1s mamtamed at the hospatal,
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. the Magnetic Diagnostic Department has a Magnetic Resonance Imaging Unit-
one of the few 1n Russia The department 1s a demonstration site for this region
of Russia,

. scientific research based on methodologies developed for the Russian space

program 1s carried out 1n the Diagnostic Center, and

. the automated Hospital Drug Procurement Program developed at the hospital has
been installed in several regions 1in Russia and Belarus

A summary of the number and type of health facilities 1n the oblast can be found on the following
page Facility information for each rayon, and a map showing the location of the rayons can be
found as Annex Eight
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NUMBER AND TYPE OF HEALTH FACILITIES IN RYAZAN OBLAST

Number Facility

1 Oblast hospital for adults

1 Oblast hospital for children

12 Municipal hospitals

1 First aid hospital

1 Hosprtal for Patriotic War Veterans
1 Infectious hospital for adults

1 Infectious hospital for children

1 TB hospital for adults

25 Central regional hospitals

7 Regional hospitals

67 Dastrict hospitals

5 Mental hospitals

3 Maternity hospitals

10 Prophylactic hospitals

14 Polychinics

7 Children’s polyclinics

27 Rural outpatient climics

1 Consultancy/diagnostic center for children
1 Center for faimly planning and reproduction
1 Matermity advice bureau

7 Dental polyclinics for adults

1 Dental polyclinics for children

6 Hospaitals of other departments

10 Medical room staffed with doctors
267 Feldsher station

916 Nurse station

4 Sanatoriums

2 Infant home

1 Blood transfusion station

1401 TOTAL

As an indicator of the size of oblast mpatient facilities, the average number of hospital beds 1n all facilities
surveyed was 298 5 (The average without including the Oblast Hospital 1s 214 46) Drugs are dispensed
at 2,549 facilities, mncluding community pharmacies
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C Pubhic Health Facihity Staffing

Planned and Actual Total Oblast Staffing in Public Health Facilities (not including Oblast Hospital
or Community Pharmacies)

Position Planned Actual Ryazan
Population
per

_____r____________.__._

Physician 6,898 5,643 237

Nurse 9,669 8,296 161

Midwife 893 700

Pharmacist N/A 7 190,857

Pharmacy N/A 5 267,200

Technician

Feldsher 1,494 1,200 1,113

Staffing for Oblast Hospital
Position Planned Actual
Physician 445 325
Pharmacist 1275 11
Pharmacy 825 8
Technician
Staffing for Polyclinics
Position Planned Actual
C o 1 e | a2 |
Physicians 3,226 3,113
Nurses 3,652 3579
Ancillary 791 752
Personnel

Reportedly, Chief Physicians are reluctant to report vacancies, due to fears of budget cuts and

mandated staff reductions
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To a western observer, the lack of pharmacists and pharmacy technicians 1n hospitals 1s notable,
and Russian hospitals often do not have formal pharmacy departments Facilities with pharmacies
operate on a ward stock distribution system, rather than dispensing drugs to individual patients
In Korablino Rayon, there 1s no pharmacist at the 300 bed Central Rayon Hospital

The opposite situation exists for physicians, as shown 1n the table below

‘ ‘ Population per Physician
World-wide 3,980
United States 420
Russia 210
Ryazan Oblast 233

(World Development Report, 1993, World Bank)
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VI

FINANCE

Russia has experienced a significant problem with the devaluation of the ruble 1n recent years, as can

be seen 1n the table below, for 1993 and 1994

1993-94 Actual Rubles/ 1 US $ Exchange Rates

Date Rate % Change
January 1993 417

February 1993 572 3717
March 1993 593 367
Apnl 1993 684 1534
May 1993 823 2032
June 1993 994 2078
July 1993 1060 6 64
August 1993 989 -670
September 1993 992 003
October 1993 1169 17 84
November 1993 1186 145
December 1993 1231 379
January 1994 1247 130
February 1994 1542 23 66
March 1994 1657 746
Apnl 1994 1753 579
May 1994 1820 382
June 1994 2000 989
16 October 1994 2850 425

From January 1993 to June 1994, the average monthly devaluation of the ruble was 9 56%
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In the report, unless noted otherwise, ruble to dollar conversions will be made using the
following conversion rates

. 400 rubles/ 1 US $ for 1992
. 1,200 rubles/ 1 $ US for 1993
. 2,000 rubles/1 $ US for 1994
A Funding Public Sector Drug Purchases in Ryazan Oblast

The overall oblast budget 1s formed from federal and oblast taxes, most of which are collected
quarterly The mam federal taxes include

. Profit Tax

. Value Added Tax

. Individual Income Tax
. Alcohol Taxes

. Federal Road Tax

Oblast taxes include

. Property Tax

. Transport Tax

e Local Road Tax
. Police Tax

. Education Tax
. Stamp Duties

o Excise Duties

The Oblast Administration Department of Finance prepares the following- year budget in
September, which 1s presented to the Mimistry of Finance An inflation factor of 14 1s used n
calculating budgets

All oblast taxes remain 1n the oblast A portion of Federal taxes are sent to the federal level,
and a portion remains 1n the oblast, as follows
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Percentage of Taxes Remaming i the Oblast

Tax Federal % Oblast %
Profit Tax (35% of profit) 13 22

Value Added Tax 75 25
Income Tax 0 100
Excise Duty for Beer 0 100
Excise Duty for Vodka 50 50

Approximately 45% of tax revenues sent to the federal level are eventually returned to the
oblast in the form of federally funded programs However, in 1994, federally funded programs
recerved only 25% of anticipated funds In 1994, of all taxes that should remain 1n the oblast,
1t 1s estimated that only 75% will be collected, due to non-payment by individuals and
enterprises

The oblast health budget 1s formed beginning at the health facility level Individual facility
budgets are forwarded to Rayon Admunistration Finance Departments Each rayon forwards a
summary budget to the Oblast Administration Health Department This method of budget
formation was established during Soviet times The 32 facilities that report directly to the
Oblast Admnistration Health Department ("oblast important” facilities) submut budgets directly
to the department

Health budgets are divided nto 18 categories

1 Wages calculations are based on the exact number of medical personnel 1n
the oblast as of the end of previous fiscal year, plus new planned positions
The average salary for each level (physicians, nurses, etc ) 1s then estimated
and multiphed by the number of workers 1n each of the groups For 1994, a
4 5 mflation factor was used

2 Charges for wages this includes social insurance tax of 39% of the wages
fund, pension fund, etc

3 Office expenses and utilities office expenses are based on previous
consumption, multiplied by the inflation rate Requests for computers present
problems, 1n that there 1s usually not a "previous consumption  For utilities,
facilities contact utility companies to get estimated rate increases

4 Tnip expenses are based on continuing education plans, and rail-road tariffs -
the latter 1s coordinated with the Ministry of Raillways

5,6,7,8 These category numbers are not used 1 the health system
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10

11

12

13

14

15

16

17

18

Food for in-patients norms have been established per hosprtal bed
Calculations are made based on factors such as bed occupancy rates, food
consumption per bed (grams of bread, butter, sugar, etc ), to arrive at a figure
which 1s multiplied by the total number of hospital beds in the oblast, and by
the nflation rate for food (for 1994, the rate was 4 0) The nflation rate for
1994 was underestimated, requiring a request to the oblast for additional funds

Drugs for exempt and 1n-patients calculations are based on previous
consumption, the number of specialty beds, average need per each disease
case, census data (number of war veterans, children, Chernobyl victims), etc

This category number 1s not used 1n the health system

Purchases of medical equipment hospitals are required to specify needs, but
frequently receive no funds for this category

This category number 15 not used in the health system

"Soft stock" pillows, blankets, gowns, etc for hospitals based on norms per
hospital bed, plus depreciation

Caputal construction investments provided in the city budget, but does not
exist i the public health budget

Capital repairs

This category number 1s not used 1n the health system

Other expenses dental prosthetics, pediatric nutrients, medical aviation corps,
bacterial preparations (for labs, vaccines, etc ), expenses for in-patient

treatment outside of the oblast, (e g when they send patients to hospitals in
Moscow) 1n most cases money comes via federal programs

The Oblast Admunistration Health Department spends an estimated 90% of staff time revising
the health budget throughout the year When budgeted funds are depleted, typically at mid-
year, additional funds are requested from the Oblast Department of Finance Because of the
high priority placed on public health, funds are raised by decreasing the budget from another
sector, such as agriculture, or by imposing new taxes The reverse process has also occurred
in 1993, 4 1 billion rubles were taken from the health budget for an agnculture sowing

campaign
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Funding for the purchase of pharmaceuticals 1n the oblast, for the public sector, comes from
two main sources

. the oblast system of taxation, (described above) used for ruble drug purchases,
and
. the Oblast Hard Currency Basic Account,

Oblast Hard Currency Basic Account

According to federal regulation, all enterprises are required to provide a specified percentage
(the exact percentage was not available to the assessment team) of hard currency revenues to
the Oblast Hard Currency Basic Account, at the Prio-Vneshtorgbank in Ryazan Revenues are
collected quarterly

In 1993, 1n addition to the annual ruble budget, $ 2 5 mullion 1n hard currency was made
available by Oblast Administration to Pharmacia on a credit basis, without interest Revenues
generated from sales of drugs were used to repay the loan, as stipulated 1n a contract between
Oblast Admmistration and Pharmacia

For 1994, 1t 1s estimated that $ 3 5 million 1n hard currency will be available, of which $ US
2 6 million will be used for public health Of this $ US 2 6 million, $ US 1 067 mullion will
be used for drugs Oblast Administration advises Pharmacia when hard currency 1s available
for drug purchases After Pharmacia negotiates contracts with suppliers, hard currency funds
are transferred directly from the hard currency account to drug producers or wholesalers

Presently, the only Ryazan Oblast enterprise that provides hard currency funds 1s a local o1l
refinery
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B Oblast Budget and Expenditures

1994 Budget (As of March 1994)

Rubles

$ US (2,000 rubles/$ US)

Total Oblast Yearly Budget

762,554 million rubles

$ US 381,277,000

Total Oblast Health Budget

146,799 mullion rubles (19%
of oblast total)

$ US 73,399,500

Total Oblast Health
Personnel Budget

36,451 mullion rubles (4% of
oblast total)

$ US 18,225,500

Approved Ruble Drug
Budget

20,357 muallion rubles (2% of
oblast total)

$ US 10,178,500

Hard Currency Budget for
Drugs (not part of the Oblast
Health budget)

$ US 1,067,000

1993 Actual Expenditures

Rubles

$ US (1,200
rubles/$US)

Total Oblast Recurrent Expenditures

137,114 million

$ US 114,261,667

Total Oblast Health Expenditures

27,996 mullion (20%
of oblast total

$ US 23,339,000

Total Oblast Health Personnel
Expenditures

10,038 mullion (7% of
oblast total

$ US 8,365,000

Ruble Drug Expenditures

3,082 million (2% of
oblast total)

$ US 2,568,333

Hard Currency Drug Expenditures (not part of
the Oblast Health budget)

$ US 2,500,000

Per capita expenditures on drugs 1n 1993 were $ US 379 Planned expenditures for 1994 are

$ US 841
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1992 Expenditures

Rubles

$ US (400
rubles/$US)

Total Oblast Recurrent Expenditures

11,397 mllion rubles

$ US 28,492,500

Total Oblast Health Expenditures

2,853 mullion rubles

$ US 7,132,500

Total Oblast Health Personnel
Expenditures

752 muillion rubles

$ US 1,880,000

Drug Expenditures

257 mullion rubles

$ US 642,500

The value of drug donations 15 negligible compared to total oblast purchases

Drug budgets are made based primarily on previous year drug requirements

are also considered

° the number of hospital beds 1n the oblast
. occupancy rate of hospital beds

. the number of outpatient visits

. population shifts

. morbidity patterns

The main problems identified with the drug budgeting process are high nflation, and

devaluation of the ruble

The following
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C Pharmacia Financial Information
For 1993, 1n addition to realizing revenues from the sale of drugs, Pharmacia received a one
year, $ US 2,500,000, no interest credit from Oblast Administration As per the contract with
the oblast, after one year, a 4% monthly "fine" was imposed
Bank loans, which carry up to 180% interest rates, are no longer an option for financing drug
purchases
1993 Pharmacia Financial Information
1993 Rubles $ US
Net Profit from all activities 267,649,000 214,634 at 1,247 rubles/$ US
as of January, 1994
Net Profit from drug sales as 247,390,000 198,388 at 1,247 rubles/$ US)
of January, 1994
Value of drugs 1ssued at no N/A N/A
charge, 1993
Drug Inventory (December 54,244,000 130,081 at 417 rubles/$ US
31, 1992)
Drug Inventory (December 979,228,000 785,267 at 1247 rubles/$ US
31, 1993)
Value of Drug Purchases, 4,701,004,000 3,917,503
1993
Sale value of drugs sold, 1993 | 3,776,020,000 3,146,683

Mark-up Value 553,717,000 461,431
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Pharmacia Expenses for 1993 were as follows

1993 Pharmacia Expenses

Category Rubles $ US
Personnel 123,564,000 102,970
Utilities and depreciation 23,612,000 19,677
costs

Bank Interest for credits 43,708,000 36,423
Supplier mark-ups, 51,827,000 43,189

transportation costs

Other expenses (pension and 63,616,000 53,013
employment funds, local taxes

TOTAL 306,327,000 255,272

The following information 1s for 1 January- 30 June, 1994

1994 Pharmacia Fimancaal Information

1994 Rubles $ US

Net Profit from drug sales (99,780,000) (49,890)

Value of drugs 1ssued at no N/A N/A

charge

Drug Inventory (December 979,228,000 785,267 at 1247 rubles/$ US
31, 1993

Value of Drug Purchases 4,396,868,000 2,198,434

Sale value of drugs sold 3,609,602,000 1,804,801

Mark-up Value 474,535,000 237,267
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Pharmacia Expenses for 1 January-30 June, 1994 were as follows

1994 Pharmacia Expenses

Category Rubles $ US
Personnel 162,027,000 81,013
Utilities and depreciation 24,284,000 12,142
costs

Bank Interest for credits 87,554,000 43,777
Supplier mark-ups, 179,044,000 89,522
transportation costs

Other expenses (pension and 121,506,000 60,753
employment funds, local taxes

TOTAL 574,315,000 287,157
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The following table shows the breakdown of some Pharmacia purchases, based on 1,800 rubles/ $ US

Pharmacia Purchases 10/1/93 through 4/1/94

Distributor Supplier-Location Purchases Purchases % of
(rubles) ($ US) Total
Rospharmacia Raskat - Kolomna 4,442,601 2,468 007%
Rospharmacia Warehouse - Velikiye Luk: 1,319,985 733 002%
Rospharmacia Warehouse - Reutovo 14,313,605 7,952 022%
Sub-Total (Rospharmacia) 20,076,191 11,153 031%
Pharmimex Pharmsnabsbyt - Reutovo 413,116,264 229,509 6 46%
Pharmimex Ortat - Kostroma 44,660,726 24,811 070%
Pharmimex Warehouse - Kirnitsy 9,874,545 5,486 015%
Sub-Total (Pharmimex) 467,651,535 259,806 731%
Biosynthes - Penza 68,715,500 38,175 107%
Akrichkin - Kupavna 25,691,970 14,273 040%
Factory- Khabarovsk 004%
October - Saint Petersburg 38,291,071 21,273 060%
Organica - Novokuznetsk 58,308,713 32,394 091%
Vitamin Factory - Belgorod 32,039,789 17,800 050%
Factory - Voronezh 37,305,749 20,725 058%
Factory - Nizhny Novgorod 15,110,963 8,395 024%
Biochemic - Saransk 43,694,461 24,275 0 68%
Factory - Chelyabinsk 10,247,931 5,693 016%

Sub-Total (listed purchases only) 819,495 442 455 275
Total Purchases 10/01/93 to 04/01/94 4 683 923,000 2 602,179 100%
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D Kiritsy Fimancial Information

The following information 1s for 1993

Rubles

$ US

Goods recerved from Pharmimex/Moscow 106,214,890,000 88,512,408 at

1,200 rubles/$
Us

Revenues from drug sales to health facilities 5,088,000 4,240 at 1,200
rubles/$ US

Inventory at the beginning of FY 1993 304,525,000 730,276 at 417
rubles/$ US

Inventory at the end of FY 1993 2,015,836,000 1,616,548 at

1,247 rubles/$
US

Current debt to suppliers

28,748,187,000

14,374,093 at
2,000 rubles/$
UsS

Current debt from clients

13,930,061,000

6,965,030 at
2,000 rubles/$
US

Administrative costs

30,602,000

15,301 at
2,000 rubles/$
Us

Drugs are sold to most clients on a consignment basis one client prepays Nothing 1s 1ssued
free of charge to clients or staff

When shipments are received, stock already on hand 1s sold based on the original acquisition
price New stock 1s sold at the new price Upon request, a price list 1s sent to the clients

Issues and revenue records are reconciled twice a year by the internal audit department, and
quarterly by the tax mspectors They also check the calculation of selling prices are
calculated The last audit was performed during the assessment (June 94) Quarterly financial
reports are sent to the oblast tax inspector and to the Oblast Statistical Board

The Kinitsy staff get incentives from the sales according to the value of the sales This can
amount to over 100% of their salary
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E

Oblast Hospital Financial Information

All Oblast Hospital pharmacy drug purchases are made using funds provided through the

oblast budget process

For 1994, the hospital, and drug budgets are

Rubles $ US
Total Hospital Budget 8 262 billion 4,131,000
Total Drug Budget 1 43 billion 715,000
(17 3% of hospital
budget)
For 1993, budget, and actual expenditures were
Rubles $ US
Total Drug Budget 266,000,000 221,667
(15 3% of hospital
budget)
Total Drug Purchases 271,452,910 226,211
Pharmacia 253,301,898 211,085
Other Supphers 18,151,012 15,126

The value of drugs 1ssued to inpatients 1n 1993 was 97,156,409 rubles ($ US 75,140)

The drug inventory in the pharmacy m March of 1993, and 1994 was as follows

Date Rubles $ US
March 1993 1 441,240 2,430 at 593 rubles/$ US
March 1994 93,202,590 56,248 at 1,657 rubles/$ US
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The Oblast Hospital purchases drugs from several private suppliers A summary of private
sector purchases made from January-May 1994 follows

Company Location Value Value
(rubles) ($ US)
Spray Ryazan 1,778,000 889
Medservice Ryazan 4,842,683 2,421
MMM Ryazan 2,109,872 1,055

Purchases made through the federal procurement and distnibution system (Pharmimex and
Rospharmacia), and Pharmacia, for January-May 1994 were as follows

Source Location Rubles $US
Pharma (Kiritsy) Kintsy 1,933,920 967
Raskat (Rospharmacia) Kolomna 40,855,953 20,428
Pharmacia Ryazan 134,464,290 67,232
F Fimancial Debt 1in the Pharmaceutical System

In April 1994, the total debt owed to community pharmacies from health facilities for drugs
and reimbursement for exempt prescriptions was 1 5 billion rubles ($ US 855,675 at 1,753
rubles/$ US) In May, the debt was reduced to 235,000,000 rubles ($ US 129,121 at 1,820
rubles/$ US) This significant reduction in debt was due to receipt of funds from the taxation
cycle 1n the oblast

According to a new law, enterprises with fewer than 300 employees may pay taxes quarterly,
in March, June, September and December, instead of monthly Many large firms 1n the oblast
have split into several smaller firms n order to defer this payment These tax revenues
represent one third of the total oblast budget and were used to reduce the drug debt from
public facilities in May

The Oblast Administration provides funds to repay all debt to pharmacies at the end of each
year, although interest 1s not paid on debt
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Pharmacia’s overall current debt to suppliers

Description Debt (rubles) Debt ($ US)
Direct Purchases 2,935,401,000 1,467,700
World Bank Loan, owed to 263,957,000 131,978
Pharmimex

Total 3,198,358,000 1,599,678

Pharmacia’s most sigmficant debt to suppliers, as of May 1, 1994

Supplier Debt (rubles) Debt ($ US)
Pharmumex - Reutov 421,400,000 210,700
Pharmimex- Kiritsy 312,600,000 156,300
Ferien 72,500,000 36,250
Rospharmacia 2,520,000 1,269
Bi1o-Synthes - Penza 33,087,000 16,543
Samson - Samt Petersburg 29,680,000 14,840
Bi1o-Chemua - Saransk 41,000,000 20,500

At the time of the assessment, accounts receivable from clients to Pharmacia was as follows

Ryazan Oblast Debt (Rubles) Debt ($ US)
2,000 rubles/$
US
| N R |
.. 1. _ 1 _ 1
Hosputals Prepayment Only
Pharmacies - Ryazan (40) 833,405,000 416,702
Pharmacies - Rayon (130) 847,432,000 423,716
Total | 1,680,837,000 840,418

Nationally, 1t 1s estimated that the debt from all companies that import drugs for the MOH to
external suppliers 1s $§ US 620,000,000
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G Pricing Policy

At the time of the assessment, the following pricing policies were 1n effect, for domestically
produced drugs, the producer’s selling price could not be greater than 30% above the
production cost The total markup (by all intermediary distributors and pharmacies) on the
manufacturers selling price could not exceed a total of 50%

For imported drugs, the purchasing company was restricted 1n setting a selling price within
Russia by the Minstry of Finance and the State Committee on Prices After the first selling
price within Russia was established, total markup could not exceed 50% of this price

New policies, approved 1n August, 1994, are explain below, in the section on Decree #890

H User Fees

Average incomes of all workers 1n the public sector in Ryazan Oblast (May, 1994, 1,820
rubles/ $ USD 1) were

Monthly Rubles $US
Average Salary 130,000 7143
Minimum Pension 19,200 10 55
Mimimum Salary 14,620 803

In hospatals, mpatients recerve drugs and services free of charge In some hospitals, private
sector contractors are utilized to provide certain services, primarily for patient requests that go
beyond the care prescribed by thewr physician These companies have payment schedules for
services



RPM Russia Assessment

59

Patient charges, as of May 1994, for some of these private services follow

Service Rubles $ US (1,820
Rubles/$)
Consult for a M D 1n Medicine 6,300 346
Consult for a department head 6,300 346
Consult for a Doctor of Medicine (Ph D) 7,200 first visit 395
Consult with physician 2,700 first visit 148
Ultrasound of heart 7,500 412
Electroencephalogram 13,000 714
Suction Abortion 12,000 659
Abortion 24,000-30,000 13 18-16 48
Stomatologist Exam 500 first exam 027

Physicians providing private sector consultation may also be public sector hospital employees

In such cases, private consultations may not take place during normal working hours
Equipment for procedures and tests are often rented from the hospatal

At the Oblast Hospital, the number of physicians also working 1n the private sector 1s
unknown, but 1s assumed by the Chief Physician to be substantial

Hospital employees and civil servants pay full price for drugs prescribed 1n outpatient settings

Outpatients for whom drugs are prescribed 1n public facilities obtain their medications at

community pharmacies and pay the amount determined by regulations on mark-ups

Pharmacies must meet drug costs, salary and operating expenses from sales revenues The
table on the next page presents the average selling price, and mark-ups of community

pharmacy tracer drugs for 10 Ryazan city pharmacies
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Drug Pricing, 10 Ryazan Community Pharmacies

. bmg [ i) i%m% - Average %, | Highest %' | Lowest% |.. Average -« "’ fﬁfgﬁest < ¢ Lowest. .
B X Co e R Pharmacy |, Pharmacy Pt:amag; “ Selting?:, " Qaﬂzgé . §§gl ing* &
gk T Sl s o) Markeup.| (Markedp b Mark-up't | Brice fﬁﬂb‘&ﬁf“ /| Brice (Rubles)

Gentamicin, 80 mg amp 37% 40% 35% 387 67 620 218
Indomethacin, 25 mg tablet 35% 35% 35% 102 44 495 37
Phenobarbital, 10 mg tablet 33% 35% 30% 6 00 9 3
Ampicillin, 250 mg tablet 36% 40% 35% 132 00 163 106
Pilocarpine, 5 ml % vial 37% 40% 35% 1151 80 1296 971
Paracetamol, 200 mg tablet 38% 50% 30% 46 00 99 18
Antithaemorrhoidal Suppositories |suppositories 36% 40% 35% 39 69 90 16
Nifedipine, 10 mg tablet 36% 40% 35% 53 22 87 26
Clonidine, 15 mg tablet 35% 35% 35% 42 63 75 75
Digoxin, 15 mg tablet 37% 40% 35% 3500 39 29
Furosemide, 40 mg tablet 34% 40% 30% 25 43 42 3
Senna,03g tablet 37% 40% 35% 24 30 30 15
Salbutamol 200 dose/10 ml vial 35% 35% 35% 7212 67 7500 7068
Hydrocortisone, 1%/10 gr omtment 36% 40% 35% 688 00 1045 126
Drotaverin, 0 04 gr tablet 33% 40% 30% 40 50 72 22
Drotaverin 2%/2 ml amp 36% 40% 30% 237 63 482 35
Papaverine 2%/2 ml amp 36% 40% 30% 89 00 147 66
Pancreatin tablet 38% 50% 30% 168 89 267 14
Bucarban 500 mg tablet 36% 40% 35% 99 57 232 59
Cimetidine, 200 mg tablet 36% 40% 30% 352 86 583 81
Insulin Actrapid, 40 u/ml, /10 ml  |vial 33% 35% 30% 1578 67 2189 971
Insulin Monotard, 40 u/mi, 10 m! _|vial 33% 35% 30% 2189 00 2189 2189
Sulfadimidine, 500 mg_ tablet 35% 35% 35% 58 50 73 44
Paracetamol, 400 mg tablet 34% 35% 30% 22 80 28 9
Bromhexine, 8mg/100 ml vial 34% 40% 30% 1360 43 1497 545
Amiodarone, 200 mg tablet 36% 40% 35% 106 83 115 69
Nitroglycerine, 0005 g tabiet 34% 35% 30% 141 6 045
Nitroglycerine, 2 6 mg tablet 35% 35% 35% 183 00 249 150
Cotrimoxazole 100 ml vial n/a n/a n/a n/a n/a n/a
Heparin, 2500 ed/25 g ointment 36% 40% 30% 530 20 756 180
Tetracyline, 100 mg tablet 37% 40% 35% 29 88 51 6
Ghbenclamide, 5 mg tablet 34% 35% 30% 8 50 10 75
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In Feldsher stations, where outpatients are seen 1n rural areas, patient visits are usually free of
charge In one feldsher station visited during the assessment, the on-site pharmacy was a
branch location of a central rayon pharmacy Patients paid normal prices for drugs, with the
exception of exempt patients

1 Exempt Patients
Russian Federation Government Decree #970 Annex Nine, contains the list of exempted

patients and conditions for which drugs are dispensed free of charge Some examples of
exempted patients and conditions are

Patient Type Drugs Received Free of Charge
War veterans all drugs

Children 0-3 years old all drugs

Diabetics all drugs

AlDs all drugs

Oncological diseases all drugs for termnal patients

Discounts range from 50% to 100% of the retail price of the prescription For certamn
conditions, specific rules apply For example, myocardial infarction patients pay nothing for
related medications for 6 months A discount of 50% 1s given for a very specific list of drugs
Pensioners who receive the mimimum pension qualify for a 50% reduction 1n cost of the
prescription

The dispensing pharmacist cannot nitiate the process of qualifying a patient for an exemption
category No exceptions are made for non-exempt patients who cannot pay for prescriptions

It was estimated by the Oblast Administration Health Department that 20-30% of all
prescriptions filled 1n community pharmacies are for exempt patients During the community
pharmacy survey, 46% of patients observed received drugs free of charge

J Insurance Medicine

The Federal Law on Compulsory Medical Insurance in Russia was passed 1n 1991 Work on
implementation began m 1992, including raising funds for the program by a 3 6% increase 1n
taxes at the oblast level Of this tax increase, 3 4% remains at the oblast level, and 02% 1s
contributed to a federal mnsurance fund The mechamsm for using funds was not established 1n
1992, and funds accumulated without earning 1nterest 1n state banks At present, 1t 1s
estimated that for the whole Russian Federation, 60% of the 3 6% tax increase 1s actually
collected due to financial hardship 1n oblasts

In 1993 guidehnes were drafted that recommended that funds be used for
. medical services for ambulances,
. drug procurement for ambulance services, and

* preventive campaigns, such as vaccination programs
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At a recent national level meeting in Novosibirsk, attended by Pharmacia Directors and
representatives of Oblast Administration, the general consensus was that insurance medicine
funds be given to Pharmacias for drug procurement The republic of Kom has raised the tax
to 6%, and some of these funds are used for drug procurement

As the insurance medicine program develops, drug prescribing restrictions may be
implemented, including the requirement that drugs be prescribed by generic name

In 1992, a group of Ryazan specialists was chosen to develop an Oblast Program of Insurance
Medicine Oblast Administration requested that Ryazan Medical Umiversity take the leading
role in this work, for which the umversity received 1 0 mullion rubles ($ US 2,500)

The group studied msurance models developed 1n other Russian oblasts, and representatives
from Ryazan participated in medical insurance training programs organized by the MOH 1n
Russia and abroad Five Ryazan officials attended two such sessions 1n the United States'
A Ryazan plan for insurance medicine was completed in 1992

The Oblast Fund for Obligatory Insurance Medicine, launched 1 1993, 1s derived from the
3 6% raise 1n the general wage tax fund described above For 1994, Oblast Administration
estimates that 28 billion rubles ($ US 14,000,000) will be collected for the Ryazan fund

In Febmary 1994, Oblast Adminmistration 1ssued on order introducing Obhigatory Insurance
Medicine, and defined the stages of the program In May, pilot sites for the program were

chosen
. Korablinsk: Rayon
. Spasski Rayon
. Ribnovski Rayon
. Ryazan City hospitals, polyclinics and ambulatories

Insurance medicine funds are currently used to

. cover all operating expenses 1n hospitals and municipal polyclinics 1n
Ribnovski Rayon, including salanies and drugs procurement,

. purchase medical equipment for hospitals m pilot sites,
J rehabilitate youth camps,
. provide education for specialists,

* The group included the Director of the Medical Insurance Fund, a representative of nsurance
companies, the Associate Deputy Head of Oblast Admnistration, the Deputy Head of Ryazan City Health
Administration, and the Chief Physician of the Ryazan Municipal Hospital
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. cover the costs of fund administration, and
. develop software to be used 1n operating the msurance medicine program,

At the present time, the insurance medicine program does not cover drugs used 1n outpatient
settings, although there are plans at the federal level to raise the current tax of 3 6% to a
higher level for this purpose The drugs that would be covered under such a program have not
been decided

Oblast Administration estimates that 45 billion rubles ($ US 22,500,000) are needed to cover
these expenses i 1994, of which the fund will provide 53%

K Decree # 890

As mentioned previously, the drug pricing structure n effect at the time of the assessment will
change with the 1ssuance of Decree # 890 on July 30, 1994, and changes already implemented
mm Ryazan are not known at this time The decree 1s summarized below

Judicial Issues Related to Decree # 890

With the emergence of new private sector enterprises, and privatization of state owned
enterprises, the need for strict control of quality by the MOH 1s recogmzed The MOH has
written detailed regulations which have been registered with the Ministry of Justice, that
specify requirements that producers must meet for licensure The decree states that all drug
production facilities must be licensed

Two organizations can 1ssue licenses for the sale of drugs, the Federal MOH, for Russia-wide
wholesalers, and Oblast Administrations, for wholesalers operating within an oblast If greater
than 50% of a wholesaler’s total turnover 1s to clients outside of the oblast, federal licensure 1s
required

Exempt outpatients™ and disease categores for which patients receive drugs free of charge or
at a reduced rate are 1dentified 1n the decree Oblasts will have the authority to determine
discount levels (0-100%) for various categores of exempt patients, or alter the list of exempt
patients

In addition to defining subsidies for drugs by patient type, the MOH has compiled a Russian
Essential Drugs List consisting of 241 drug names (467 products ) for which discounts may be
given to all patients The MOH 1s 1n the process of reducing the number of drugs on the list
to 96 drug names The revised list 1s under review Prior to decree # 890, all patients
recetved a 50% discount for drugs contained on the list Now, discounts may be established
by individual oblasts

The Essential Drugs List 1s also to be used by the pharmaceutical industry to prioritize
production needs

* Qutpatients who may receive drugs free of charge or at a reduced price
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Economy and Pricing

A prior decree, Decree #970, contained two elements that impeded the transition from a
command to a market economy

1 The decree set limits on the price at which drug manufacturers could sell their
products Regulations stipulated that the average mark-up that a manufacturer
could charge was 30% above production cost The average was based on the
producers complete line of products Manufacturers followed specific
procedures to calculate production costs, and the process was monitored by the
Tax Inspection Since 1991, high inflation has caused all Russian
manufacturers to operate at a financial loss

2 Decree #970 set a limit of 50% mark-up for drugs above the manufacturer’s
price, although a mark-up of 80% was established for a small number of
northern oblasts

Decree #890 cancels these markup limits Oblasts have been given authonty to establish
mark-ups for the sale of pharmaceuticals Russian drug manufacturers may now establish their
own drug prices One informed prediction 1s that prices will rise 25% on average

Organizational and Economic Measures to Support Medical Industry Enterprises and the
Network of Pharmacies

The decree recommends that oblasts take measures to attract sources of investment in medical
industries  To support this recommendation, the decree suggests that,

. Public utility rates charged to medical industries be lowered
. Taxes levied on medical industries be lowered

Taxes currently paid by enterprises in Russia are as follows

Tax % of
Profit
Federal 13%
Local 25%
Road 2%
Other 2%
TOTAL 42%
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An example of reform to support local industry can be found 1n the City of Moscow Moscow
city enterprises that sell 70% of their output in Moscow city are exempt from paying local tax

The decree recommends measures to support pharmacies that are not meeting expenses The
main recommendation 1s that oblasts allow pharmacies a sufficient mark-up on drugs to
become profitable In Moscow, pharmacies are typically charging 50-70% mark-up 1n order to
make 5% net profit

Alternatives to attract new types of investments are recommended 1n the decree

Formation of Financial Investment Groups These groups typically are made
up of banks, insurance companies, or other financial institutions that unite to
carry out a specific program of activities For example, the MOH 1s
considering launching a Financial Investment Group to promote production of
drugs not currently manufactured in Russia Some funding for this program
would come from the Federal Insurance Fund A working group will identify
drugs to be produced, and facilities that can be rehabilitated for production of
these drugs Private mvestors will be invited to invest 1n the program A
Monitoring and Supervision Board will monitor the use of investment funds,
and an Executive Board of Directors will provide overall management
Because this project 1s being imtiated by the government, special tax
exemptions and benefits will apply At present, drug lists and production sites
have been chosen, and private investors have been identified, but actual
production has not begun

Elimination of import taxes for all drugs, medical supplies and raw materials
Elimination of export taxes on drugs and medical supplies, This 1ssue will be
decided by the MOH, Mimistry of Finance, Ministry of Economy, and the

Customs Commuttee, and a decision may be made by 1995

Increase 1n import taxes on external source drugs which are also produced 1n
Russia

Exemptions from profit tax, Value Added tax, and Special Tax for Enterprises
Addition of pharmaceutical manufacturers to the list of enterprises not subject

to cessation of services due to failure to pay bills, by Mimstries controlling
public utilities
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Oreanizational Measures to Rationalize Drug Supply

The decree recommends that

the MOH and MOF define a Russian Essential Drugs List, which would be
reviewed and revised annually The uses of the EDL would not change from
current practice The list could be expanded at the oblast level 1f desired

the MOH and the State Commuttee on Statistics track the movement of drugs
nationally, and monitor the needs of the population for drugs

the MOH and the Ministry of Economy review and revise the existing list of
approximately 260 drug products that should be available in pharmacies at all
times Availability of these drugs, which are mostly over-the-counter products,
should be monitored at the local level

specific mechanisms be established at the oblast level to ensure that
pharmacies are properly compensated for providing drugs to exempt patients

Oblast Administrations and their Health Departments increase public health
budgets, and that no limits be set on those budgets Prior to 1991, budgets
were determuned by calculating the number of hospital beds in an oblast and
budgeting a specific number of rubles per bed

Specific Medical Help to Population 1in Disaster Situations (Natural and Industrial)

In the late 1980s, a procedure was established whereby Pharmacias were given credits to
purchase a three-month supply of certain drugs needed for emergency situations As these
credits are no longer available, the decree recommends that specific funds be allocated 1n each
oblast for this purpose Procedures should be established to ensure that reserves are present in
each oblast, and facilities authorized to utilize reserve stocks should be 1dentified

Ryazan Oblast Response to Decree #890

Regarding drug mark-ups, Ryazan Oblast Administration 1s considering two alternative
approaches to reform, based on the decree

1

Oblast Administration will calculate optimal drug mark-ups, based on careful
study, or

Oblast Admunistration will delegate responsibility for setting mark-up to city
and rayon admunistrations
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L

Areas of Concern Related to Finance

Availability of funds for drug procurement 1s dependent on the local economy There
1s currently only one enterprise providing hard currency funds During the assessment,
lack of funds for drug procurement was frequently cited as a problem at health
facilities

If purchase prices rise dramatically, as 1s likely once subsidies are discontinued for
agencies such as Pharmumex and Rospharmacia, considerably more funds will be
needed to purchase the same quantity of drugs as in the past This means that, unless
funds are forthcoming, shortages will occur, unless the health system 1s able to limut
procurement lists to those drugs most essential, given prevailing health problems

Debt owed to pharmacies, by health facilities, for both drugs used at the health
facilities, and reimbursement for filling prescriptions for exempt patients, 1s a key
problem In April 1994, this debt totaled 1 5 billion rubles ($ US 855,675 at 1,753
rubles/$ US)

Devaluation of the ruble, (9 56% per month from January 1993 to June 1994), and
inflation will continue to stran the economy, including providing funds for the public
health system and drug procurement

Morbidity data are not used to the fullest extent possible 1n the process of preparing
drug budgets, currently budgets are developed, based on previous consumption
patterns, which almost certainly will change as subsidies decrease and purchase prices
rise

A high proportion of patients with outpatient prescriptions receive drugs free of charge
under the current system of exemptions Pharmacies report that long reimbursement
times for exempt patients are problematic, given the current rate of inflation

The current medical insurance program does not provide clearly defined benefits to
subscribers Hospital and clinic expenses are covered 1n only one of the pilot rayons
At the national level, 1t has been estimated that the 3 6% tax increase should be raised
to 7-10%
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The exact role of Standard Treatment Guidelines or reimbursable treatment indications
i Insurance Medicine has not been determuned Some draft guidelines reviewed
during the assessment recommended drug treaments by trade name

Pricing policies 1n Pharmacia and 1n pharmacies need to be closely examined and
adjusted as needed, to assure that allowable reimbursement and authorized prices are
adequate to purchase replacement stock for the pharmaceuticals which are dispensed
This will become a cnitical 1ssue as purchase prices begin to fluctuate according to
market forces In a situation of high inflation, sale of drugs by Pharmacia based on
purchase price, rather than replacement cost may not generate sufficient funds for
subsequent procurement At the time of the assessment, allowable mark-ups were
determined at the federal level Since August, 1994, Decree # 890 delegated the
authority to set mark-ups to local admumstrations It 1s unclear 1f there 1s sufficient
experience at Pharmacia to set drug prices that can cover replacement costs and
operational expences m periods of high inflation



RPM Russia Assessment 69

VII DRUG PROCUREMENT

This section of the report details drug procurement procedures at various stages of the drug
distribution cycle Data was obtamned through interviews at the Oblast Admimstration Health
Department, Pharmacia, the Oblast Hospital, Pharmimex, the Pharmaceutical Warehouse at Kiritsy, and
other health factlities Due to 1ts prominent role in public health drug procurement, emphasis has been
placed on data obtained from Pharmacia

Because of computerized record keeping, the study team was able not only to collect data on tracer
drugs, but was given information on all Pharmacia purchases and issues between 1 October 1993, and
1 Aprl, 1994

Two critical areas addressed 1n evaluating drug procurement are

. the price paid for drugs by Pharmacia and other institution that buy drugs Ths 1s of
particular importance 1n Ryazan, where there are limited funds, high inflation rates,
and high devaluation of the ruble

. the avallability of drugs at various facilities, which 1s an indicator of the effectiveness
of drug procurement efforts

As the data that follows shows, Ryazan Pharmacia has been effective in purchasing drugs at prices that
compare favorably to prices paid by other public sector procurement agencies internationally For
tracer drugs, Pharmacia paid 96% of the average international price 1n 1ts last procurement prior to the
assessment It should be understood that drug prices in the Russian market as a whole have been kept
artificially low through favorable exchange rates for Pharmumex, Rospharmacia etc , and by price
controls An informed national source predicts that drug prices charged by manufacturers will rise
considerably

Data on drug availability was less favorable Only 2 7% of the top 74 (ranked by value) drugs
purchased by Pharmacia were 1n stock 1n the warehouse 1n October, 1993, indicating that buffer stocks
are not being mamtained At the health facility level, only 33% of tracer drugs were 1n stock at the
time of the assessment, and 30% at the community pharmacy level

Tables containing actual data are found at the end of this section
A Procurement Decisions and Responsibilifies

Drug procurement for the public sector 1s the responsibility of Pharmacia, which deals with
producers or distributors 1n Russia former soviet republics, baltic republics and with foreign
producers, through therr Russian representatives
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For the recently completed 1995 drug procurement, an ad hoc "Commussion for Drug Needs
Estimation for Purchasing,” was formed to provide input into the process The commussion,
comprised of 20 members, worked for one month, but there are discussions about having
meetings on a more permanent basis Standing members include

. Deputy Head of the Oblast Administration Health Department
. Chairman of the Pharmaceutical Commuttee
. Pharmacia Director

. Chief of Pharmaceutical Commuttee Division
. Chief of Procurement Department/Pharmacia
. Chief Surgeon

. Chief Therapist

. Chief Pediatrician

. Chief for Communicable Diseases

. Chief Oncologist

. Chief Endocrinologist

. Chuef for Tuberculosis Program

Ad-hoc members include specialists such as obstetricians, gynecologists, hematologists and
psychiatrists

The committee meets annually- usually for one week Discussions focus on drug selection,
availability, shortages, utilization, and actual and potential suppliers Decisions are based on
mutual consensus

The Pharmaceutical Commuttee, Pharmacia, and the Oblast Administration Health Department
also provide mput on drug products and quantities to purchase Pharmacia and the
Pharmaceutical Commuttee provide estimates of needs based on past consumption Pharmacia
computer records and ledgers are used 1n this process The Pharmaceutical Commuttee also
advises on drugs and quantities to purchase based on disease patterns A standard formula 1s
not used 1n calculating drug quantities, and the process 1s done manually

Ultimately, decisions on what drugs to buy are made by the Commussion for Drug Needs
Estimation for Purchasing The Russian Essential Drugs List 1s used to prioritize procurement
Pharmacia 1s responsible for negotiating contracts and managing the distribution of drugs In
the public health system, Pharmacia supplies rayon central pharmacies with drugs, which then
supply rayon hospitals and clinics In practice, pharmacies make substantial drug purchases
from private sector wholesale companies because of lower prices, resulting in overstock and
loss of revenue at Pharmacia One reason that small, private sector wholesalers can offer
lower prices than Pharmacia 1s a "reverse volume discount” from suppliers, 1n which prices
paid for smaller quantities of drugs are lower than large volume sales because suppliers
consider such sales less risky
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B Drug Procurement by Ryazan Pharmacia

Pharmacia uses both its own funds and the oblast credit for procurement of drugs
Pharmacia’s own funds are typically used for drugs that can be turned-over quickly

Pharmacia has the ultimate decision on purchase quantity and source There 1s no set schedule
for buying drugs, due to the sporadic availability of funds

All drug procurements are done based on contracts, often long-term agreements of one year,
negotiated with suppliers by mail, phone or fax There have been no competitive tenders done

by Ryazan Pharmacia

The mamn forms of payments to suppliers are

. Prepayment

. 50% upon order and 50% upon receipt

. 100% payment after receipt

. Payment within one to two months of receipt

. Consignment, with payment due after drugs are sold

Prepayment, and 100% payment after receipt, are the most commonly used methods

It takes approximately two weeks for funds to be transferred to suppliers once a contract 1s
signed The transfer requires a letter of authorization from the Head of Oblast Administration
when drugs are purchased with Oblast Administration funds For international purchases,
prepayment 1s required by suppliers For purchases made from Bntain, funds can be
transferred 1n three days Delivery begins only after the transfer has been completed

For domestic purchases, most, but not all, companies require prepayment 1n rubles before
shipment Some companies allow partial prepayment, with the balance due on delivery, and
some make sales on consignment When foreign drugs are purchased from consignment
warehouses from foreign suppliers, prices are calculated 1n hard currency, but payment 1s made
mn rubles at the exchange rate for the day that payment 1s made

Most drugs included 1n long-term contracts are purchased quarterly Current and past
consumption and disease patterns are reviewed to determine order quantities Actual
requests/consumption figures are compared against forecasted needs

Emergency purchases are made when

. vital drugs are out of stock

. A non-stocked drug 1s required for a specific patient, in which case the
requesting physician must complete a detailed request
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When the oblast cannot purchase a drug, the MOH may provide assistance

Pharmacia admnistrative offices and warehouses are computerized, and use "Pharmaceutical
Stock," a software program developed by the in-house programmer The computer 1s not used
to monitor purchase orders, which 1s done manually

Since 1993, consumption data are tracked by a PC microcomputer system (formerly a
minicomputer was used) The following reports are generated

. purchase price, stock balance and line item value- produced when needed

. total quantities distributed to the facilities, and Pharmacia stock balance-
produced yearly

For future consideration 1n planning RPM technical activities, support for computer hardware
and software are provided by over 20 firms in Ryazan

Ordering Through Domestic Wholesale Companies

Pharmacia purchases drugs through Russian wholesale compames such as Pharmimex and
Rospharmacia In the case of Pharmumex, orders are placed once a year Distribution 1s
organized from Moscow, mainly through the Kirtsy (located 1n Ryazan Oblast) and Reutov
(located 1n Moscow Oblast) warehouses Because Pharmacia 1s responsible for these orders,
oblast or MOH approval 1s not required

Orders are received by Ryazan Pharmacia within 30 to 60 days Payment for goods after
receipt occurs between ten days and two months

Pharmacia receives a monthly price list from Pharmumex, and gets availability information by
telephone upon request

If Pharmimex cannot supply quantities ordered on prepaid items, Pharmacia receives a refund,
plus penalty fees negotiated at the time the order 1s placed (0 5% to 1% of the value of shorted
drugs for each delinquent day)
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The main problems experienced by Pharmacia in purchasing drugs from domestic wholesalers

are
. Lack of funds, which impedes prepay purchases,
. Lead times can be extended without warning,
. Drugs may arrive without a final invoice, and therefore, as stipulated by law,

Pharmacia must store them until pricing information 1s recerived This situation
occurs when wholesalers such as Pharmumex receive and distnibute drugs prior
to paying their suppliers

. Although imported drugs come with a quality assurance certificate, according
to MOH regulations they are subject to retesting by PharmControl, which
results in additional expense to Pharmacia, who must pay for the testing

Procedures for procurement from Rospharmacia, and other wholesale companies, are simuilar to
those encountered with Pharmimex Stock lists are mailed by Rospharmacia on a weekly

basis

Ordering From Domestic Producers

Direct purchases are made from domestic manufactures, located mainly 1n Moscow, Sant
Petersburg, Kazan and Tyumen Lead times can be as long as six months, or as short as one
month for smaller quantities
The main problems 1n dealing with domestic suppliers are

. Limited range of products available, and

. Product shortages due to lack of raw materials

Of all domestic purchases, 70% of them are prepaid, and 5% are made by delayed payment
The remaining 25% of purchases are paid for by the other methods listed above

Ordering Through Producers From Former Soviet Republics

Drugs used 1n oncology, hematology, cardiology, and anesthesia, and msulins are purchased
from producers 1n former Soviet republics Contracts are negotiated that include terms of
payment (usually 100% prepaid) quantities and terms of delivery Due to fluctuating ruble
exchange rates prices are negotiated 1n hard currency Orders from producers 1n Baltic
Republics are payable 1n US dollars Rubles are used for all other republics Large quantities
are shipped by rail, air or truck Smaller quantities are sent by mail

Pharmacia must obtain import licenses for these purchases, which takes at least 1 5 months
Once and order 1s placed, Pharmacia 1s notified by telex, telegram or fax, of the estimated
time of delivery If all documents are in order, shipments clear customs within two days
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These suppliers do not distribute stock or price information on a regular basis Pharmacia
makes 1nquiries by telephone

Ordering Directly From Producers Qutside the Former Soviet Union

There 1s little experience with international drug procurement in the oblast In 1992, the local
o1l refinery carrted out a $ 1 5 mullion drug procurement Using a list of drugs compiled by
Pharmacia, the company negotiated directly with a broker Long delays were experienced
obtaining drugs from Yugoslavia Three drugs from this procurement have still not cleared
customs and are being held 1n bond 1n the Pharmacia warehouse because they were not
registered i Russia by the supplier

As 1s the case for drugs from NIS countries, an import license, processed by the Department of
Drugs and Medical Equipment of the MOH, 1s necessary to purchase finished drugs of foreign
origin A license 1s not requtred for import of raw materials Licensing takes 25 days to one
month, and costs 42,000 rubles ($ US 21) for less than ten 1tems, and 900 rubles ($ US 0 45)
per item when there are more than ten items The lead time needed to process licenses for
urgently needed imported 1tems can be reduced, for an addittonal 50% licensing fee, but this 1s
rarely done

For international purchases, import licenses may be obtained 1n two ways

. The purchaser (1e Ryazan Pharmacia) applies to the MOH for the license A
separate license 1s required for each purchase These types of purchases are
made with hard currency

. The drug company may apply for the import license The purchaser needs to
take no special actions, and the purchase may be made mn rubles from the
warehouses 1n Russia

The procedure for receiving an import license, and clearing customs, follows

I The buyer checks the registration status of a drug, and negotiates a contract
with the supplier

2 A contract 1s signed between the purchaser and the supplier, specifying drug
products quantities, delivery times, and prices

3 Signed contracts are brought to the MOH, where an mmport license application
1s completed The application requires information about suppliers, and
complete information on drugs being purchased The total value of the
contract 1s required

4 The apphication 1s signed by the Head of the Licensing Commuttee or the Head
of the Department of Medical Industry
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5 The application 1s reviewed, signed and sealed by the Permanent Commuttee
on Narcotic Drug Control Certificates are prepared for all narcotic and
psychotropic drugs

6 The application 1s signed by the First Deputy Minister of Health, or the
Deputy Mimster responsible for the Department of Drugs and Medical
Equipment

7 The supplier 1s notified to begin processing the order

8 Drugs are shipped Rail shipments are routed directly to oblasts for customs

clearance Air shipments must be cleared in Moscow The shipment must
include a copy of the contract and a waybill Each contamer must contain a
packing list, detailing the contents of the container

9 The customs office notifies the consignee when shipments arrive
10 The consignee completes a customs declaration
11 A representative of the buyer, and a customs nspector open all containers and

mnspect contents If all shipping documents are 1n order, goods are cleared
within 2 days of armval Damaged or missing containers shipped by rail are
compensated for by the rallway company

12 A 0 1% customs charge 1s paid by the purchaser

There 1s a separate process for importing "substances for production” of drugs This license 1s
1ssued by the Department of Medical Industry

Ryazan Pharmacia has placed orders from international producers, through local agents, from
the United States, Britain, Hungary, and Yugoslavia The reference book Drugs of Foreign

Companies in Russia 1s used to 1dentify potential suppliers

The average lead time for international purchases, after contracts have been negotiated and
import licenses received, 1s one to three months, including customs clearance times

Main problems n ordenng from international producers are

. difficulty obtaining hard currency (current infiation rate 1s 20% per month)
and
. lack of expenence mn dealing with foreign firms

The effectiveness of procurement and distribution practices was measured by collecting data on
tracer drugs at Pharmacia Of the 33 drugs investigated, 25 were purchased during 1993 For
those drugs, the actual price paid by Pharmacia was compared to the average international
price found 1n the 1993-94 International Drug Price Indicator Guide On average, Pharmacia
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paid 96% of the average international price found n the guide Since drug prices on the local
market have been kept artificially low, 1t 1s not clear how much prices will rise 1n the domestic
market, and whether Pharmacia will need to increase international procurement activities

For the top 50% (by value) of domestic and imported drugs purchased by Pharmacia from 1
October 1993, thorough 1 April 1994, 97% were out of stock at the beginning of the reporting
period Two of 74 drugs were out of stock at the end of the period (2 7%) At the time of the
assessment, 24 of 33 (73%) tracer drugs were 1n stock For those tracer drugs 1n stock, the
average months supply on hand was 1 29, with a range of 0 0009 to 5 31 months

The average lead time for purchasing 24 tracer drugs was 133 days

C Pharmacia Sales to Chents

Every health facility 1n the public health system that purchases drugs has a bank account into
which funds are deposited by the rayon admmistration

There are four basic methods of payment to Pharmacia by chents

. Prepaid,

. 50% upon placement of the order and 50% upon receipt,
. Payment upon delivery (within five banking days), and

. Delayed payment within one month

Hospital purchases from Pharmacia are prepaid, while community pharmacies buy with
delayed payment, whenever feasible Terms vary according the nature/seasonality of the
product, and the quantity No facilities receive free supplies

At the time of the assessment, MOH regulations stated that a maximum of 50% could be
added to the ex-producer cost by the time the product 1s sold to a customer Therefore, to
keep prices competitive, Pharmacia adds 15% (or less) to the price paid to the supplier The
mark-up for tracer drugs ranged from -63 0% to 168 2%, with an average of 13 8% Mark-up
and margin data for all tracer drugs can be found on the following page



Ryazan Pharmacia Price Analysis
Percentage Mark-up and Margin for Tracer Drugs

Last Ly, | Current - )

T - lssue{ Cost | Sell Price |[Percentage
Deseription . Strength BT Unit 1(nRubles) {in Aubles) Mark-up Margm
Ketamine (10 ml) 50 mg/10 mi In Vial 571 211 -63 05% -170 62%
Prednisolone (1 ml) 30 mg/ml inj Vial 245 657 168 16% 62 71%
Gentamicin 80mg Inj Vial n/a n/a
Cefotaxine 1gm Inj Vial 3048 3338 951% 8 69%
Hepann (5 ml) 10,000 U/ml in| Vial n/a n/a
Furosemide (2 ml) 20 mg/2 mi Inj Vial 143 165 15 38% 13 33%
Aminophyline (10 mli) 240 mg/ml Inj Vial 29 33 1379% 12 12%
Chiopromazine (2 mi) 025 ma/ml Inj Vial 35 40 14 29% 12 50%
Pilocarpine 001 Eve Drops | Vial 1200 1380 15 00% 13 04%
Epmephrine (1 mi) 1 mg In| Vial n/a n/a
Diphenydramine (1 ml) 10 mg/ml In| Vial n/a n/a
Lidocaine (2 mi) 002 Inj Vial 50 58 16 00% 13 79%
Drotaverin (2 ml) In) Vial 158 182 15 19% 13 19%
Papaverin (2mil) 002 inj Vial 51 53 3 92% 377%
Vitamin K1 (1 mi) 10 mg In| Vial n/a n/a
Vincristine 5 mg In| Vial 2117 2434 14 97% 13 02%
Vinblastine 5 mg In) Vial 3745 4307 15 01% 13 05%
Ampicillin 250 mg Oral Tab n/a n/a
Indomethacin 25 mg Oral Tab n/a n/a
Phencbarbital 15mg Oral Tab 2 3 50 00% 33 33%
Antthemmorhoidal Rectal Supp 11 13 18 18% 15 38%
Nifedipine i0mg Oral Tab 18 20 1111% 10 00%
Clonidine 15 mg Oral Tab 5 6 20 00% 16 67%
Digoxin 25 mg Qral Tab 0 06 007 16 67% 14 29%
Amitryptyline 25mg QOral Tab n/a n/a
Pancreatin 5 mg Oral Tab 14 15 7 14% 6 67%
Cimetidine 200 mg Oral Tab 55 63 14 55% 12 70%
Salbutamol (10 mi) 200 doses Inhaler Inh 3172 3474 9 52% 8 69%
Hydrocortisone (10 gr) 0 01 Taopical Tube 359 413 15 04% 13 08%
Paracetamo! 500 mg Oral Tab 11 11 0 00% 0 00%
Insulin All types Inj Vial 1103 1208 9 52% 8 69%
Tetracycline 100 mg Oral Tab 8 10 1111% 10 00%
Glibenclamide 5mg Oral Tab 3 4 33 33% 25 00%

Average % Mark-up |13 77%

77 -
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Drugs are always sold based on actual purchase price The selling price for supplies already 1n
stock are not altered when new product arrives with a different price

Health facility staff members receive updated Pharmacia price lists each time they visit the
warehouse

Pharmacia 1ssue and revenue records are reconciled monthly by the Chief Accountant
Records are audited by the Tax Controller (a government representative) The last audit was
conducted n January 1994 The Pharmaceutical Commuittee also monitors drug markups
Pharmacia sends quarterly purchase, revenue and salary reports to the Department of Statistics
of the Oblast Admnistration

The most common problems experienced by health facilities 1n getting drugs from Pharmacia
are

. Lack of transportation

° Lack of funds/price of drugs

. Availability of drugs

. Long delivery times (average 1n the survey was 17 days), compared to private

sector wholesale drug companies

With the exception of long delivery times, the same problems are experienced n getting drugs
from the private sector

Sales to the Oblast Hospital by Pharmacia

The Oblast Hospital supplies yearly drug estimates to Pharmacia Drug needs are determined
by review of past consumption, disease patterns, and general experience of the staff Wards
notify the pharmacy of anticipated shifts in drug consumption patterns The pharmacy uses a
computer program to track drug use in the hospital, and make purchasing decisions, although a
standard formula 1s not used to calculate order quantities The Director of Pharmacy and the
Chief Physician have ultimate decision making authority for drug purchases by the hospital

Monthly orders are placed to Pharmacia, and received as drugs become available- usually one
shipment per week Non-scheduled orders are placed to meet unexpected needs The
following information 1s included on monthly orders, which are done on a printed form

. Name, strength, and dosage form
. date order submitted

. date order recerved

. quantity ordered

. quantity received

A pre-pay system 1s used in which the hospital makes estimated payments 1n advance The
hospital, therefore, has no debt to Pharmacia Fifty orders were place in 1993, indicating a
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significant number of non-scheduled orders Drug availability 1s determined by telephone
inquiry, or by visiting Pharmacia  Stock lists are not sent to the hospatal

Major problems 1n getting drugs from Pharmacia are
. availability of funds
. availability of drugs

D Drug Procurement by Kiritsy Warehouse

The Pharmaceutical Warehouse at Kiritsy, located about 60 Km from Ryazan city, 1n the
village of Kiritsy, 1s one of five former Soviet Union pharmaceutical warehouses build for the
distribution of imported drugs The Kiritsy warehouse serves appoximately 80 Pharmacias
throughout Russia, and approximately 200 additional clients in Ryazan Oblast and other
oblasts 1n Russia

At the time of the assessment, most procurement activities were centralized by Pharmimex 1n
Moscow Approximatley 90% of drugs in stock belong to Pharmimex Moscow, who provide
distribution 1nstructions to Kiritsy The remaining 10% are purchased by Kiritsy using their
own funds The Head of the Kiritsy Commercial Department predicts that during 1995, these
percentages will reverse, with only 10% of drugs being distnibuted through the centralized
procurment system

To coordinate activites, the Kintsy warehouse sends the following information to Pharmimex
every month

. quantity recetved for each product,

. list of drugs 1n stock,

. list of drugs received without an mvoice,

. list of drugs temporarily refused by clients, and
. stock balance for specific items (upon request),

Oblast Pharmacias may provide Pharmumex with information on anticipated need, which
Pharmimex uses to process bids and award contracts to suppliers Quotes are submutted m
US dollars Pharmimex then negotiates contracts with oblasts for specific quantities The
Kiritsy warehouse 15 used as a transit point for distribution to oblasts Kiritsy refused several
shipments from Moscow 1n 1994 due to lack of storage space

In 1992, a Commercial Department was established m Kiritsy A representative was placed 1n
the city of Ryazan, mn order to be closer to clients and reliable communications services The
department 18 directed by a purchasing commuttee, which includes the commercial director, a
secretary and a warehouse representative This department works primarily with domestic
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products, but currently also has a limited number of imported products Pharmacies buy a
limited range of products directly from this department, but must purchase items provided by
Pharmimex/Moscow, from Pharmacia Pharmacies currently account for 15% of Commercial
Department business, and the warehouse would like to see this proportion increase A 10-15%
mark-up 1s added to drugs purchased by the Commercial Department

The commercial representative contacts pharmacies directly to solicit orders, using a list of
available stock

Kiritsy has also handled direct contracts with the MOH in Moscow, and 1s currently
negotiating a MOH contract to carry reserve essential drugs The warehouse 1s anticipating
that MOH will provide 50% prepayment for these drugs

Kiristy representatives are active 1n the cities of Samara (for the Volga region), Yoshkar-Ola
(for Kirovskaya Oblast, Tartarstan, and Tyumen), Tambov (for Tambov and Lipetsk),
Mahachkala (for Dagestan, Stavropolsk: region, and the Northern Caucassus)

Pharmimex/Moscow 1s responsible for managing the procurement of drugs using World Bank
and European Economic Community loans The duration of this loan to Pharmimex 1s one

year which sells to clients on a 60 day payment basis

Pricing Structure

Drug prices are controlled by regulations of the federal government The pricing structure
allows addition of a maximum of 50% mark-up to the CIF price for imported or domestic
products At the time of the assessment, mark-ups for products supplied by Pharmumex were
done according to the following outline

PHARMIMEX/MOSCOW CIF Pharmimex
:+ 12% Service Charge
v
KIRITSY WAREHOUSE CIF Pharmumex Cost+customs+ 1 2%
:+ 5 0% Service Charge
PHARMACIA RYAZAN éIF Pharmumex Cost + customs + 1 2%+ 5 0%
:+ 13 8% Service Charge
v
PHARMACY CIF Pharmimex Cost+ customs+ 1 2% + 5 0% +
13 8%
:+50% - (customs + 12% + 5 0% + 13 8%)

v

PATIENT CIF Pharmumex Cost+ customs + 50%
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This scheme of mark-ups will probably change as a result of Decree # 890 (See Financial
section)

For centralized procurment, Kiritsy markup to Ryazan Pharmacia 1s 50% For clients 1n other
terntories of Russia, the markup 1s 10% The lower markup for Ryazan Pharmacia 1s upon
Oblast Administation request

Since 1993, Kiritsy has used a microcomputer to monitor all transactions, and for accounting
This accounting software package cannot be used to quantify needs based on past
consumption

The main problems expenienced by Kiritsy are
. A large amount of capital 1s tied up 1 accounts receivable
. Although clients can be surcharged 5% daily for outstanding debt beyond the

contracted date of payment, accounts receivable are not aggressively pursued
The warehouse does not typically discontinue service for non-payment

. Outside communications from the warehouse are difficult
. Short shipments of goods
. Long lead-times (up to six months for shipments from Indian producers) for

drugs provided through Pharmimex

. Commerical Department expansion 1s hindered by lack of funds for drug
procurment

E Private Wholesale Distributors

There 1s an increasing number of private wholesale distributors based in Ryazan None
currently function on the scale of a US wholesaler Most Ryazan wholesalers obtain their
drugs from a vanety of sources - Russian manufacturers and other larger wholesalers outside
of Ryazan There 1s lttle regulatory control of this activity In theory, these wholesalers
should notify the pharmaceutical committee when foreign products are purchased, but this may
or may not occur in reality The following 1s a profile of one Ryazan wholesale drug
company

HIPPOCRATES LTD

The assessment team nterviewed the director of Hippocrates, a private wholesale and retail
company selling drugs and medical supplies in Ryazan Oblast In addition to wholesale
operations Hippocrates owns six kiosks for drug sales in Ryazan medical facilities and city
trade centers One of the outlets, 1n operation for 1 5 years, 1s located on the premises of the
Oblast Hospital, and stocks about 400 drugs The hospital does not charge Hippocrates rent
for the kiosk space In return, Hippocrates offers discounted prices and favorable payment
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terms on drug sales to the hospital Retail sales from all Hippocrates kiosks account for 70%
of total sales

Hippocrates has a total staff of 18 persons, including mamtenance persons, drivers for two
trucks and four automobiles, managers, bookkeepers, and nine medical personnel

Hippocrates purchases drugs and supplies from 20 suppliers, mostly in Moscow and Saint
Petersburg Purchases are also made from Kiritsy and Pharmacia, but are limited by small
product lines The director prefers purchasing well known brand name drugs because of
product recognition and guaranteed quality, and 1s looking for a reliable western supplier

Payment terms vary by supplier

. immediate payments, for drugs 1s high demand ,
e 20% prepayment, with the balance due after sale of the product, and
° payment 30 to 50 days after receipt

At the time of the assessment, the Oblast Hospital owed Hippocrates one million rubles, which
1s considered to be a small debt

The company attempts to fill hospital orders within ten days

The primary constramnt facing Hippocrates 1s the limited number of drugs available from
suppliers

F Procurement By Health Facilittes From Other Suppliers

Oblast_Hospital

Oblast Hospital makes drug purchases from several private sector suppliers, through negotiated
procurements The Chief Physician must approve orders to private suppliers, which usually
takes two days Orders are placed by telephone, and only for drugs known to be mn stock,
resulting 1n short lead times and high service levels Pnivate suppliers require either full pre-
payment, or within five days of receipt

The hospital 1s not obligated to purchase requested amounts of drugs from Pharmacia when
they become available 1if they were previously purchased from the private sector

Major problems with getting drugs from the private sector are
. availability of funds

. availability of the desired drug
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Patients requiring drugs not normally stocked by the pharmacy may purchase the drugs
themselves from a local pharmacy If a physician prescribes a drug normally stocked, but
currently out of stock, the pharmacy may try to barter with another facility for the drugs, or
the patient may purchase the drug using personal funds If a drug 1s unavailable from any
source, therapeutic substitution'® 1s permitted with the permission of the physician The
Oblast Hospital does not purchase drugs from abroad or directly from manufacturers

Other Health Facilities

In seven hospitals recently surveyed by oblast officials, 70 drug products 1n stock were
purchased from places other than Pharmacia Of these, five were purchased based on price,
and 65 based on availability, although the prices for these 65 drugs also tended to be less than
Pharmacia

The 21 facilities surveyed during the assessment reported using the following methods in
determining quantities of drugs to order

Review of past consumption- 90%

Review current and past disease patterns- 38%
General expenience of staff- 38%

Comparison of consumption with disease patterns- 9%

LRSI

None of the surveyed facilities use a standard formula for determining order quantities

Community pharmacies purchase drugs from Pharmacia, and, increasingly, from private
wholesalers This trend 1s reportedly due to more lenient payment terms by private companies
(one month), than Pharmacia (prepay, or payment within five days)

Several (33%) surveyed facilities reported receiving drugs not ordered, mostly from Pharmacia,
although these were most Iikely cases of therapeutic substitution for drugs out of stock

G Donations of Drugs
Statistics on the value of drug donations are maintained by Oblast Administration and

hospitals The Oblast Admimistration Health Department reports that the figure 1s negligible
relative to the total oblast drug budget

' In Russia, therapeutically equivalent drugs are referred to as "analogs "
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Areas of Concern Related to Drug Procurement

"The Comnussion for Drug Needs Estimation i Purchasing” works only on an ad-hoc
basis The process of determining drugs and quantities to buy mvolves the use of
consumption and morbidity data, but the process 1s done manually and without the use
of standard formulas

Drug purchases by Pharmacia are made thorough negotiation with drug distributors
and manufacturers Competitive tendering procedures have not been utilized
Although prices have been averaged lower than international prices (96%), this 1s
mainly due to subsidies and price controls, which artificially depressed prices 1n
Russia

There 1s a definite lack of nformation at all levels of the oblast concerning reliability,
product quality and comparitive prices from potential international suppliers The
situation 1s complicated by the emergence of numerous small distributors 1n the oblast,
which 1mport a Iimited number of products for resale to Pharmacia or to pharmacies

Unexpected drug purchases from private sector suppliers by pharmacies has resulted in
overstock situations at Pharmacia, which had planned to provide the drugs to
pharmacies

Establishment of a routme procurement cycle by Pharmacia 1s not possible due to the
unpredictable receipt of funds

Prepayment of orders from domestic and international suppliers leaves Pharmacia little
recourse 1f problems occur with shipments

The computer system used at Pharmacia 1s not adequate to monitor orders placed for
drugs, from a diverse set of suppliers or to monitor supplier performance over time
The system does not have the capacity to perform standard procurement analyses such
as ABC and VEN analyses These tools will become critically important as increasing
prices and decreasing state subsidies force all purchasers to limit purchases to the most
essential pharmaceuticals

Under current regulations, receipt of drugs by Pharmacia without the invoice causes
unnecessary delays in distribution, because a selling price cannot be fixed by
Pharmacia without the mvoice

Some drugs recerved with a quality certificate are nevertheless subject to testing by the
Oblast Quality Control Lab, resulting 1n financial loss for Pharmacia, since they must
pay for the tests
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. For the top domestic and imported drugs purchased by Pharmacia from 1 October
1993, through 1 Aprl 1994, 97% were out of stock at the beginning of the reporting
period Two out of 74 were out of stock at the end of the period (2 7%) At the time
of the assessment, 24 of 33 (73%) of tracer drugs were 1n stock This data indicates
that adequate buffer (reserve) stocks are not being achieved for all items, and that the
procurement system 1s not able to respond as quickly as needed to avert shortages

. Unbiased drug information, necessary to make rational procurement decisions, 18
limited at Pharmacia and Kiritsy The lack of comparative price information has been
locally identified as an area of concern



RATIONAL PHARMACEUTICAL MANAGEMENT PROJECT

RYAZAN OBLAST SURVEY RYAZAN PHARMACIA - INVENTORY AND STOCK RECORDS INFORMATION

PLEASE NOTE The consumption and out of stock data should be reported for 1993

If this is not possible, specify period

REFERENCE #1 (LEDGE|REFERENCE #2 (COMPY

DATE 27/05/94 PHYSICAL |EARLIEST [STOCK # MONTH [QUANTITY DATE DATE # DAYS TOTAL

ISSUE |[STOCK EXPIRY LEVEL BEFORE |THAT MIGH]COUNT LAST COUNT LAST OUT OF CONSUMP |Estimated
DESCRIPTION STRENGT RT UNIT COUNT DATE EXPIRY EXPIRE ENTRY ENTRY STOCK TION Yearly Needs
Ketamine (10mL) 50mg/10m Iny Ampoule |2 655 Dec 95 319 124 0 2655 05/25/94 {2655 05/25/94 |28 8% 4795 10000
Prednisolone (1ml) 30mg/ml_Ing Ampoule |2 603 Jun 95 023 64 0 2603 05/23/94 12603 05/23/94 __ |119 33% 57447 135000
Gentamicin 80mg I Ampoule |300 Jul 97 ool 314 0 300 12/26/94 _ [300 12/26/94 182 50% 304 400000
Cefotaxime 1Gm Inj Ampoule |23 288 Nov 94 932 05 24636 23288 05/26/94 123288 05/26/94  |182 50% 468 30000
Heparin (5mi) 10 000 U/nin; Ampoule |0 0 0 10/11/93 10 10/11/93__ [182 50% 18 50000
Furosemide (2ml) 20mg/2mi_In) Ampoule |50 430 Feb 95 367 25 0 50430 05/26/94 150430 05/26/94 (31 8% 144650 165000
Aminophylline (10ml)  240mg/mi Inj Ampoule {265 710 Mar 96 531 154 0 266800 05/27/94 265710 05/27/94 0% 93476 600000
Chlotpromazine (2ml) 0 025mg/ir Inj Ampoule |2 580 Nov 94 135 05 0 2580 05/18/94 2580 05/18/94 (28 8% 101738 23000
Pilocarpine 1% Eye DrqVial 665 Mar 97 003 274 0 765 05/26/94 1665 05/27/94 166 45% 2255 260000
Epinephnine (1ml) img In Ampoule |1 990 Feb 97 027 264 0 1990 05/25/94 11990 05/25/94 0% 12770 30000
Diphenydramine (iml) 10mg/ml__Inj Ampoule {197 790 Jan 96 237 134 0 199390 05/26/94 197790 05/27/94 0% 604289 1000000
Lidocaine (2ml) 2% Inj Ampoule |300 Jun 98 001 423 0 300 05/18/94 300 05/18/94 |26 7% 76600 300000
Drotavenn (2ml) Inj Ampoule |4 300 Jul 96 004 194 0 4300 05/26/94 {4300 05/26/94 0% 123925 1250000
Papaverin (2ml) 2% Iny Ampoule |2 000 Aug 96 003 204 0 2000 05/25/94 12000 05/25/94 {125 34% 41580 700000
Vitaming K1 (1mi) 10mg iny Ampoule |280 Jan 95 001 15 0 280 05/16/94 1280 05/16/94 1182 50% 740 300000
Vincrstine 0 5mg iny Ampoule {0 0 0 01/19/94 0 01/19/94 99 27% 3000 4000
Vinblastine 5mg In Ampoule |0 0 0 02/21/94 ] 02/21/94 66 18% 1000 800
Ampicillin 250mg Tablet [Tablet |0 182 50% 0 2400000
Indomethacin 25mg Tablet [Tablet |16 680 Jun 96 0 56 184 0 16680 05/24/94 116680 05/24/94 0% 6540 360000
Phenobarbital 15mg Tablet [Tablet |0 0 0 05/24/94 0 05/24/34 0% 259440 840000
Antthaemorrhoidal Rectal |Supp 144 100 Jan 96 059 134 0 144100 05/27/94 144100 05/27/94 (26 7% 298050 2920000
Nifedipine 10mg Tablet |Tablet 465 950 Jun 97 075 304 0 465950 05/26/94 1465950 05/26/94 157 16% 855100 7500000
Clonidine 015mg___Tablet [Tablet |82 650 Sep 97 025 334 0 80650 05/26/05 182650 05/27/94 {100 27% 513350 4000000
Digoxin 025mg Tablet [Tablet |6 000 Nov 96 006 234 0] 6000 05/26/94 6000 05/25/94 1176 48% 85500 1250000
Amitryptyline 25mg Tablet |Tablet |8 450 Jul 96 005 194 0 8450 05/25/94 18450 05/25/94  |157 43% 26500 2000000
Pancreatin 05mg Tablet [Tablet {11900 Jan 96 001 134 0 11900 05/05/94 111900 05/05/94 _|120 33% 283960 15000000
Cimetidine 200mg __ Tablet [Tablet |50 Oct 97 000 344 0 50 11/26/93 _ [50 11/26/93 _ [150 % 250000 650000
Salbutamol (10mi) 200 doses Inh Vial 0 0 0 02/28/94 10 02/28/94  |139 38% 2093 25000
Hydrocortisone (10gm) 1% Cream [Tube 0 0 0 04/28/94 0 04/28/94 166 45% 2031 10000
Paracetamol 500mg  Tablet [Tablet |99 990 Feb 97 080 26 4 0 99990 05/27/94 {0 05/27/94 166 45% 40400 1500000
Insulin Alitypes Inj Vial 12 187 May 95 225 55 0 12187 05/27/94 61 17% 11700 65000
Tetracycline 100mg _ Tablet |Tablet [0 0 o 11/24/93 {0 11/24/93 179 49% 14000 5000000
Glibenclamide 5mg Tablet [Tablet |595 200 Dec 96 130 244 0 595200 05/27/94 595200 05/27/94 |75 21% 1168840  |5500000

COUNT 33 007% 5 00% 3170 26%
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RYAZAN OBLAST SURVEY RYAZAN PHARMACIA - PROCUREMENT/PRICE ANALYSIS

TOTAL QUANTITY BOUGHT LAST PROCUREMENT CYCLE DATES THROUGH [DONATIONS RCV ED
__lFOR THE LAST CYCLE
ISSUE [TOTAL |LAST LASTIU [AVG % OF AV(LAST LEAQ<F>0B [TYPE OF CURRENT
DESCRIPTION STRENGTH AT UNIT _ |QUANTITYPACK SIZHCOST INT PRIQINT PRIQTIME(DAYS<C>IF [PURCHASHSUPPLIER |SELLING PRIGQUANTITYSOURCE|DATE
Ketamine (10mL) 50mg/10ml_In} Ampoule 5,000{5 Amp 571 118 484% 217|CIF 211
Prednisolone (1ml) 30mg/ml__Iny AmpouleJ 60,000{3 Amp 245 411 60% 164|CIF 2 657
Gentamicin 80mg Inj Ampoul
Cefotaxime 1Gm Iy Ampoule 100]1 Amp 3048 151|CiF 3 3338
Heparin (5mi) 10,000 U/m! Inj Ampoulel
Furosemide (2ml) 20mg/2mi_ Inj AmpouIJ 198,000|50 Amp 143 1563 94% 216|CIF 4 165
Aminophylline (10ml}  240mg/ml__ Inj Ampoul 69,983(10 Amp 29 28 102% 51|CIF 5 33
Chlorpromazine (2ml) 0 025mg/ml_Inj Ampould  99,998]10 Amp 35 252 14% 120|CIF 6 40
Pilocarpine 1% Eye Drops|Vial 5,000|5 Amp 1200 339 354% 29|CIF 7 1380
Epinephrine (1ml) img In] Ampoul 247
Diphenydramine (1ml)  10mg/mi Inj AmpouIeJ 362
Lidocaine {(2ml) 2% in) Ampoul 80,000(10 Amp 50 27 184% 5|CIF 58
Drotavenn (2ml) Inj Ampoulel  125,000{25 Amp 158 146{CIF 182
|Papaverin (2ml) 2% Inj Ampoulel  40,000/10 Amp 51 133 38% CIF 10 53
Vitamine K1 (1ml) 10mg Ing Ampoul 502
Vincristine 05mg Inj Ampoul 3,000/10 Amp 2117] 11683 18% 133|CIF 2 2434
Vinblastine 5mg Iny Ampoul 1,000{10 Amp 3745 133|CIF 2 4307
Ampiciliin 250mg Tablet Tablet 67
Indomethacin 25mg Tablet Tablet 13
Phenobarbial 15mg Tablet Tablet 120,000(6 Tab 2 6 38% 158|CIF 11 3
Antihaemorrhoidal Rectal Supp 556 400{10 Sup 11 169 7% 105|CIF 12 13
Nifedipine 10mg Tablet Tablet ]1,307,800(50 Tab 18 150 12% 245|CIF 1 20
Clonidine 0 15mg Tablet Tablet [1,000,000{50 Tab 5 541CIF 5 6
Digoxin 0 25mg Tablet Tablet 250,000(50 Tab 006 27| 023% 281|CIF 13 007
Amutryptyllineg 25mg Tablet Tablet 12
Pancreatin 05mg Tablet Tablet 300,000/100 Tab 14 243|CIF 3 15
Cimetidine 200mg Tablet Tablet 250,000{50 Tab 55 73 72|CIF 2 63
Salbutamol (10ml) 200 doses _Inh Vial 2 000|1 vial 3172 3480 91% 13|CIF 14 3474
Hydrocortisone (10gm) 1% Cream Tube 3,120]1 Tube 359 792 45% 113|CIF 12 413
Paracetamol 500mg Tablet Tablet 50,000{10 Amp 11 19 56% 10]CIF 17 11
Insulin All types Inj Vial 27,600|1 Vial 1103 553 200% 197|CiF 3 1208
Tetracycline 100mg Tablet Tablet 14 000|120 Tab 9 49|CIF 16 10
Glibenclanude 5mg Tablet Tablet |2 018,800/1000 Tab 3 10 gg:ﬁo 285|CIF 1 4
A




INFORMATION ON PURCHASES OF IMPORTED DRUGS BY RYAZAN PHARMACIA
FROM 1 OCTOBER 93 'TIL 1 APRIL 94

(Top 50% of Purchases by Value)
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