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Abbreviations  
 
 
 
  ADR -   Adverse Drug Reaction 

  cGMP –  Current Good Manufacturing Practice 

  CMS -   Central Medical store 

  DIDC –  Drug Information & drug dissemination centre 

  EDL –   Essential Drug List 

  FEFO –  First Expiry First Out 

  FIFO -   First In First out 

  GCP –  Good Clinical Practice 

  GOI –   Govt. of India 

  GOWB –  Govt. of West Bengal 

  GATT –  General Agreement on Trade & Tariff 

  INN -   International Non Proprietary Name 

  IPD –   In Patient Department 

  IEC –   Independent Ethics Committee 

  NRI -   Non-Resident Indians 

  NGO –  Non-Govt. Organization 

  NDP –   National Drug Policy 

  OPD –  Out Patient Department 

  PMS –  Post Marketing Surveillance 

RDM –  Rational Drug management 

RPM-  Rational Pharmaceutical Management 

  RUD –  Rational Use of Drugs 

  R&D –   Research and Development 

  SDC –   State Drug Commission 

  SDA –   State Drug authority  

  SOP –   Standard Operating Procedure 

  STG –   Standard Treatment Guidelines 

  STP –   Standard Treatment Protocol 

  WHO –  World Health Organization 

  WTO –   World Trade Organization 
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1. Introduction 

 
India is a vast country with a complex and diverse social, cultural, economic 

and political fabric.  Health remains primarily a state subject.  Although 

health policy and drug policy are formulated and revised periodically by the 

Government of India (GoI), the major responsibility of their implementation 

lies with the state governments.  

 

Within a few decades since independence India became self sufficient in 

catering to the drug needs of its people and transformed itself from one of 

the highest priced nations to one with remarkably low drug prices. However 

the contemporary challenges like economic liberalization and industrial 

policy reform (1991), globalisation and decontrol measures and above all, 

the WTO agreement obligations, tend to make the matter of equitable 

access to essential medicines more elusive. 

 

It has, therefore, become relevant that at all micro-levels, efforts are made 

to optimise people’s access to medicines.  Even within the confines of the 

national Pharmaceutical policy of India (2002), the State government with 

strong political commitment should strive for the same.  Quite a good 

number of States in India namely Delhi, Himachal Pradesh, Madhya 

Pradesh, Karnataka, Orrisa etc. have already formulated their drug policy. 

 

It is against this backdrop, the Government of West Bengal (GoWB) has 

decided to prepare its own drug policy. 

 

West Bengal has the oldest and probably the largest public health and 

government hospital-based health care delivery infrastructure and network.  

In the immediate pre-independence era (1940), the Pharmaceutical 

industries of Bengal shared more than 80 per cent of the national drug 

 4



production that has gradually been reduced to less than 8 per cent today 

(2004).     

 

West Bengal remains one of the few States in India where the Government 

subsidizes a major share of people’s health care expenditure through the 

vast network of government health facilities.   West Bengal is probably the 

pioneer State in India in promulgating the central medical stores (CMS) 

concept and practicing the pooled procurement system for drug 

management in government hospitals. A carefully selected list of medicinal 

items, the so-called CMS Catalogue list, much akin to the essential drug list 

(EDL) of World Health Organisation (WHO) is given priority in such 

procurement. Around 70 percent of the population avail the government 

health care services and therefore enjoy the access to drugs that constitute 

an integral part of health care. The health department spends about 7 per 

cent of the total health budget, on drugs. Yet, people’s access to essential 

medicines has remained far from satisfactory.  There is a lot of scope for 

improvement in the drug management system in government hospitals in 

West Bengal.  

 

Besides, the government also recognizes its obligation to address the 

legitimate need of people beyond the purview of government hospitals.  The 

major responsibility of implementation of the National Drug Policy of India 

(NDP) lies with the State government.  The State Drug Control Authority is 

entrusted with the regulatory mandates of the NDP.  Harnessing and 

integrating the drug control activities in best interest of the people is a 

priority commitment of GoWB.  Yet many other matters relevant to the issue 

of ensuring people’s access to essential medicines warrant appropriate 

attention.  This assumes particular significance in view of the global 

economic and industrial reform process in general and the post-GATT 

pharmaceutical patenting regime in particular, along with their obvious 

impact in India.  In order to set a balance between these newer challenges 

and people’s health care and pharmaceutical care needs, the GoWB has 
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decided to formulate its drug policy.  This drug policy document will not 

merely mention the policy statement but also will outline the strategies and 

mechanisms towards implementation of the policy mandates and 

commitments.  

 

2. Objectives of the Policy Development Process     
 
 To present a formal record of aims, decisions and commitments of 

the state government in the area of rational pharmaceutical care 

 To define the policy goals and to set priorities, short- and long-term 

 To outline the strategies to meet the above goals and identify various  

actors responsible for implementing the policy components  

 To create a forum for evaluation and system monitoring and suggest 

necessary changes 

 

 

3.   Aims and Goals of the  “State Drug Policy West Bengal 2004” 

 
 To maximise equitable access to essential medicines by people 
 To promote rational use of medicines 
 To facilitate rational pharmaceutical management in government 

health facilities 

 To foster growth and sustainability of state level pharmaceutical 

industries (not sacrificing people’s health goals and rights)  

 To ensure compliance of drug legislations / regulations and quality 

assurance  
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4. Policy Elements and Strategies for Implementation 
 

4.1. Rational Pharmaceutical Management (RPM) 
 

To achieve availability of effective and good quality drugs to all health 

facilities government need to define policies in selection of different drug 

formulations, their procurement and distribution, storage and inventory 

control, prescribing and dispensing.  

 
4.1.1. Selection of Essential Drugs and Preparing an EDL 
 

The WHO model list of essential drugs is updated and revised every 

two years. The first EDL containing 279 drugs, as published by GoI in 

1996 is yet to be updated. 

 

The GoWB has no EDL yet. But the CMS catalogue list is prepared 

more or less in consonance with the ED concept. A Committee will 

be formed for EDL preparation and revision in line with WHO 

recommendations. 

 
4.1.2 Preparing a Drug Formulary  
 

A State Drug Formulary will be prepare containing the bare 

minimum information of all essential drugs in order to facilitate 

good quality prescribing. The WHO model formulary may be used 

as a model in preparation of the formulary, adapting it to the local 

setting. This formulary should be made available free of cost to all 

government doctors. 

 

An Expert Committee will be constituted for this purpose. 
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4.1.3 Standard Treatment Guidelines (STG) for the common and 
some special diseases  

 
The treatment protocols already existing under the National 

Disease Control programmes will be followed. The additional 

protocols already prepared for Basic Health Care services now 

being piloted in selected institutions in Darjeeling districts, may 

be adopted after reviewing and revising for implementation up to 

higher levels also. For district hospitals and tertiary care 

institutions, however, the hospital authority through the Drugs 

and Therapeutics Committee should arrange appropriate addition 

and amendment. 

 

4.1.4 Good Procurement System 
 

A State-level Committee will be constituted to ensure good 

procurement practice in consonance with the following principles: 

 

 Transparency and written procedures 

 Key procurement functions and responsibilities to be 

distributed among different offices, committees and experts, 

each with appropriate expertise and resources for the specific 

function. 

 Procurement planning and monitoring procurement 

performance. 

 Procurement limited to the EDL primarily. 

 For all drugs covered under the National Programmes made 

available by GoI / UNICEF / WHO / other agencies, the 

programme managers operating in the State should 

appropriately co-ordinate and integrate with the State level 

procurement system, not only in order to avoid duplication and 
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consequent wastage of resources but also to facilitate rational 

use of such drugs. 

 Procurement by the generic name / International Non-

proprietary Name (INN). 

 Order quantities to be based on reliable estimate of the actual 

need. 

 Mechanisms to assure reliable financing for procurement, and 

good financial management policies and procedures. 

 Bulk procurement to achieve economically viable procurement 

quantities. 

 To optimise a balanced mix of centralised – decentralised 

mechanisms in procurement. 

 Procurement from only cGMP (Schedule M) compliant 

manufacturing units through competitive bidding at national 

level but with some weightage for the State based 

manufacturing units. 

 Provision for emergency procurement with some exemption 

for special situations like natural calamities, disasters etc. 

 Sole-source commitment – the commitment by all the health 

facilities to purchase all contracted items from the supplier, 

which holds the contract - is mandatory for sustaining the 

procurement programme using competitive tenders. However 

in order to adapt to the local conditions the procurement 

authority may exercise discretionary power by selecting up to 

a maximum of five suppliers.  

 Provision for special procurement mechanism, centralised or 

local for drug items under EDL for which bidders are not 

available. 

 Formal vendor evaluation / supplier qualification and 

monitoring – prospective suppliers should be pre- and post-

qualified through a process that considers product quality, 

service reliability including delivery time, and financial viability. 
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 Product quality assurance programme - This should embrace 

not only procurement of optimum quality products but 

maintaining their quality up to the level of consumption by the 

patients. The existing facility for quality testing should be 

strengthened appropriately, if necessary by developing 

regional drug testing laboratories. 

 
4.1.5 Scientific Drug Stores and Inventory Control System 
 

Drug stores should be well ventilated; area should be free from 

environmental pollution. There should be provision for cold chain 

system, movable racks, coding system according to merit and 

computerised management system. 

 
 System to be strengthened and modernized. 

 Drugs to be disbursed on FEFO / FIFO basis and properly 

handled. 

 Proper verification /consumption, requirements and their 

supply. 

 Transport facility will have to be strengthened for proper and 

timely distribution. 

 Appropriate disposal of condemned or expired drugs - special 

care for disposal for antibiotics. 

 

4.1.6 Hospital Drugs and Therapeutics Committee 
 

In secondary and tertiary level health facilities there will be an 

Expert Committee - Hospital Drugs and Therapeutics Committee - 

formed by specialist doctors including one pharmacologist and 

one microbiologist (wherever applicable), pharmacists, nursing 

personnel(s), headed by representative(s) from hospital 

administration. 
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 The Committee will suggest to the hospital administration 

appropriate ways and means towards achieving the following:  

 Promotion of generic prescribing practice in OPD and IPD 

 Quantification of the drug needs in the hospital, upon which 

the procurement would be planned  

 Developing the hospital formulary 

 Monitoring and facilitating optimum management of 

adverse drug reactions (ADR) 

 Disseminating good quality drug information 

 Facilitating capacity building in order to ensure Rational 

Drug Management (RDM) 

 Facilitating utilisation of the State STG as soon as it is 

made available and if necessary, to formulate institution 

based STG 

 Good dispensing and patient counselling on drug usage- 

The expertise of nursing personnel and pharmacists should 

be utilised for ensuring dispensing and patient counselling. 

Appropriate reorientation for up-gradation for such skills 

should be ensured periodically. 

 
4.1.7 Monitoring – Supervision and Capacity Building 
 

A State-level Monitoring Committee will oversee the 

functioning and performance of the pharmaceutical 

management in the whole of the State and periodically submit 

the report based on which necessary corrective measures will 

be taken to improve the system. The Committee may also be 

empowered to evolve and implement mechanisms for capacity 

building necessary to facilitate optimum functioning of the drug 

management system. 
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4.2 Rational Blood Banking & Transfusion Policy 
 
 All blood banks in West Bengal will operate under the control of the 

licensing authority, the State Drug Control Department.  

 Procedures e.g. blood collection, processing, compatibility testing, 

storage, component separation, transfusion of blood and blood 

products and all other related activities must be practised as per the 

rules and regulations under the Drugs and Cosmetics Act 1940 and 

the Drugs and Cosmetics Rules 1945 as well as all relevant statutory 

guidelines on this matter. 

 In keeping with the constant needs and constraints, special provision 

will exist to facilitate availability of blood and blood products through 

a substitute storage system, in peripheral areas where good blood 

banking system is still in the process of development. 

 

A Committee will formulate an SOP and oversee the functioning of all 

blood banks and peripheral storage facilities to ensure and facilitate the 

above goals. 

 

4.3 Integrating the Drug Policy mandates in regard to rational use of 
medicines with medical, pharmacy and nursing education, in 
collaboration with appropriate educational councils and 
universities 

 

State-level Committees corresponding to under-graduate medical, 

pharmacy and nursing education will be constituted to ensure 

implementation of the above goal. Such committees will also submit 

their reports periodically to the GoWB. All universities and respective 

educational institutes as well as concerned government departments 

should co-ordinate in order to achieve the goal.  
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4.4 Local (State Level) Drug Industrial Policy 
 

 Development and up-gradation of existing industries/Pharma 

zones - Capacity building, soft loans, subsidies and special 

exemptions 

 
Infrastructure facilities of existing Pharma zones like Uluberia will be 

earmarked for formulation units. Other Pharma zones i.e. Behala, 

Kalyani, Durgapur, Siliguri, Jalpaiguri etc. may also be developed. 

 

To attract pharmaceutical industries specially bulk drug 

manufacturers to set up industries, an area at the vicinity of Haldia 

Petrochemicals Ltd. which is easily accessible through rail, road and 

sea, will be provided for developing an upgraded Pharma zone / city. 

 

The GoWB will consider providing the following facilities: 

 Sufficient and uninterrupted supply of electricity 

 Common effluent treatment plant 

 Single window system 

 A liaison officer to co-ordinate between industry and GoWB 

 Provision for low cost land and relaxation of tax and duties 

 Special packages for encouraging NRI investors  

 Soft loan to encourage R & D 
 Subsidy for modernisation of existing facilities.  

 

A high power committee - Drug Industry Promotion Council - will be 

constituted involving pharmaceutical technologists, industry 

representatives, representatives from administration etc. that will co-

ordinate and facilitate the above activities.  
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4.5 State Drug Regulatory functions  
 

 Present Drugs Control Directorate will be strengthened both in 

terms of infrastructure and manpower. 

 In order to control mushrooming of retail shops in urban areas at 

least 500 meters distance to be kept between two shops. 

Stringent norms will be followed with regard to service of 

Pharmacists, storage & issuing of cash memos. 

 For combating spurious medicine menace, the activities of the 

nodal cell of Drugs Control Department will be strengthened and 

necessary action as per the provisions of the Drugs Act will be 

enforced. Adequate police force should be deployed at the 

disposal of Drugs Control Directorate to initiate appropriate action 

promptly. 

 Quality Assurance - Development of drug testing facilities                      

(Regional Testing Labs at Jalpaiguri, Kalyani, Bankura, Birbhum). 
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4.6 Drug Information Policy 
 

 All potential and actual users of medicines must have ready 

and meaningful access to scientific, truthful, unbiased, 

evidence based and independent drug information.  

 The recently established Drug Information Dissemination 

Centre (DIDC) located at a teaching institution in Kolkata will 

act as the Nodal centre. 

 The Nodal Centre would collate all current information on drug 

use and disseminate them appropriately to all potential users 

in general and the prescribers in particular, towards the 

promotion of RUD. 

 The feasibility and prospect of collaborating with NGOs in the 

State, working in this area will be explored. 

 A Committee with the representatives from Drugs Control 

Authority, Health Administration, Drug Seller's Association, 

Consumers and Academia, will oversee and monitor the 

functioning of the DIDC and suggest changes, if and as 

necessary. 

 

4.7 Ethical Drug Promotion Policy 
 

 All promotional activities by the drug manufacturers and 

distributors should be consistent with the existing regulatory 

mandates. 

 Promotion-making claims should be reliable, accurate, truthful, 

informative, balanced, up-to-date, capable of substantiation 

and in good taste.  

 Product information of all kind, should be scientifically valid 

and evidence-based.  
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 Offering, soliciting or accepting inducements of any kind, 

monetary or material (except free samples of product in 

modest quantity) for promotional purpose should not be 

indulged in.  

 Prescribing doctors or dispensing pharmacists should not 

accept support or assistance of any kind conditional upon 

obligation to promote a medicinal product.  

 Professional societies, educational organisations may accept 

partial sponsorship from the pharmaceutical companies for 

holding scientific meetings and symposia, but this should be 

clearly stated at the meeting and in proceedings. Care should 

be taken to ensure that the sponsorship in no way affects the 

quality of scientific deliberations in the meeting. 

 Authorities of government hospitals, particularly teaching 

hospitals, should ensure that medical and pharmaceutical 

sales representatives’ activities and conduct are in conformity 

with standard ethical norms and do not, in any way, hamper 

routine patient care. All sales representatives should be 

allotted a specified time and venue inside the hospital for 

detailing their products.  

 

 

4.8 Fostering Pharmaceutical Research 
 

Standing at the threshold of the post-GATT pharmaceuticals 

patenting regime, it is worthwhile to tap all potential resources 

in the area of clinical drug research in order to place West 

Bengal in the global map of new drug development. A few 

selected government hospitals will be upgraded as GCP study 

centres with appropriate research infrastructure development, 

training arrangements for potential investigators and 

establishment of independent ethics committee (IEC). The 
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feasibility of developing a state-of-the-art unit for bio-

availability and bio-equivalence studies in one such centre will 

also be explored. Further facilities for regulatory post-

marketing surveillance (PMS) studies for adverse drug 

reactions (ADR) monitoring will be developed. Revenues as 

earned from these industry-sponsored regulatory studies, will 

be ploughed back in sustenance and upgradation of the 

centres. 

 

A Committee on Promotion of Clinical Drug Research will 

develop an SOP, and oversee and monitor the above 

activities. 

 

4.9 Prosecution Policy 
 

The existing legal procedure is lengthy which helps the offender 

evade punishment. For quick disposal of the case some designated 

courts (Drug Adalat) will be identified to deal with the drug disputes 

only. Some law officers may be appointed with the State Drug 

Control office for day-to-day follow-up of the cases and reports of 

raids.  

 
4.10 Government Hospital Based Small Manufacturing Units for 

Common High-Use Non-Parenterals for In-House Consumption 
 
 To promote the hospital pharmacy for preparing common 

formulations like ORS, lotions, and ointments for in-house 

consumption.  

 This will ensure low cost manufacture, quality assurance and 

utilisation of local human resources 
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4.11 Drug Donation Policy 
 

All drug donations should follow the principles as outlined in the 

WHO Guidelines on Drug Donations 1996 and should have prior 

concurrence from the Ministry of Health and Family Welfare, 

GoWB. The core principles include: 

 

 Donations be based on expressed need by the recipient. 

 Donation conforming to government policies and administrative 

arrangements of the settings of the recipient. 

 Donated drugs being of acceptable quality and having sufficient 

residual shelf-life. 

 Optimum communication and information sharing between the 

recipient and the donor. 

 

An SOP will be developed by the concerned section of the Health 

Department that will co-ordinate and monitor the drug donation 

activities.  

4.12 Medicinal and Medical Supplies Benefit Scheme 
 

All existing government facilities and provisions for assistance to 

poor and indigent patients will be integrated under this scheme and 

indigent patients will be extended support for availing 

supplementary (beyond CMS supply) medicinal and medical 

supplies as requisitioned by the hospital authority. To avail 

economies of scale the hospital authority will arrange pooled 

procurement of such items through a state level tender process.  

An appropriate mechanism will be evolved and an SOP developed 

by the concerned section of the Health Department that will also co-

ordinate and monitor such activities. 
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4.13 Indian Systems of Medicine 
 

Diverse traditional systems of medicine continue to be widely 

practised in India and West Bengal is no exception. Their place in 

health care should be considered in the broader perspective of 

health policy.  

 

A committee comprising of traditional health practitioners and 

healers, and experts in pharmacognosy, toxicology and related 

fields will be constituted to study and guide the various activities. 

 

 The health conditions that can be treated with these 

traditional systems of medicine will be identified. 

 An appropriate methodology and technology for the 

identification, development and production of medicinal 

items used by the traditional systems of medicine will be 

developed. 

 Scientific studies to evaluate the quality, safety and 

efficacy of traditional and herbal medicines will be fostered 

and promoted. 

 All practitioners of traditional medicine systems as well as 

the public will be encouraged to be alert to adverse 

reactions to traditional and herbal medicines and to notify 

them to the DIDC, the nodal centre for drug information in 

the State. 

 Cultivation and research of medicinal plants, will be 

encouraged and promoted. 
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4.14 Capacity Building and Public Education on Rational Use of 
Drugs (RUD)  

 Facilities for orientation and training of health workers will 

be developed to promote RUD  

 Modalities to ensure public education on RUD will be 

evolved. 

 Non-government organisations (NGOs) working in the area 

of promotion of RUD will be identified and effective 

collaboration developed for achieving the goals of this 

policy component. The existing DIDC may also be utilised 

for this purpose. 

A State-level Committee will develop mechanisms and 

implement different strategies towards achieving the above 

goals. 

4.15 Constitution of the State Drugs Commission (SDC-WB) for 
evaluation and monitoring of implementation of the policy 

The SDC-WB will: 

 have executive power to protect the interests of all 

stakeholders, but primarily of the people.  

 oversee the functioning and performance of all the sub-

committees towards the fullest implementation of the 

different commitments of the policy. 

 also explore additional mechanisms for optimising rational 

drug use in all departments besides Health & Family Welfare 

Department, GoWB and also beyond the government sector. 

 Strive to avail resources of all kinds, intellectual and 

material, from diverse national or international support 

agencies and ensure best use of such resources towards 

Promotion of Rational Use of Medicines in West Bengal, in 

general, and fulfilment of different commitments of the 

different commitments of the policy, in particular. 

 Suggest any change or revision in the policy document. 
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Appendix I . Demographic Data 
 

 Population (West Bengal) – 8,02,21,171 (2001 census) 

 Area (West Bengal)   - 88,752 sq.kms. 

 Number of districts - 19 

 Access-challenged area (% of total area) -  

 Population density- 904 per km. (2001 census) 

 Health Budget (% of total budget)- 3.9 % 

 Drug Budget (% of Health Budget) – 7 % 

 Drug Budget (% of total Budget) – 1.1 % 

 Per capita income – Rs.16, 145.87 (W.B., 2000-01), Rs. 16,563.00 

(India, 2000-01) … source: Economic Review 2003-04 GoWB. 

 Per capita expenditure on health - Rs.170.44 (W.B., 2002-03) … 

source: Health on March 2003 GoWB 

 Per capita expenditure on health by State - 

 Per capita expenditure on drugs - 

 Per capita expenditure on drug by State – 

 Number of drug companies in India – Around 20,000 

 Number of drug formulations (generic and brands) in Indian market – 

More than 100,000 

 Number of drug Sales units in India – 200,000 

 Number of drug Sales units in West Bengal – 40000 (approx.) 

 Number of Drug Inspectors in India –  

 Number of Drug Inspectors in West Bengal – Sanctioned – 148, Now 

in Position - 72   
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Appendix II . Milestones in Drug Policy Matters in India  
(not a complete list) 

 
 Hathi Committee recommendations on nationalization of 

Pharmaceutical industries and essential drugs concepts – 1975 

 Pooled procurement of medicines and Central Medical Stores 

practice in West Bengal, 1943 (CAG Report) 

 WHO Essential drugs list – 1977 

 Indian Patent Act – 1971 

 The Drug Price Control Order (DPCO) 1979 

(347 drugs under price control) 

 The Drug Policy of India 1986 

(Rationalisation Measures for the Growth of the Pharmaceutical Industry) 

 The DPCO 1987  

(142 drugs under price control) 

 The process of Economic Reforms and Liberalisation set in motion in 

India – 1991 

 The Drug Policy of India 1994 

 The DPCO 1995  

(74 drugs under price control) 

 The Patents (Amendment) Act (India), 1999 

 The Drug Policy of India 2002 

 Market size of retail Pharmaceutical cells (ORG Survey) in 2003 – 

Rs. 200 million (Rs. 14 million worth of Pharmaceuticals are utilised 

by government and public health facilities – According to National 

Health Policy, India Statements 2002) 

 Drug development cost in the western world amount to around $ one 

billion. The cost of clinical trials approximates $300 to $350 million as 

compared to only about $ 25 million in India. 

(source: The Telegraph Calcutta, p-16, dated 20.9.04, Ref: recent study by 

Confederation of Indian Industry –CII) 
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