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Abbreviations and Acronyms
AIDS

Acquired Immune Deficiency Syndrome

ARI

Acute Respiratory Infections

ART

Antiretroviral Therapy

CMS

Central Medical Stores

GMP

Good Manufacturing Practices 

HIV 

Human Immunodeficiency Virus

INN

International Nonproprietary Name
KEMSA
Kenya Medical Supplies Agency
MIMS 

Monthly Index of Medical Specialties 

NGO

Non-governmental Organisation

PTC

Pharmacy and Therapeutics Committee
UNICEF 
United Nations Children’s Fund 

VEN

Vital, Essential, Non-essential

WHO

 World Health Organization

Unit 2: Selection Of Medicines

Introduction 

Welcome to the second unit of this course on drug management and rational use.   In Unit 1 we discussed issues relating to Policies and Drug Control. You learned about the essential medicines (drugs) concept, primary health care, the drug management cycle, the national drug policy, and pharmaceutical legislation and regulation. I trust that you found the lesson interesting and informative.  

In this unit we shall look at the selection of medicines and the use of formularies as a means of offering therapeutic, economic and administrative benefits to the medicine supply system.

The unit is divided into the following three sections: 

Section 1:  Selection and Formularies, 

Section 2:   Systematic Cost Reduction, and 

Section 3:   Roles and Responsibilities of Stakeholders in Managing Drug Supply.

Unit Objectives
By the end of this unit you should be able to: 

· Explain the process of selecting medicines and the use of formularies as a means of offering therapeutic, economic and administrative benefits to the medicine supply system;

· Set purchasing priorities on the formulary list in the event of temporary restriction of funds; 

· Promote consensus amongst key players in the drug management cycle in order to facilitate smooth operation and uninterrupted supply.

Section 1: Selection And Formularies

Introduction

In this section we shall discuss how to select medicines and how to use formularies.  Although pharmaceuticals may constitute up to 40% of the health care budget in developing countries, yet, large portions of the population frequently lack access to even the most essential drugs. The limited funds available are frequently spent on ineffective, unnecessary or even dangerous drugs.

You will be surprised to learn that as many as 70% of the pharmaceuticals in the world marked today are duplicative or non essential.  Many are minor variations of a prototype drug and offer no therapeutic advantage over other drugs that are already available.

Other drugs show high toxicity relative to their therapeutic benefit. In some cases, drugs are newly released with insufficient information on efficacy or toxicity.

Finally, there are also many new therapeutic products which not relevant to the basic needs of the population. They are nearly always more expensive than existing drugs.

With so many different drugs available, it is no wonder that our prescribers cannot keep up.  The variety of available products may also contribute to inconsistent prescribing within the same health care system or health facility.

The purpose of this section is to introduce you to the process of selection of medicines and the use of formularies as a means of offering therapeutic, economic and administrative benefits to the medicine supply system.

Section Objectives 
By the end of this section, you should be able to:
· Define  drug selection; 

· Give reasons for drug selection;
· Explain drug selection and the benefits of being selective;

· Describe the three primary decisions that affect selection of medicines;

· State the criteria of selection and the information required;

· Analyze issues related to medicine nomenclature and in particular the use of generic names;

· Explain the formulary manual and standard treatment guidelines;

· Identify the groups with special interests in a selective list and prepare strategies for obtaining and maintaining their support or address their opposition.

What Is Drug Selection?
Drug selection is the process of identifying and picking out a number of essential drugs in order to achieve better supply, more rational use, and lower costs.
Before you read on, do the following activity.
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ACTIVITY
Why should we select drugs?
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Now read through the section below and see if your ideas are included.

Why Select Drugs?
There are many reasons why we should use a limited essential drugs list.  These include:
· It allows basic health services to be accessible to everyone instead of availing expensive services with expensive services; 
· It facilitates a regular supply of most drugs on essential drugs list thus resulting in a real health improvement;
· It improves the quality of care by ensuring that patients receive treatment of choice as well as similar treatments from different providers. It also allows prescribers to become more familiar with a smaller number of drugs.

· It Improves effectiveness and efficacy in patient treatment thus translating into lower health care costs;
· For public-sector supply programs, there are advantages to concentrating procurement and logistic efforts on a limited number of drugs, including reduction in the number of different products that must be stocked, distributed, and monitored. Essential drugs are usually available from multiple suppliers;
· The selection of a limited number of essential drugs facilitates efforts to provide drug information and education, both of which further rational prescribing and use.

Criteria For Selection And Information Bases
For a national essential drugs list to be credible and accepted, explicit criteria must be defined and published. The final selection criteria should be based on thorough discussions and acceptance by various stakeholders.
The following WHO criteria for the selection of essential drugs are frequently adopted and modified to fit local requirements.  The drugs must:
· Be relevant to the pattern of prevalent diseases;

· Have proven efficacy and safety;

· Have evidence of performance in a variety of settings;

· Be of adequate quality including bioavailability and stability;

· Have a favourable cost-benefit ratio in terms of the total treatment cost;

· Be well known, with good pharmacokinetic properties and possibilities for local manufacture; 

· Have single compounds.

Medicine Nomenclature
What is medicine nomenclature?

Medicine nomenclature is the procedure of naming medicines.

Brand name is the name of a drug given by the manufacturer: branded generics are generic pharmaceutical products marketed under brand names.

Generic name is the approved or nonproprietary name of a drug. It is generally the international nonproprietary name given by the WHO.  Generic pharmaceutical products are products marketed by any producer under nonproprietary or approved names.

Each drug on the market has a chemical name and an International Nonproprietary Name (INN) or generic name. The INN is the drug’s official name regardless of who manufactures or markets it.
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	A proprietary, commercial, trade, or brand name is chosen by the manufacturer to facilitate recognition and association of the product with a particular firm for marketing purposes.




For most common drugs there are several branded products that all contain the same active ingredient and therefore share the same INN. For example, the Monthly Index of Medical Specialties (MIMS) Middle East,  lists over twenty different brand names of oral ampicillin. In Pakistan, there are over 100 preparations containing paracetamol, most of them with different brand names.

International nonproprietary names (INNs) are assigned through WHO following a well established procedure. Official INN listings are in Latin, English, French, Spanish, and Russian.

National nonproprietary names sometimes differ from INNs. For example, in the United States, acetaminophen is used instead of paracetamol; and in the United Kingdom, frusemide is used instead of  furosemide.  Thus public health programs can specify the INN to be used as the generic name for a drug, except when the official national nonproprietary name differs from the INN.

The use of generic names for drug purchasing as well as prescribing carries considerations of clarity, quality and price. Proponents of generic drug purchasing and prescribing point out that:
· generic names are more informative than brand names and facilitate purchasing of products from multiple suppliers, whether as brand-name or as generic products;

· generic drug products are  often cheaper than products sold by brand name;

· generic prescribing also facilitates product substitution, whenever appropriate.

Opponents argue that the quality of generic drugs is inferior to that of brand-name products. 
Well, with regard to clarity, the generic helps identify the class of drug in a number of ways:

· The common stem of the INN usually indicates a “family” of drugs. For example, the names of all benzodiazepines end with –zepam (diazepam, temazepam, nitrazepam), and beta-blockers share the stem –olol (propranolol, atenolol, metoprolol).
· In addition, it is obviously much easier for students and prescribers to learn one generic name rather than a host of different brand names.
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Source: WHO, 1997, Managing Drug Supply
The Formulary Manual And Standard Treatment Guidelines
The term formulary can be confusing. It is useful to distinguish between:
· the formulary list as a selection tool;

· the formulary manual as a source of drug information; and,

· the formulary system as a drug management process.

Let’s briefly look at each in turn.
Formulary List

A formulary list is a list of drug products approved for use in a specific health care setting. It may be a national formulary list, a provincial list, a hospital list, or a list re-reimbursed by a health insurance program.

In most developing countries, a formulary list is synonymous with essential drugs list.

A formulary manual contains summary drug information. It is not a full textbook, nor does it usually cover drugs on the market. Instead, it is a handy reference that contains selected information that is relevant to the prescriber, dispenser, nurse or other health worker. It normally includes:

·  the generic name of a drug;

·  the indications for use;

·  the dosage schedules, 

·  the contraindications;

·  the side effects;

·  the information for the patient

A formulary is drug centered, as it is based on monographs for individual drugs or therapeutic groups.

A national formulary manual is based on the national list of essential drugs. The Malawi National Formulary is an example of such a manual. The British National Formulary includes most of the drugs registered for use in the United Kingdom; even though drug selection is not as limited there as it is in developing countries, there general evaluative statements at the beginning of each section, and the formulary indicates the drugs whose costs are not reimbursed through the National Health Service.

The term formulary system is used in some settings to encompass the whole system for developing, updating, and promoting the formulary (essential drugs) list.

A fully developed formulary system usually includes in addition to the formulary list and formulary manual, regular newsletters or bulletins, guidelines for the use of non-formulary drugs, and methods for evaluating the need for changes in the formulary list or manual.
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	And what is a treatment guideline?


Treatment Guidelines

Treatment guidelines (standard treatment guidelines, treatment protocols) are systematically developed statements that assist prescribers in deciding the appropriate treatments for specific clinical problems.

These guidelines usually reflect the consensus on the optimal treatment options within a health facility or health system. The information is disease centered, emphasizing the common diseases and complaints and the various treatment alternatives.  Information on drugs is usually limited to strength, dosage, and duration.

Most guidelines indicate a treatment of first choice. Some include diagnostic criteria for starting the treatment or choosing among treatment alternatives.
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	The key difference between a formulary manual and a treatment guideline is that the former is drug centered while the latter is disease centred.




The key difference between a formulary manual and a treatment guideline is that the former is drug centered, concentrating on drug information and usually not providing comparisons among different drugs, whereas the latter is disease centered, listing treatment alternatives and indicating a treatment choice. 

Advocacy for Support of Formularies

The development and use of a national list of essential drugs is a cornerstone of a national drug policy. The formulation and acceptance of such a policy is in most cases, based on the concept of essential drugs and lead to the development of a list. An essential drugs list can be developed without a drug policy, but agreement on the purpose and use of the list is imperative.
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	In developing a national list of essential drugs, it is important to obtain the support of professional organizations such as the national medical and pharmaceutical associations.



In developing a national list of essential drugs, it is important to obtain the support of professional organizations such as the national medical and pharmaceutical associations. They should be consulted from the start and should be informed about the reasons for developing a list and the selection criteria. The same applies to senior clinicians and teachers from medical and pharmacy schools. Arguments in favour of the essential drugs concept and the advantages of a limited list of drugs should be discussed with these individuals.

The acceptance of the list by senior specialists and other healthcare workers can be further enhanced by involving them in the development of the list, treatment guidelines, and formulary manual and by the generous acknowledgement of their contributions. 
When the list is completed and printed, it is important to give it national prominence and credibility through a launching campaign. You can even convene a national conference to emphasize topics such as the advantages of the list, the national consensus in defining the health needs of the population at large, and the cost-effective use of limited resources.

Summary

Well, that brings us to the end of this section.  In this section we learnt about the selection of medicines and how to use formularies.  In the next section we shall discuss systematic cost reduction.

Section 2: Systematic Cost Reduction

Introduction

In the last section you learnt about the process of selection of medicines and the use of formulary lists.  In this section you will learn some practical skills to help you set purchasing priorities on the formulary list we discussed earlier.  As you well know, we never have enough money to buy all the pharmaceuticals we want.  Due to the restriction of funds we often need to prioritise and buy only what we need in order to maintain effective service delivery with lower costs.  In this section we shall discuss the techniques used for analyzing non personnel costs in the drug supply system so that as a manager you can identify major costs, losses, and opportunities for savings. The focus will be on how to perform each analysis and how to use the results. The techniques to be considered are:
· VEN system;
· ABC analysis;
· Therapeutic category analysis.
Although it is possible to carry out these analyses manually, it is very time consuming. Iit is much easier to do them with a computer.

Objectives

By the end of this unit you should be able to:
· Explain VEN categorization, ABC value analysis and therapeutic benefit analysis;

· Describe the sorting criteria for VEN, ABC and TBA;

· Perform VEN categorization, ABC analysis and TBA on a formulary list;

· Identify practical situations in drug management through application of priority-setting techniques.

THE VEN System

The VEN system sets priorities for selection, procurement, and use according to the potential health impact of individual drugs. VEN assigns to each drug on the formulary or essential drugs list one of the following three categories:

V: vital drugs are potentially lifesaving, have significant withdrawal side effects (making regular supply mandatory), or are crucial to providing basic health services;

E: essential drugs are effective against less severe but nevertheless significant forms of illness but are not absolutely vital to providing basic health care;

N: nonessential drugs are used for minor or self-limited illnesses; are of questionable efficacy, or have a comparatively high cost for a marginal therapeutic advantage.

Assignment to the nonessential category does not mean that the drug is no longer on the system’s formulary or essential drugs list.  In many cases,  drugs for minor illnesses are included on the essential drugs list but may be considered a lower priority for procurement than other drugs.

The classification of drugs should not be a one-time exercise.  As the national formulary or essential drugs list is updated, and as public health priorities change, the VEN or VN categories should be reviewed and updated. Any new drugs added to the list should be categorized appropriately, and categories assigned to older drugs reviewed and changed if needed.
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	Assignment to the nonessential category does not mean that the drug is no longer on the system’s formulary or essential drugs list.



Performing VEN Analysis

Due to its broad implications for procurement and use, classification of drugs into VEN or VN categories is probably best done by a recognized national committee, such as a national formulary committee. The classification should be determined primarily on the basis of the public health impact of individual drugs. Unit prices should be a secondary consideration, and popularity of medications should have minimal influence on the process. The table below provides sample guidelines for establishing VEN categories.

Table 2.1: Sample Guidelines for VEN Categories

	Characteristic of Drug Or Target Condition
	Vital
	Essential
	Nonessential

	Occurrence of target  Condition



	Persons affected (% of population)
	Over 5%
	1 – 5%
	Less than 1%

	Persons treated (number per day at      Average health center)
	Over 5%
	1 – 5                       
	Less than 1

	Severity of target condition



	Life-threatening
	Yes
	Occasionally
	Rarely

	Disabling
	Yes
	Occasionally
	Rarely

	Therapeutic effect of drug



	Prevents serious disease
	Yes
	No
	No

	Cures serious disease     
	Yes
	Yes
	No

	Treats minor, self-limited symptoms and conditions
	No
	Possibly
	Yes

	Has prove efficacy
	Always
	Usually
	May or may not

	
	
	
	


Applications of VEN Analysis

The major uses of VEN analysis are assigning priorities for drug selection, procurement, and use in a supply system.  The VEN system also guides the inventory management activities and determining appropriate drug prices.

Selection: Vital and essential drugs should be given priority in selection, especially when funds are short.

Procurement:  A drug’s VEN classification may affect the following:
· Order monitoring: Orders for vital and essential drugs should be monitored closely, since shortages in these items require expensive air shipment of supplies.

· Safety stock: safety stocks should be higher for vital and essential items. Inventory items can be realized by reducing safety stocks of nonessential items.
· Order quantities: If funds are short, the VEN system should be used to ensure that enough quantities of vital and essential drug are bought first.
· Supplier selection: Only reliable suppliers should be used for vital and essential drugs. Quality and service for new and unknown suppliers can be tested by awarding them contracts for nonessential.

Use: review of usage by VEN categories may suggest under-use of vital or essential items or overuse of nonessential items. VEN or VN categories can be compared with ABC analysis and therapeutic category analysis to monitor how well actual use compares with priorities.

Distribution: use VEN analysis for the following:
· Pricing in drug sales programs: Higher prices on popular but marginally useful items such as cough or cold remedies can be used to subsidize immunizations and antibiotics.

· Stock control: special attention should be paid to stock levels of vital and essential items to avoid stock outs.

· Assignment of staff: Stock clerks and other inventory control staff who are experienced or more skilled should be assigned to keep tract of vital and essential items 

Using the VEN System to Guide Purchases
The VEN (or VN) system helps minimize distortions in the drug procurement process and thus maximizes the health impact of available funds. If you need to reduce your procurement quantities, you can take the following steps: 
· Step 1. Classify all drugs on the national essential drugs list as Vital, Essential or Non-essential;
· Step 2. Reconsider the proposed purchase quantities to make sure they are justified;

· Step 3. Try to find additional funds;
· Step4.  Remove from the procurement list any Non-essential drugs for which there is no clear therapeutic need;
· Step 5. Reduce quantities of or eliminate other Non-essential items and reassess the estimated procurement cost for remaining items;
· Step 6. Limit therapeutic duplications;
· Step 7. Reduce the quantities of drugs that must be purchased using the “preferential weighting” or “equal misery” approach.
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	What is preferential weighting strategy?


The preferential weighting strategy protects one or more classes.   You do this by exempting the highest-priority classes from the cuts, and reducing the quantities from the remaining drugs until the procurement budget balances with estimated purchases.

Another option is to reduce quantities for all the classes (both high and low priority) but you ensure that you reduce less from the highest-priority classes than from lower-priority classes. 
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	What is the equal misery strategy?


The equal misery strategy for reducing quantities is sometimes applied to drugs or facilities. If it is applied to a single list of drugs, all drug quantities are reduced by an equal percentage until the necessary cost reductions are achieved.

If equal misery is applied to individual health facility estimates, all health facility estimates are reduced by the same percentage. 

Equal misery is not recommended for general use in the public drug supply system.  Our system always uses the preferential-treatment strategy, whereby certain drugs are given preference and in certain types of health facilities

So far you have learnt about the VEN system.  Next let us look at the ABC analysis.

ABC Analysis
In inventory management, it is well known that a relatively small number of items account for most of the value of annual consumption. The analysis of this phenomenon is known as Pareto analysis, or more commonly, ABC analysis.

It is useful in any supply system to analyze consumption patterns and the value of total consumption for all items.  It is possible in all but the smallest systems to classify inventory items into three categories (A, B, and C) according to the value of their annual usage.  Belated tools such as therapeutic category analysis or price comparison analysis build on the basic.  
Applications of ABC Analysis
ABC analysis is an extremely powerful and useful tool, which is used  in selection, procurement, management of distribution, and promotion of rational drug use.

Selection 
Review of class A drugs may uncover high-usage items for which lower-cost alternatives are available on the formulary or in the marketplace. The ABC analysis also helps managers identify purchases made for items that are not on the formulary or essential drugs list or not approved for use in the supply system.
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Source: WHO, 1997, Managing Drug Supply

Procurement
ABC analysis can be useful in the following activities:

Determining order frequency: Ordering “A” items more often and in smaller quantities should lead to a reduction in inventory costs. Note that order frequency and quantity influence supply activities in at least six ways.  They:
1. determine average inventory (higher order quantity means higher inventory levels);

2. determine procurement workload (higher order quantity means a lower number of orders, and vice versa);

3. determine safety stock (more frequent ordering means less inventory and less safety stock);

4. influence bulk prices (larger orders means more special bulk rates);

5. determine storage space requirements for drugs; and,

6. Influence the likelihood of losses to expiry (less frequent bulk purchasing may lead to more expired drugs).
Seeking lower-cost sources for “A” items: The procurement office should concentrate on getting lower prices for A items by looking for cheaper dosage forms or cheaper suppliers. Any price reductions for class “A” drugs can lead to significant savings.

Monitoring order status: Emphasis should be placed on monitoring the order status of A items, because unexpected shortage may lead to emergency purchases.

Monitoring procurement priorities: As mentioned earlier, ABC analysis can help monitor procurement patterns in comparison with health system priorities.

For example, an ABC analysis of an African state’s 1994 procurement showed that the number-one drug in terms of procurement value was antisnakebite serum, and the second  was methylated spirit solution. These two items consumed 15%  of total funds for that state.  In one region in the same  country,  levamisole suspension accounted for 28% of the total  tender value. This antiworm medicine is no longer listed on the  WHO Model List of Essential Drugs, having been replaced by  more cost-effective alternatives.

Comparing actual and planned purchases: ABC analysis can be used to compare actual and planned purchases in a public-sector supply system.  For example, in one Ministry of Health supply system the original procurement budget for 1994  specified       that 97 items would be purchased through tender at an estimated cost of US$ 2 million. ABC analysis of the year’s two tenders showed that 124 items were actually purchased, at a total cost of US$3.36 million.

Of the 124 items purchased,  61 (nearly half) did not appear on the procurement plan and 34 of the drugs that had been on the plan had not been purchased. The cost of the unplanned drugs was US$ 1.17 million.

Distribution and Inventory Management.  ABC analysis can affect the following:

· Monitoring shelf life:  Emphasis should be given to “A” items to minimize waste due to drugs exceeding their shelf lives.

· Delivery schedules: Even when all drugs are ordered only once a year, divided deliveries of A items can lead to increased shelf lives. 

· Stock count: Cyclic stock counts should be guided by ABC analysis, with more frequent counts for “A” items.

· Storage: Improving control for the issuance and storage of “A” drugs at  user  points, such as hospitals and health centers, can minimize waste pilferage and organized theft of drugs. 
· Use: Review of high-usage items by health officials, practicing  physicians and other health workers may suggest areas of  overuse and underuse.

Performing ABC Analysis
ABC analysis can be applied to total annual consumption or even consumption over a shorter period.  It can also be applied to a particular a tender or set of tenders.  The basic methodology is the same no matter which data is used. The basic steps are also the same whether the ABC analysis is done manually or by computer, although the process is much easier with a computer.

The process is described in the following 8 steps, which are also illustrated in Fig 2.2 – 2.7. The example used in the figures comes from a state essential drugs program in West Africa. The figures shown are part of one tender and do not represent annual drug consumption in the state.

Table 2.2.  How to perform an ABC Value Analysis (Steps 1-4)
	Product Description

	Basic Unit

	Unit Tender Price (US$)

	Total Units

	% Value (US$) V

	Total alue


	Adrenaline HCI 1 mg inj, 1 mL
	AMP
	.0404
	13,000 

	525 

	0.16 


	Ampicillin 125 mg/5 mL powder for susp 100

	BOT

	.5119

	43,970
	22,509
	6.65

	Ascorbic acid 100 mg/5 mL syrup

	ML

	.0022

	1,250,000

	2,694

	0.80


	Benzoin, compound tincture

	ML

	.0067

	532,000

	3,582

	1.06


	Benzyl benzoate 25% lotion

	ML

	.0051

	800,000

	4,041

	1.19


	Benzylpenicillin IMUinj

	AMP

	.5276

	144,000

	75,971                     22.44


	Calcium gluconate 600 mg

	TAB

	.0032

	995,000

	3,171                         0.94


	Chloramphenicol 1-3% eye oint,5 gm

	TUBE

	.7537

	3,200

	2,412                         0.71


	Chlorhexidine 5% solution

	ML

	.0073

	2,504,000

	18,348                       5.42


	Chlorhexidine + cetrimide 1.5% + 15% solution

	ML

	.0064

	1,552,000

	9,964                         2.94


	Chloroquine 50 mg base/mL syrup

	ML

	.0014

	5,610,000

	7,682                         2.27


	Chloroxylenol 5% solution

	ML

	.0034

	10,728,000

	35,994                      10.63


	Chlorphenamine maleate 4 mg

	TAB

	.0009

	555,000

	498                             0.15


	Clotrimazole 1% cream, 20 gm

	TUBE

	.3592

	3,300

	1,185                           0.35


	Codeine phosphate 15 mg/5 mL linctus

	ML

	.0052

	490,000

	2,530                           0.75


	Cotrimoxazole 400 mg/80 mg

	TAB

	.0098

	860,000

	8,455                           2.50


	Diethylcarbamazine citrate 50 mg

	TAB

	.0030

	65,000

	193                              0.06


	Dipyrone 500 mg/mL inj, 2 mL

	AMP

	.0620

	13,000

	805                             0.24


	Dipyrone 500 mg/mL inj, 5 mL

	AMP

	.0898

	65,000

	5,836

	    .72


	Erythromycin 250 mg

	TAB

	.0350

	262,000

	9,175                          2.71


	Ferrous salts, equiv to 60 mg iron

	TAB

	.0007

	3,280,000

	2,208                           0.65


	Fortified procaine penicillin, 4 MU inj

	VIAL

	.3026

	100,000

	30,259                         8.94


	Gentamicin sulfate 80 mg inj, 2 mL

	AMP

	.0628

	130,800

	8,209                           2.43


	Hydrocortisone 100 mg inj, 2 mL vial

	VIAL

	.6387

	17,000

	10,857                         3.21


	Hydrogen peroxide 6% solution

	ML

	.0016

	632,000

	1,006                           0.30


	Hyoscine N-butylbromide lOgm

	TAB

	.0174

	380,000

	6,598

	   .95


	Lidocaine 20 mg/mL inj, 5 mL

	AMP

	.5574

	2,150

	1,198 0.35


	Metronidazole 200 mg

	TAB

	.0052

	1,080,000

	5,576

	   .65


	Metronidazole 200 mg/5 mL susp

	ML

	.0055

	900,000

	4,985

	   .47


	Multivitamin tab/caps

	TAB

	.0022

	3,395,000

	7,622 2.25


	Nitrofurantoin 100 mg

	TAB

	.0055

	860,000

	4,711

	   .39


	Oxytocin 10 ID inj, 1 mL

	AMP

	.2468

	14,500

	3,578

	   .06


	Pancuronium 2 mg/mL inj, 2 mL

	AMP

	.4538

	2,600

	6,380

	   .88


	Phenobarbitone 30 mg

	TAB

	.0025

	65,000

	160                            0.05


	Phenobarbitone 60 mg

	TAB

	.0047

	135,000

	636                            0.19


	Piroxicam 20 mg

	CAP

	.0099

	97,000

	958                             0.28


	Prednisolone 8 mg

	TAB

	.0079

	65,000

	511                             0.15


	Propranolol 10 mg

	TAB

	.0040

	15,000

	61                               0.02


	Propranolol 40 mg

	TAB

	.0067

	33,000

	222                             0.07


	Pseudoephedrine 60 mg/triprolidine 2.5 mg

	TAB

	.0536

	100,000

	5,360

	    .58


	Pyramethamine 25 mg/sulfadoxine 500 mg

	TAB

	.0359

	90,000

	3,232                          0.95


	Pyrantel 125 mg/5 mL syrup, 100 mL

	BOT

	54.4390

	160

	8,710                          2.57


	Vitamin B complex

	TAB

	.0025

	1,440,000

	3,555

	   .05


	Water for injection 10 mL

	AMP

	.0287

	220,500

	6,336

	    .87



Step 1: List all items purchased or consumed and enter the unit cost:

The cost is for one basic unit of an item (Column 3 of Figure 2.2). The basic unit should be the same as the issue unit tracked on stock records, except when a smaller basic unit such as millilitre or gram is needed to incorporate several different bottle, tube, or vial sizes for the same item.

Ideally, the actual CIF (cost, insurance, and freight) unit cost for all items should be used.  But this is difficult to track when there have been multiple purchases of an item at different prices. The most accurate alternatives are a weighted average or a first-in/first-out (FIFO) average. In the Figure shown, the unit cost of one basic unit (tablet) of cotrimoxazole was US$ .0098.

 Step2: Enter consumption quantities:

Enter the number of basic units consumed or purchased during the  period under review. The same review period is used for all items to avoid invalid comparisons. Figure 2.2 shows that for cotrimoxazole 860,000 tablets were purchased.

Step 3:  Calculate the value of consumption.

Multiply the unit cost by the number of units consumed or purchased   Obtain the total value for each item. In Figure 2.2, column 5 shows that for cotrimoxazole, the total value of purchases was $8,455.

Once this is done for each item, add up the total value of all items at  the bottom of the column

Step 4: Calculate the percentage of total value represented by each item:

Divide the value of each item by the total value of all items. Enter the  results for each item under the heading “percent of total value” as  shown in column 6 of Figure 2.2; At this point, any ABC list will   look something like Figure 2.2; in the example, ampicillin  suspension (item 2) represented 6.65 percentage of total value (carry  the percentage to two decimal places, because there may be several  items that are close together in value and many that represent less than 1% of total value).

Step 5: Rearrange the list: 

Rank the items in descending order by total value (column 5), starting at the top with the highest value. For example, in Figure 2.2, the the highest value item was benzyl penicillin injection, (item 6). This now becomes item 1, chloroxylenol moves to item 2, and so forth. This yields a list that is also ordered by percentage of  total value, as in Figure 2.3.

Step 6: Calculate the cumulative percentage of total value for each item:

Beginning with the first item at the top, add the percentage in column 6 to that of the item below it in the list (creating column 7). E.g., in the figure 2.3, benzylpenicillin injection represented 22.44% of total  procurement value. Chloroxylenol represented 10.63; the cumulative percentage of the two items was 33.08 % (rounded) of total procurement value.

Figure 2.3  How to Perform an ABC Value Analysis (Steps 5-6)

	Product Description

	Basic Unit

	Unit Tender Price (US$)

	Total Units

	Value % Total (US$) Value

	8,455    

8,209    


	Cumulated % of Value


	Benzylpenicillin 1 MU inj 


	AMP
	.5276. 

	144,000 

	75,971    


	22.44
	22.44 


	Chloroxylenol 5% solution 


	ML
	.0034
	10,728,000
	35,994    
	10.63 


	33.08

	Fortified procaine penicillin, 4 MU inj 


	VIAL
	3026
	100,000
	30,259    
	8.94 


	42.02

	Ampicillin 125 mg/5 mL powder for susp, 100 


	BOT 


	.5119
	43,970
	22,509    


	6.65
	48.67

	Chlorhexidine 5% solution
	ML
	.0073
	2,504,000
	18348
	5.42
	54.09

	Hydrocortisone 100 mg inj, 2 mL vial 


	VIAL 


	.6387
	17,000
	10857
	3.21
	57.29

	Chlorhexidine + cetrimide 1.5% + 15% solution
	ML 


	.0064
	1,552,000
	9,964    
	2.94


	60.24

	Erythromycin 250 mg
	TAB
	.0350
	262,000
	9,175    
	2.71 


	62.95

	Pyrantel 125 mg/5 mL syrup, 100 mL 


	BOT
	54.4390
	160
	8,710    
	2.57 


	65.52

	Cotrimoxazole 400 mg/80 mg
	TAB 


	.0098
	860,000
	8455
	2.50
	68.02

	Gentamicin sulfate 80 mg inj, 2 mL 


	AMP
	.0628
	130,800
	8209  
	2.43
	70.44

	Chloroquine 50 mg base/mL syrup

	ML

	.0014
	5,610,000
	7,682    
	2.27

	72.71

	Multivitamin tab/caps

	TAB

	.0022

	3,395,000

	7,622                  2.25
	2.25
	74.96


	Hyoscine N-butylbromide lOgm

	TAB

	.0174

	380,000

	6,598

	.95

	76.91


	Pancuronium 2 mg/mL inj, 2 mL

	AMP

	2.4538

	2,600

	6,380

	.88

	78.80


	Water for injection 10 mL

	AMP

	.0287

	220,500

	6,336

	.87

	80.67


	Dipyrone 500 mg/mL inj, 5 mL

	AMP

	.0898

	65,000

	5,836             0.24

	99.17


	Metronidazole 200 mg

	TAB

	.0052

	1,080,000

	5,576

	.65

	84.04


	Pseudoephedrine 60 mg/triprolidine 2.5 mg

	TAB

	.0536

	100,000

	5,360

	.58

	85.63


	Metronidazole 200 mg/5 mL susp

	ML

	.0055

	900,000

	4,985

	.47

	87.10


	Nitrofurantoin lOOmg

	TAB

	.0055

	860,000

	4,711

	.39

	88.49


	Benzyl benzoate 25% lotion

	ML

	.0051

	800,000

	4,041

	.19

	89.68


	Benzoin, compound tincture

	ML

	.0067

	532,000

	3,582

	.06

	90.74


	Oxytocin 10 IU inj, 1 mL

	AMP

	.2468

	14,500

	3,578

	.06

	91.80


	Vitamin B complex

	TAB

	.0025

	1,440,000

	3,555

	.05

	92.85


	Pyramethamine 25 mg/sulfadoxine 500 mg

	TAB

	.0359

	90,000

	3,232                 0.95
	
	93.80


	Calcium gluconate 600 mg

	TAB

	.0032

	995,000

	3,171                 0.94
	
	94.74


	Ascorbic acid 100 mg/5 mL syrup

	ML

	.0022

	1,250,000

	2,694             0.80

	95.54


	Codeine phosphate 15 mg/5 mL linctus

	ML

	.0052

	490,000

	2,530             0.75

	96.28


	Chloramphenicol 1-3% eye oint, 5 gm

	TUBE

	.7537

	3,200

	2,412             0.71

	97.00


	Ferrous salts, equiv to 60 mg iron

	TAB

	.0007

	3,280,000

	2,208             0.65

	97.65


	Lidocaine 20 mg/mL inj, 5 mL

	AMP

	.5574

	2,150

	1,198             0.35

	98.00


	Clotrimazole 1% cream, 20 gm

	TUBE

	.3592

	3,300

	1,185             0.35

	98.35


	Hydrogen peroxide 6% solution

	ML

	.0016

	632,000

	1,006             0.30

	98.65


	Piroxicam 20 mg

	CAP

	.0099

	97,000

	958                0.28

	98.93


	Dipyrone 500 mg/mL inj, 2 mL

	AMP

	.0620

	13,000

	805                1.72

	82.39


	Phenobarbitone 60 mg

	TAB

	.0047

	135,000

	636                0.19

	99.36


	Adrenaline HCI 1 mg inj, 1 mL

	AMP

	.0404

	13,000

	525                0.16

	99.51


	Prednisolone 8 mg

	TAB

	.0079

	65,000

	511                0.15

	99.66


	Chlorphenamine maleate 4 mg

	TAB

	.0009

	555,000

	498                0.15

	99.81


	Propranolol 40 mg

	TAB

	.0067

	33,000

	222                0.07

	99.88


	Diethylcarbamazine citrate 50 mg

	TAB

	.0030

	65,000

	193                0.06

	99.93


	Phenobarbitone 30 mg

	TAB

	.0025

	65,000

	160                0.05

	99.98


	Propranolol 10 mg

	TAB

	.0040

	15,000

	61                  0.02

	100.00



Total
338,500
Step 7: Choose cut-off points or boundaries for A, B and C drugs:

In general, the following boundaries are used:
· A items have the highest annual usage; with 10 to 20% of the items usually accounting for 75 to 80% of the funds spent.

· B items represent another 10 to 20% of the items that use 15 to 20% of  the funds, and, C items account for 60 to 80% of the items but only 5 to 10% of the  value of annual consumption.

These boundaries are somewhat flexible: for example, class A status might be given to items that cumulatively account for 70% of the funds. The decision depends on how volume and value are dispersed among items on the list and how the results of the ABC analysis are going to be used. If class A items are going to be managed more intensively than B and C items, allocation of items to class A must be  based on management capacity.

Step 8: Present the results graphically

Plot the percentage of the total cumulative value (column 7) on the vertical or y-axis versus the item number (column 1) on the horizontal or x-axis. Figure 2.4 shows graph of the sample ABC analysis. The number of items in the drug list influences the slope of ABC curve.

Figure 2.5 shows the results of ABC analysis for a full year’s drug consumption in two large supply systems; the difference in the shape of the curves in comparison to figure 2.4. 

In Country I, 25 class A items out of a total of 344 accounted for about 75% of the total value. In Country II, which shows a less  steep ABC curve, 34 items out of a total of 220 items (15 %)  represent nearly 70% of the total value. To limit the number of items   in class A, a cut-off point was selected that represents a lower proportion of the total value.

In general, the steeper the curve,  the higher the proportion of the total value that would be included in class A.
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Figure 2.4: How to perform an ABC value analysis
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Figure 2.5: Typical ABC analysis for two drug supply programs
[image: image13.png]Formulary No. of Category Total % Total Cumulative
Code Formulary Category Products Cost (US$) Cost Percentage

I 8.12 Antibacterial/antifungal agents, systemic 30 46,053 19.17 19.17

2 6820 Antidiabetic agents 5 36,175 15.06 34.23

3 2408 Hypotensive agents 8 31,006 1291 47.13

4 40.12 Replacement solution/agents 10 14,834 6.17 53.31

5 84.04 Topical anti-infectives 4 14,302 5.95 59.26

6 40.20 Caloric agents (dextrose solutions) 6 12,480 5.19 64.46

7 28.08 Analgesics/antipyretics 10 11,835 4.93 69.38

8 36.00 Diagnostic strips | 6,496 2.70 72.09

9 86.00 Antiasthmatic drugs 8 6,195 2.58 74.66
10 4.00 Antihistamines 5 4,892 2.04 76.70
Il 3800 Disinfectants 3 4,846 2.02 78.72
12 28.16 Psychotherapeutic agents (antipsychotic/antidepressant) 14 4,574 1.90 80.62
13 88.28 Multiple vitamins 3 4318 1.80 82.42
14 20.04 Iron preparations 3 3,207 1.33 83.75
I5 56.40 Miscellaneous gastrointestinal drugs 4 3,039 1.26 85.02
16 808 Anthelmintics 2 2,663 .11 86.13
17 92.00 Dispensing envelopes | 2,643 1.10 87.23
18 68.04 Adrenal hormones 4 2,246 0.93 88.16
19 48.00 Antitussive/antiexpectorant 2 2,240 0.93 89.09
20 56.04 Antacids 2 1,781 0.74 89.84
21 28.04 General anesthetics 3 1,693 0.70 90.54
22 84.05 Topical antifungals 4 1,633 0.68 91.22
23 88.08 Vitamin B preparations 5 1,547 0.64 91.86
24 28.12 Anticonvulsant agents 5 1,465 0.6l 92.47
25 92.00 IV administration sets | 1,300 0.54 93.02
26 1220 Skeletal muscle relaxants 3 1,283 0.53 93.55
27 52.04 EENT anti-infectives 4 1,283 0.53 94.08
28 40.28 Diuretics 5 1,248 0.52 94.60
29 8.16 Antitubercular agents 5 1,212 0.50 95.11
30 24.04 Cardiotonic and antiarrhythmic agents 6 L9 0.47 95.57
31 52.08 EENT anti-inflammatory agents 2 L3 0.46 96.04
32 12.08 Anticholinergic agents 4 925 0.39 96.42
33 56.12 Laxatives 5 886 0.37 96.79
34 84.07 Scabicides/pediculocides | 765 0.32 97.11
35 76.00 Oxytocics 3 718 0.30 9741
36 20.12 Anticoagulants and coagulants 2 691 0.29 97.70
37 5220 Miotics | 534 0.22 97.92
38 5622 Antiemetics 3 531 0.22 98.14
39 8436 Miscellaneous topical preparations 2 515 0.21 98.35
40 72.00 Local anesthetics 6 491 0.20 98.56
41 832 Antitrichomonal agents (metronidazole) 3 481 0.20 98.76
42 84.06 Topical anti-inflammatory 2 363 0.15 98.91
43 5236 EENT miscellaneous 2 358 0.15 99.06
44 2824 Anxiolytics, sedatives, hypnotics 3 356 0.15 99.21
45 88.12 Vitamin C | 345 0.14 99.35
46 68.36 Thyroid/antithyroid preparations 2 246 0.10 99.45
47 88.24 Vitamin K-1| | 201 0.08 99.54
48 24.12 Coronary vasodilators 2 189 0.08 99.61
49 12.12 Adrenergic agents | 188 0.08 99.69
50 64.00 Antidotes/metal antagonists | 149 0.06 99.75
51 28.10 Narcotic antagonists | 135 0.06 99.81
52 12.16 Adrenergic blocking agents I 85 0.04 99.85
53 836 Urinary anti-infectives 2 82 0.03 99.88
54 40.08 Alkalinizing agents | 79 0.03 99.91
55 12.04 Cholinergic agents | 74 0.03 99.94
56 52.10 Carbonic anhydrase inhibitor | 63 0.03 99.97
57 40.40 Antigout agents | 60 0.02 100.00
58 52.24 Mydriatic/cycloplegic | 12 0.00 100.00

222 240,241





Figure 2.6.  Therapeutic category analysis
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Figure 2.7. Therapeutic Category Analysis – Detail withy defined daily dose comparisons

So far we have learnt how to analyse costs using the ABC and VEN analysis.  Next let us look at the therapeutic category analysis method.
Therapeutic Category Analysis
Therapeutic category analysis reviews the volume of use and the value of the various therapeutic categories and sub-categories of drugs. This technique builds on ABC analysis, sorting the ABC list into therapeutic categories (based on the cumulative volume and the value of individual drugs in those categories). Figure 2.6 shows a summary therapeutic category analysis, using data from a certain country. Figure 2.7 provides details on the top 3 therapeutic categories in Figure 2.6
Applications of Therapeutic Category Analysis

The applications of therapeutic category analysis are similar to those of ABC analysis. Managers should focus cost control efforts on the therapeutic categories that show the highest consumption and greatest expenditures.

Summary
You have now come to the end of this section on the techniques used for analyzing non personnel costs in the drug supply system.  We looked at three techniques, namely, the ABC, VEN and therapeutic category analysis.  We noted that the ABC analysis is an extremely powerful and useful tool, which is used in selection, procurement, management of distribution, and promotion of rational drug use.  The VEN system sets priorities for selection, procurement, and use according to the potential health impact of individual drugs, while the therapeutic analysis reviews the volume of use and the value of the various therapeutic categories of drugs.

In the next section we shall discuss the roles and responsibilities of stakeholders in managing drug supply.
Section 3: Roles and Responsibilities Of Stakeholders In Managing Drug Supply

Introduction 

In the last section you learnt how to select medicines.  In this section, you will learn about the roles of the various key players that work as a team in a hospital facility through consensus building.  A hospital exists to provide diagnostic and curative services to patients. Drugs are an integral part of patient care. Appropriate use of medications in the hospital is a multidisciplinary responsibility that includes physicians, nurses, pharmacists, administrators, support personnel, and patients. A medical committee, sometimes called the pharmacy and therapeutics committee (PTC), is responsible for approving policies and procedures and monitoring practices to promote safe and effective drug use.
The pharmacy department, under the direction of a qualified pharmacist, should be responsible for controlling the distribution of drugs and promoting their safe use. This is challenging since drugs are prescribed by physicians, administered by nurses, and stored throughout the hospital.

The purpose of this section, therefore, is to promote consensus amongst key players in the drug management cycle in order to facilitate smooth operation and uninterrupted supply. The section examines individual responsibilities of the players as well as the successful all-inclusive multi-disciplinary approach to formulating necessary policies and guidelines, in the form of the pharmacy and therapeutics committee (PTC).

Let’s start by looking at  our objectives for this section.
Objectives

At the end of this section you should be able to:

· Identify the roles and responsibilities of each member in the health care team in managing drug supply;

· Describe the roles and responsibilities of the pharmacy and therapeutics committee (PTC);

· Describe the process of constituting a functional PTC;

· Explain how PTC conducts its activities

We shall start by considering  the responsibilities of hospital staff.  

Responsibilities of Hospital Staff

The hospital pharmacist should be an expert on drugs who advises on prescribing, administering, and monitoring, as well as a supply manager who ensures that drugs are available through procurement, storage, distribution, inventory control, and quality assurance.

The balance between these two roles varies, depending on the individual’s background and the work setting. A pharmacist may assume a prominent role in settings where his or her knowledge of clinical pharmacology and capacity to provide expert advice have earned acceptance of the hospital medical and nursing staff.

The responsibility for establishing policies and procedures related to medications often lies with the PTC. Since the drug use process is multidisciplinary, the committee should include representation from all functional areas involved: medical staff, nursing, pharmacy, quality assurance, and hospital administration.

Purchasing and Stock Management

In some hospitals, a separate department manages all hospital purchasing (drugs, medical supplies, equipment, etc).  This department may be called medical stores or material management. In such cases, the chief pharmacist prepares an annual budget request for drug purchases and places orders for drugs through the medical stores.

In other situations, the pharmacy department manages drug purchases directly. No one individual should have total control of drug procurement. A designated committee should review and approve all purchases; this may be a special purchasing committee, or the function may be managed by the PTC.

Procedures for procurement and inventory management should be written in a manual that has been approved by the hospital administration and the appropriate committees; the procedures for purchasing should follow specific guidelines.

Stock management procedures in the hospital depend on the size of the hospital and whether there is a warehouse attached to the hospital.

Drug Use
The drug use process can be divided into four components:

· Prescribing. The physician has overall responsibility for the care of the patient, prescribing or ordering medications as part of the treatment plan. The mechanisms to ensure appropriate prescribing within hospital customarily fall within the responsibility of the medical staff committees, usually including the PTC.  The PTC may establish protocols or procedures that allow pharmacists or nurses to prescribe within specific guidelines.

Preparation and dispensing. The pharmacy department, under the direction of a registered pharmacist, is responsible for preparing and dispensing medications. Policies and procedures for these functions should be approved by the PTC.

The chief pharmacist reports to hospital administration.

Medication administration. Administering medications is generally the responsibility of the nursing staff. The chief nursing officer oversees all nursing functions. In some cases, physicians may administer drugs such as anaesthetic agents.
Other health care professionals may administer drugs within the scope of their practice, e.g., midwives attending deliveries.
Monitoring the effects of drugs on the patient and ordering appropriate changes in therapy. Monitoring activities are primarily the responsibility of the physician. However, observation and reporting are required from the person who administered the drug (usually the nurse) and from other members of health care team involved in the patient’s therapy.
In some settings, a clinical pharmacist or pharmacologist  monitors drug therapy in the hospital and consults on drug   therapies that require special expertise to ensure safety and  efficacy, e.g., aminoglycoside antibiotics, total parenteral nutrition  and anticoagulation.
Government agencies and licensing boards regulate medications through laws and professional practice standards. The laws and regulations usually specify that the chief pharmacist is the person responsible for the control of medications within a hospital, including procurement, storage, and distribution throughout the facility.
Even though the chief pharmacist is responsible for the drug budget and the control of medications in the hospital, he or she does not supervise those who prescribe or administer the drugs.
 In some hospitals, purchasing, receiving, and storing of drugs are handled by a medical stores department that is not under the supervision of the pharmacist.
These differing responsibilities illustrate the complexity of drug procurement, storage and use in the hospital. Efforts to improve the system should respect this complexity and include multidisciplinary representation and involvement. Coordination is required at the policy level through the PTC; at the management level, beginning with hospital administration; and then through the different branches of the organizational tree.

Organization of Hospital Pharmacy Services

In organizing hospital pharmacy services, both the way in which the staff is organized and the physical layout of the building need to be considered.

Personnel 
Hospital pharmacy personnel can be divided into three major categories:

1 .Management. Management includes the chief pharmacist and sometimes deputy chief pharmacists who are responsible for procurement, distribution and control of all drugs used within the institution, and for management of personnel within the pharmacy department 1

 2. Professional staff. These professionals are qualified pharmacists who procure, distribute and control drugs and supervise support staff for these activities. In some facilities, pharmacists provide clinical consulting services and drug information.

 3. Support staff. The support staff category often includes a combination of trained pharmacy technicians, clerical personnel, and messengers.

Hospital Pharmacy and Therapeutics Committee

Most commonly, the committee designated to ensure the safe and effective use of medications in the hospital is the Pharmacy and Therapeutics Committee (PTC).
Purpose and Functions

The PTC promotes the rational use of medication through the development of relevant policies and procedures for medication selection, procurement, and use and through the education of patients and staff.

Functions of a Hospital Pharmacy and Therapeutics Committee in Kenya

Drug Selection and Requirement Planning

· Maintain the hospital formulary list

· Receive and review management indicators

· Formulate an annual list of  drug requirements

· Maintain an emergency drug list

· Approve standard ward stock lists

· Coordinate drug supply for special programs

Prescribing Practices and Drug Information

· Standardize prescribing policies and treatment guidelines

· Undertake drug utilization review studies

· Oversee antimicrobial sensitivity patterns and infection control

· Establish antibiotic prophylaxis guidelines

· Coordinate communications with drug company representatives

Dispensing and Drug Administration Practices

· Monitor dispensing practices

· Establish generic and therapeutic substitution guidelines

· Monitor medication errors and adverse drug reactions

· Establish automatic stop orders

· Set limits on dispensing quantities for outpatients

Membership

An effective PTC requires that members participate in meetings and assist with other committee activities. Membership should include representation from

· Medical staff (including representation from each department);

· Pharmacy (the chief pharmacist often serves as the secretary);

· Nursing;

· Hospital administration;

· Quality assurance coordination.

The committee should have broad representation but be sufficiently small and manageable to conduct business efficiently; a membership of eight to fifteen members often fulfils this criterion. The committee may occasionally invite a specialist to make a presentation or provide advice on a particular issue.

Pharmacy and therapeutics committees often have sub-committees to address particular issues such antibiotic use, drug use evaluations, or medication errors. Sub-committees can manage specific tasks without consuming a large portion of the PTC’s meeting time.

Hospital Drug Formulary Management
The hospital drug formulary is the cornerstone of drug management in the hospital, and it should be the principal concern of the PTC. The following list provides general guidelines on drug selection for formularies in the hospital setting.

· The formulary list should be limited to conserve resources – it is usually not necessary to stock all drugs on the national formulary.

· Eliminate generic duplication – only one brand or label of each generic drug product should be routinely stocked.

· Select drugs for the formulary based on diseases and conditions treated at the facility.

· Specify drugs of choice for the formulary for common therapeutic conditions.

· Include second-line alternatives to drugs of choice as needed, but minimize therapeutic duplication. 

· The hospital formulary should correspond with any national or regional standard treatment guidelines that have been formally approved by the health system.

In addition to the basic formulary process, many hospitals add two additional features.  These are  therapeutic substitution and use restrictions for certain drugs in the formulary.
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	What is therapeutic substitution?


Therapeutic substitution (sometimes called therapeutic interchange) is based on the hospital formulary. The PTC provides guidelines for substituting specific formulary drugs for specific nonformulary drugs (or a specific category of drugs), usually for specific disease conditions.

The PTC should develop formal written policies specifying which drugs (or categories of drugs) are suitable for automatic therapeutic substitution.

Therapeutic substitution is often resisted by staff physicians, but is now practical in many places.
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	What is Drug Use restrictions?


Drug Use restrictions are most often applied in larger hospitals where there are specialist physicians on staff. Restrictions may apply to certain individual formulary drugs or to certain categories of drugs.  The principle is that restricted drugs can be prescribed only by certain specialists or can be used only on certain wards. Such restrictions are generally applied to particularly expensive drugs, or particularly toxic drugs (such as cancer chemotherapy); however, some hospitals go further, requiring specialist consultation on many different categories of drugs.

Drug use restrictions have the following pros and cons:
· they decrease the use of drugs involved (which may or may not be desirable); 
· increase the demand on the specialists (and potentially the cost of services); and 

· increase administrative burdens for nurses and pharmacists who must manage the process.

Methods to promote formulary adherence include:
· Review and take action on all nonformulary drug use;
· Prohibit use or distribution of samples of nonformulary products;
· Establish procedures and approved product lists for therapeutic substitution;
· Provide easy access to the formulary list (copies at each drug ordering location and in pocket manuals);
· Involve medical staff in all impending formulary decisions;
· Advertise and promote formulary changes.
Requests to use nonformulary drugs should be monitored by the PTC and action taken. Such actions may include adding the drug to the formulary, educating physicians on the rationale for the nonformulary status of the drug, or banning the drug from use in the hospital.

Drug Utilization Review

Drug utilization review (DUR) is a tool to identify such common problems as inappropriate product selection, incorrect dosing, avoidable adverse drug reactions, and errors in drug dispensing and administration. DUR may then be used to implement action programs for change. DUR is an on-going, planned, systematic process for monitoring, evaluating, and improving drug use and is an integral part of hospital efforts to ensure quality and cost-effectiveness. More appropriate and more effective use of drugs ultimately results in improved patient care and more efficient use of resources.  

Summary

That brings us to the end of this section.  In this section we looked at the roles and responsibilities of each member of a health facility in managing drug supply.  We also discussed the roles and responsibilities of the PTC, how to constitute the PTC and how it conducts its activities.  

You have also come to the end of this Unit.  You can now take a well deserved break before you embark on the attached assignment.
Good luck!
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DRUG MANAGEMENT AND RATIONAL USE
Tutor Marked Assignment

Unit: 2: Selection of Medicines

Instructions: Answer all the questions in this assignment. 

1. Explain the difference between a generic name and a brand name.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

2. Indicate whether the following statement are true or false by writing a “T” or “F” next to the sentence.

· Each drug on the market has a chemical name but not  International Nonproprietary Name (INN) or generic name.
· International nonproprietary names (INNs) are assigned through WHO following a well established procedure.

· National nonproprietary names sometimes differ from INNs.

· Generic drug products are  often cheaper than products sold by brand name and thus not as effective.
· A formulary list is a list of drug products that have not been approved  in a specific health care setting.

3. Explain why ABC analysis is such a powerful tool in inventory management.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

4. Outline the uses of VEN analysis in drug selection, procurement and use.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

5. Describe the membership of the pharmacy and therapeutics committee.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

6. Outline the functions of the hospital pharmacy and therapeutics committee.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

7. What regulations apply with regard to drug use restrictions

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

Congratulations! You have now come to the end of this unit. Remember to indicate your Student  Number, names and address before sending the assignment.  Once you complete this assignment, post or bring it in person to AMREF Training Centre.  We shall mark it and return it to you with comments.
Directorate of Learning Systems

P O Box 27691-00506

Nairobi, Kenya

Email: amreftraining@amrefhq.org

We will mark it and return it to you with comment.
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What is the difference between the terms brand name and generic name?
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