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Acquired immune deficiency syndrome

AMC
Average Monthly Consumption
ART 
Antiretroviral therapy

ARV 
Antiretroviral

AZT 
Zidovudine

CME
Continuing Medical Education
d4T 
Stavudine

DAR
Daily Activity Register
DOT 
Directly observed treatment

EFV 
Efavirenz (Z)

FDC
Fixed Dose Combination
HAART 
Highly active antiretroviral therapy

HSV 
Herpes simplex virus

INH 
Isoniazid

KEMSA
Kenya Medical Supply 
LMIS
Logistics Management Information System
mg 
Milligram

mg/L 
Milligrams/liter

MoH
Ministry of Health
MoS
Months of Stock
NACC
National Aids Control Council
NASCOP
National AIDS and STIs Control Programme
NFV 
Nelfinavir

NVP 
Nevirapine

PARTOs
Provincial ART Officers
PLWA

People Living With HIV/AIDS
PMCT
Prevention of Mother to Child Transmission
PPB
Pharmacy and Poisons Board
SOPs
Standard Operating Procedures
STD 
Sexually transmitted disease
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Unit 13:  Commodity Management For HIV/AIDS

Introduction
Congratulations for coming this far!  You are now in the last Unit of this course.  You deserve a pat on your back for your persistence and enthusiasm.  In this Unit, we shall look at Commodity Management for HIV/AIDS programmes.  In the last Unit we looked at palliative and terminal care of PLWHA.    I hope you noted the importance of getting our clients the necessary medical and other supplies in a timely fashion.  It can mean the difference between life and death or comfort and suffering.  In this Unit, we you shall learn how to ensure that HIV/AIDS-related pharmaceutical, laboratory and other commodities, such as Antiretroviral drugs (ARVs), HIV test kits, Lab reagents, etc, are available, accessible and are of high quality when provided to patients receiving HIV care and treatment.
Unlike the other Units of this course, this one is not divided into any distinct sections.  This is because the various components of commodity management cycle are highly interrelated and thus will be discussed in integrated manner.  

Let us start by reviewing the objectives for this section.

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

· Explaining the concept of Health Commodity management;
· Understand the importance of ensuring the availability and accessibility of commodities used for management of HIV/AIDS;
· List the main HIV/AIDS related commodities needed in your health facility;
· Apply the use of records and reports to ensure uninterrupted supply of HIV/AIDS-related  pharmaceuticals, laboratory and other commodities to your  health facility;
· Describe how poor prescribing and dispensing habits can lead to irrational use of ARVs and other drugs;
· Describe  the elements of  rational use of HIV/AIDS commodities; 

· Describe interventions that promote the appropriate use of commodities in ART programmes.
What is Health Commodity management?
Commodity management is a set of activities and procedures that ensure that health commodities are available, accessible and of high quality.

What are HIV/AIDS-related commodities?
Before you proceed do the following activity.  It should take you 5 minutes to complete.
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ACTIVITY
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




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

Most of the basic health commodities used in providing Comprehensive HIV treatment and care are already present at every health facility.  These  are for example, supplies such as cotton wool and disinfectants.  However there are key HIV/AIDS health commodities such as:
· AntiRetroviral (ARV) drugs (for ART, PMTCT and PEP) 

· Drugs for prophylaxis and treatment of STIs and Opportunistic Infections (OIs) e.g. Cotrimoxazole, Fluconazole

· HIV Test kits

· Laboratory reagents and supplies 
· for ART baseline tests and follow-up tests, 
· diagnosing OIs, 
· monitoring Viral load and CD4

Our discussion in this section will apply to all HIV/AIDS commodities, however, we shall mainly use ARV drugs to illustrates the concepts and ideas.  
WhyWhy Commodity Management in HIV/AIDS Programmes?

The proper management of HIV/AIDS-related commodities ensures that they are available and accessible to all the staff serving the patients at a health facility.  Thus all the staff have an important role to play in ensuring good commodity management even if they do not directly handle the commodities.

Commodity management in HIV/AIDS programmes is important for the following reasons:
· Demand: The availability of drugs, such s HIV test kits,  increases the demand for HIV care services and enables the scale-up of ART.  If the commodities are not continuously available and accessible, then a health facility is not able to offer the care and treatment required.
· Quality of HIV care services: Presence of commodities increases staff motivation to provide services.  When commodities are not available, then staff feel discouraged since they are not able to offer good patient care.

· Cost: HIV/AIDS commodities are Costly to procure and to manage, yet HIV/AIDS affects people mainly in  developing countries where resources are already limited.   Managing the commodities ensures that they are stored and distributed efficiently to prevent wastage.
· To ensure continuous availability.  ART is life-long.  This means that continuous availability of the ARV drugs is required at the health facility where the patient receives his treatment. 
· Ensure full supply.  Since ART is life-long,  HIV/AIDS commodities should always be in full supply.  
· Prevent Wastage.  Many HIV/AIDS commodities have a short shelf-life, usually less than 2 years by the time they reach a health facility.  Hence there is  need for careful management to minimize expiries
· Strict adherence to treatment is needed to reduce the possibility of development of resistance.  Studies have shown that adherence of > 95% is required to achieve maximal viral suppression. Second-line regimens are far more expensive than First-line regimens and are usually more complex for the patient to take due to higher pill burden and drug-food interactions.
· Incorrect/irrational use of drugs makes them harmful, and may complicate treatment of the patient.

So far we have defined commodity management and looked at the different types of commodities found in our health facilities for the prevention, care and treatment of HIV/AIDS.  We have also seen why its important to manage commodities.  Next we shall look at the commodity management cycle.

The Commodity Management Cycle

Commodity management can be described as a cycle made up of various components (see Figure 13.1).   These components are:
· Product selection

· Procurement

· Inventory management (with storage & distribution), 

· Use

Product 
Selection: This is where decisions are made on which health commodities are needed.  This is based on information such as the condition being treated, the number of patients on treatment or expected in future, and the drugs in the Standard Treatment Guidelines (STGs).

Procurement: Involves getting funding for commodities, ensuring life-long availability of good quality commodities for the care of PLWHA.

Inventory management, 
Storage and Distribution: Products are taken from the central medical stores (e.g. KEMSA for Kenya’s NASCOP ART programme), and sent down to the health facilities with HIV care clinics, through a commodity supply pipeline. At all times, the products are kept secure and in good condition until used. 

Use: The person living with HIV/AIDS (PLWA) is the key end-user; other users include laboratory staff who use laboratory commodities to perform lab tests needed by PLWA, clinical staff who will issue or use the medical supplies to care for the PLWA.

In the next sections, we shall look at each component of the Commodity management cycle in detail.

At the centre of this cycle lies Management support (including financing, staffing, and information management) which holds the cycle together.  The entire cycle operates within an environment governed by laws, regulations and policies.
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Figure 13.1: Commodity Management Cycle.  Adapted from: Managing Drug Supply, 2nd Edition, Kumarian Press
Good use of commodities means that:

· the right commodity, 
· in the right condition and right quantity, 
· must be available at the right place (the health facility), 
· at the right time (for the patient to access it), 
· and at the right cost (affordable) 
· to the right person (the patient or user).  
These are known as the  Six Rights.

It is important to note the following about the commodity management cycle:
· The components are inter-related and follow one another in an endless cycle.  If one component is not performed well, then the whole commodity management system will fail.  For example, if drugs are procured without good forecasting, then the drugs may end up expiring in storage without ever being used.  
· Problems in any part of the cycle can disrupt the whole commodity management system, e.g. if the health commodities cannot lack transport to deliver them to the health facilities, this can lead to shortages in the HIV care clinics. A person working at any one of the cycle’s components should remember that their input is vital and that he/she is working to meet client needs.

· The cycle only operates well within an enabling policy and legal environment. For example, all pharmaceutical drugs available in Kenya must be approved by the Pharmacy & Poisons Board (PPB) for use in Kenya under the Pharmacy & Poisons Act.
· This cycle applies to commodity supply chains of all sizes, from the largest, e.g. the national HIV/AIDS programme (e.g. the ART programme run by NASCOP under the Ministry of Health (MoH)), to the smallest, e.g. a health facility supplying HIV/AIDS commodities through outlying mobile clinics.

Product Selection

The commodity management cycle starts with Product selection.  

What is Product Selection?

Product selection is the process by which the required commodities are chosen for the programme. The product selection process allows you to lay a sound basis for selecting commodities.  It guides you by giving you the  reasons and criteria that you should use for deciding which products to procure.  It is not possible or practical to obtain every variety of a commodity available, e.g. there are many different brands of drugs available.
Product selection helps health workers to make decisions such as:

· which commodities should  be procured based on the disease condition being treated, e.g. HIV/AIDS;
· which commodities are needed to manage changing patient needs over time (e.g. from 1st line to 2nd line);
· the number of  current or expected patients, etc.

I am sure your Ministry of Health provides Standard Treatment Guidelines (STGs) which show the recommended drugs and other health commodities used to manage the condition being treated.   In the case of HIV/AIDS, the standard treatment guidelines for  ART is the Guidelines to Antiretroviral Therapy. 

By using the commodities recommended in the STGs, the health facility selects the proper commodities required.
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	Name the 1st and 2nd line ARV regimens for adults and children.


In Kenya, the current First-line regimen for Adults is d4T (or AZT) + 3TC + NVP (or EFV).

The current First-line regimen for Children is AZT + 3TC + NVP (d4T may be used instead of AZT in severely anaemic children; EFV may be used in children above 3 years or 10kg). 

Selecting  HIV/AIDS-related commodities
	[image: image4.png]


ACTIVITY
Why should we select HIV/AIDS related commodities?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




We hope that your answer included the following reasons:

· To ensure that the most effective and affordable products are selected for our resource-limited settings, e.g. in Kenya, the Guidelines for ART currently recommend d4T as part of the Standard 1st line regimen since it is more affordable than a drug such as TDF for the large-scale national ART programme.

· To take care of the needs of the majority of patients   For example, in Kenya, d4T has been found to be more useful in malaria-prone areas where anaemia is frequent, thereby limiting the use of AZT.

· To ensure that 1st line regimens are carefully selected  so that alternative regimens are available in case of toxicity, treatment failure or side effects.

· To ensure that good quality products are procured in order to prevent the wastage of limited financial resources and minimize treatment failure.

· To ensure that products selected match the needs of the patients, e.g., in terms of affordability.  Inexpensive treatment regimens make ART accessible to many people who cannot afford to buy drugs.  

· To keep track of changes in treatment regimes as better treatment is developed

· To ensure funds are sought to sustain the long-term commodity supply to the patients

· To ensure that the commodities which are selected do not require costly re-training of health care workers, e.g. complicated lab equipment

· Commodities which are selected do not require special storage that may not be available at health facility level, e.g.  d4T Paediatric suspension requires refrigeration which may not be available in many health centres.

· To ensure constant and full supply of the products.
What are the reasons for Rational product selection?
· HAART is the standard – no dual or mono-therapy is allowed

· HIV/AIDS commodities should always be in full supply so that they are available whenever and wherever needed.  E.g. ART is taken life-long without interruption, VCT centres should be operating whenever needed, drugs for PMTCT should be available during pregnancy or at birth.

· ARV drugs are costly to the health sector – need for strict budgeting.  The drugs should be affordable since the patient is on life-long treatment.  The actual costs of the drugs affects the budget, e.g. use of generics which are generally cheaper.  Funding must be availed to sustain drug supply to the patient in the long-term

· Potential side-effects of a drug: the drugs should have a side-effect profile that is manageable
· Need for adherence and compliance, e.g. use of Fixed Dose Combinations (FDCs), co-packing, dispensing monthly patient packs

· Laboratory monitoring requirements: the drugs should have few lab monitoring requirements.
· Presence of other infections, e.g. patients who have to take ARVs and TB drugs concurrently cannot use NVP-based regimen

· Women of child-bearing age should not use Efavirenz (teratogenic)

· Use of FDCs and co-packing of single ARV drugs into a patient pack improves drug management and simplifies forecasting and procurement.
Considerations to Make when Selecting HIV/AIDS Commodities
When selecting HIV/AIDS commodities we should make the following considerations:

· Product selection is limited to commodities recommended for use in the HIV/AIDS programme in the Standard Treatment Guidelines (e.g. the Guidelines for Antiretroviral Therapy)
· The selected products must appear in the national Essential Drugs List, or be products recommended by the MoH. 
· The pharmaceutical commodities should be locally registered with the Pharmacy and Poisons Board of Kenya

· And for the patient, reasons for good selection are: 
· The drugs should be potent

· The drugs should have minimal side-effects on the patient
· Drugs should have few laboratory monitoring requirements

· Affordable cost, e.g. the use of affordable good quality generics as compared to more expensive branded products.  
· Need for adherence and compliance, e.g. use of FDCs, dispensing monthly patient packs (e.g. FDC tablets usually come in packs of 60’s which for an adult patient on regimen d4T/3TC/NVP is adequate for 1 month).  FDCs are easier to use than telling the patient to take 3 separate single drugs.
· Presence of other infections, e.g. patients who have to take ARVs and TB drugs concurrently cannot use NVP-based ART regimen while they are on Rifampicin
· Women of child-bearing potential should not use Efavirenz (teratogenic).
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	Why should we select the 1st line ART regimens recommended in the STG for antiretroviral therapy?


Well, am sure you thought of the following reasons:
· Affordability, e.g. NVP is more affordable than EFV hence its use in the majority of patients on 1st line regimens;
· Availability, e.g. d4T is more available internationally that TDF

· Low toxicity, e.g. NVP is safer for women of child-bearing potential

· Efficacy and ease of use, e.g. the Fixed Dose Combination drug tablet of d4T/3TC/NVP is efficacious since the minimum 3 drugs required are in the tablet, and makes it easy for patients to take more than one drug at a time.

Well, in a nutshell, that’s it about product selection.  Next let us look at procurement.
Procurement

The next component of the Commodity management cycle is Procurement.  
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What is Procurement?

Procurement means acquiring affordable commodities of good quality, either by
· purchasing them (usually done at the national level by the central medical stores, e.g. KEMSA)
· or through donations.

What are the key objectives in Procurement of HIV/AIDS commodities?

The  key objectives of procurement are that the commodities must be: 

· the right ones;
· in the right quantities (full supply);
· of good quality;
· and at the lowest possible or affordable price.

Forecasting

What do you understand by the term forecast?  Put your thoughts to paper in the following activity.
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ACTIVITY
Write down your definition of the term forecast.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Now confirm your answers as you read the following discussion. 
The term “forecast” simply means estimating what will happen in future.  Therefore, forecasting in procurement simply means the ability to estimate the future needs of a programme based on certain assumptions,  so that we can plan to meet those needs.  

The period of forecasting may be short-term (1 year or less), medium-term (1 to 3 years) or long-term.

Good forecasting requires the following::

· Technical skills

· Financial resources

· Well-informed policy makers

· Political will

· Good management systems in place at all levels
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	What do you need to take into account when forecasting for the ART programme at the National/Programme Level?


The following are the inputs used in forecasting for HIV/AIDS commodities at the national level:
· HIV prevalence data, i.e. the estimated number of people infected with HIV/AIDS in a population.  For example,  the HIV prevalence in Kenya in 2006 was estimated at about 6%;
· Policy changes, e.g. change in Guidelines for ART;
· National targets for patients on ART, e.g. the WHO 3 by 5 target for Kenya for patients to be put on ART was 95,000 patients on ART by end 2005;
· Number of facilities offering HIV care and ART in a region;
· Service statistics, e.g. number of clients seen in a given period;
· Commodity consumption data from health facilities offering ART;
· ARV Stock status (at the central store (e.g. KEMSA), and at the health facilities offering ART).
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ACTIVITY
What would you take into account when forecasting for your ART needs in your health facility?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


When forecasting at the Health Facility level, you need to take the following into account:

· Number of patients on HIV care (disaggregated into adults and children);
· Number of patients ready for ART (adults, children);
· Capacity of the facility, such as:: 

· Are there adequate staff (e.g. clinicians, lab personnel, pharmacists, etc) available to run the HIV care clinic?

· How many patients can be seen per day, week, month?
· Is there adequate space for the HIV clinic, especially for scale-up?

· Is there adequate Storage space for HIV/AIDS-related commodities?

· The change-over of patients from one ART regimen to another over time, e.g. 1st line to 2nd line, which means that the drugs ordered will change over time.
Thus forecasting is very important because it ensures that you always have enough commodities in stock to meet your needs.  Next, let us look at Quantification.

Quantification
What is Quantification?

Quantification is not a new concept.  We do it everyday in our private lives.  For example, we quantify how many litres of milk we consume every day based on our budget and use that as the basis to purchase the milk.  Similarly, in HIV/AIDS quantification refers to the process of calculating the quantities of specific commodities required for a health programme for a given amount of resources available, e.g. for a given budget.  For example, you  may want to quantify the commodities needed for a HIV/AIDS programme in order to treat and care for 100 patients within a budget of KShs 10 million.
Why do we need to quantify for a HIV/AIDS programme?
We quantify in order to determine:
· If the commodities will be adequate for the number of patients targeted to be put on treatment or maintained on treatment.
· The cost of commodities required thus enabling budgeting

· To justify need for funding to donors

· If storage space for the commodities is available and adequate

· To factor in donations

What process should be followed in Quantification?
In order to quantify the quantities of the commodities you want to order, you should:

· Define the programme for which quantification is being done (e.g. VCT, ART, etc);
· Collect the data required;
· Forecast the demand;
· Adjust the estimated demand quantity for products that may be lost (expiry, wastage, breakage, etc), and those taken out for quality control purposes;
· Estimate the quantities required;
· Calculate the cost of procuring the quantities required (budget);
· Adjust the budget to match the available funding (this may mean adjusting the quantities that will be ordered);
· Present findings to decision-makers to determine the quantities to procure;
· Update and revise the quantification as new more accurate data becomes available.

Quantification Methods
There are 3 main quantification methods.  These are:

· Adjusted consumption method;
· Morbidity method;
· Consumption method.
 Let us look at each method in more detail.
· Consumption method: 
This method uses the data of previous drug consumption in order to predict future needs.  It is important to note that this method is only used for stable programmes, where the patient numbers (and therefore commodity consumption) are not expected to change much.
What types of data is required?

· Data on consumption of the commodities;
· Reliable inventory / stock records;
· Details of supplier lead times (that is, the time taken for suppliers to deliver the drugs once the order has been given to them);
·  The projected drug costs.
What are the limitations of this method?

· The consumption data must be reliable: from a system with uninterrupted supplies and a full supply pipeline;
· The consumption data may not reflect rational use of the products (i.e. use according to the STGs);
· It cannot be used for a scaling-up or new programme where consumption is as yet unpredictable.

· Morbidity method: 
This method forecasts the quantity of health commodities needed for treatment of a specific disease condition, based on the projection of the incidence of that disease.  It is a good method for new programmes or those that are scaling-up.  
What type of data is required?

Data such as: 
· The prevalence of HIV;
· Actual or projected incidence of HIV in the area being quantified for;
· The recommended regimens for treatment (as per the STGs);
· Estimated drug costs;
· The target number of patient per region and per health facility.
What are the limitations of this method?

· Compared to the other methods, morbidity method is the most complex, time-consuming method;
· Morbidity data may not be easily available for the disease condition;
· Standard treatments may not be used much by prescribers in that area.  This method requires strict adherence to the STGs;
· Adjusted consumption method.
This method uses data from other regions or programmes, and adjusts it to meet the needs of a specific programme or health facility.  For example,  a Health centre with a successful ART programme may be used as the model for the quantification of commodities required for other health centres in the district that want to start ART.

It is used where there is no reliable information on past consumption or morbidity patterns in an area.
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ACTIVITY
Which methods are commonly used to determine the quantity of commodities at the health facility level?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Well done!  I am sure you answer included the following methods:
· The Consumption and Morbidity methods are the two most commonly used methods at health facility level
· At the regional or national levels, the adjusted or proxy consumption method is used. The Morbidity method can also be used in scaling-up programmes. 
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	Certain commodities  are used across several programmes, e.g. NVP for PMTCT and ART, Co-trimoxazole as an Essential drug and for OI prevention and treatment, HIV Test kits are used in different programmes, e.g. Blood Safety, VCT, DTC.  The needs for a commodity must be combined across all the programmes where it is used



Steps in Quantification for ARVs at Health Facility level?

The following are the steps to follow in quantification of ARVs at health facility level:

1) Know the re-order period and buffer stock. The Re-order period is how often stock is ordered from the national/central level, e.g. for the Kenyan ARV programme, public health facilties order stock once a month from KEMSA.  The Buffer (or Safety) stock is the quantity of commodity kept as reserve to avoid stock-outs due to delayed deliveries from national/central level or increased demand at the facility.  For the ARV programme, the Buffer stock is currently 2 weeks’ worth of stock for the patients on treatment at the facility.
2) Calculate the needs for Adult and Paediatric patients currently continuing treatment with 1st or 2nd line ARVs (consumption);
3) Calculate needs for new Adult and Paediatric patients requiring 1st or 2nd line ARVs (this is ART scale-up);
4) Calculate needs for Adult and Paediatric Post-Exposure Prophylaxis (PEP) and PMTCT;
5) Add up the figures you get for 2, 3 and 4;
6) The from the total you get in 5, deduct the (i) usable quantity in stock and (ii) the stock on order, to calculate the Quantity of ARVs to order, and round up.
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	The national/central store will check on the availability at national level of drugs requested by the health facility.  If they are insufficient, the national / central medical stores may request the facility to reduce number of new patients.



In order to understand these steps, do the following activity.  Use the information given below  to calculate the quantity of each drug to be supplied to the following health facility, in order to stock it for 3 months for all patients.  
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ACTIVITY
A health facility has reported that it currently has the following patients on Antiretroviral therapy:

· 5 Adult patients on regimen d4T 30mg/3TC/NVP and 

· 10 Adult patients on regimen d4T 40mg/3TC/NVP

These patients are taking their drugs in the form  of Fixed Dose Combination tablets (FDCs), which means that a FDC tablet contains more than one drug (e.g. d4T/3TC/NVP contains 3 drugs, i.e. d4T, 3TC and NVP).  

The health facility has also requested for 

· drugs for PEP for 2 Adult cases per month using the FDC tablets of AZT 300mg/3TC

· drugs for 10 mothers for PMTCT (NVP only) who are expected over the next 3 months

The Stock on hand at the facility is provided in the table below:
Drug

Stock on Hand 

(pack of 60’s)

d4T 30/3TC/NVP FDC tabs

8

d4T 40/3TC/NVP FDC tabs

10

AZT/3TC FDC tabs

Nil

NVP 200mg tabs

Nil

Calculate the quantity of each drug to be supplied to the following health facility, in order to stock it for 3 months for all patients



Now confirm whether your answers are similar to the ones given in the table below below.  

	Drug
	Stock on Hand 

(tablets)
	Stock required to re-stock to 3 months (tablets)
	Quantity to order (after deducting Stock on Hand)

	d4T 30/3TC/NVP tabs
	8 x 60 = 480
	5 patients x 60 tabs x 3 months
= 900
	900 – 480 = 420 tabs (7 packs)

	d4T 40/3TC/NVP tabs
	10 x 60 = 600
	10 x 60 x 3

= 1800
	1,800 – 600 = 1,200 tabs (20 packs)

	AZT/3TC tabs
	0
	2 x 60 x 3

= 360
	360 tabs (6 packs)

	NVP tabs
	0
	10 tablets
	10 blister-packed tablets 

(or in absence of this, 1 sealed pack of 60 tabs)


Critical Issues Affecting Commodity Quantification In HIV/AIDS Programmes
The following are some of the critical issues that affect commodity quantification in HIV/AIDS programmes.  These are:

· The need for information systems in the public health sector to gather and report data on the number of patients in care, on treatment or consuming commodities;
· Filling the supply pipeline i.e. ensuring that there is adequate stock at all levels, from the national / central store to the lowest health facility offering that treatment.  HIV/AIDS commodities should always be in full supply;
· Adjusting for the rate of growth of the programme – if the programme scales up rapidly, quantification must be done more frequently to adjust for the increased number of patients;
· The need for sustainable funding to maintain ART patients on lifelong treatment;
· The need to harmonize the delivery of products needed at the same time, e.g. HIV test kits are needed to determine patients who need ART;
· The impact of stock-outs – serious given ART must be uninterrupted;
· The impact of lead time – if stock is stuck in the supply pipeline, the long lead time may lead to stock-outs at health facilities;
· Special characteristics of HIV/AIDS commodities, e.g. ARVs have relatively short shelf life so must be distributed and used rapidly to prevent expiry; ARV are expensive, some require refrigeration.

What are the signs of good quantification?
· Uninterrupted reliable supplies of commodities

· Patients and users have access to the commodities whenever needed.
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	Good HIV/AIDS Commodity Quantification means no over- or under- stocking


The Procurement Process

We saw earlier that procurement means acquiring affordable commodities of good quality, either by purchase or from donations.  Let us look at the procurement cycle.
The Procurement cycle

The procurement cycle can be illustrated by the following cycle where products have been procured from suppliers:
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Figure 13.2:  Procurement Cycle
Procurement Methods

In Kenya, procurement in the public sector is governed by the Public Procurement Act.  Let us briefly look at the methods used in procuring health commodities:

· Open tender

This is a formal procurement process in which local or international suppliers (or their representatives) are invited to submit bids for the supply of commodities under the terms and conditions stipulated in the tender.  This method allows for the widest selection of potential suppliers.  However it is a time-consuming and bureaucratic method.

· Closed or Restricted tender

Similar to open tender but here the bidding is limited to suppliers meeting certain conditions, e.g. suppliers of a certain financial capacity, suppliers producing drugs of a certified quality.  These suppliers are short-listed using a pre-qualification procedure.  It assists by reducing the potentially large number of suppliers who may bid, as compared to the open tender.

· Competitive negotiation

Here, the buyer selects a small number of suppliers and negotiates prices with them directly.  It is useful for bulk procurements or for emergency supplies.

· Direct purchase

The product is purchased directly from one supplier.  This is the simplest method but usually very expensive since the buyer does not seek better value by checking out other suppliers.  It’s useful for small procurements or for emergency supplies

For public procurement of HIV/AIDS commodities in Kenya, the Open tender method is used.
What are the signs of a good procurement process?
A good procurement process should be:
· Flexibility

· Good procurement practices

· Transparency and accountability

· Good Quality of the products procured.

Let us look at each one of these qualities  in turn.
Flexibility of the procurement system:

The procurement system of HIV/AIDS related commodities should be able to flexible enough to respond quickly to:

· Unpredictable changes in client uptake of services, 

· Changes in testing and treatment protocols, 

· Donor procurement regulations 

· Rapid scale-up of HIV/AIDS care and treatment services
· There should be co-ordinated delivery of related commodities, e.g. ARVs should be available at the same time with HIV Test kits, since patients cannot start on ART without being confirmed HIV+ by a HIV test.
The procurement process must be able to deliver commodities on time and in the quantities required by the growing HIV/AIDS programme.  

Good Procurement practices include:
· A transparent and accountable process, open to scrutiny by all interested stakeholders
· Written-down / documented procedures
· Separation of key functions  (the officer requesting for the commodities should not be the same one purchasing them, to minimise potential of fraud)

· Ensuring procurement of good quality products
· Procurements should be regularly reported to the Government or funding agency (donor organization).
Good Quality of commodities:

· Beware of counterfeit drugs.
· The Prequalification project, set up in 2001, is a service provided by the World Health Organization (WHO) to facilitate access to medicines that meet unified standards of quality, safety and efficacy for HIV/AIDS, Malaria and Tuberculosis.  

· Governments of many countries including Kenya use the WHO Pre-qualification list to ensure they procure good quality drugs from approved suppliers.

· All the product and manufacturing site requirements, including the  profiles of the inspection teams and  standards used in evaluating the product are listed in the following website:   http://mednet3.who.int/prequal/ . This is a WHO web-site  which also includes the list of pre-qualified medicines and their manufacturers. 

Donations

In Kenya, HIV/AIDS commodities have been donated free of charge to the HIV/AIDS programme, both at national level and directly to some health facilities.  However, it should be noted that problems have been noted with drug donations around the world.  These problems include the following: 
· Donated drugs are often not relevant for the situation for which they are being donated, for the disease pattern or for the level of care that is available;
· Many donated drugs arrive unsorted and labeled in a language not easily understood by the recipient;
· The quality of the drugs does not always comply with the standards in the donor country;
· The donor agency sometimes ignores local administrative procedures for receiving and distributing medical supplies;
· Donated drugs may have a high declared value, such that import charges and costs charged for storage and distribution may be unnecessarily high, costing the recipient more money;
· Drugs may be donated in the wrong quantities and when they have a are short expiry some stocks may have to be destroyed.  This creates problems of disposal at the receiving end.

These problems or challenges necessitated WHO to come up with Guidelines for Drug Donations as follows:
· Donations should be based on the need expressed by the country/programme / organization receiving the donation;
· All drugs should be approved for use in the recipient country;
· The donated products should be of quality that meets the standards of both the recipient country and the donor country;
·  The drugs should have a minimum shelf life of at least 1 year;
· The drugs should be labeled in a language understood by the recipient;
· Recipient should be informed of the drug donation beforehand;
· The donor should cater for the costs on importing the products into the recipient’s country, clearing, warehousing and delivery.

Recommendations for Donated ARV drugs and other HIV/AIDS commodities?
Before you accept donated drugs, you should that::

· The drugs are in our Guidelines for ART or Essential Drugs List (EDL)
· They are locally registered with Pharmacy & Poisons Board (PPB)
· They have a minimum shelf life of 1 year at the time of arrival in-country.  Short expiry or damaged stock is unacceptable.

· Before a donation of HIV/AIDS commodities is made to your health facility site, you should::

· Inform your regional ART Officer (e.g. PARTO, PASCO);
· Prepare adequate storage;
· Give the donor: the names, specifications and quantities of commodities you require at your site.  The donor should give you what you need!

	 Procurement for the  NASCOP/KEMSA ART Programme in Kenya
· ARV drugs supplied by KEMSA to NASCOP-supported health facilities offering ART are procured using funds from two sources: GoK/MoH and Global Fund  The Paediatric ARV drugs are donated by Clinton Foundation.

· Quantification is done by NASCOP ARV staff in collaboration with KEMSA and the Global Fund Procurement consortium

· They ensure that the drugs conform to the Guidelines for ART in Kenya, local registration by PPB, and WHO pre-qualification

· Tender specifications are prepared by NASCOP in collaboration with MoH and KEMSA

· Kenya National Guidelines on Donations of Drugs and Medical supplies governs the handling of donated drugs 




As you can see there is quite a lot involved in procurement – forecasting, quantification and a process that is regulated by WHO and national guidelines as well as regulatory bodies such as PPB.    Next let us look at another major component of the commodity management cycle, namely, inventory control, storage and distribution.
Inventory Control, Storage & Distribution
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What is an  Inventory?
Inventory is the items (drugs, medical supplies, etc) used in health facilities.
What is Inventory management?

Inventory management comprises the activities related to ordering, receiving, storing, distributing & issuing, and re-ordering stock of commodities.   All these activities  are tracked with appropriate documentation, thus good record-keeping is critical.
Good stock management results in minimized stock levels, smooth consumption patterns, and supplies that always arrive on time but this goal is rarely achieved in practice.

Components of Inventory Management
· Ordering (and re-ordering)

· Receiving and issuing commodities

· Storage

· Distribution

· Record-keeping

Let us discuss the components of Inventory management in more detail starting with issuing and receiving commodities.

Issuing & Receiving Commodities:

A health facility may receive commodities from: 

· The central / national store (e.g. KEMSA):
· Direct from suppliers;
· From other health facilities;
· As donations from donors.
A health facility may issue commodities to: 

· The central / national store (e.g. KEMSA) – return of commodities, e.g. those returned for re-distribution to other sites;
· Suppliers – returns;
· To other health facilities;
· Within the health facility: from the main drug store to the dispensing area.

When issuing or receiving commodities, the two important steps are to:
1) Verify the information (documentation) received from the ordering facility (or being sent to the receiving facility);
2) Issue or receive the commodities once the information has been verified. 

During the issuing process, verify or make sure that the issue and receipt voucher is correct and complete in terms of: 
· Drugs or commodities being issued;
· Quantity being issued;
· Facility being issued the commodities;
· Date of issue;
· That the commodities are issued according to FEFO (i.e. the commodities with shortest expiry are issued before commodities with longer expiry date).

The same process applies  when receiving commodities.
When a facility receives new commodities, it is a great opportunity to conduct a visual inspection.  Visual inspection is the process of examining products and their packing by eye to look for obvious problems with the product quality.

What to look for during a Visual Inspection:

Tablets and capsules:

· Tablets/capsules are identical in size, shape and colour

· Tablet/capsule markings are identical (scoring, lettering, numbering)

· There are no defects such as spots, cracks, stickiness, etc.

· There is no unexpected odour when bottle is opened

Injectable  drugs: Be sure that:

· Solutions are clear

· Dry solids are free of foreign particles

· Containers are not leaking
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	What should you do if there are excess supplies or shortages or there is a problem with the quality of the commodities?



You should liaise with the source of supply for further advice. If supplied in excess, the excess commodity may be returned to source of supply for re-distribution.
Record-keeping

Record-keeping in inventory management involves creating and regularly updating inventory records.  Good record-keeping is a necessity in inventory management.  Records must be kept accurately and completely, and filled on time. 

Before you read on, do the following activity.  It should take you less than 5 minutes to complete.
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ACTIVITY
Give examples of records that are used for inventory management in your health facility.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




The records used in inventory management include:
· Stock-keeping records, such as Bin cards, Stock Ledgers

· Consumption records, e.g. dispensing records such as Daily Activity Registers

· Stock movement records, e.g. Issues and Receipt vouchers, S11s, S12s.

What often goes wrong with our Inventory management?

· Subjective, ad-hoc decisions about order frequency and quantity;
· Inaccurate out-of-date incomplete Stock records;
· Often, there are NO Standardized Operating Procedures (SOPs) in place to guide staff;
· Lack of regular performance monitoring;
· All this is made worse by health facility managers’ lack of understanding of the basic issues of proper inventory management.
Some important terms in Inventory management

i. Stock on Hand
This is the physical count of the usable quantity of a commodity present. 

ii. Safety / Buffer stock

The minimum stock kept to protect the health facility against stock-outs.  The stock-outs may result from delay in delivery of re-supplies or from unexpected increases in demand for the drugs.

iii. Order quantity

The quantity ordered by a health facility of a drug for its re-supply

iv. Re-order period

The normal time taken between the orders placed by a health facility for more stock, e.g. usually one month for the facilities served by the NASCOP ART programme
v. Lead time

The time taken between when an order is placed by a health facility and when the ordered drugs are delivered and available for use. 

vi. Stock on order

The stock ordered by a health facility that has not yet arrived.
Storage

Storage is the keeping of inventory in a safe, secure, accessible location while it is awaiting use.  The quality of the products is maintained in good storage.
What do you require for Good Storage of HIV/AIDS commodities? Put your thoughts to paper by doing the following activity.
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ACTIVITY
List down the requirements for a good storage?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




The guidelines for good storage recommend the following:
· Security: The storage space should be a secure, lockable area;
· Location: This location should be accessible to the people needing the commodities;
· Adequate space: It is important to have enough space in case you want to scale-up the number of patients on treatment;
· A clean, dry, organized location;
· The use of shelves and pallets to raise the products from the ground ;
· Ventilation, e.g. via air conditioning;
· Adequate light (Note: this does not mean sunlight!);
· Availability of cold storage for any commodities requiring refrigeration, and of cold chain during transportation;
· Availability of fire safety equipment;
· Separation of expired, damaged or obsolete commodities from usable ones;
· The location should be kept free of harmful insects and rodents.
Distribution

This is the process of supplying commodities, including activities such as transportation and shipping. 
What is the importance of good Distribution?

Good distribution of commodities ensures that there are: 
· Constant uninterrupted supplies; 

· Commodities stay in good condition until they are used;
· Minimizes losses due to spoilage and expiry;
· Prevents theft and fraud;
· Maintains accurate stock;
· Uses storage locations that allow for on-time delivery;
· Efficiently uses transport resources;
· Enables collection of Accurate information for forecasting (World Bank, 2004)
What is a distribution pipeline?

This is the entire chain of storage facilities and transportation link through which supplies move from the supplier to the end-user at the health facility.
Example of a distribution pipeline:

The supply pipeline for ARVs and related drugs for the national NASCOP ART National Programme is as follows:
· Drugs are delivered by suppliers to KEMSA’s Nairobi warehouse;
· Currently KEMSA distributes directly to all health facilities under the programme.  ART sites have been established in every province countrywide;
· There are plans in progress to decentralize distribution to district level due to rapid scale-up. This will enable scale-up to lower level sites such as health centres, dispensaries.

A diagram of the ARV supply pipeline is shown below:
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Commodity flow: (


Information flow: -----(
Figure 13.3:  ARV supply pipeline
Management Support
As we mentioned earlier, the commodity management cycle is held together by a good management support system.  
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This Management support system consists of 

· Organization and Management;
· Human Resources (Staffing);
· Financing;
· Information management.
Let us look at each part of the Management support component in turn:

Organization & Management:

In Kenya, the readiness of a Health facility to offer ART is assessed by the Provincial ART Officers (PARTOs).  The PARTOs then advise NASCOP to provide drugs and support to ready sites.  Health facilities wanting to start ART can also receive mentorship support from existing ART sites and from NASCOP.  The HIV care clinic should have been running well before ARVs get to it, i.e. it should be maintaining HIV+ patients on care, e.g. by offering preventive drugs such as Co-trimoxazole, treatment of OIs; and have a waiting list of patients who have been counselled on adherence and are ready for ART.  The health facility running a HIV/AIDS programme should have a HIV care implementation team headed by the hospital administrator/medical superintendent. The team should include staff dealing with commodities, e.g. lab staff, pharmacy staff, etc.   The support for commodity management needed by the health facility is provided by the ARV Logistics management team at NASCOP, and by pharmacy staff at existing sites.

Human resources / Staffing:

It is important to ensure that national and local HIV/AIDS care and treatment programmes are adequately staffed cannot be overemphasized.   Commodity management requires staff who have skills and knowledge not only in clinical and technical areas (e.g. HIV/AIDS diagnostic criteria), but also in supply issues such as quantification and inventory control. 

It is important to evaluate and upgrade staff skill levels, particularly as the programme expands to incorporate new interventions and ensure uninterrupted and reliable supplies of HIV/AIDS-related commodities.  Skills can be picked up from experienced and successful ART sites.  Health facilities should ensure that they prepare for only the number of patients that the site is capable of handling.  This will minimize staff burnout.  Stable patients can be handed over to sites closer to their homes.
Financing:

Currently most health facilities offering HIV/AIDS treatment and care get their drugs from the Ministry of Health in Kenya, and so they are not directly involved in financing the HIV/AIDS programme at their sites.  However there is now a move towards getting district medical staff to make financing decisions at district level..  Limited or irregular financing can lead to commodity shortages.  In addition,  external financing of drug procurement can be a source of problems, for example, in cases where the  donors have policies and regulations on procurement that differ from local ones, leading to procurement delays.  It is also very important to have well trained procurement staff.  Lack of well trained procurement staff can lead to, for example, lack of competitive pricing of commodities and  over- or under-stocking, especially if pharmaceutical personnel are not involved

Information management:

A Commodity Management Information System (whether manual or computerized) is important for:
· Collecting reports and using information for decision-making, e.g. for forecasting, future expansion.

· Helping to provide an Audit trail to track commodities

· Instilling good record-keeping practices among the staff

A good example, of this information system is the logistics Management Information System (LMIS).  You will read learn more about this system in section 6.4.
Laws, Regulations and Policies
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Laws affecting the HIV/AIDS programme include:

· Pharmacy & Poisons Act
· Intellectual Property Act, etc

Existing Policy and Regulatory structures include

· National AIDS Control Council (NACC), 

· National AIDS & STI Control Programme (NASCOP), 

· Pharmacy & Poisons Board (PPB), 

· MoH Strategic Plans, e.g. the 2nd National Health Sector Strategic Plan of Kenya (NHSSP II), 2005-10 shows some of the strategies to scale-up HIV/AIDS treatment and care
Various Guidelines affect the commodities used in HIV/AIDS programmes:

· Guidelines for ART (MoH/NASCOP)

· MoH Donations Guidelines

These guidelines document the approved process for handling donations.

· MoH Guidelines for Disposal of Drugs & Medical supplies

These guidelines document the procedures used to safely dispose of expired, damaged or obsolete drugs and medical supplies.
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ACTIVITY
i) What guidelines cover the disposal of expired or damaged drugs?
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

ii) How should expired drugs (all drugs including ARVs) at a health facility be disposed of? 
_____________________________________________________________________

_____________________________________________________________________

iii) How would you handle short expiry ARV stock?

_____________________________________________________________________

_____________________________________________________________________


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

The disposal of expired or damaged drugs is covered by the MoH Guidelines for Disposal of Drugs and Medical supplies.  Therefore all expired drugs should be disposed of using the methods approved in the MOH guidelines for safe disposal of drugs and medical supplies.  

Short expiry stock may be sent to another facility offering ART which has higher consumption and will be able to use the stock before expiry.  You may also choose to increase consumption of the stock by scaling up the number of patients on that regimen.
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	The return of stock with a shelf life of less than 6 moths to KEMSA is not approved.


Logistics Management Information System
What is a Logistics system?

It ensures movement of the required quantity of commodities from one place to another in the least possible time and at the least possible cost.
What is a Logistics Management Information System (LMIS)?

It is an information management system that collects, organizes and reports on data regarding the movement of the commodities.  

What is the purpose of the LMIS?

It improves quality of commodity management decisions since it provides a means of tracking commodities as they enter and leave the supply pipeline. 

The LMIS plays the following role: 
· Highlights the position of the supplies in the pipeline and whether commodities need to be re-distributed;
· Captures information on where consumption is highest or lowest, hence helping to decide whether more resources are required;
· Highlights losses of commodities in the supply pipeline, which requires action;
· Picks out information on short-expiry commodities thus highlighting the need for re-distribution;  
· Indicates expired commodities so that they are kept aside for destruction.
An effective LMIS for HIV/AIDS commodities will thus prevent stock-outs and stock imbalances of commodities at health facilities.
Key Logistics terms

In order to understand the LMIS, we need to define some key terms used in logistics:

1. Consumption data: This is information about the actual quantity of the commodity dispensed to the patients or end-users.

2. Stock on Hand (SoH): The quantity of a usable commodity available at a particular point in time.  Note: Usable means stock which is not expired or damaged.

3. Losses & Adjustments (L&A):
· Losses are the quantities of stock removed from the inventory for reasons such as  expiry, theft, damage, etc.  Losses do not include consumption.  

· Adjustments include quantity of commodities issued to or received from other facilities.
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ACTIVITY
Look at the drug consumption report in Table 13.2  below.  

1) What is the SoH for AZT 300mg tabs

_____________________________________________________________

2) What is the L&A for 3TC 150mg tabs at the end of the reporting period?

_____________________________________________________________

3) What is the quantity of d4T 30/3TC/NVP tabs dispensed during the month
_______________________________________________________________


Table 13.1: Drug Consumption Report

	MINISTRY OF HEALTH
MONTHLY FACILITY DRUG CONSUMPTION DATA REPORT AND REQUEST FORM (CDRR)

Facility Name :   Hospital X         Province ____A____          District _____B__

Period of reporting:            Month:  March                    Year:  2007
Drug Name

Beginning balance

Quantity received in the period

Total quantity dispensed in the period

Losers & adjustments

Physical count/ ending balance

Earliest expiry

Quantity needed

AZT 300 mg tabs
300
600
400
Nil
500
400
3TC 150mg tabs
100
1200
400
-20
880
12/200X
Nil
d4T 30/3TC / NVP
500
2400
1000
Nil
1700
Nil
EFV 600mg tabs
200
200
200
30
30
570
Total No of patients on antiretrovirals todate

Males

Females

Children < 14yrs

Regimen Code: 1A d4T 30 + 3TC + NVP

6
10
Nil
Regimen Code 3A: AZT + 3TC + EFV

2
5
Nil
Prepared By:  Mr Tim                            Pharmacist:                                05 – June- 200X

                     Name                                         Designation                                                      Date




Now compare what you wrote down with the following answers:

i) The SoH for AZT 300mg tabs is 500 tabs.  
ii) The L&A for 3TC 150mg tabs is 20 tabs

iii) The Quantity of d4T 30/3TC/NVP tabs dispensed during the month is 1000 tabs.
4)   Review Period:
This is the routine interval of time between assessments of stock levels to determine if an order should be placed, e.g. monthly, quarterly.  

For example, for the national NASCOP ART programme, the review period is monthly: sites assess their stock every end of month and then place orders for re-supply
5)   Lead Time:
The time interval between when new stock is ordered, and when it is received and available for use.   For example,  the interval between when the ART site sends the order to the national drug store at KEMSA, and when they receive their re-supply from KEMSA and can then begin to dispense it.
6)   Push System:
This is an ordering system where the person who issues the supplies determines the quantities to be issued to the health facility.  For example,  for a new ART site, the national store (programme level) may decide to supply only for a specified number of patients, depending on availability of drugs.  The store may allow a health facility to put only 20 patients on treatment and provide drugs for only those 20.  Any further scale-up has to be approved by the national programme.

7)   Pull System:
This is an ordering system where the person at the health facility who receives the supplies determines the quantities to be issued to the facility.   For example,  this is the method used when a health facility offering ART quantifies for itself the drugs needed for its target number of patients, and orders the drugs as quantified.
8)   Issues Data:
This provides information about the quantity of commodity shipped from one level of the system to another.  For example, at a site, drugs are issued from the bulk drug store to the pharmacy’s dispensing area.  Note: These drugs have only been issued, they have not yet been dispensed.

9) First Expiry, First Out ( FEFO)
This means “First Expiry, First Out”.  Drugs are issued out on a FEFO basis to minimize expiries.
10) Minimum Stock level (Min):
This is the quantity of a commodity below which the drug stock at a health facility store should not fall under normal circumstances. 

11)  Maximum Stock level (Max):
The quantity of a commodity above which the drug stock at a health facility store should not exceed under normal circumstances.  For example, for the national NASCOP ART programme, many sites are given stock for a max of 3 months and a min of 1 month for existing patients.   
Max and Min levels ensure that a health facility is not over-stocked or under-stocked with commodities for the patients it is caring for.

13) Average Monthly Consumption (AMC):
This is the average quantity of a commodity dispensed to patients in a given period.
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ACTIVITY
Calculate the AMC over the 3 months for this health facility where:
The drug dispensed in January was 100 tabs, in February 150 tabs and in March 200 tabs

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




The Average Monthly Consumption  over the 3 months is (100+150+200)/3 = 150 tabs.

14) Months of Stock (MoS):
The actual quantity of each commodity on hand at the facility expressed in months.   For example,  the national NASCOP ARV programme, at health facilities, MoS has been set to 3 MoS as Max and 1 MoS as Min.  So, e.g. if the AMC for EFV at a site is 200 tabs, the Max (3 MoS) for EFV = 600 tabs and the Min (1 MoS) = 200 tabs.

Remember: Sites are kept between Max and Min to avoid over- or under- stocking.

15) Safety (Buffer) stock:
The quantity of commodity kept as reserve to avoid stock-outs due to delayed deliveries or increased demand.   The longer the lead time, the more the Safety stock needed.
16)      Ending/Closing Balance:
The Stock on Hand / quantity of a commodity on hand at a given point in time, which is determined by a physical count of the commodity.   For example, in reports to KEMSA, the health facility’s SoH at the end of the month is recorded as the ending balance.
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ACTIVITY
Why would a health facility run out of stock of ARV drugs and yet the drugs were supplied as per its request?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




There are a number of possible reasons for this.  As you read the following reasons, see if your answers are included.
Possible reasons include:

· Poor calculation of re-supply quantities (for New and Continuing patients)

· For Paediatric patients, since the dose is determined mainly by weight, incorrect weight used to calculate the quantity required for the patients may lead to over- or under- supply

· The health facility’s reports to KEMSA are late, incomplete or inaccurate

· Unplanned Scaling-up: The health facility may have started new patients on ART without having informed KEMSA to send extra supplies for the New patients.  Hence by giving out a lot of stock to new patients, it ran out of stock for the continuing patients.
Now that we are familiar with some of the terms used in logistics, let us look at what is the most important information needed to run the LMIS.

What important information is required to run the LMIS?

The most important information is called the Essential Logistics Data items, which are: 

· Stock on hand (SoH);
· Losses & Adjustments (L&A);
· Consumption (Dispensed-to-user) data.
What Are The Sources Of The Essential Data Items?
The Essential data items are taken from the following records and reports:

· Stock-keeping Records record,  Stock on hand, receipts, issues, losses & adjustments, Bin cards, Inventory Control cards

· Consumption / Dispensing Records store consumption data, e.g. Daily Activity Register (DAR) for ART which records the drugs dispensed to patients on ART at a facility

· Transaction Records record stock movements.  e.g.. Issues vouchers, S12s.
· Reports that capture commodity status at a health facility at a particular time period.  
Some reports combine the ability to report on stock status as well as request the re-supply of drugs.  Such reports are used in the national NASCOP ART programme.  e.g.  Consumption Data report & request form (CDRR) for ARV drugs.  
Other forms and records that may be used to record patient data in the Pharmacy are:

· Appointments Dairy: helps to monitor patient visits to collect their ARV drugs

· Adherence Monitoring tool: helps to monitor the number of Patients on ART at the facility, and provides a way to monitor patient adherence to treatment 

· Prescriptions

· Patient medication records

How do you determine the quantity to order?

This was discussed under the topic on quantification.
You need to know the following:

1) The Maximum Stock level, i.e. the maximum stock of a commodity kept by a facility under normal circumstances

2) The Ending/Closing balance, i.e. the quantity of a commodity on hand at the facility at the time of placing the order.  This is determined by a physical count of the commodity.
A simple general formula is:

The Quantity of a commodity to order = Maximum Stock level minus Ending balance for the month

Once again attempt the following activity to fully understand how to determine quantity.
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ACTIVITY
Refer back to Table 13.1 on drug consumption report.  Assume that the AMC is the quantity dispensed during the month, and the maximum stock level is 3 times the AMC.  Calculate the quantity to order forAZT 300mg tabs and compare it to the quantity ordered by the facility.  Which drug is correctly ordered?

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




· The Quantity of AZT 300mg tabs to order is reached as follows :

Maximum Stock level  -  Ending balance for the month,
That is,  (3 x 400) – 500 = 700 tabs

· Therefore the facility has under-ordered the AZT by asking for only 400 tabs. 

· Only EFV 600mg is correctly ordered.
Key Records And Reports  Used To Capture Information On ART At The Pharmacy Of A Health Facility?
Daily monitoring:

· Daily Activity Register (DAR) for ARVs, OI drugs;
· Adherence monitoring form.
Monthly reporting:

· Monthly Consumption Data Report & Request (CDRR) form for ARVs, OI drugs;
· Monthly ART Patient Summary.
Logistics Monitoring & Evaluation

Without continuous monitoring of logistical activities and the supervision of the personnel who carry out these responsibilities, the overall performance of the logistics system may fall, which in turn may jeopardize the availability of products and the quality of service provided to patients. Monitoring & Evaluation (M&E) should be done regularly to assess progress, identify and solve problems.

What is the purpose of Logistics monitoring?

It checks that:
· Patients get the health commodities needed when they need them;
· Planned logistics activities are carried out according to schedule;
· Records are correctly maintained and reports submitted in a timely manner for re-supply and decision-making.
Monitoring includes 4 methods:

· Supervision – continual, informal monitoring of implementation and progress

· Routine reporting of data, using a management information system

· Sentinel sites – for more detailed reporting and monitoring of developing situations

· Special studies to gather additional information or to resolve problems

What is the purpose of Logistics evaluation?

Logistics Evaluation on the other hand is necessary to:

· Make informed logistics decisions regarding operations and service delivery;
· Ensure the most effective and efficient use of resources;
· Find out the extent to which a programme is having or has had on desired impact;
· Determine the extent to which a programme is on track and to make any needed correction accordingly.
Logistics Indicators

Indicators are processed data or summary statistics that tell something about the functioning of the system.  Indicators need to be wisely chosen to provide realistic information to those who need it for management and planning.  Logistics indicators seek to answer questions such as “Is the inventory being managed to prevent over-stocking, stock-outs and waste due to expiry?”,  “Are important drugs available at all times?”.  
An example of a Logistics Indicator is “the number of days a commodity (e.g. ARV drug offered by pharmacy) is out of stock”.

Standard Operating Procedures (SOPs)

What are SOPs?

This is a guide that specifies the following to staff in written form:
· What tasks to do;
· When to do them;
· Where they should be done;
· How they should be done;
· By whom they should be done;
· What resources are needed to do the tasks.
SOPs are very useful for the Pharmacy, Lab and any place where commodities (whether for HIV/AIDS or any other disease condition) are handled.  SOPs describe in detail the routine, repetitive operations of the pharmacy, lab or other commodity-handling area. If the work being performed is not routine, then it does not need an SOP. 

What is the importance of SOPs for the management of HIV/AIDS commodities?

In some countries, commodity management in health facilities is so poor that the system cannot effectively or efficiently be used to monitor drugs or other commodities. Mismanagement of commodities could lead to dangerous consequences, such as stock-outs and losses. Monitoring every step in the commodity management process requires an effective and efficient system, which can be achieved by developing and applying Standard Operating Procedures. 

SOPs are useful for they assist you to:
· Document all tasks done for ART patient and drug management (Record-keeping)

· Assign Roles & Responsibilities to staff handling the commodities
· Help to train new staff

· Provide way of judging performance (good practices)

Thus SOPs improve commodity management in the Pharmacy and elsewhere.

What is the content of a SOP?

A SOP includes:
· Description of the task / activity

· Step-wise procedures

· The staff responsible for each procedure
· An effective date

· The date when it should be reviewed 

SOPs should always be developed with the cooperation of the staff involved otherwise staff will resist their application.  The SOP should be revised on a regular basis to keep it up to date with the changing needs of the health facility over time

. 
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	What are some of the routine activities in your health facility that would benefit from SOP?


I am sure your answers included the following routine activities:
· Ordering & receiving of drugs and medical supplies;
· Dispensing drugs;
· Stock record-keeping;
· Medication use counseling;
· Medication error reporting.
What are the Benefits of SOPs?

SOPS help us to do the following:
· assure the quality and consistency of service offered;
· ensure that good practice is achieved at all times;
· ensure that all members of the pharmacy ( or lab, etc) team are fully utilized;
· avoid confusion over who does what (clarification of Roles and Responsibilities);
· provide a contribution to the audit process.

· SOPs are useful tools for training New members of staff.
Promoting Rational Use of Drugs for HIV/AIDS programmes


[image: image30]
This part of the section will familiarize you with the components of Rational drug use; help you to identify common problems in each of these components; and enable you to come up with solutions for such problems.

The rational use of drugs requires that patients receive medicines appropriate to their clinical needs, in doses that meet their own individual requirements, for an adequate period of time, and at the lowest cost to them and the community.  (World Health Organization, 1988)
What is Rational Drug Use?
Rational drug use is assessed using the following criteria:

· The correct drug is given;
· For the correct indication;
· At the correct dosage, with the correct administration, and for the correct duration of treatment;
· The drug is dispensed to the patient correctly;
· The patient complies or adheres to treatment.
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	What is the difference between patient compliance to treatment and patient adherence to treatment?


Compliance to treatment means that  the patient regularly takes the medication in the way required by the dispenser.  The patient is not allowed to change anything.

Adherence to treatment on the other hand means that the patient discusses with the dispenser on the most convenient way to take his medication.  For example,  a working mother may not be able to dispense medication to her sick child during the day, but the house-help may be shown how to give the medicine to the child.  This usually applies to medication taken over a long period of time.  Adherence to treatment is important for ART.

As we mentioned in Unit 4 of this course, the steps involved in proper ARV usage are:

· Accurate diagnosis; 

· Prescribing according to the Guidelines for ART;
· Correct dispensing of ARV drugs or supplies;
· Safe/correct usage of drugs and/or health commodities by the client.
Prescriptions for ARV drugs should reflect the recommendations in the Guidelines for ART, and should be supported by good dispensing practices. 
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ACTIVITY
List three outcomes of irrational or inappropriate use of drugs.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________




Well, I believe your list included the following outcomes of Irrational  or  inappropriate use of drugs, namely:: 

· Reduced quality of therapy (leading to increased morbidity and mortality);
· Risk of unwanted effects (Adverse Drug Reactions, resistance);
· Waste of resources (due to increased cost of changing drug therapy);
· Loss of patient confidence in the healthcare being given.
From the knowledge of ARVs which you gained in Unit 4 of this course, review the following prescription and then do the following activity.

	Prescription Note


	Name:  Wanjiru

Gender:  F

Date: 15/08/200X 

Weight: 15 Kg
	ID/OP No:  002006/02

Age:  7 years

Notes:  Recently started TB Tx

	RX:

1. Stavudine Caps 15mg bd X 15/7

2. Lamivudine 150mg tabs ½ tab bd X 15/7

3. Nevirapine  6ml od X 15/7

	Doctor:  Dr Xan

HIV Clinic
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ACTIVITY
What you think is irrational about the prescription you have just reviewed.
_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Now read through our answer below and see if your ideas are included.

I hope you noticed that Wanjiku  was recently started on anti-TB treatment (which most likely includes Rifampicin), yet the doctor has prescribed Nevirapine whose blood levels are lowered significantly by the presence of Rifampicin.  The drug of choice for Wanjiku in this case should have been Efavirenz because it is not similarly affected..

The Drug Use Cycle
The drug use cycle shows the steps involved when a patient comes to the health facility for treatment.   The components of the rational drug use cycle are:

· Accurate diagnosis;

· Rational Prescribing; 
· Correct dispensing of drugs in suitable packaging; and 
· Proper use of the drugs by the Patient.
The following flow chart illustrates this cycle.
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Figure 13.4: The drug use cycle
What are the basic elements of rational drug use?
There are 5 basic elements of rational drug use.  These are as follows:
· Accurate diagnosis:  E.g. HIV confirmation via PCR test for children < 18 months

· Rational Prescribing: E.g. Prescribe the ART regimen as per the Guidelines for ART

· Correct dispensing: E.g. Dispense for children based upon the weight, or body surface area of the patient

· Suitable packaging:  E.g. Dispense in monthly doses, e.g. 60 tabs for the FDCs for adults; for Paediatric patients, round up the liquid drugs to the nearest full bottle

· Proper Patient use:  E.g. Proper Medication counseling to ensure that the patient adheres to treatment.
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Figure 13.5:  The vicious cycle that leads to overuse of medicines.  Source: Teaching Aids at low cost.
Types of Irrational drug use
Before you read on do the following activity. It should take you less than 5 minutes.
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ACTIVITY
Give examples of inappropriate drug use that you have seen in your health facility.

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________

_____________________________________________________________________


Now confirm your answers as you read the following discussion.

The following are some of the irrational prescribing practices see in our health facilities:

1.  Under-prescribing;
2. Over-prescribing

3.  Incorrect prescribing or dispensing

4.  Extravagant prescribing
5.  Multiple prescribing
Let us look at each type in turn starting with the first one.

1) Under-prescribing
	Occurs when:

	· Needed medications are not prescribed

· The dosage prescribed is inadequate

	Examples: 

· Prescribing only one or two drugs for ART (Mono- or Dual therapy) is unacceptable.  Use of Triple therapy (HAART) is recommended.

· Giving patients over 60kg the dosage of Stavudine for patients under 60kg


2) Over-prescribing:

	Occurs when:

	· The prescribed drug is not needed by the patient

· The quantity of drug dispensed is too much for current course of treatment


	Examples: 

· Giving Nevirapine 200mg twice daily for the 1st 2 weeks of treatment to a patient just starting ART, instead of once daily so as to monitor patient’s tolerance.


3) Incorrect prescribing or dispensing:

	Occurs when:

	· Prescribing the wrong drug.

The 

· Dispensing the wrong drug due to the prescription being prepared improperly

· Adjustments are not made for existing medical, genetic, environmental or other conditions

	Examples: 

· Giving a HIV patient on anti-TB drugs a regimen containing Nevirapine instead of replacing the Nevirapine with Efavirenz

· Efavirenz is not given for ART to women of child-bearing potential, due to its potential teratogenicity if the woman becomes pregnant.  Nevirapine is preferred instead.


4) Extravagant prescribing:

	Occurs when:

	· Prescribing a more expensive branded drug when there is a less expensive generic drug of good quality available.
· Treating the patient symptomatically instead of treating the serious illness, hence making the patient use a lot of his funds.


	Examples: 

· NNRTI-based regimens for ART are more affordable to the patient than the PI-based regimens.


5) 
Multiple prescribing:

	Occurs when:

	· Two or more medications are prescribed when fewer would achieve the same effect


How do we address Drug use problems at the health facility level?

The steps involved in identifying and managing a drug use problem are:
· Identify the problem;
· Identify the underlying causes;
· List the possible interventions;
· Assess available resources;
· Choose the intervention and apply it;
· Monitor the impact;
· Restructure, if needed.
Ways of Promoting Rational Drug Use
Educational Approaches:

· All prescribers and dispensers should work according to the recommendations of the Standard Treatment Guidelines, e.g. the Guidelines for ART.  These Guidelines should be availed to the prescribers in the clinics and to the dispensers in the pharmacy.
· Proper counselling of the patient on the drugs given

Regulatory Approaches

· There should be control of the commodities available for prescribing and dispensing, e.g. use of Hospital Formulary that controls the drugs used for each disease condition
· Prescribers and dispensers should regularly attend sessions of Continuous medical education (CMEs)

Managerial Approaches:

· Use of Essential Drugs List to order health commodities for a health facility
Role of Health Care Workers In Promoting Rational Drug Use
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	How can you as a health worker promote rational drug use at your health facility?


Depending on the role we play, there are several ways in which we can promote rational drug use in our health facilities.

Prescribers:

· Prescribe first-line drugs that are in the STGs;
· Assist in offering continuing medical education at the health facility;
· Provide patient counselling;
· Participate on the health facility’s HIV care committee, also on the Drugs & Therapeutics Committee (if available);
· Assist with review of the use of the HIV/AIDS commodities.
Pharmacists and Pharmacy staff

· Label drugs clearly in a consistent manner;
· Instruct patients on correct use of the drugs;
· Organize for talks to patients on ART;
· Discuss non-standard prescriptions with ART prescriber;
· Prepare and circulate to prescribers a list of ARV and related drugs currently available (especially given the different sources and donations);
· Regularly review HIV/AIDS drug commodity use;
· Participate in the health facility’s HIV care committee, also on the Drugs & Therapeutics Committee (if available).
Laboratory personnel:

· Use the HIV tests and lab tests according to the MoH recommended testing protocols;
· Ensure appropriate use of laboratory resources, e.g. rationalizing the number of lab tests undertaken per patient;
· Assist with review of Laboratory-related HIV/AIDS commodity use;
· Participate in the health facility’s HIV care committee, also on the Drugs & Therapeutics Committee (if available).
Summary 

You have now come to the end of this Unit on Commodity management for HIV/AIDS commodities.   We hope that you know understand the process of setting up and maintaining a reliable supply chain for ARVs and other HIV/AIDS-related commodities.  Remember to keep proper records and reports and to ensure the rational use of drugs.
	Remember:
· Wise selection of drugs and other HIV/AIDS commodities is the key starting point.
· Good forecasting and quantification will ensure adequate supplies are ordered for the patients at your health facility.
· Proper inventory management, storage and distribution as well as good logistics management information systems will prevent over or under-stocking.
· Standard operating procedures are necessary for ensuring good performance of the commodity management system.
· Rational drug use requires more than drug information.



You have also come to the end of this course on Integrated HIV/AIDS Prevention, Treatment and Care.  Now take a well deserved break before you complete the attached assignment and post-test.  When you finish the assignment send it to us together with the posttest.

Good luck!
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Compliance, Adherence:


The patient takes his medication as instructed by the dispenser





Follow-up:


The clinician follows-up the Patient to ensure that the treatment is progressing well





Prescribing:


Clinician prescribes the medications required





Dispensing:


The required Medications are dispensed to the Patient





Diagnosis:


The Patient undergoes Diagnosis of his condition





Monitor supply order progress





Receive and check supplies





Forecast & quantify the quantities needed





Locate and select suppliers





Reconcile the needs and the funds available





Make payment to suppliers





Distribute the commodities





Collect consumption data





Specify terms of supply





Select the commodity / Review the selection





Choose the procurement method
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