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END in Africa Project
The USAID-funded END Neglected Tropical Diseases in Africa (END in Africa) cooperative agreement is managed by FHI360 and receives support from JSI for supply chain management, LATH for monitoring & evaluation and knowledge management, and Deloitte for country-level financial management oversight. Together, the organizations contribute to the goal of reducing the prevalence of seven NTDs by at least half among 70% of the world’s affected populations. The program supports the governments of Burkina Faso, Ghana, Niger, Sierra Leone, and Togo to scale up integrated NTD control programs that include preventive chemotherapy (PCT) for lymphatic filariasis (elephantiasis, LF), schistosomiasis (bilharzia; snail fever, schisto), trachoma (blinding eye infection), onchocerciasis (river blindness, oncho), and soil-transmitted helminthiasis (intestinal worm infection, STH).
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Acronyms
CDD 

community drug distributor

CRS

Catholic Relief Services

DHMT
District Health Management Team

FEFO

first-to-expire, first-out

HDI 

Health and Development International

HKI

Helen Keller International

ITI

International Trachoma Initiative

JSI

JSI Research and Training Institute, Inc.
LMIS

logistics management information system

MDA

mass drug administration

MOH

Ministry of Health

NGO

nongovernmental organization

NTD

neglected tropical disease
PCT

preventive chemotherapy

PHU

peripheral health unit 

POS

pediatric oral suspension

SAE

severe adverse event

SMS

short message service

SOP

standard operating procedures

USAID
U.S. Agency for International Development

WHO

World Health Organization
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Introduction
The following material addresses logistics management for the medicines used to treat neglected tropical diseases (NTDs). 

Managing neglected tropical disease medicines is complex and requires developed protocols in order to ensure that the millions of people who need preventive chemotherapy (PCT) have access to quality medicines when and where they are needed. 

The following standard operating procedures (SOPs) cover procedures that should be followed through all levels of the system for a mass drug administration (MDA). They serve as a reference document for how supply chain and drug management are handled by INSERT COUNTRY NAME ’s NTD Control Program. They provide information needed to fully understand and implement the supply chain components of an MDA within the NTD Program. The following topics are covered in these SOPs—
· Forecasting
· Distribution
· Storage
· Customs clearance
· Visual inspection
· Inventory control
· Medicine handling 
· Returning leftover medicines
· LMIS
· Severe adverse events reporting
· Waste management
These materials are meant to be a quick reference only and are intended to be used as part of the standard training offered to MDA implementers. 
You will notice that procedures overlap between Sections. For example, what you learn in one Section you will see again in another. This is because the logistics system is circular. The overlap is intentional so one can more easily see how steps are connected and related. 

As you go through the SOPs, you will see underlined bold ALL CAPs text to indicate the need for you to customize the material according to your system’s rules or norms. It is important to insert the correct term your country uses or identify what your national guidelines specify for that topic. These SOPs are intended to be generic which means they need to be customized to fit your country’s needs. The SOPs can also be expanded to include more topics. Once the SOPs have been customized to your country-specific circumstances, training materials will be developed so they can be incorporated into your existing training course. 

A Sample Timeline for the MDA Process 
Below is a sample timeline for a typical MDA event. It shows the different steps and time periods that are typical for an MDA.  

Every drug and every MDA will have a different timeline, and officials at various levels may follow more than one timeline at the same time depending on the MDAs they are conducting. Many activities start in one month and continue for two or more months. This sample may be adapted to the specific circumstances of each country and each MDA.  
The Comments section in the table below references the topics covered in these SOPs. 
Table 1: Sample Timeline for the MDA Process

	Month
	Activity
	Comments

	Month 1


	Develop forecast: involve MOH, implementing partner and technical advisor. 
	1-2 months before drug donation application is due. See Section on Forecasting.

	Month 2

	Submit application to drug donation program or supplier. 
	6-12 months before requested arrival date in country.

	Months 3- 6

	Plan the MDA: For example, identify storage facilities at Central and lower levels, develop transportation and distribution plans, and plan training for District, peripheral health unit (PHU) and community drug distributor (CDD) levels. 
	These activities continue into the following months. See Sections on Distribution and Storage.

	Month 7

	Drugs arrive at port. Clear drugs through customs and deliver to Central warehouse. 
	See Section on Customs Clearance. 

	Month 8

	Finalize plans for MDAs. Begin sending drugs to Regions, Districts and PHUs based on quantities identified in the forecast. 
	See Sections on Distribution, Storage, Visual Inspection and Inventory Control.

	Months 9-10

	MDAs take place. CDDs gather data as they administer drugs.  
	See Sections on Handling and Consolidating, Visual Inspection, and Inventory Control.

	Month 11

	Supervisors get consumption data on Tally Sheets from CDDs, as well as data of unused, expired and damaged drugs, and reports of SAEs. 
Supervisors report data to districts and forward unused products. Districts report data to Regions and forward products.

Central level compiles treatment and logistics data, and receives products.  
	See Section on the LMIS, SAEs, and Waste Management.

	Month 12
	Preparations for next forecast begin. 
	


Section 1
An Overview of Forecasting
In this section we will review:
I. Data types used for forecasting
II. Tips for conducting a forecast and making it accurate 

To conduct an MDA you must know how much of the drug is needed for each campaign. 

The international donors who manufacture NTD drugs are generous in providing the drugs, but they require specific forecast data in order to plan production and shipments for donation. 

There are specific quantification spread sheets for each NTD drug which provides guidance on how to calculate needs. Each drug donation program provides the forecasting methodology and spread sheets they require.  

There are many excellent documents on forecasting and quantification methodology for public health products. However, they are typically used for products with routine month-by-month consumption, and not for products administered through campaign-oriented events such as an MDA. 
This overview explains some important points when forecasting NTD drugs. 

Some data issues to consider when forecasting NTD medicines are: 

· Consumption data and stock on hand data help ensure a more accurate forecast.

· Dosage differences influence the amount of medicine required - for example a pediatric dose requires a smaller amount of the drug than an adult dose. 
· Out-of-date population figures (demographic data) can result in inaccurate forecasts.

I. Data types used for forecasting
It is good to begin with an understanding of the three types of data often used for forecasting. Not all three may be available, or the data quality may be better for one or two, in which case you would discard the others. As mentioned already, donors often prescribe what data must be used for forecasts. 

Epidemiological Data 
Epidemiological survey data tells us which geographic areas are affected by the NTD and how affected the area is. This is referred to as the prevalence of the disease and it is factored into the forecast. Entire regions may be disease free while others may have moderate or high prevalence. 
Census Data
Some donors require that National Census data be used to forecast product need. When the data is old, a growth calculation is made to bring it up to date. Sometimes census data is not a reliable estimate of the actual population which is why it is important to look at many data sources when making a forecast.
Enumerations
Enumerations are local counts of people in a certain area where an MDA will be conducted. Enumerations are done by CDDs. The information they provide may be more up-to-date than the last census, and this could make the figures useful for forecasting.  However, if the enumeration is not done well, then the accuracy of those figures will be poor.

Historical consumption 

This data should come from the NTD LMIS, as the information is reported up from the CDDs to the Districts, etc. If you know how much of a drug was given to people in earlier MDAs, it can help improve the accuracy of your forecast.  

II. Tips for conducting a forecast and making it accurate 
Assemble a forecasting workgroup. Members will need to make a time commitment of several hours a week for a month or more. The workgroup should include people who have forecasting experience or are willing to study the forecasting and quantification methodology that is available and use it with the chosen software. Fortunately the methodology and software are readily available and free. The people in the workgroup should have knowledge of the NTD drug and its treatment or are able to get it from colleagues with the expertise.  

Gather and analyze the available data.  Getting the data may take weeks, and eventually the group needs to start working with the data that are available. Analyzing the data quality can involve challenges.  In some cases none of the data will be as good as the group would like, but the group has to work with what is available. It is not uncommon to have to eliminate data that is too old, incomplete, or unreliable. 

Decide if the forecast is for one MDA or more than one. Determine if the forecast is for one MDA or for two or more related MDAs for the same population. Some drugs require a series of administrations, such as albendazole. The forecast will need to be adjusted for the number of MDAs. 

Do a forecast for each dosages type. Some NTD treatments are the same for all people, young and old. Others change by age or weight band.  For these cases, forecasts have to be made by dose category. 
Do a forecast for each drug to be distributed in an MDA.  Sometimes more than one NTD drug is administered at the same MDA. If a plan is made to administer two or more drugs at the same MDA, then forecasts have to be made for all the drugs involved so that the administration can be simultaneous. 

Base the forecasts on the targeted geographic locations. If the NTD is present across the entire country, then the forecast is for the entire population of the country.  But often this is not the case. If the NTD is in only certain Regions or Districts, then the forecast is for those Regions or Districts. 


*Note: In some countries differentiation of treatment is at the sub-district level.
Also, the national plan may be to start or pilot only with certain Regions or Districts because of their high incidence, accessibility, available CDDs, or some other characteristic. If that is the case, then the forecast is for those geographic locations only.  

Include a wastage rate. Every system has some wastage. This is described in Section 10. Even if you do not include anticipated wastage in your forecast, you will have wastage anyway, and that means you will not have enough of the drug. 
One good way to determine a wastage rate is to talk to people in the system, including CDDs, and invite them to give their candid observations on wastage of all kinds: damaged, expired, lost, vomited, or even stolen.  In doing so, you may come up with an estimate. You would then add this estimate to your forecast. Looking back at LMIS data may provide you with a more specific wastage rate, if you have been collecting wastage data. 

Add a quantity for “mop up” and the unexpected. For some NTDs, a small percentage of a drug is not given during MDAs, but later, when treatment is given to people who missed the MDA for one reason or another.  Examples are people who were ill the day of the MDA, had transportation problems, did not hear about it, or are seasonal workers or nomads. It is wise to add a small percentage to have in reserve for such people. 

Determine when the shipment must arrive in country. Based on when the MDA is planned to occur, and how long it takes to move drugs down the supply chain, determine when the drugs must arrive at the airport or sea port.

Prepare and submit the application on time. Drug donation applications are being submitted by many countries, so submit your application on time to be sure that production of the medicine you need for your MDA(s) will be ready on time. 

Be prepared for the unexpected. Be sure to factor in enough buffer time because unexpected delays are to be expected. For example a manufacturer may run short of an essential ingredient of a medicine, or it may be difficult to book a flight for an air shipment if the quantity is large. 

Section 2 
Distribution of NTD Drugs
In this section we will review the steps of:
I. Distributing the NTD drugs from Central to Regions/Districts, and from Regions/Districts to the PHUs
Once an NTD drug has arrived in your country, the distribution starts at the Central level or port city where the NTD drugs arrive and continues to the point where the drugs are given to people.  

There are differences from one country to another, but typically, the supply chain of drugs looks like this. The drugs arrive at the airport or sea port and after clearing customs (see Section 4 for details) they go to— 

· The Central Medical Store to
· The Regional warehouses to
· The District warehouses or other temporary storage facilities to
· PHUs to  
· The CDDs to 
· The community members receiving the drug
Figure 1: Typical Diagram Representing the Flow of NTD Drugs and Information
[Customize as needed]
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The five necessary steps to get the drugs to the people are described below.
1. Central level calculates the quantities to go to each REGION OR DISTRICT.  This calculation is done based on demographic and epidemiologic data, and enumerations done at the local level if available.  
2. Central level arranges sufficient reliable transportation to REGIONS OR DISTRICTS. Converting the number of doses per box or carton and then multiplying that number by the box or carton size will tell you the volume you need to transport to each site.  
Sometimes NTD drugs are transported with essential medicines or contraceptives and sometimes they are transported separately. 
3. Regions/Districts arrange for sufficient safe storage of the drugs.  Sufficient storage space must be made available at each level in preparation for the MDA. The SUPERVISOR for each facility must ensure that there is sufficient storage space available for each MDA and inform the next level down how much they will be sending to them (if applicable). The lower level should be informed in plenty of time for them to make arrangements to receive and store the stock according to standard storage principles.
*Note: If Regional or District warehouses do not have space, then safe short-term     

 supplementary space needs to be found. One solution is to skip the Regional level
 and deliver directly to Districts. Or the regions can skip the District level and deliver to
 the PHUs.  
4. Regions/Districts send NTD drugs down to PHUs. Regions/Districts inform PHUs ahead of delivery how much they should expect and when. This information and the delivery of medicines should be done with enough time for PHUs to prepare for the MDA. 
5. PHUs ensure the CDDs have the drugs in time for the MDA. This could require “pre-positioning” quantities of drugs in CDDs’ homes or in a nearby school or health post a week or more in advance. 
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       Drugs must be delivered in a timely manner so all facilities 
        have enough time to prepare for the MDA.

Section 3
Quality Storage for Health Commodities 
In this section we will review:
I. Guidelines for storing NTD drugs

The storage guidelines for District storerooms and Regional warehouses are clear, and they are similar to guidelines for other health products such as essential drugs and contraceptives.  See the Quality Storage Guidelines on page 11.  

Here are additional tips that are useful at a distribution site or any time an MDA is going on.  Storage conditions are the most difficult to maintain during an MDA.  

Keep drugs out of the sun and heat during distribution.  Direct sunlight and high temperatures can be harmful to the drugs. The shade of a tree, a building, or even a vehicle can be several degrees cooler. 
Protect drugs from the high temperatures while in a truck or lorry during transport.  A closed truck or lorry with the sun shining on it acts as a hot house.  Try to have windows open with air passing through when moving, and try to park in a shady place. 

Protect drugs from rain and water. This can be hard during the rainy season.  If at all possible, keep drugs indoors. When an MDA is being done outdoors, bring out only a few boxes at a time.  Do not place boxes on damp or wet ground.  Large plastic bags can be very useful to keep a small supply of drugs in if you have to do MDAs outdoors in rainy weather. 
Find a temporary storage space near where you are doing an MDA. This could be a nearby building that provides protection from sun, water, animals, and theft. Places like the back of a church, a room in a school, the house of a village official, or a garage have all been used as very short term storage to keep drugs cool and protected. 
A list of Quality Storage Guidelines for posting in storerooms and warehouses can be found on page 11. It is a good idea to make copies of these guidelines and display them in various places in your storage facility.  Make sure that all staff knows how to apply these guidelines. An explanation of why these procedures are important is included in Annex VII.
	GUIDELINES FOR QUALITY STORAGE 

OF HEALTH COMMODITIES

	1. Arrange products so that labels and expiry dates are visible

2. Follow FEFO (First-to-expire, first-out)

3. Cartons/products are kept in good condition
4. Separate damaged/expired products
5. Store products in a dry, well-lit, and well ventilated storeroom, out of direct sunlight

6. Storage area is free from “Pests”

7. Storage area is secured
8. Products are stored at appropriate temperature
9. Roof is in good condition
10. Storeroom is clean and maintained in good condition
11. Current space and organization is sufficient for ease of movement and finding items

12. Store products 10 cm off the floor
13. Store products 30 cm from the wall
14. Products are stacked no more than 2.5 meters high
15. Ensure that fire safety equipment is available and accessible, and that personnel are trained to use it

16. Products are stored away from insecticides and chemicals
*Adapted from the USAID | DELIVER PROJECT’s Guidelines for Proper Storage of Health Commodities


Section 4
Customs Clearance

In this section we will review:

I. How shipments of NTD drugs get from the port of entry in the country to the destination warehouse
The purpose of this section is to provide a simple overview of the customs clearance process. To do this you will need an understanding of basic terms. These terms can be divided up into people and forms. Together they create the chain that takes the products from the port to the destination warehouse for the NTD Control program. 
First, we will take a quick look at who the people are and their role in the process. After that we will take a look at a graphic which shows the flow of the consignment as it makes its way through customs and the forms involved. 

Actors and Documents in Customs Clearing Process

Procurement Team
Decides how much the country needs of each drug and 

Gov’t NTD Program            places the order with the Supplier.
NGO Implementer

END in Africa



Supplier 
Places order with Manufacturer and provides the Consignee with critical documents to clear customs.
Sends the following documents to the Consignee well before consignment arrives in country:

· Letter of Donation
· Proforma Invoice (draft)

Supplier will also send these documents to the Consignee, but they will only be available two weeks before the arrival of the consignment:


· House Air Waybill (draft)

· ETA (estimated time of arrival)


Supplier provides finalized versions of the following documents to the Consignee once the vessel (plane or ship) is booked:

· Packing List

· Certificate of Analysis

· Air Waybill 

· Commercial Invoice
Supplier gets the drugs from the manufacturer and sends them to the port of entry, either airport or sea port.
Manufacturer 
Manufactures the drugs.
 

Consignee
The person or organization to whom the drugs are being shipped. Sometimes WHO serves as the consignee in order to obtain duty-free status. The MOH often serves as the consignee. 

Consignee receives the documents listed above from the Supplier and hires a Customs Broker. Just before the consignment arrives in-country, the Consignee gives the Customs Broker all of the above documents plus the two below which the Consignee obtained after receiving the Letter of Donation and the Proforma Invoice:

· Tax Exemption Form (from Min of Finance) and

· Drug Registration Waiver, if needed 

(from Drug Regulatory Authority)

      
Once the Consignee receives the Proof of Delivery from the Customs Broker, the MOH sends it to END in Africa and the Supplier (the shipper cannot be paid until the POD is received). 

Customs Broker
Serves as the agent of the Consignee to receive the shipment. Provides all documents to Customs Clearance Office to get shipment released from the port. Arranges for transportation from port to destination warehouse. Gets Proof of Delivery document and sends it to the Consignee. 

Customs Clearance
Provides Proof of Delivery to Customs Broker. 

Office 
Releases consignment to Customs Broker when all 

required documents are provided by Broker. 
· ETA

· Commercial invoice 

· Air Waybill 

· Letter of donation 

· Packing list
· Certificate of analysis and 

· Certificate of origin
Until then, the Customs Clearance Office puts shipment in a holding facility which may incur charges called demurrage fees if the consignment is not cleared through customs in a limited and prescribed period of time (commonly about one week). Demurrage fees can be very expensive and should be avoided. 

      Demurrage charges can be avoided when all  
    necessary information and forms are provided  

    to the right people at the right time.

Transporter
   Takes shipment/consignment from port under guidance of      


   the Customs Broker and delivers to destination  


   warehouse.


Documents that the Transporter carries will vary. However, they normally have the Packing List and Invoice that show the contents of the shipment they are transporting. 
Recipient

   Takes shipment of NTD drugs from Transporter,
Warehouse 

   counts, and inspects. Signs off on documents from 
Manager  

   Transporter.

Creates Delivery Confirmation and sends to 

END in Africa (for praziquantel donations). Stores NTD

drugs using appropriate methods (See Section 3 on Quality Storage for Health Commodities).
Figure 2: Customs Clearance Process for NTD Drugs
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*Numbered steps are explained on reverse.

STEP 1: Procurement team places NTD order with the Supplier

STEP 2A: Supplier sends as soon as possible the following shipping documents to procurement team: 

· ETA 
· House Airway bill 
· Proforma invoice  
· Letter of donation 

STEP 2B Supplier sends the final versions of the above documents to the Procurement team typically two weeks prior to shipment:

· ETA
· Air Waybill 

· Commercial invoice and 

· Letter of donation (doesn’t change)

The Supplier will also send the Procurement team these documents at this time: 

· Packing list 

· Certificate of analysis

· Certificate of origin

(7 documents in total)

STEP 3: When the Procurement team receives these above documents they forward them to the Consignee. 

STEP 4: Consignee gets tax exemption notice and drug registration waiver (if drug not registered) in country and shares with Procurement Team (i.e., NTD Control Program, implementing partner, and END in Africa). 

STEP 5: Freight forwarder picks up shipment at supplier/manufacturer

STEP 6: Freight forwarder ships consignment to port of entry

STEP 7: Consignee informs Customs Broker in country when shipment will arrive and sends Customs Broker the required documents for shipment to clear customs: 

· ETA

· Commercial invoice 

· Air Waybill 

· Letter of donation 

· Packing list
· Certificate of analysis and 

· Certificate of origin

STEP 8: Customs Broker goes to Customs office with documents to obtain release of shipment. If documents are complete and fully in order, Customs Broker obtains release of shipment (see Note below) and proof of delivery. 

STEP 9: Customs Broker has shipment put on truck(s) for the destination warehouse along with supporting documentation. 

STEP 10: Warehouse receives shipment, reviews shipping documents, counts products and does a visual inspection. 

STEP 11: Warehouse generates and sends Delivery confirmation to Procurement Team. 

*Note: If required documents are not complete and fully in order the shipment will remain at the port warehouse and incur demurrage charges for each day it is stored beyond the allotted grace period. All documents should be ready and correctly completed before a shipment arrives so that the release can be obtained in a timely manner and before demurrage fees are levied. 
Section 5
Visual Inspection-Everybody’s Job

In this section we will review:
I. The importance of doing visual inspection
II. How to do a visual inspection
· What to do if unusable drugs are discovered
The drugs provided by the various donors to combat neglected tropical diseases meet or exceed strict quality standards. The challenge is to maintain the quality of the drugs once they arrive in country despite the difficult storage and transportation conditions they sometimes have to go through. 

I. The importance of doing visual inspection
Quality assurance is everybody’s job, at all levels, and regardless of what their specific job is. Visual inspection at every level of the supply chain is part of quality assurance. Some countries have additional quality assurance requirements such as taking samples upon arrival at customs and conducting laboratory testing.


   Every time drugs are handled or counted, a visual inspection should
   be performed. Everyone who works with NTD drugs must be trained 
   how to inspect these medicines at every level. 

When the shipment arrives at the Central warehouse it must be inspected thoroughly. This includes matching what is received with the receipt to ensure that the products that have been shipped match what is listed on the shipping receipt. When there is more than one product in the shipment, compare the total number of different products on the receipt to what was received. Do random spot checks to ensure that products are in good condition, labeled correctly, and not expired. If something looks questionable, investigate. Do not accept any damaged, unlabeled or expired products and make a note on the receipt returned with the driver about what you saw on inspection.   

II. How to do a visual inspection
Each level in the supply chain must do the following when they receive medicines and any time drugs are handled or counted:

1. Look for visual damage. Examples include broken boxes, water damage, or oil stains. Are the drugs themselves in good condition? Do they look and smell normal? Visual evidence of damage usually means that at least some of the drugs in a container are no longer usable and should not be given to people.
2. Check if the drugs are clearly labeled. If the labels are not legible or are missing, there is a potential danger. If the outer labels have been ripped or smudged during shipping, look at the labels on the containers inside the carton to see if those labels are clear. If there are no labels, or if they are also damaged, you can’t know what is in the container and you cannot administer the medicine to people. Unlabeled medicine should be returned to the sender. 
3. See if any drugs are expired. The boxes or containers are typically marked with the abbreviation EXP (for expiration) followed by a date. For example, EXP 12/15 would mean that the drugs are good until the twelfth month of 2015. Do not confuse EXP with the abbreviation MFG, which refers to the date the product was manufactured. 

For example MFG 3/14 means the drugs were manufactured in March of 2014.  If there is only an MFG date and no EXP date, you have to figure out the expiration date of the drug.  
Ask the supplier or manufacturer (depending on who provided it) what the shelf life is for the product. Shelf life refers to the amount of time the product is considered safe and potent. Once the drug reaches the end of its shelf life, or if it is damaged it must be disposed of properly. See Section 10 on Waste Management.

4. Separate (or “quarantine”) unusable damaged or expired drugs. It is your responsibility to not give damaged or expired medicines to people. Do not just “throw them away.” Children could find them or they could be sold on the black market. For our purposes, the term quarantine means to set aside and not distribute. All staff must understand that these drugs cannot be given out, even if you run out of usable drugs.  

You must separate unusable drugs from usable drugs. Clearly mark unusable drugs as expired or damaged and quarantine them immediately.  The unusable drugs should be returned to the Regional or Central level so that they can be destroyed. Disposal of unusable medicines is covered in Section 10 on Waste Management.  

Section 6

Inventory Control at a Facility
In this Section we will review:
I. How to track inventory at a facility.

The purpose of Inventory Control is to ensure that each facility has enough of an NTD drug to treat all the people who need it.  You need to know how much stock you have on hand at your facility or storage site.  When you fill-out a report you will be able to tell how much stock is available to use.

1. Use a simple stock card wherever you store NTD drugs even if it is temporarily stored somewhere (e.g., a few days, one week). Stock cards are used at all levels: Central, Regional, District, and PHU. Use the same stock cards (or other inventory control cards) that are used for other public health products.  See Annex VI for a sample stock card. 

2. Keep a different stock card for each NTD drug. 

3. If a drug has more than one dosage, such as pediatric and adult, or if the drug has more than one formulation, such as tablets and pediatric oral suspension (POS), consider them as separate drugs. Keep a separate stock card for each dosage and formulation. 
4. To begin using the stock card, count the quantity of drugs on hand and write it in on the stock card. Included on the stock card is other required information, such as the date, drug name, and dosage. 

5. Add shipments to the stock card as soon as they arrive. The stock on hand total will go up. 

6. Subtract shipments when stock is sent out. The stock on hand total will go down.  

7. After an MDA, the total may go down to 0, and in preparation for an MDA, the stock total could be very high.  

8. Add usable drugs to your stock on hand total when they are returned or delivered to your facility. 
9. Do not put damaged or expired drugs on your stock card. Subtract them whenever you find any in your stock. Don’t add expired/ damaged drugs to the stock card when they are returned from a lower level since they cannot be used. 

Only usable drugs are tracked on the stock card.
10. Quarantine (set aside) damaged and expired drugs in a separate place so that they cannot be distributed.  Follow the protocol for disposing or returning unusable drugs. See Section 10 on Waste Management. 
11. If a large quantity of NTD drugs is kept in a separate temporary location before an MDA, do not start a separate stock card. It is better to keep that quantity on your main stock card with a note of the amount that is at the temporary storage site. Distribute the drugs from the temporary storage site first when sending the NTD drugs to lower levels before an MDA. 

12. Check the accuracy of the math on all stock cards before and after each MDA. Count the stock (i.e., do a physical inventory) and make entries on the stock card showing any adjustments if the stock on hand does not match the amount listed on the stock card. 

13. When reporting to the Region from the District or to the Central level from the Region, add the stock on hand at your facility to the total you are reporting from all the PHUs in your district or all your districts in your region. 

Section 7
Handling, Consolidating, and Returning Leftover Medicines 

In this section we will review the steps of:

I. PHUs Providing Medicines to the CDDs 
II. CDDs Dispensing Medicines to Community Members 
III. CDDs Returning Leftover Medicines and Reporting to PHU After MDA
IV. PHUs Consolidating Leftover Drug Supply and Reporting to District
V. Districts Consolidating Leftover Drug Supply and Sending to Regions 

or Central Level Warehouse

I. PHUs Provide Medicines to the CDDs

Transfer of Medicines

One Batch per CDD

The PHUs give the CDDs drugs from 1 batch (number) only each time they give them medicines. PHUs provide drugs from only one batch so that adverse reactions AND product expiration dates can be tracked.

Document Batch #

The PHUs document the batch number given to the CDDs on the Distribution Sheet (OR LOCAL FORM NAME). Carefully provide all the details the form requests. This information will be needed later. 
*Note: We use the term Distribution Sheet to refer to the form that tracks data on the NTD  
 drugs as they move down the system from the upper to the lower levels. It will be important  

 to have this data to compare to the Report Forms which track what has been dispensed or  

 issued. These come up from the lower levels. We have provided a sample Distribution Sheet  

 in Annex I and a sample Report Form in Annex II.

   Remember to keep track of the batch numbers!

Handling Medicines – Right Container and Label

The PHUs provide the right amount of medicines to the CDDs in the original labeled container in which they came if possible. If a different container is used, the PHU must label the container with the name of the drug, the expiration date, and the batch number. 
The PHU must also ensure that the container is clean and will protect the medicines, and that it is correctly labeled. Use a permanent pen or marker to ensure that the information on the label does not wear off. When there are not enough original containers, the PHUs can also use: INSERT LOCALLY APPROPRIATE CONTAINER(S).
Handling Medicines – No Touching of Drugs

The PHUs use appropriate handling protocols when distributing the medicines to the CDDs. Before distributing medicines, PHU staff must wash their hands. They should not touch the medicines with their hands or allow any dirt or foreign matter to get on the medicines or into the container. 
If a partial bottle must be provided, it may require counting a large number of pills. Pour the pills onto a clean surface and use a clean knife or other utensil to count and separate the number needed. Put them into a clean container labeled with the medicine name, batch number, and expiration date. 

If the medicines are not given to the CDDs immediately, be sure to keep the containers in a safe, secure location. More information on storage standards can be found in Section 3. 
Storage Instructions to CDDs

The PHU staff informs the CDDs how to store and keep the medicines before dispensing. This includes keeping the drugs out of the sun, keeping them dry, keeping them sealed in the container, and protecting them from children, pests, or theft. 

Additional Instructions to CDDs

The PHU staff reviews important information with the CDDs about the upcoming MDA. The CDDs should be informed of MDA dates, the area that they are responsible for covering, and other instructions / information to share with the community about the disease and treatment. CDDs must tell community members to report any side effects or adverse reactions to them. 
Ensure that CDDs know how to correctly complete the Tally Sheet (OR LOCAL FORM NAME) and any Summary Report required of them. Have a copy of the Tally Sheet and Summary Report available and ask the CDDs to demonstrate how to complete them. Do a quick review if necessary. 

If any CDD cannot complete the forms they are responsible for because of low reading skills, determine the best way to ensure they can complete these forms correctly. You may have to take time at the end of the training to find a solution or to tutor them. Good data is important for the next forecast and for documenting the number of treatments administered. 
II. CDDs Dispense Medicines to the Community Members 
Follow Dispensing Protocols
When dispensing medicines, the CDDs must follow appropriate dispensing protocols and only give the prescribed amounts to adults or children. 

Follow Handling Protocols

CDDs follow appropriate handling protocols. Before dispensing they wash their hands and avoid touching the medicines with their hands. They do not allow any dirt or foreign matter to get on the medicines or into the container. 

Methods for Safe Dispensing  
There are a few ways to dispense medicines appropriately. 

· Pour the correct number of pills into the cap of the bottle and pour those into the hand of the community member.  
· Use a clean spoon to get the pills out of the bottle or pour pills from the bottle into a clean holder, such as a cup or bowl, and dispense. 

Taking Medications 

Patients need clean water to swallow the pills. A community bottle or dirty cup will not work! If no water is available, taking the pills with some banana can help get them down.

Special Instructions  

Provide any special instructions for taking the medicine. For example, when giving praziquantel it’s better to take it after a meal, especially for children.
Tell community members that there may be some side effects with these medicines and that they should report those immediately to you if they occur. However, assure them that side effects are rare. 
If a community member experiences any of the following signs they should seek emergency medical help:
· Hives
· Fever
· Difficulty breathing, shortness of breath, closing of the throat
· Swelling of the face, lips or tongue
A comprehensive list of possible side effects for each NTD medicine can be found in Annex III. 

Severe Adverse Events (SAEs)
If a CDD finds someone that has had a SAE associated with NTD drugs they need to inform the PHU as soon as possible and provide the suspected batch number. See Annex IV for a sample SAE reporting form.

   

   CDDs and PHUs must follow the appropriate protocol 
                           for handling an SAE!
Record Dispensed Drugs on Tally Sheet 
The CDD must record the medicines they dispensed to each person on the Tally Sheet (OR LOCAL FORM NAME). 
*Note: A sample Tally Sheet and how to complete one can be found in Annex V.
Track Drug Supply 

CDDs must keep count of how many drugs they have to ensure they have enough for the communities they must visit.
Emergency Orders 

If CDDs see that they will run out of supplies before they complete their dispensing for the MDA, they will need to place an emergency order with the PHU. 
CDDs will need to follow established procedures such as sending an SMS to the PHU, or going directly to the PHU to pick up more medicine (INSERT CUSTOMIZATION). Be sure to allow X days after you place the emergency order to receive them. 

III. CDDs Sends Extra Medicines and Report to PHU After MDA
When the MDA is over, the CDD has 3 days (OR LOCAL TIMEFRAME) to get the following five items to the PHU:
1. Extra unused drugs (protected and labeled)
2. Damaged/expired drugs (labeled and separated from usable drugs)
3. Tally sheets with all data fields completed. (OR LOCAL FORM NAME) 
*Note: A sample Tally Sheet is available in Annex V.
4. Reports of any SAE’s. See Section 9 which explains what serious adverse events are and how to report them.
5. Empty reusable bottles. See Section 10 on Waste Management
CDDs deliver the unused drugs to the PHU, or send an SMS for them to be picked up within 3 days (OR LOCAL TIMEFRAME) after the MDA. 
IV. PHU Consolidates Extra Medicines and Reports to District
When the MDA is finished, the PHU receives medicines and reports from the CDDs in their area. 
Gathering Reports

PHUs must ensure that all CDDs have reported by (LOCAL TIMEFRAME) days after the MDA. If not, they must follow up to get their information and medicines. 

Verification

The PHU staff compares the Tally Sheets from each CDD to the Distribution Sheet that documents how much medicine was given to the CDD (OR LOCAL FORM NAME). 
PHU staff verifies that the returned medicines along with the data on the Tally Sheets returned from each CDD balances with what was issued to each CDD. This data is then put on the Report Form which tracks the data from the MDA as it moves to District on its way up to Central (OR LOCAL FORM NAMES).
Consolidation

PHU staff consolidates the returned usable drugs according to country norms. Be sure that batches are not mixed. The same is done for the unusable drugs (OR INSERT LOCAL INSTRUCTIONS).
Analysis and Report to District

The PHU staff analyses the Tally Sheet (OR LOCAL FORM NAME) and other reports from each of the CDDs. If any discrepancies are found they are reported by the PHU in their reports to District and addressed with the individual CDD. 

A total of all drugs dispensed by all CDDs is noted along with any problems or other issues in the PHU’s Report Form to the District. Appropriate action is taken to resolve any problems by the (INSERT TITLE) at the PHU. 
Severe Adverse Reactions

If a PHU learns of an SAE from one of the CDDs, they need to submit the SAE report with the Report Form to District. The suspected batch number must be included on the SAE form, and the (INSERT TITLE) at the PHU needs to ensure that appropriate medical attention was provided to the person. 

Required Items to Return to District

The PHU returns the following items to the District within one week after the MDA is over:

1. Extra unused drugs (protected and labeled)
2. Damaged/expired drugs (labeled and separated from usable drugs)
3. Completed Report Form(s) (INSERT LOCAL INSTRUCTIONS) 
*Note: This should include the total number of treatments administered by all  the CDDs reporting, the total amount of drugs consumed, the total amount of usable drugs in the PHU storage room (i.e., stock on hand), and the total amount of any expired or damaged drugs (i.e., unusable drugs). 
4. Any reports of adverse events, including any SAEs.

5. Empty reusable bottles
6. OTHER LOCAL REPORTS/FORMS AS REQUIRED BY THE COUNTRY.

PHUs deliver the unused drugs to the District, or send an SMS requesting them to be picked up within one week after the MDA.
V. District Consolidates Extra Medicines and Reports and Sends to Region or Central Level Warehouse
Districts receive Report Forms from each PHU. 

Districts ensure that all PHUs have reported within one week (OR LOCAL TIMEFRAME) after the MDA. If not, they must follow up to get the required information and medicines. 

Districts verify that the unused medicines and Report Forms returned from each PHU balances what was issued to each PHU using the Distribution Sheet. This data is then put on the District’s Report Form (OR LOCAL FORM NAMES) and sent up to Regional or Central. 
Deliver the unused drugs to the Region or Central level within two weeks after the MDA (OR LOCAL TIMEFRAME).
1. Extra unused good drugs. (protected and labeled)
2. Damaged/expired drugs (labeled and separated from usable drugs)
3. Completed Report Form(s) (INSERT LOCAL NAME AND INSTRUCTIONS). 
*Note: This should include the total number of treatments administered by all the CDDs reporting, the total amount of drugs consumed, the total amount of usable drugs in the district storage room (i.e., stock on hand), and the total amount of any expired or damaged drugs being held by the district (i.e., unusable drugs). If possible it is also helpful to report the separate totals of good, damaged, and expired stock in all the PHU storage rooms.  
4. Any reports of adverse events, including any SAEs.
5. Empty reusable bottles (see Section 10 on Waste Management).
6. OTHER LOCAL REPORTS/FORMS AS REQUIRED BY THE COUNTRY.

Section 8
The Logistics Management Information System (LMIS)
In this section we will review:

I. The definition of an LMIS

II. The data used by the LMIS

III. The main forms used by the LMIS

IV. The flow of data from CDDs to Central
I. The definition of an LMIS

The Logistics Management Information System (LMIS) collects, organizes, documents and shares data about the movement and consumption of the NTD medicines across all levels of the system.
LMIS data can be managed using software or paper, depending on the sophistication of the particular system. However it is managed, certain key data elements must be collected and organized – either by a special LMIS software package, by Excel, or manually.  
II. The data used by the LMIS
Consumption data: This is how much of each drug is being given to people. Knowing how much is consumed during an MDA will determine how much will be needed for future MDAs. 
*Note: The approach used in this section assumes that consumption (the amount of drug used by 

 patients or community members) is documented or can be calculated based on the number of 

 treatments administered and the average dose size. Your reporting forms may not directly  

 document consumption, which means that to obtain consumption, you will have to multiply the  

 average number of pills taken in one treatment by the number of treatments given to get an 

 estimate of the number of tablets consumed. HOWEVER, see sample Tally Sheet in Annex V

 which allows capture of consumption data thus avoiding additional calculations.
Stock on hand data: This is how much of each drug is there in the country at the different levels of the supply chain (e.g., Central, Regional, District, PHU). Knowing how much stock is in the country, allows us to compare what we have with what we expect to consume (or distribute to people), and then we know if we will have enough of the drug for the MDA.  

Losses and adjustments data: This is how much of each drug is lost, wasted, damaged, or expired. Every system has some losses, but the percentage of loss should be low. It is important to count the losses—whatever kind they are—to help control them and to ensure enough drugs are on hand to cover future losses.  

          To know the amount of product consumed, either track the amount of  

          medicine administered or calculate it using average dose and number 

          of treatments administered. 
III. The main forms used by the LMIS
There are basically 5 forms needed to run the LMIS for NTD drugs. The basic forms needed to track the movement, storage, and consumption of NTD drugs are:

1. Distribution Form: This tracks medicines that were distributed down the levels of the system. Usually each level records how much they issued down to the next level. See Annex I for an example of a Distribution Form.
2. Report Form: This tracks the data resulting from the MDA moving up the system from the PHUs to Central level. This includes how much was consumed (given to patients) as well as each level’s remaining useable drugs, damaged/expired drugs, and a few other items. See Annex II for an example of a Report Form.
3. Severe Adverse Event Record: This tracks any SAEs that occur and moves up the system from the CDD or PHU to the Central level. More information about adverse events can be found in Section 9. See Annex IV for an example of an SAE reporting form.
4. Tally Sheet: This tracks what each CDD gave out to patients. The CDD records this and a few other data items and sends it up to the PHU. The PHU includes this data in their Report Form(s). See Annex V for an example of a Tally Sheet
5. Stock Card: This tracks how much of a specific drug comes into and leaves a facility or site. When regularly updated, it provides the total amount of a drug at a facility at any given time as well as any losses and adjustments that occurred. More information about stock cards can be found in Section 6. See Annex VI for an example of a stock card.
Other forms may be used or added depending on the system. However, at least these types of forms, and the data items they track should be used for each MDA. 
IV. The flow of data from CDDs to Central
A simple explanation of an LMIS for NTD drugs can be described in the steps found below. These steps need to be used each time there is an MDA for each NTD drug.  

1. The CDDs give their data to the PHU. The CDDs report how much medicine they dispensed, how much they have leftover, and how much has been wasted. The easiest way to give these numbers to the supervisors is on a “Tally Sheet” or some similar form. An example of a basic Tally Sheet can be found in Annex V. The CDDs should know that some losses (i.e., wastage) are normal. 

There are five items the CDDs should give their PHU: 
1) Extra usable drugs (protected and labeled). See Section 10 on Waste Management for more information. This includes information on returning good medicines 
2) Damaged/expired drugs (labeled and separated from usable  drugs). See Section 10 on Waste Management for more information. 
3) Tally Sheets with all data fields completed. (OR LOCAL FORM NAME). This provides the amount of drug consumed since it captures number of treatments given by the CDD. 
*Note: A sample Tally Sheet is available in Annex V.

4) Reports of any SAEs. See Section 9 which explains what serious adverse events are and how to report them.
5) Empty reusable bottles. See Section 10 on Waste Management.
CDDs deliver the unused drugs to the PHU, or send an SMS for them to be picked up within 3 days (OR LOCAL TIMEFRAME) after the MDA. 

2. The PHU compiles the data from all the CDDs.  For example if there are ten CDDs, then they add up ten Tally Sheets. 

3. The PHU reports to the District within one week after the MDA. If any CDDs have not reported, the PHU should contact the CDDs and get their information.  If this is not possible, the PHU has to estimate the number of treatments given or consumption based on how much of the drug was given to the CDD and then compare that to the Tally Sheets from other CDDs who received about the same amount in similarly populated areas.  

There are at least five things the PHU has to give to the District (CUSTOMIZE ACCORDING TO COUNTRY NORMS AS NEEDED):

1) Extra unused drugs (protected and labeled)
2) Damaged/expired drugs (labeled and separated from usable drugs)
3) Completed Report Form(s) (INSERT LOCAL NAME AND INSTRUCTIONS) 
*Note: This should include the total number of treatments administered by all the CDDs reporting, the total amount of drugs consumed, the total amount of usable drugs in the PHU storage room (i.e., stock on hand), and the total amount of any expired or damaged drugs (i.e., unusable drugs). 

4) Any reports of adverse events, including any SAEs
5) Empty reusable bottles (see Section 10 on Waste Management)
6) OTHER LOCAL REPORTS/FORMS AS REQUIRED BY THE COUNTRY
PHUs deliver the unused drugs to the District, or send an SMS requesting them to be picked up within one week after the MDA.
4. The District reports to the Regional official within two weeks after the MDA (OR APPROPRIATE LOCAL OFFICIAL/TIMEFRAME). The District level official adds up the numbers from all the data categories   reported by the PHUs. They do exactly what the PHUs do, but at the next level and on a larger scale. 
*Note: A country may not have a District level or a Regional level, or it may have 
 different names for them, but the information flow remains the same. 

The District level official estimates consumption for any PHU that does not report on time. This can be done by looking at the data from another PHU with similar numbers of CDDs and drugs to distribute and use those numbers as a temporary substitution.  
There are at least five items the District official has to give to the (REGIONAL) level:

1) Extra unused good drugs (protected and labeled)
2) Damaged/expired drugs (labeled and separated from usable drugs)
3) Completed Report Form(s) (INSERT LOCAL NAME AND INSTRUCTIONS) 
*Note: This should include the total number of treatments administered by all the CDDs reporting, the total amount of drugs consumed, the total amount of usable drugs in the district storage room (i.e., stock on hand), and the total amount of any expired or damaged drugs being held by the district (i.e., unusable drugs). If possible it is also helpful to report the separate totals of usable, damaged, and expired stock in all the PHU storage rooms.  

4) Any reports of adverse events, including any SAEs
5) Empty reusable bottles (see Section 10 on Waste Management)
6) OTHER LOCAL REPORTS/FORMS AS REQUIRED BY THE COUNTRY
5. The Regional officials repeat the process above, getting everything to the Central level within (X) days after the MDA. The Regional level official adds up the numbers from all the data categories reported by the Districts. They do exactly what the Districts do, but at the next level and on a larger scale. The Regional official also adds in any usable stock that is in the regional warehouse to the usable stock total, and all the unusable stock that is in the Regional warehouse to that total.  

*Note: A country may not have a Regional level, or it may have different names for 
 them, but the information flow remains the same. 

As at the other levels, valid estimates must be made when a district is late in reporting or does not report at all. The report must move on to the Central level, even when some of the numbers or data are missing and estimates have to be made. 

There are at least five things the Regional officials have to give to the Central level:
1) Extra unused good drugs. (protected and labeled)
2) Damaged/expired drugs (labeled and separated from usable drugs)
3) Completed Report Form(s) (INSERT LOCAL NAME AND INSTRUCTIONS) 
*Note: This should include the total number of treatments administered by all the CDDs reporting, the total amount of drugs consumed, the total amount of usable drugs in the district storage room (i.e., stock on hand), and the total amount of any expired or damaged drugs being held by the district (i.e., unusable drugs). If possible it is also helpful to report the separate totals of good, damaged, and expired stock in all the PHU storage rooms.  
4) Any reports of adverse events, including any SAEs
5) Empty reusable bottles (see Section 10 on Waste Management)
6) OTHER LOCAL REPORTS/FORMS AS REQUIRED BY THE COUNTRY
Section 9
Severe Adverse Events

In this section we will review:

I. What to do when side effects or severe adverse events (SAEs) occur after taking NTD drugs. For a list of possible side effects please refer to Annex III.
Two actions must be taken when side effects or SAEs occur. The first is taking care of the patient and the second, is to report these events. 

It should be noted that SAE’s are rare, but they may happen. When they do we need to be ready to handle them. 

Here is how the International Trachoma Initiative (ITI) defines an SAE: 
“A serious adverse experience (SAE) is defined as an adverse experience following treatment with a drug that results in any of the following:

• life-threatening condition

• in-patient hospitalization or prolongation of an existing hospitalization

• persistent or significant disability/incapacity

• congenital anomaly or birth defect

• cancer


• overdose (accidental or intentional)
• death

Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse drug experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject, and may require medical or surgical intervention to prevent one of the outcomes listed in the definition above: such events should also be reported.” 

Three groups need to be notified when negative side effects or an SAE occurs. They are the:
1. Ministry of Health 
2. Manufacturer
3. Donor
It is helpful to note that: 

Requirements on SAE care and reporting come from the top down.
Actual care and reporting come from the bottom up.

Procedures for care and reporting when an SAE occurs:
1. CDD learns of or observes a negative reaction to an NTD drug within the community. (It may be either a side effect or a severe adverse event.) 

*Note: People tell the CDDs about negative reactions from taking NTD drugs 
 because the CDD has asked the community to report these to him / her when they
 were dispensed. 
2. CDD determines severity of negative reaction—is it a simple non-threatening side effect, a severe adverse event, or something unknown?
3. CDD supports the patient on-site appropriately. 

If minor negative reactions and the CDD observes that the problem is resolved, then the person remains in the community. 

If the reaction is severe or unknown, the CDD refers the person to the PHU for care. The CDD notifies the PHU and sends up an appropriate SAE report called a (INSERT LOCAL FORM NAME) to the PHU with the batch number of the drug given to the patient. 
4. PHU evaluates the patient and treats or sends them to District for treatment depending on their capacity to treat the patient and the severity of the reaction.

If the PHU suspects that the negative reaction was related to the NTD medicine, s/he sends an appropriately completed SAE report called a (INSERT LOCAL FORM NAME) to the District with the batch number of the medicine taken by the patient.

5. District evaluates patient and treats or sends them to Region / hospital depending on their capacity to treat the patient. Further referrals are determined by the provider depending on the patient’s condition. District sends appropriate SAE report called a (INSERT LOCAL FORM NAME) to the Region / hospital level with the batch number of the medicine taken by the patient.

*Note: If the batch number is not recorded by the PHU on the SAE report a District 

 Health Management Team (DHMT) member goes to the PHU to obtain it or they  

 follow up with the CDD directly.
6. Region evaluates patient and treats or sends them to the CENTRAL LEVEL hospital. Region sends an appropriate SAE report called a (INSERT LOCAL FORM NAME) to the Central level hospital with the batch number of the medicine taken by the patient.

7. Central hospital or treatment center cares for the patient and informs NTD Control Program and Pharmacy Department. 

NTD Control program and Pharmacy Department investigates the situation and submits forms to the donor and/or manufacturer.

*Note: Everyone must comply with National Reporting Requirements for SAEs 
 according to the Pharmacy Department and the agreements between the Donors 
 and the MOH. 
8. The NTD Control Program Manager (OR LOCAL TITLE) at MOH may need to notify the donor (END In Africa, USAID, WHO, or ITI etc.), the implementing partner (HKI, CRS or HDI), the manufacturer, or supplier, depending upon the terms of the donation. 
The agreement that the country has with the donor and the national guidelines dictate the reporting requirements when an SAE occurs. The following items are typically required when filling out an SAE reporting form:

· Patient’s details (weight, age, gender etc.) 

· Name of medicine

· Manufacturer and Batch number

· Required signatures 

· Date of event

· Who to submit the form to

· Description of health problem or event
All SAE reports must be sent to Central level or the NTD program no matter how far the patient is referred within the medical system.
See Annex IV for a sample SAE report. Each country’s NTD Control Program Manager (OR LOCAL TITLE) must identify what level is responsible for completing SAE forms. (CUSTOMIZE THIS SECTION BASED ON COUNTRY NORMS. IF NORMS DO NOT EXIST, ESTABLISH THEM). 

     
     It is important that you know your SAE reporting protocol!

Section 10
Waste Management

In this Section we will review the steps for waste management after an MDA:
I. CDDS Responsibilities for MDA Waste
II. PHU’s Responsibilities for MDA Waste
III. District’s Responsibilities for MDA Waste
IV. Regional/Central’s Responsibilities for MDA Waste

There is no infectious waste generated from an MDA. There are however, two other types of wastes produced by an MDA which are: 

6. Ordinary garbage: includes empty bottles and packaging materials.
*Note: Ordinary garbage (i.e., packaging materials and papers) should be disposed    

 of at the level where they are generated. Empty medicine bottles may have special 
 requirements.
7. Pharmaceutical waste: expired or damaged medicines, i.e., unusable drugs. This waste must be treated in a special way according to government guidelines. Usually this waste is destroyed at the Central level.
I. CDD’s Responsibilities for MDA Waste
CDDs take all bottles back to PHU within 3 days (OR LOCAL TIMEFRAME) after the MDA. These will be of three types: empty, partially filled, and expired/damaged medicines. 

II. PHU’s Responsibilities for MDA Waste
The PHU will receive all bottles from the CDDs and separate them into the three categories of empty, partially filled, and expired/damaged medicines. The PHU will do the following with each type:

· Empty bottles – Dispose of these by burying, burning, reusing, or recycling
If reused or recycled they must be cleaned out and have the labels defaced or removed. District may request that these are returned to them.

  
     Only reuse bottles after they are cleaned and the label 

     
      removed or defaced!

· Partially filled bottles – Send usable, partially filled bottles to Districts in correctly labeled bottles or containers of all the same batch numbers and expiry date. Ensure that the batch number and expiry date is correct and visible on each bottle/container.





    Do NOT mix contents of bottles!
· Expired/Damaged medicine – Send up to District for disposal with marked batch number and expiry date if not visible.
PHU documents receipt of the above items from CDDs on their Report Form (OR LOCAL FORM NAME). 
Complete the Report Form (OR LOCAL REQUIRED FORM) and include it 
with these items when sending them to the District.

*Note: Unknown or unreadable batch numbers - If the batch number on any returned medicines 
 from the CDD is not known or can’t be read on the bottle consider them unusable drugs and 
 send them up for disposal in appropriately labeled container.
Remember these actions must be taken within one week after the MDA.

III. District’s Responsibilities for MDA Waste
Two things can happen with remaining medicines after an MDA at the district level. They can be either: 

A) Consolidated and stored at the District or 

B) Consolidated and sent to Regional or Central level 

If A) Medicines are consolidated and stored at District, then staff must:

1. Document all receipts from all PHUs on the Report Form (OR INSERT LOCAL FORM NAME).
2. Restock usable drugs on storeroom shelves and adjust corresponding stock cards. Arrange drugs by first-to-expire, first-out (FEFO) and double check the math on the stock cards. See Annex VI for a sample stock card.
3. Document expired/damaged drugs on Report Form (OR INSERT LOCAL FORM NAME) and follow national procedures for disposal of pharmaceutical waste. 
4. Staff either sends expired/damaged drugs and reports to the Regional or Central or keeps until Regional/Central retrieves them. A phone call or SMS will help the process. 

Quarantine the usable drugs until they are removed for disposal. Ensure they don’t get mixed with usable drugs.
5. These steps must be completed within two weeks after the MDA is over (OR INSERT LOCAL TIMEFRAME).
If B) Medicines are consolidated and sent to Regional or Central levels, then staff must:

1. Document receipts from all PHUs on INSERT LOCAL FORM NAME.
2. Document usable/expired/damaged drugs on INSERT LOCAL FORM NAME and send to Regional or Central for disposal within two weeks along with any required reports. A phone call or SMS to the appropriate level will help the process.
3. Complete and include any necessary form that may be required for this step and send with drugs to Regional/Central level

*Note: Districts do not typically dispose of unusable drugs (i.e., pharmaceutical 
 waste) because they don’t have the equipment to do it safely and properly.
IV. Regional / Central’s Responsibilities for MDA Waste

Staff at the Regional or Central level will:

1. Receive usable and expired/damaged medicines from District within two weeks and document in Report Form (OR INSERT LOCAL FORM NAME).
2. Restock according to FEFO and adjust stock cards. 
3. Follow national procedures for pharmaceutical waste disposal (for expired or damaged drugs).
Expired/damaged stock should be quarantined and stored in a safe place and removed from usable medicines until disposal.
[INSERT MOH LOGO]
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