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Foreword
The Tanzania Food and Drugs Authority (TFDA) was constituted under the Food, Drugs and Cosmetics Act, 2003, to ensure the quality, safety, and effectiveness of the food products, medicines, cosmetics, and medical devices in order to protect the health of the general community. In executing this role, TFDA has the responsibility to register all facilities which provide medicine services and ensure that medicines are available.

TFDA is implementing the Accredited Drug Dispensing Outlet (ADDO) Program in the country with the aim of improving Duka La Dawa Baridi (DLDB) and upgrading them to ADDOs with the intention of minimizing the problems encountered in the operation of DLDBs both for human beings and livestock. To facilitate the establishment and operation of the ADDOs according to the established regulations and procedures, TFDA has prepared this guideline. 

This guideline is an important tool to be used by every ADDO owner, dispenser, supervisor, and inspector of food, drugs, and cosmetics. In addition, this guideline aims at sensitizing various partners on ADDOs.

It is my hope that all those who are responsible with implementing the ADDO Program will read this guideline and ultimately be able to execute their respective responsibilities effectively and efficiently within the program.

M. Ndomondo-Sigonda

Director General

Tanzania Food and Drug Authority

The TDFA would like to encourage you—as stakeholders in the TFDA—to give us your opinion of these materials and guidelines. Please write us at the following address and let us know your opinions and recommendations.

Director General

Tanzania Food and Drugs Authority

P.O. Box 77150

Dar es Salaam, Tanzania

E-mail: Info@tdfa.or.tz
Fax: 022.2450793
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Acronyms and Abbreviations

	ACT
	artemisinin-based combination therapy

	ADDO 
	accredited drug dispensing outlet 

	ADR
	adverse drug reaction

	AIDS
	acquired immunodeficiency syndrome

	ARV
	antiretroviral

	ARW
	ADDO Restricted Wholesaler

	CFDC
	Council Food and Drugs Committee

	CHMT
	Council Health Management Team

	DLDB
	duka la dawa baridi [Swahili, private drug shop]
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	Duka la Dawa Muhimu (Swahili, private accredited drug shop)
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	Human immunodeficiency virus

	MoHSW
	Ministry of Health and Social Welfare

	MSH
	Management Sciences for Health

	RFDC
	Regional Food and Drugs Committee 

	RPM Plus
	Rational Pharmaceutical Management Plus Program

	TFDA
	Tanzania Food and Drugs Authority

	USAID
	U.S. Agency for International Development

	VEO
	village executive officer

	WEO
	ward executive officer


Introduction
The Ministry of Health and Social Welfare (MoHSW) through the Tanzania Food and Drugs Authority (TFDA) in collaboration with Management Sciences for Health (MSH) conducted a survey of the pharmaceutical sector in Tanzania from April to May 2001. Among other issues highlighted in the survey is that a significant number of the people in the rural areas access their health needs through the part II drug shops commonly known as duka la dawa baridi (DLDB). The reasons for this include—
· DLDBs cover a wide area throughout the country and are in close proximity to the majority of the people—this provides easy access to health service as compared to the long distances which people have to travel to reach a primary health facility.

· DLDBs are a dependable alternative for drug services in case of shortage of such service in public facilities. 

· Getting service in DLDBs is relatively quicker compared to long queues (and waiting time) in public health facilities.

· Advice on drugs and minor ailments are easily provided in DLDBs with referrals to primary health where necessary. 
The potential benefits of DLDBs highlighted above were also accompanied by a number of gaps related to their operations. Examples include—
· A number of DLDBs were operated by unqualified drug sellers contrary to the guidelines for dealing in Part II Poisons, 1998. The 2001 pharmaceutical sector survey revealed that 42 percent of DLDB workers were nurse assistants, 16 percent medical assistants, 13 percent nurse midwives, and 8 percent nurse auxiliaries. The remaining 3 percent comprised relatives and others. The survey also showed that 18 percent of DLDB sellers did not have any qualifications in the medical field. 
· Limited list of medicines allowed for sale in DLDBs did not meet the demand for essential medicines, especially to cover for stock-outs from health facilities. 

· Uncontrolled sale of part I drugs (illegal under the 1998 guidelines) became a threat to people’s health in rural communities and the nation at large. The survey showed that 72 percent of the DLDBs surveyed acknowledged selling prescription medicines despite the DLDB guidelines for operation.

· The quality of medicines could not be assured because of sales of unregistered and expired drugs, purchases from unknown sources, and drugs stolen from public facilities and other programs. 

· The quality of medicines could not be assured due to poor storage arrangements—most premises did not meet the stipulated standards for storage. 
In view of the survey results , taking into consideration alternative ways to improve the standards of services in DLDBs, the MoHSW called for major transformations in the operations of DLDBs with focus on training, improved regulatory framework, list of approved medicines, quality of premises, and general drug storage conditions. 
The changes were meant to transform the DLDBs into accredited drug dispensing outlets (ADDOs). Dispensers’ and owners’ training make up the most significant change in the accreditation process of DLDBs. ADDOs are operated by owners and dispensers who attended and qualified on a training course designed by TFDA in collaboration with MSH.

The ADDO owners training manual has been developed to provide training on regulations and procedures to individuals intending to become ADDO owners. It is a TFDA regulation that for individuals to qualify for and become ADDO owners, they must attend the owners’ training course. Other steps towards accreditation include meeting the stipulated premise standards and having a trained dispenser. This manual will also serve as reference material to owners on day to day running of an ADDO.
The Act, Regulations, and Guidelines for Establishment of Accredited Drug Dispensing Outlets
Introduction
Pharmaceutical services in Tanzania are carried out in accordance to the Tanzania Food, Drugs and Cosmetics Act, 2003, which empowers the TFDA to control and supervise all activities related to quality, safety, and efficacy of food, drugs, cosmetics, and medical devices in the country. To a large extent, DLDB operations did not follow these laws, regulations, and guidelines. The following are some of the shortcomings observed in the operations of DLDBs— 

· Lack of qualified medical personnel to operate the outlets

· Illegal sale of prescription medicines 
· Purchase of medicines from unrecognized sources
· Operations of business without TFDA license
· Medicine stored in substandard premises
· Poor or no documentation related to the business performance 

· Lack of regulatory oversights of DLDBs at the district, ward, and village level

· Illegal provision of medical and laboratory services within DLDBs 

Specific Objectives 
At the end of this chapter trainees will be familiar with—
· What the Act, regulations, and guidelines for establishing and operating ADDOs are
· Sections of the TFDA Act and ADDO regulations
· ADDO standards
· ADDO restricted wholesale
· Offenses and penalties related to operations of ADDO
· Procedures for referrals 

Terminology
Act
· Means a rule of human conduct binding upon all persons within a given state or nation defining what is right and what is wrong, e.g., the Tanzania Food, Drugs and Cosmetics Act, 2003.
· More general rules or laws are called Acts or Statutes. These are enacted in writing by a law-making body of state or nation such as the Tanzanian Parliament. The Acts or Statutes are usually stated in general terms and their implementation may be difficult. Under the Acts, regulations and guidelines are made by the Minister or authoritative bodies or agencies.
Regulations

Regulations are more specific rules made by Ministers under particular acts for the purpose of administering the act. The regulations are made after consultation with the technical authoritative bodies, agencies, or groups of individuals, such as the TFDA. These regulations come into force on the date of their being published in the government gazette. The examples of such regulations are the ADDO regulations. 

Guidelines
Guidelines are procedures set by government agencies, authorities, and institutions, and agreed upon by respective bodies. They describe and elaborate on how the acts and regulations should be implemented, e.g., the guidelines for establishment and operations of ADDOs.  
Table 1. Differences among Acts, Regulations, and Guidelines
	Item
	Act
	Regulation
	Guideline

	Establishment
	Established by the parliament
	Established by the minister
	Established by government agencies, institutions, and sectors

	Publishing in the government gazette
	Published in the government gazette
	Published in the government gazette
	Not published in the government gazette

	Legal powers
	Possesses legal power
	Possesses legal power
	Does not possess legal power

	Penalties
	Offenders are either  fined or imprisoned or both, based on respective sections of the act 
	Offenders are either fined or imprisoned or both, based on respective sections of the act
	Offenders are sentenced in accordance with procedures set by the respective body.

	Examples of offenses
	Establishment of ADDOs without authorization by TFDA. 
Purchase, storage, and sale of unregistered drugs by TFDA. 
	Operating ADDOs without dispenser. 

Sale of expired medicines.
Issuing drugs to clients without recording in drug register.
	Drugs arranged in an ADDO without following procedures.
Not displaying required certificates in an ADDO.

Dispensers not wearing  ADDO uniforms


Sections of the Food, Drugs and Cosmetics Act, 2003, Related to Medicines Control 
The Tanzania Food, Drugs and Cosmetics Act, 2003, was enacted to control the quality, safety, and efficacy of food, drugs, cosmetics, and medical devices. To do so, the TFDA is empowered under the following—
· Sections 18 to 21—Registration of premises and issuing of permits to run the business of pharmaceuticals 
· Section 26—Empowers the authority to issue a special permit to other non-pharmacy personnel to dispense drugs 
· Section 51—Registration of medicines after evaluating their quality, safety and efficacy
· Section 105—Empowers the authority to appoint inspectors. 
· Section 106—Empowers appointed inspectors to take any legal actions whenever the laws are violated. The inspectors are also empowered by law to collect samples for analysis when needed.
ADDO Regulations
The regulations were developed to control the establishment and operations of ADDOs to support the improvement of access to basic essential medicines and other services provided to rural and underserved communities. The regulations focus on the following areas—
· ADDO standards
· Procedures for establishment of ADDOs
· Procedures for establishment of ADDO restricted wholesale 

· Offences and penalties related to violation of the regulations
· Procedures for appeals
Criteria for Establishment and Standards of Operations of ADDOs
Before establishing an ADDO, the applicant will be required to meet the following requirements—
ADDO Dispenser
The prospective ADDO dispenser should be among the following cadres—
· Pharmaceutical technician
· Pharmaceutical assistant
· Nursing officer
· Nurse/midwife
· Clinical officer
· Assistant clinical officers
· Nursing assistant
For livestock ADDOs, the prospective dispenser must be among the following cadres— 
· Livestock officers
· Assistant livestock officers
All prospective ADDO candidates must attend training on basic medicine dispensing, and if completed satisfactorily, will be awarded with a dispensing certificate. The ADDO training course ensures that the dispensers will be able to accomplish the following after training—
· To ensure that ADDO operations are within the framework of laws and regulations governing the pharmacy profession 
· To ensure that dispensers are able to supervise all professional activities related to medicine management 
· To participate in issues related to public education on proper use of medicines
· To generally participate in providing public health education 
ADDO Owner
Any Tanzanian citizen 18 years of age or older who is mentally fit can apply to be an ADDO owner. However, the TFDA holds the final decision to authorize the applicant to run the ADDO business in the interest of the pharmacy profession and the public as a whole. The applicant must attend the owner’s training on Ethics and Regulation of Operating an ADDO (annex 1). 
Contract between ADDO Owner and Dispenser
Based on the ADDO operating standards, a contract between owner and dispenser is required to ensure smooth running of the outlet and to safeguard the interests of each party. The contract between the two parties is meant to meet the following—
· To assist the two parties to adhere to the agreements between them
· To provide guidance and procedure on job termination without affecting the business’s operation 
The contract will be used by the regulations governing bodies in order to observe the rights of each party in case of any dispute upon termination of the contract. After signing of the contract, a copy of the document must be sent to the Council on Food and Drugs Committee (CFDA) secretary for documentation and reference. A sample contract is appended to this document (annex 2) and any additional agreement between the two parties may be added as an addendum to this contract. 
Location for Establishing an ADDO 

· Rural areas and small towns where the availability of medicines is problematic

· In peripheral areas of big towns or cities where the availability of medicines is erratic

· In the small town with a population of about 3,000 to 5,000, the ADDO must be established at a distance not less than 300 meters in each direction from the nearest ADDO. In rural areas the distance should not be less than 200 meters from the nearest ADDO and not less than 500 meters from a pharmacy. (Distance is not taken into consideration for livestock ADDOs.) 

· ADDOs should not be located in or close by an area where there are open sewage systems, dumping sites, or industries using toxic chemicals.

ADDO Building (Premises)
· Should be permanent and well constructed
· Should have a sturdy, leak-proof roof and ceiling 

· Should have a solid floor which can be easily cleaned

· Should have sturdy walls painted white which can be easily cleaned

· Should have two front doors—a strong outer door for security and an inner glass door that should be kept closed to protect against dust, insects, and rodents  

· Should have at least two rooms; one for dispensing and the other for storage (annex 3)
· The dispensing room should be the following size: 3.04 meters long (10 feet) by 2.74 meters wide (9 feet) and 2.43 meters in height (8 feet). The dispensing room should be arranged to allow customers to get into the room (figure 2)—dispensing through windows in strictly prohibited. 

· Should have a hand-washing facility in the dispensing room 

· The medicine storage room should be of adequate size and have shelves or pallets. 

· Every room must have a sturdy window covered with mosquito gauze which allows adequate ventilation and, where possible, the room should have a fan or air conditioner (room temperatures should not exceed 30°C)

· There should not be egress to other rooms that are not part of ADDO, such as bedroom or living room 

· The building premises should not be accessible from other facilities such as laboratories or any other business not related to selling medicines

· Should have a sign prohibiting smoking of any kind while inside the ADDO (NO SMOKING)

· Should have a glass counter and display case and a flap door

· Should have sign with an ADDO logo as shown below (To get the sign, the owner should liaise with the CFDC)
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Procedures for Establishing an ADDO
The application forms for establishing an ADDO are available at the office of the CFDC secretary who is the district pharmacist. The forms are also available at the office of the ward executive officer (WEO). 
Each application is processed through the following levels—
· Village/Mtaa Executive Officer (VEO/MEO)
· WEO  

· CFDC

· Regional Food and Drugs Committee (RFDC)
· TFDA
Responsibilities of Village/Mtaa Executive Officer
· To receive, review, and provide recommendations on the submitted application by filling out section B of the form.
· Submit application forms and the recommendations to the WEO 
· To collaborate with other inspectors at all levels when visiting for inspection at the village. 
Responsibilities of Ward Executive Officer
· To receive application and renewal forms. 
· To interview the applicant and prospective dispensers and compare with information provided on completed application form. 
· To provide directives to the ward inspectors for inspection of the applying premises after being satisfied with information provided in section A and B.   
· To provide recommendations on the applications by filling section C of the application form.
· To submit the premise inspection form and the application form to the Secretary of the CFDC. 
· To collaborate with other inspectors at all levels when visiting for inspection at the ward. 
CFDC Responsibilities 
· To issue ADDO establishment application forms 
· To receive application forms and inspection reports from the ward level and act on the recommendations 
· To submit a report on application recommendations to TFDA and copy to the RFDC 
· To conduct inspection and provide recommendations to TFDA for premises which have met criteria ready for accreditation.
· To conduct inspection by CFDC inspectors to all premises dealing in the business of drugs within the district
· To receive and review inspection reports from the ward levels and forward the report to the regional level and TFDA. 
· To receive, review, and process all appeals from the lower levels 
· To collaborate with inspectors at higher levels when conducting inspections to the district 
RFDC Responsibilities 
· To receive, review, and provide recommendations for appeals from the district level 
· To conduct audit inspections when necessary of ADDOs and other premises providing drug services 
· To provide advice and directives on issues related to pharmaceuticals within the region 
· To collaborate with inspectors from higher levels when inspection is conducted in the region
· To advise TFDA on issues related to ADDO operations in the region  
TFDA Roles and Responsibilities 
· To receive and review recommendations related to ADDO applications from the CFDC
· To make the final decision on applications for establishment of ADDOs by either accepting or revoking decisions made at lower levels 
· To issue accreditation certificates and permits to all prospective ADDOs which have met the standards and criteria for establishment 
· To receive and act on the reports, appeals, and any other complaints from the district and regional levels 
· To develop and distribute guidelines and different forms related to ADDOs to CFDCs and RFDCs 
· To appoint and provide training to inspectors 
· To conduct audit inspection when necessary 
Procedures on Establishing ADDO Restricted Wholesalers 
To facilitate and ensure the availability of registered medicines from approved sources close to ADDOs, the TFDA has authorized establishing an ADDO-restricted wholesaler (ARW) for districts where wholesale pharmacies are not available. The ARWs are authorized to sell wholesale all part II drugs and a limited list of prescription medicines. This business is registered directly by TFDA and is under the supervision of a pharmaceutical technician. 
ARWs are established under the following procedures—
· The applicant will be required to fill the application form for establishment of an ARW and submit them to the secretary of CFDC 
· The CFDC secretary will inspect the premise and submit the inspection report to TFDA. 

· TFDA will review the report and recommendations, and make decisions on the application based on the procedure and set criteria 
· TFDA will issue the permit to the applicant after fulfillment of the set criteria and standards
Offenses and Penalties Related to Violation of Regulations 

Violation of ADDO regulations will be subject to penalties as stipulated in the Food, Drugs, and Cosmetics act of 2003. Some of the offenses related to violation of ADDO regulations include—
· To operate the pharmaceutical business without a permit
· To operate ADDOs without a TFDA-approved dispenser 
· To operate the ADDO business in a substandard premise 
· To sell unauthorized drugs in ADDO
· To sell expired drugs
· To conduct medical and laboratory practices within the ADDO premise 
Some of the penalties incurred by violating ADDO regulations include—
· Fine or imprisonment or both 
· Revoking dispensing certificate or accreditation certificate or both 
· Temporary closure of the ADDO business until such time that the offender has corrected all identified faults during inspection.
· Permanent closure of the business if serious offences related to medicines are observed in the outlet, e.g., sale of government-labeled medicines stolen from public health facilities 
· Refusal to renew the license
Appeals Related to Issued ADDO Offenses and Violations
Any ADDO owner who, for some reason, feels that justice was not done in accordance with the regulations by any administrative level can appeal to the higher level. The highest administrative level of appeal is the Minister for Health and Social Welfare.
Issues to Consider after Accreditation 

The accreditation certificate shall expire on June 30 of each year. All ADDO owners shall be required to renew their licenses by paying the required fee and observing that the ADDO standards are maintained. The existing ADDO permit and accreditation certificate of a particular outlet cannot be transferred to another outlet. Any ADDO owners wishing to establish a new outlet should follow the procedure for establishment of new outlets and not using the existing license. Moving an ADDO from one location to another must be reported to the district and authorized by the CFDC, following the procedure for establishing a new ADDO. If an ADDO owner decides to close an ADDO, he or she should provide information to the CFDC and return the issued permit to the committee secretary. The CFDC should be notified of and give approval to changes in ownership and dispensers. The outlet must have an authorized dispenser, and the dispensing certificate along with the accreditation certificate and permit should be available and displayed within the outlet.
ADDO documents, such as drug registers, should be available and well documented for the purpose of good record keeping. The list of approved available prescription medicines should be displayed within the ADDO premise. The premise should constantly be kept clean and the dispenser should constantly wear his/her uniform and identity card. 
Roles and Responsibilities of ADDO Owners
· Ensure that ADDOs are operated in accordance with laws and regulations governing the pharmacy profession
· Ensure that all drugs sold in the outlet are included on the ADDO list of approved drugs (annex 4)
· Ensure that the ADDO’s primary focus is to serve its clients’ health needs 
· Ensure that he/she does not interfere with the professional services provided by the dispenser in the outlet.
· Ensure that the dispenser(s) participates in continuing education activities related to his/her work in the outlet to keep pace with the changes in the sciences within the health sector.
Ethics Related to Operations of a Pharmaceuticals Business 
Adhering to ethics governing the pharmacy profession and running a pharmaceutical business is the key element in providing quality pharmaceutical services. The ADDO owner should observe the following—
· Not interfere with dispenser’s professional responsibilities by asking dispenser to dispense medicines without following ADDO procedures. 
· Not instruct dispensers to dispense prescription medicines to clients without a prescription 
· Not instruct dispensers to dispense expired drugs to clients
· Not transfer expired medicines from the original container to a new container which shows a new later expiry date 
· Not discourage dispensers from keeping records on sold medicines 
If owners/dispensers and prescribers engage in an unethical business relationship, the quality of pharmaceutical services rendered to patients from the ADDO may be compromised. This may result in focusing on business rather than providing services such as prescribing and dispensing expensive brands while cheaper generic products are available.
	Case Study 1
Offenses and penalties related to violation of ADDO regulations
Mr. Mwendapole is a resident of Nakapanya village; he became enthusiastic about establishing a drug outlet after visiting his friend Ngonyani who owns a drug outlet in Mbinga town. Mr. Mwendapole submitted his applications to the appropriate regulators to establish the outlet. Mr. Mwendapole and his dispenser attend the ADDO training and become qualified; he then establishes the outlet. 

Mr. Mwendapole’s expectations were to build a modern house from the revenues attained out of the business. For him to attain a significant profit out of the business, he decided to source out medicines from different dealers including unregistered venders and drugs stolen from public and mission health facilities. He also instructed his dispenser to sell expired medicines and also dispense prescription drugs to clients without prescription. To further reduce his business running costs, he decided to terminate the contract with the dispenser and gave the position to his wife who has no medical background and, more seriously, does not know how to read and write. 
After six months of business operations, the outlet was visited by inspectors from the district level who did a thorough inspection and decided to close the premise. Following the closure of the business, Mwendapole could not finalize the construction of his house.

Questions:

· Why did Mwendapole fail to finalize the construction of his house?

· Identify all offences that might have led to closure of Mwendapole’s business by inspectors. 
· What are the consequences that might arise if the business was not closed by the inspectors?
· What are the benefits of having the act, regulations, and guidelines governing the operations of ADDOs?

· Mention the different levels involved in the establishment of ADDOs.
· What are the penalties subjected to anybody violating the guidelines of ADDOs operations?


Medicines Quality and Proper Storage Conditions in ADDOs
Introduction
Drug quality is a concern to all people and to the community at large for various reasons. Poor quality drugs not only endanger people’s health but also cause serious damage to the economy by wasting to purchase drugs that do not serve their intended purpose. Good quality medicine meets both the national and international standards for quality, safety, and effectiveness and performs the intended purpose on discovery, treatment, or prevention of diseases. 

It is therefore directed that all owners, dispensers, manufactures and distributors ensure that all medicine intended for use by the community meets the recommended standards prescribed by relevant authorities. 

Specific Objectives 
At the end of this chapter, trainees will be able to—
· Define different terminologies related to medicines 
· Identify the factors contributing to loss of effectiveness of medicine 
· Mention the responsibilities of ADDO owners in ensuring that pharmaceuticals sold to clients are of approved quality.
Terminologies
Trade Name
This is a specific name given to a medicine by the manufacture. In this case, a particular pharmaceutical product from different manufacturers can have different trade names. For example, Panadol, Shelladol, and Calpol are trade names of medicine containing paracetamol as an active ingredient. 
Generic Name 
This is an internationally accepted nonproprietary name of a pharmaceutical product. The name remains constant irrespective of the manufacture. For example, paracetamol is the generic name for Panadol, Shelladol, and Calpol.
Manufacturing Date
This date shows the month and year that a particular product was manufactured by a particular manufacturer.  
Expiry Date
This date shows the month and year when a particular product will lose its efficacy and effectiveness to treat or prevent the intended disease. Some of the medicines turn to be poisonous because of the chemical reactions which occur after the expiry date. It should therefore be noted that changing the expiry date by owners and dispensers may cause serious damage to patients who will be treated with an expired medicine. 
Factors Leading to Loss of Medicine Quality, Efficacy, and Effectiveness 
Medicine quality depends mainly on the storage conditions where moisture, light, heat, and dirty environment are responsible for loss of quality and efficacy as described below—
Moisture
Moisture increases friability of tablets and stickiness of capsules. A drug like aspirin loses its potency because of chemical reactions taking place in presence of water/moisture. Therefore, medicine should be kept in dry conditions and ensuring that there are no leakages on the roof of any drug storage premise. 
Sunlight
Some drugs, especially when they are in liquid preparations such as adrenaline and ergometrine, are easily destroyed when exposed to solar radiation. Therefore, medicine should be stored away from direct sunlight. 
Heat
Most medicine loses its potency when subjected to high temperatures. Medicines should therefore be stored according to manufacturers’ specifications, or at a minimum, in a cool environment. Storage premises should have windows to allow for air circulation. The height of roof within the store and dispensing areas should be of acceptable specifications. 
Dirty Storage Environment
Storing medicine in a dirty environment which contains harmful microorganisms may contribute to poor quality of medicines leading to loss of efficacy. Medicine therefore should be stored in clean environments and drug outlets should be regularly cleaned. 

Poor Transportation Mechanisms
Transporters should always be informed on procedures and precautions for transporting medicine. Owners and dispensers should always be careful when transporting medicines to avoid unnecessary breakages, spoilage, and exposure to heat, moisture, and direct sunlight.

Responsibilities of ADDO Owners to Ensure Medicine Quality 
It is the responsibility of all ADDO owners and dispensers to ensure that all medicines issued to the community are of good quality. Therefore, they must—
· Purchase only registered medicines.
· Purchase medicines only from manufacturers registered by TFDA 
· Only dispense medicine using special dispensing devices or clean tablespoons to avoid cross contamination. 
· Purchase medicines with longer expiry dates (at least six months or more)
· Store medicine in good storage conditions following ADDO standards and manufactures specifications 
· Store medicine in original containers 
· Cover containers immediately after dispensing medicines to clients 
· Dispense medicine in moisture-proof medicine bag, such as polythene bags. 
· Ensure that all expired medicines are removed from the shelves and stored in a separate box labeled expired medicines not for dispensing to clients. 
Documentation Practices in ADDOs
Introduction
This chapter describes the ADDO operation’s documents and the importance of documentation. In principle, the ADDO is operated as a business, therefore dispensers are always required to properly document all transactions carried out in the outlet. The records kept by dispensers related to medicines use and patients are considered the official source of information. The information can be used during inspections, follow ups, and various program assessments and evaluations.  
At the end of this chapter, trainees will be able—
· To describe the various documents used in ADDO operations 
· To describe the advantages of documentation and record keeping 
Types of Records
The various records being kept in ADDOs are divided in two major groups: (1) financial records, and (2) medicines and other supply records. 
Financial Records

These types of records include the following—
· Invoices and receipts
· Analysis book

· Daily cash sales book

Medicines and other Supplies Records
Patient Drug Register

In this document, all dispensers are required to document the following items related to dispensed medicines—

· Date
· Serial number
· Patient name
· Age
· Address
· Sex
· Disease condition
· Generic name of medicine
· Purpose of dispensed medicine
· Quantity of medicines issued
· Signature of dispenser
· Cost of dispensed medicine
· Any complaint lodged by the patient related to dispensed medicine
· Name of the ADDO
Drug register sample is attached in annex 5. 

Stores Ledger

This type of document shows the quantity of medicines and other supplies received at and issued from the store on different days of the month. The document also shows the quality remaining at any given time if records are entered correctly. The content of the documents are as follows— 
· Name of the medicine, strength, and purchase and dispensing units issued
· Medicine purchase price
· Date
· Medicines purchased from
· Purchase receipt number
· Quantity received/issued 

· Balance
Bin Card

The bin card is similar to the ledger. It is kept at the dispensing section and when stock is received from the storage site, it is noted on the bin card. Every medicine will have its own bin card and it is filled at the close of the day when all medicines sold and registered in the drug register are summarized. 
The bin card differs from the store ledger in the following items—
· A space for the signature of the person responsible for dispensing in a particular day
· A space for noting the average monthly consumption of the medicine 
· Expiry date

Adverse Drug Reaction Report Form 
Reporting of medicines adverse drug reactions (ADR) is the responsibility of all health workers, manufacturers, and dealers in pharmaceuticals, medicine researchers, and the community at large. ADRs are reported through special forms designed by the MoHSW through TFDA. 
The form is filled in by a drug dispenser alter receiving information from the patient who used the medicine after purchasing it from the outlet. An example would be information on difficulty breathing or skin reactions following the use of chlorpheniramine; as these are not the usual side effects of using this medicine, they should be reported. The sample form is available in annex 6. 
Form for Reporting Medicines Unfit for Use
The form is filled in by a dispenser in collaboration with the owner to report on expired, damaged, and prohibited medicines. The form is usually filled out when such medicines are found at the outlet. All such medicines are supposed to be removed from the shelves and kept in a special container labeled Expired medicines not intended for use. The report for medicines unfit for use must be submitted periodically to the district pharmacists for directives on proper disposition. 
An example of this form is shown below.
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Reporting Date



Name of Outlet 

Name of Owner



	Name of Medicine
	Batch No.
	Reason for Removal from Shelves
	Expired dates
	Quantity of the Medicine

	Co-trimoxazole suspension 240 mg/5 mL 100 mL
	B00945
	Expired
	November 2003
	10 Bottles

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Signature of reporting staff


           Designation

Inspection Report Form

This form is usually filled in by inspectors upon inspection of a premise to illustrate what the premise’s current conditions are and what recommendations need to be implemented. Once the form is completed, the owners and dispensers are required to go through the report and agree on the content before signing. Signing the form shows that the owner or dispenser agrees with the inspection process and results. A copy of the inspection report should remain in the outlet for references during the next inspection. 
Visitor’s Book 
Every ADDO should always have a visitor’s book to keep records of the type of visitors as well as their purpose for visiting the outlet. 
	Case Study 2
· List all the necessary records to be kept in an ADDO
· Describe the importance of record keeping in an ADDO
· Identify the document used to record patient information upon dispensing the medicines 
· Describe the differences between a bid card and a store ledger


The Use of ADDOs On Intergration of Community-Based Public Health Interventions
Introduction 
Distribution of Subsidized Artemisinin-based Combination Therapy 
In accordance with new national malaria treatment policy, artemisinin-based combination therapy (ACTs) is used to treat uncomplicated malaria. Recognizing the private sector’s support to providing health services, especially for treating malaria, the government decided to establish a distribution program of subsidized ACTs through the private sector to ensure that the majority of people have access to the medicine at affordable price. 

The medicines will be distributed by a selected distributor at national level to pharmaceutical wholesalers located at the regional and, possibly, district levels. ADDO owners of or any person authorized to purchase medicines for a particular ADDO will be required to submit a copy of the accreditation certificate to the pharmaceutical wholesaler supplying the ACTs in the region or district. 

After purchasing the ACTs and before leaving the distributor, the purchasing personnel and the distributor representative will be required to sign on a specific register to be kept at the distributor. The register will indicate the date of purchase, name of ADDO and owner, location of the ADDO registration certificate, quantity of medicines requested, and quantity issued. 
All ADDO personnel will be required to record the sale of ACTs at the outlet. Within the reporting period, the records will include beginning balance, quantity purchased, and ending balance. Other records are the quantity of expired medicines, the number of days which the medicine was out of stock and the reason for stock-out, and finally the number of patients treated in that particular reporting period. These records are summarized in a special quarterly report form which will be filled in March, June, September, and December, and will be submitted to the regional distributor who will then submit them to TFDA. These requirements will also apply to any other donated or subsidized product. 
Note: The ACTs distributed through the private sector will be specially marked to differentiate them from those distributed through the public sector to avoid leakages and theft. 
Support of ADDOs in the Fight against HIV/AIDS 
HIV/AIDS stands for human immunodeficiency virus/acquired immunodeficiency syndrome. The HIV virus is found in blood and other body fluids, and is transmitted through unsafe sex, illicit drug use, blood transfusions, and mother to child transmission, among other ways. Currently, there is no cure for HIV/AIDS. However, there are antiretroviral (ARVs) medicines that can keep the virus under control. ADDOs do not carry ARVs and it is the responsibility of dispensers to refer their clients to public health facilities where such services are available. 
When the HIV virus is not treated and the patient develops AIDS, the patient is more likely to become ill with other opportunistic infections like tuberculosis, fungal infections, and chest infections because of a weakened immune system. These infections are the same ones that people can develop without having AIDS, and they can be treated. Some of the drugs used to manage opportunistic infections are available in the limited list of medicines authorized for the ADDOs. 

ADDOs have the potential and opportunity to contribute towards support to the fight against HIV/AIDS. The following are some of the areas that ADDOs can support in the overall government efforts to fight the transmission of HIV virus—
· Providing health education to the community through dispensers

· Storage and dissemination of HIV/AIDS information, education, and communication materials to the community

· Selling medicines that treat opportunistic infections
· Referring clients to HIV/AIDS service centers for counseling and testing and also ARV when necessary. 

· Providing counseling services to their clients on HIV/AIDS and other sexually transmitted infections 

· Playing a significant role in reducing stigma to critically ill patients including HIV/AIDS patients as well as orphans and vulnerable children

· Potential areas for support of HIV/AIDS home-based care services by supporting the distribution of home based care kits.
Other community-based public health services provided by ADDOs include—

· Selling preventive and other health-related commodities like condoms and family planning pills.

Annex 1. Permit Application for Establishment of an ADDO
Ministry of Health and Social Welfare
Tanzania Food and Drugs Authority
Application Form for Permit to Establish an Accredited Drug Dispensing Outlet (ADDO)
Prepared under the Tanzania Food, Drugs and Cosmetics Regulations, 2004 (Standards and Code of Ethics for DLDM) with its amendments.

Section A: To Be Completed By Applicant
1. Name of Applicant
Address
Age
Sex (M)
 (F)
 Phone 
2. Name of the drug outlet
3. Physical location of the outlet:

Region
District
Ward
Village/Street/Mtaa
4. (a) Name of dispenser
Address
Phone
Registration number                                              date of issue                  20
(b) Name of dispenser
Address






    Phone
Registration number                                 date of issue                     20
Date of application


       Applicant Signature 
Note: Only dispensers registered by Tanzania Food and Drugs Authority (TFDA) will be permitted to dispense medicines in the ADDOs. Copies of dispenser(s) certificate together with contract agreement should be enclosed with this application form. 

Section B: To Be Completed by Village Executive Officer (Request at the Village Level) or Mtaa Executive Officer (Request at Urban Level) of the Respective Area.

Prepared under the Tanzania Food, Drugs, and Cosmetics Regulations, 2004 (Standards and Code of Ethics for DLDM) and its amendments.

1. Name of Applicant
    Citizenship of Applicant
2. The general conduct of the applicant in the community he/she lives


3. Brief history of applicant’s conduct related to past or present businesses which the 
    applicant has owned in this ward

4. Perceived demand of the ADDO services by the community living in this area. The 
    applicant should justify his/her request with reasons for the need to establish ADDO in 
    this area.



5. Recommendations/opinions on this application




6. The date on which the application forms was received 
 The date on which the application forms was acted upon

Name, Signature, and Stamp of VEO or MEO

Note: After filling this form, the VEO/MEO should submit it to the WEO who will in turn submit it to the ward inspectors. Neither VEO nor MEO is allowed to make any decision related to the application.  

Section C: To Be Completed by the Ward Inspectors.  

Prepared in accordance with the Regulation 13 of the Tanzania Food, Drugs, and Cosmetics Regulations, 2004 (Standards and Code of Ethics for DLDM) and its amendment.
1. The date on which the Ward Inspectors received the application and other documents  

    from the VEO or MEO (Refer to Sections A and B above)
2. The date on which the applicant and potential dispenser were interviewed in accordance
    with information gathered from Sections A and B 

3. Outcome of the interview


4. Provide information on the correctness of the enclosed documents 



Date on which inspection of the premise was done

5. The appropriateness of the ADDO location with accordance to the criteria stipulated by
    Tanzania Food and Drugs Authority 



6. Recommendations/opinions of the Ward Inspectors to the Council of Food and Drugs
    Committee



7. Names and Signatures of Ward Inspectors

    Name                                                               Signature

    Name 
   Signature

    Name                                                               Signature

8. Date on which the Ward Executive Officer submitted the recommendations and opinions to         the Council for Food and Drugs Committee


Name, Signature, and Stamp of the Ward Executive Officer (WEO)

Note: 

· Ward Inspectors and WEOs are not allowed to make final decision on any application; instead, they should submit recommendations or opinions to respective meeting of CFDC for decision making. 

· The inspection should be done according to the TFDA checklist and the report should be submitted to CFDC.

· For the ADDOs being established at the urban setting, the distance between one ADDO and the other should not be less than 300 meters from any direction. 

· For small towns and rural areas, the distance between one ADDO and another should not be less than 200 meters from any direction.

· The distance between the ADDO and any pharmacy should not be less than 500 meters. 

· The criteria for distance are not considered when establishing livestock ADDO.
Section D: To Be Completed by the Council For Food and Drugs Committee. 

Prepared in accordance with Regulation 14 of the Tanzania Food, Drugs and Cosmetics  Regulation, 2004 (Standards and Code of Ethics for DLDM) and its amendment.
1. The date on which the respective application form was received from the WEO

2. The date on which the CFDC discussed the ADDO application
3. The opinions of the CFDC made from their own observation after conducting inspection 
    or from documents received from WEO. (Explain if there was any need for CFDC to 
    conduct an inspection.)



4. CFDC decisions on the ADDO application 




Any specific directives provided to the applicant which should be met before being granted the certificate of accreditation.





Name, Signature, and Stamp of Secretary of CFDC

Annex 2. Sample of Contract Agreement Between ADDO Owner and Dispenser
Contract Agreement to Operate a Business of Duka La Dawa Muhimu: Second Schedule—Made Under Section 18

THIS AGREEMENT is made this                              day of                          between 

on the one part,



(Hereinafter referred to as 

“PROPRIETOR”), and                                          of     
(hereinafter referred to as “DUKA LA DAWA MUHIMU DISPENSER”) of the other part:

WHEREAS the parties intends to carry on business as provided under section



      the business shall be under the supervision of the DUKA LA DAWA MUHIMU DISPENSER who shall not act in a similar capacity for any other body corporate.

NOW THEREFORE the PROPRIETOR and the DUKA LA DAWA MUHIMU DISPENSER agrees to run the business of DUKA LA DAW MUHIMU under the terms and conditions herein set: 

1. Upon signing of this Agreement the PROPRIETOR and the DUKA LA DAWA MUHIMU DISPENSER shall together run and operate an establishment and business known as
2. At a salary or emolument stipulated in clause 3 of this agreement, the DUKA LA DAWA MUHIMU DISPENSER shall, with all speed and knowledge so acquired, take the necessary steps to establish and efficiently run the said DUKA LA DAWA MUHIMU, dealing, in “DRUGS APPROVED ONLY FOR DUKA LA DAWA MUHIMU.” The “necessary steps” shall include obtaining from the TANZANIA FOOD, DRUGS AND COSMETICS AUTHORITY and other appropriate authorities the requisite licences, permits and authorisation and keeping the DUKA LA DAWA MUHIMU within the standards, conditions and manner as contained in any written law for the time being in force governing the management regulation control of the business of DUKA LA DAWA MUHIMU.
3. Unless the PROPRIETOR is able to meet its expenses from funds generated by the DUKA LA DAWA MUHIMU, the PROPRIETOR shall supply adequate funds to meet the following expenses:

a) Monthly salary/emoluments of TZS                   payable monthly to the DUKALA DAWA MUHIMU DISPENSER in discharging functions as per clause 2 above.

The salary/emoluments shall be net of any applicable taxes and/or deductible employment benefits and shall be paid no later than the 1st day of the month following.

b) The cost of rehabilitating or modifying the present premises and maintaining of the same as DUKA LA DAWA MUHIMU.

c) All other costs necessary or incidental to the running and maintaining the DUKA LA DAWA MUHIMU.

4. All technical undertaking shall be under the control management of the DISPENSER. However, the power to hire and fire as well as disciplining employees shall lie in the PROPRIETOR.
5. All personnel of the PROPRIETOR shall be under the control of the DISPENSER in their day to day functions. However, the power to hire and fire as well as disciplining employees shall lie in the PROPRIETOR.
6. The contract agreement shall be for a period of twelve (12) months, and thereafter it shall run on a year to year basis unless one of the parties gives notice of not less that three (3) months to the other of his intention to remove himself the business of DUKA LA DAWA MUHIMU when the current twelve (12) month period lapses and has to report to COUNCIL FOOD AND DRUG COMMITTEE (CFDC).

7. In the event the PROPRIETOR wishes to terminate the business of the DISPENSER before the period of twelve (12) months lapses, he shall issue a notice of three months to the DISPENSER or pay the equivalent salary for that period and the DDTC shall be notified accordingly.

8. The DISPENSER shall not terminate the contract of the business of DUKA LA DAWA MUHIMU before the current period of 12 months unless he has given three months prior notice to the PROPRIETOR.

9. PROPRIETOR shall meet the cost of drawing up this Agreement.

10. The DDTC will accept addition without changing this basic content of this contract.

IN WITNESS WHEREOF the PROPRIETOR and the DISPENSER have executed this Agreement on the date and in the manner hereinafter appearing:

SIGNED by the said 
And DELIVERED
this
day of
Before me
  
PROPRIETOR





ADVOCATE
SIGNED by the said
And DELIVERED 
this
      day of     


Before me 


DUKA LA DAWA 

MUHIMU DISPENSER   




ADVOCATE
Annex 3. Configuration of ADDO Premises 
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Annex 4. List of Approved Prescription Medicines for Sale to ADDOs
Ministry of Health and Social Welfare
Tanzania Food and Drugs Authority
List of Prescription Medicines Authorized to Stock and Sell in ADDOsa
	TYPE OF MEDICINE
	STRENGTH

	Medicines for Asthma

	Aminophylline injection (ampoules)
	25 mg/mL in 10 mL 

	Antibiotics
	

	Amoxycillin trihydrate capsules
	250 mg, 500 mg

	Amoxycillin trihydrate oral suspension
	125 mg/5 mL, 250 mg/mL

	Benzyl penicillin powder for injection
	3 gm (500,000 IU) in vial

	Co-trimoxazole suspension
	240 mg/5 mL in 100 mL bottle

	Co-trimoxazole tablets
	480 mg

	Doxycycline capsules/tablets
	100 mg

	Erythromycin oral suspension
	125 mg/5 mL, 250 mg/5 mL

	Erythromycin tablets
	250 mg, 500 mg

	Metronidazole tablets
	200 mg, 250 mg, 400 mg

	Metronidazole suspension
	200 mg/5 mL in 100mL

	Metronidazole injection
	

	Nitrofurantoin tablets
	50 mg, 100 mg

	Oxytetracycline hydrochloride eye ointment
	5% (w/v), 10% (w/v)

	Phenoxymethyl penicillin suspension
	125 mg/5 mL  

250 mg/5 mL in 100mL

	Phenoxymethyl penicillin tablets
	250 mg

	Procaine penicillin Fortified
	4 g (400,000 IU) – 4 MU

	Silver sulfadiazine cream
	10 mg

	Chloramphenicol eyedrops/ointment
	

	Anti-Inflammatory/analgesics

	Diclofenac sodium Tablets
	25 mg, 50 mg

	Indomethacin capsules
	25 mg

	Hydrocortisone ointment/cream 
	1%, 0.5%

	Annusol suppositories
	

	Anesthetics, local

	Lignocaine injection
	1% in 10 mL vial, 2% in 30 mL vial

	Anti-Fungal

	Nystatin oral suspension
	100,000 IU/mL in 30 mL bottle

	Nystatin pessaries
	100,000 IU

	Nystatin skin ointment
	100,000 IU/gm

	Nystatin tablets
	500,000 IU


	TYPE OF MEDICINE
	STRENGTH

	Ketoconazole tablets
	

	Antimalarials

	Quinine tablets (sulphate or bisulphate)
	300 mg

	Quinine injection (as dihydrochloride)
	300 mg/mL in 2mL

	Artemether + lumefantrine tablets/ACT
	Artemether 20 mg, lumefantrine 120 mg

	Cardiovascular (Anti-arrhythmic drugs)

	Propranolol tablets (Hydrochloride)
	10 mg, 40 mg, 80 mg

	Diuretics

	Bendrofluazide tablets
	5 mg

	Oxytocics

	Ergometrine Injection (maleate)
	0.2 mg/mL in 1 mL ampoule, 
0.5 mg/mL in 2 mL ampoule

	Laxative 

	Bisacodyl tablets
	5 mg

	Antihistamines

	Cetirizine hydrochloride tablets
	10 mg

	Cetirizine hydrochloride oral solution
	5 mg/5 mL

	Antispasmodics

	Hyoscine butylobromide tablets
	10 mg

	Hyoscine butylobromide injection
	20 mg/mL

	Oral Contraceptives

	Ethinylestradiol (0.03mg) + Novethisterone (0.3mg)
	

	Ethinylestradiol (0.03mg)+ Levonorgestrel (0.15mg)
	

	Minerals/vitamins

	Neurobion Forte
	

	Zinc sulfate tablets
	20 mg

	Anti-emetic

	Promethazine hydrochloride Injection
	25 mg/mL in 2 mL ampoule

	Fluids and Electrolytes

	Dextrose 
	5%

	Normal Saline Injection
	0.9%

	Water for Injection
	

	Anti-Epileptic

	Phenytoin tablets/capsules (Sodium salt)
	50 mg, 100 mg


a mg = milligram; mL = milliliter, gr = gram, IU = international unit
Annex 5. The ADDO Drug Register
Ministry of Health and Social Welfare

Tanzania Food and Drugs Authority

Register for Patients’ Medicines 

Name of ADDO




Page No. 

	Date
	Name of Patient
	Address
	Sex

(M/F)
	Age
	Type of disease
	Generic name of medicine
	Dosage
	Quantity of medicines for the whole course 
	Name of health facility: Hospital, Health Center, Dispensary 
	Price for each  medicine sold 
	Signature of dispenser

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


Register for Livestock Medicines
Name of ADDO




Page No. 

	Date
	Name of customer
	Address
	Type of livestock
	Age of live-stock
	Type of disease
	Generic name of medicine
	Dosage
	Quantity of the whole course
	Side effects reported by customers 
	Price of medicine sold
	Dispenser name
	Dispenser Sgnature 

	
	
	
	
	
	
	
	
	
	
	
	
	


Annex 6. Reporting Form for Adverse Drug Reaction
Note: The information in this report should remain confidential.
	1. Patient Information



Name and patient Record Number



    Sex (M)         (F)
Date of birth


Age
       Weight (in kgs)

	2. Description of Reported Side Effects/Reactions

	           Headache
           Diarrhea 
	    Shock /anaphylaxis

    Nausea/vomiting
	  Rashes
  Others
	Date of commencement of reaction

Date of cessation of the reaction


	Details of the reaction


	

	Other important details such as patient history, allergies, pregnancy, smoking, drinking alcohol. (Please attach laboratory results, if any.) 

	3. Medicines Administered

	Names of medicines administered—provide trade names if available
	Dosage
	Route
	Date of administration
	Batch no. and expiry date
	Indications

	
	
	
	Start
	End
	
	

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	3.
	
	
	
	
	
	

	Any other medicines used (including herbal medicines)?

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	4. Observations and Treatment of Reported Reactions

	Did the reactions stop after the patient stopped taking the 

medicine or reducing the dose?                                                         Yes              No           Not known                                                                             

	Reactions resume after restarting the medicine?  
                                                                                                           Yes              No                                      

	Do you think the reaction was serious?                                             Yes              No

	If yes, give reasons (check what is appropriate)
         Patient deceased                                            Patient admitted to hospital

	         Life-threatening reaction                                  Caused disability in patient

	         Caused disability in newborn                           Other (explain)

	Treatment provided?   Yes No       No         If yes, describe treatment.


	Effects of the reaction              Cured             Not well            Deceased—Date ____ /_____ / _____



	5. Information on reporting person

	Name:                                   
Phone:                                          E-mail:                                                                              
Signature: 
Reporting date    /     /


	Name of health facility or ADDO 

	
	

	          Please tick if you would like to receive further information on ADR reporting

	  Thank you for your support                                                                                              

      
	Ref. No. (For Official Use Only)
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1. Detailed information on financial records can be found in the ADDO entrepreneurship modules. 
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