From Annex 1 in Guidelines for Establishing and Operating ADDOs

Annex 1. Application for Permit to Establish 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

1

