Application, Inspection, Accreditation and Support process

1. Issuance of application forms for accreditation

In the accreditation process the DADI shall be the contact person to issue the application forms for the class C drug shops applying for accreditation. 

However, to further simplify the process, the Private Drug Sellers’ Association shall be utilized in the distribution of application forms to Class C drug shops intending to be accredited. 

2. Submission of forms

Duly filled out forms shall be submitted back to the association contact person at the sub-county who shall then forward them to the DADI. 

3. Inspection of premises

The current NDA inspection system, in which the DADI inspects the shops that have applied for accreditation, shall be employed.  In addition, the EADSI coordinator will be involved in the inspection. 

There shall be a pre-inspection of the premises during which inspectors will identify deficiencies as per expected standards of the accredited drug shops and will advise accordingly. Class C shops with noted deficiencies shall be re-inspected, to ascertain whether corrective action was done, prior to accreditation.
The official inspection of both Accredited and Class C drug Shops will involve the DADI and EADSI coordinator in collaboration with the regional inspector of drugs for western region. These individuals will be involved in pre-inspection, follow-up, and investigative inspections.

However in order to strengthen and enforce the standards and regulations effectively, cadre from the district have been selected to locally monitor the shops and carry out routine inspections.

For each sub-county, there shall be a health assistant who will work with the Local council chairperson during the local monitoring exercise. The county health inspectors will also be utilized as local monitors

The local monitors have no powers to close any licensed drug shop but will make recommendations to the DADI and NDA to take action in the event that some accredited drug shops or drug sellers fail to adhere to the set standards.  They will also be the ears on the ground for NDA to report the unlicensed premises involved in the sale of medicines.

4. Accreditation 
The accreditation process involves authorizing Class C drug shops and new premises which have met standards to operate as accredited drug shops. Following a final inspection of premises, the inspection report shall be submitted to the regional drug Inspector who shall then forward it to the NDA headquarters.

The successful applicant will be issued with the Accreditation Certificate upon fulfillment of NDA requirements to operate the accredited drug shop among which includes attending training for both the owner and the drug seller.

The certificates shall be distributed by the DADI and the EADSI coordinator at the sub-county headquarters.
5. Support Supervision
Support Supervision is an essential element of the Program. It includes routine monitoring of records and dispensing practices. Its objective is to support drug sellers and owners in order to strengthen/ maintain the quality of services provided. Support supervision shall be carried out at least every 2 months.

The support supervision team shall be constituted as follows,

· A member of the Pharmaceutical Society of Uganda (PSU) who will take the lead

· In-charge HC 3 or HC 4.

· A member of the district health team (DHT)

· A member of the association with technical competency such as a clinical officer, pharmacy technician

PRE-INSPECTION CHECKLIST
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PRE-INSPECTION CHECKLIST FOR CLASS C DRUG SHOP SEEKING ACCREDITATION

(Two copies should be filled; one copy should remain in the premise and the other copy should be kept by Inspectors for final inspection. 

	
	CONDITION OF THE PREMISES
	YES
	NO

	1.    
	Is the size of the premise adequate?
	
	

	2. 
	Is the ventilation sufficient?
	
	

	3. 
	Is there a ceiling? 
	
	

	4. 
	Is a ceiling in good condition?
	
	

	5. 
	Is the quality of the floor acceptable? 
	
	

	6. 
	Is there a front door?
	
	

	7. 
	Is the front door acceptable?
	
	

	8. 
	Is there any handwashing facility in the premise?
	
	

	9. 
	Are the walls painted with washable white or any bright colour?
	
	

	
	STORAGE AND DISPENSING OF MEDICINES
	YES
	NO

	1. 
	Are there sliding glass shelves in the premise? 
	
	

	2. 
	Are there lockable cupboards for prescription medicines?
	
	

	3. 
	Is there a counter with glass makeup in the premise?
	
	

	4. 
	Is there an appropriate device for counting tablets/ capsules?
	
	

	5. 
	Are the dispensing containers for tablets/ capsules appropriate?
	
	

	6. 
	Are the pharmaceutical products stored in the manufacturer’s original packaging?
	
	

	
	RECORD KEEPING AND REFERENCE MATERIALS
	YES
	NO

	7. 
	Are there proper records of for purchases?
	
	

	8. 
	Are there records for sales
	
	

	9. 
	Are there any records for expired medicines?
	
	

	10. 
	Are there any reference materials?
	
	


	RESULTS AND RECOMMENDATIONS OF THE PRE-INSPECTION 

	Name of class C drug shop: ……………………………………………………
Name of the Owner………………………………………………… 
Village….………………………… Parish…………………Sub-county………………….……… Address………………………………………………………Phone number…………….....……

	Observation of pre-inspection
……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
	Recommendation
…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

	Name of inspectors:             Signature
1……………………….            ………………….
2……………………….            ………………….
3……………………….            ………………….
	Drug shop personnel:     Signature        
1………………              …………….
2………………              . …...……….
3………………              ……………..
   


 LOCAL MONITORING CHECKLIST
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LOCAL MONITORING CHECKLIST  

(Two copies should be filled; one copy should remain in the premise and the other copy should be kept by the local monitor)

GENERAL INFORMATION

	Name of drug shop: 
	Date:

	Address
	Phone Number

	Village:
	Parish
	Sub-county


	LICENSING REQUIREMENTS
	Yes
	No

	1. 
	Does the drug shop have a current NDA license and certificate for suitability of premises displayed?
	
	

	2. 
	Does the drug shop have an accreditation certificate displayed?
	
	

	3. 
	Is the drug seller accreditation certificate displayed?
	
	

	4. 
	Is the drug seller wearing a white clean coat?
	
	

	5. 
	Is the drug seller wearing his/her accreditation ID card?
	
	

	
	CONDITION OF THE PREMISES 
	YES
	NO

	6. 
	Is the floor clean? 
	
	

	7. 
	Are the walls inside clean and well painted?
	
	

	8. 
	Is there dust on the shelves?
	
	

	9. 
	Is the ventilation sufficient? 
	
	

	10. 
	Is the light sufficient?
	
	

	11. 
	Is the ceiling in good condition?
	
	

	12. 
	Is there a hand washing facility in the premise?
	
	

	13. 
	Is the cleanliness of the surroundings of the premise adequate?
	
	

	14. 
	Is the toilet clean and in good working condition?
	
	

	15. 
	Recommendations /advice given to drug seller:



	Local monitors:                      Signature

1……………………….         ….……….

2……………………             …………...


	Accredited drug shop personnel:                    Signature        

1………………                                                      ………………….

2………………                                                      ………………….




NDA INSPECTORS CHECKLIST
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SECTION A: General Information 

	Name of Accredited drug shop


	Address: 


	Accreditation Certificate  No:

	Date of Accreditation:


	Accredited drug shop owner:

	Accredited drug shop in-charge personnel

	Accredited Drug sellers

	Name:
	Cert. No:

	Name:
	Cert. No:

	Name:
	Cert. No:


SECTION B: Condition of premises & professional conduct
	Premises
	Yes
	No

	1. Clean and tidy
	
	

	2. Posters well displayed
	
	

	3. Accreditation certificate displayed (Original)
	
	

	4. Business license displayed
	
	

	5. Drug sellers certificate (copy) displayed
	
	

	6. Extended list of medicines for accredited drug shops
	
	

	7. Hand washing facilities available
	
	

	8. Shelves available
	
	

	9. Lockable cupboards for prescription medicines available
	
	

	10. Drugs protected from heat
	
	

	11. Drugs protected from light
	
	

	12. Which of the following are available? 

a.  NDP/A act   □ YES □ NO        b) NSCG □ YES □ NO                  c)EMLU 2007□ YES □ NO

d. BNF (no.     ) □ YES □ NO        e) Accredited drug shop standards□ YES □ NO  

 f) Accredited drug seller code of ethics □ YES □ NO        

g) Accredited drug seller training manual □ YES □ NO                              h) Counting tray  □ YES □ NO 
i. Other ref book(s)



	13. a) Prescription book available?       □ YES             □ NO

    b) Prescription book correctly filled? □ YES             □ NO

	14. Purchase records book kept for each item purchased or otherwise obtained?

a) Date of receipt □ YES □ NO     b) Invoice no. □ YES □ NO       c) Origin (Supplier)   □ YES □ NO

d) Quantity received □ YES □ NO e) batch no. □ YES □ NO        f) expiry date     □ YES □ NO

	15. Packaging materials satisfactory? □ YES □ NO 

	16. Labels, on stocks of medicines kept, satisfactory? □ YES □ NO

	SECTION C:VALIDITY OF THE MEDICINES CURRENTLY IN THE ACCREDITED DRUG SHOP

Conduct inspection of the medicines currently in the premise. If there are unauthorized medicines, the DADI should confiscate them and hand them to the regional drug inspector. Unauthorized medicines include medicines that appear to be of questionable standard or fake, expired, not registered with NDA, not included in the list allowed to be stocked and sold in the Accredited drug shop

	
	
	Yes
	No
	Qty and batch confiscated

	1
	Are there any unauthorized medicines in the accredited drug shop?
	
	
	

	2
	Are there any unregistered (with NDA) medicines in the accredited drug shop?
	
	
	

	3
	Are there any public medicines with UG govt label?
	
	
	

	4
	Are there any medicines that are not included in the extended medicines list?
	
	
	

	5
	Are there any expired medicines?
	
	
	

	6
	Are there any medicines with questionble standard of quality/fake?
	
	
	

	Comments and Recommendations



	a) Inspector:

Signed:………………………Name…………………………Designation……………..Date……………….




SUPPORT SUPERVISION CHECKLIST
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(Two copies should be filled in and one copy to remain in the Accredited drug shop)
	District: 
	Parish:
	Village:

	Date of Supervision:


General Information 

	Name of accredited drug shop:



	Address: 



	Accreditation Certificate  No:

	Date of Accreditation:


	Accredited drug shop Owner’s name:

	Accredited drug shop in-charge personnel

	Accredited Drug sellers

	Name:
	Cert. No:

	Name:
	Cert. No:

	Name:
	Cert. No:


	Medicine storage, record Keeping and Reporting
	Yes
	No

	1. Are the pharmaceutical products in the premises in the manufacturer’s original packing (with labels)?
	
	

	2. Is the arrangement of medicines appropriate? 
	
	

	3. Are there any expired medicines on the shelves?
	
	

	4. Are purchases being recorded properly?
	
	

	5. Are purchase receipts being kept properly?
	
	

	6. Is the prescription book being filled correctly and regularly?
	
	

	7. Has accredited drug shop reported expired medicines in the last 3 months? 
	
	

	8. Have reported expired medicines collected for disposition?
	
	

	9. Has accredited drug shop reported Averse Drug Reaction in the last 3 months?
	
	

	10. Has an inspection or supervision been conducted in the last quarter?
	
	

	Comments/areas for improvement/advice given to drug seller:



	Knowledge of the drug seller
	Yes
	No

	1. Satisfactory knowledge of general danger signs of a child of age group 2 months up to 5 years? (Drug seller must mention 3 out of 4 signs) 

⁯ Not able to drink or breastfeed

⁯ Lethargic or unconscious

⁯ Convulsions

⁯ Vomits everything


	
	

	2. Satisfactory knowledge of general danger signs of a child age one week up to 2 months? (Drug seller must mention 5 out of 10  signs) 

⁯ Not able to breastfeed at all 

⁯  Fever (37.50C or more or feels hot)

     or temperature below normal-350C

⁯  Convulsion 

⁯  Skin rashes with pus 
⁯  Fast breathing (60 breaths or more

     per minute)

⁯  Very sleepy or unconscious

⁯  Severe chest in-drawing or

⁯  Unusually Inactive 

⁯  Redness of the skin around the umbilicus 

⁯  Grunting 

	
	

	Comments/areas for improvement/advice given to the drug seller:




	Referral
	Yes
	No

	1. Is there evidence that children with signs of severe illness are being referred to a health facility?
	
	

	2. Are referrals sent with referral note?
	
	

	Comments/areas for improvement/advice given to the drug seller:




Appropriate Dispensing per Disease

From the prescription book, randomly select 5 cases of uncomplicated malaria from the previous 3 months and record how they were treated.

	Treatment for <5 uncomplicated malaria
	Correct Dose

	
	Yes
	No

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


From the prescription book, randomly select 5 cases of non-pneumonia respiratory infections and record how they were treated.

	Treatment for <5 non-pneumonia
	Correct Dose

	
	Yes
	No

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


From the prescription book, randomly select 10 cases of <5 uncomplicated diarrhoea from the previous 3 months and record how they were treated.

	Treatment for <5 uncomplicated diarrhoea
	Correct Dose

	
	Yes
	No

	1. 
	
	

	2. 
	
	

	3. 
	
	

	4. 
	
	

	5. 
	
	


	Comments/areas for improvement/advice given to the drug seller on dispensing:



	Support supervision team:      Signature

1……………………….         ….……….

2……………………              …………...

3……………………….          ………….
	Accredited drug shop personnel:     Signature        

1………………                         ……………….

2………………                         ……………….

3………………                         ……………….
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