QUALITY ASSURANCE
Several different people may be required to respond to this interview guide completely. These include representatives from the Drug  Regulatory Authority, the Pharmaceutical Procurement Office, and the National Drug Control Laboratory, among others. Site visits to manufacturing companies and other facilities are recommended.

National Drug Registration 

1.
Is drug registration required in the country/health system?  If yes, which government agency, or institution, is responsible for registration? Describe staffing, organization and specific functions.


Provide contact information for individual(s) responsible for registration.

2. 
Are all products currently on the market required to be registered?   Yes     or     No


How many products are registered in the country (in dosage forms and strengths)?

3.
Which technical documents are required for consideration of an application to register a drug product?:

a.
certificate from regulatory authority of country of origin

b.
evidence of registration in other countries

c.
certificate of analysis

d.
WHO type certificate

e.
clinical trial reports

f.
others (specify)

4.
Does each registered product have a unique registration number?

5.
Are the same pharmaceutical products from different manufacturers individually registered?

6.
Once a pharmaceutical formulation is registered, is separate registration required for each subsequent version of the product (e.g. different strength and dosage forms)?

7.
Are drugs re-registered on a regular basis?  If yes, how frequently?

8.
What is the total number of registered pharmaceutical products in the health system? 

9.
Is there a fee to register a drug in the country?  If YES, how much?

10.
What type of management information system is currently used to manage registered drugs?  manual, computer, both, none.  Briefly describe the process.

Drug Facility Inspections

11.
Is there a program to regularly inspect drug facilities? If YES, describe name of organization, staffing and specific functions, including frequency of inspections.

12.
How many government inspectors are there currently? Is this considered sufficient? Are there any particular problems with respect to inspectors? What is their average salary?

13.
Indicate which drug facilities are inspected and indicate the regularity/frequency of the inspection: 

a.
Private pharmacies

b.
Private outlets

c.
Private warehouses

d.
Public sector pharmacies

e.
Public sector warehouses

f.
Hospital storerooms

g.
Domestic drug manufacturers

14.
For each type of drug facility, indicate what is included in the inspection: license to operate, sanitary condition of work areas, absence of outdated drugs in dispensing areas, separation of internal use and external use products in storage and process areas, compliance with good manufacturing practices (GMPs), other. 

a.
Private pharmacies

b.
Private outlets

c.
Private warehouses

d.
Public sector pharmacies

e.
Public sector warehouses

f.
Hospital storerooms

g.
Domestic drug manufacturers

15.
Are storage conditions at port of entry to the country and receiving warehouse inspected?

16.
In the last year, how many drug outlets were inspected, out of the total number of drug outlets in the country?

17.
How many of these were found to  be in violation?

18.
How many sanctions and administrative measures were implemented last year?

19.
Have any local drug producers been denied permission to manufacture drugs?  What was the reason for the denial?

20.
How many samples were collected last year, and how many were actually analyzed (tested)?

21.
Are there controls on drug promotion based on regulations?  If so, are they consistent with WHO Ethical Criteria for medicinal drug promotion? (obtain copy of regulations)

22.
If there are regulations on the ethical promotion of drugs, how many advertisements were found to be in violation, out of the total number of advertisements monitored last year?

23.
How many sanctions for violating advertisements were implemented?

24.
In accordance with the current laws and regulations, which of the following records should be kept at a private pharmacy?

a.
Record of all prescriptions dispensed

b.
Record of all issues and receipts

c.
Separate record for controlled substances

d.
None

25.
In accordance with the current laws and regulations, which of the following records should be kept  at a private clinic/hospital?

a.
Record of all prescriptions dispensed

b.
A separate record for controlled substances prescriptions

c.
None

Drug Procurement

26.
At what levels of the health system are  pharmaceuticals procured?

a.
Central

b.
Regional

c.
District

d.
Local

e.
Facility

27.
At what levels are pharmaceuticals tendered?

a.
Central

b.
Regional

c.
District

d.
Local

e.
Facility

28.
If drugs are tendered, are any of the suppliers pre-qualified before orders are placed? If YES, describe the pre-qualification procedures. 

a.
Supplier submits registration form

b.
Physical inspection of drug samples

c.
Laboratory analysis of drug samples

d.
Specific drug reports requested, such as bioavailability

e.
Informal information gathered from other procurement programs

f.
Other

29.
Do tender/order documents specify which pharmacopoeia standards are acceptable:

a.
specified for all drugs

b.
specified for some drugs

c.
no standards specified

30.
If product quality is a factor in tender awards, how is this determined?

a.
batch/lot samples

b.
past supplier performance in tenders of this country

c.
supplier reputation

d.
clinical trials required in purchasing country

e.
quality data submitted from other countries

f.
other (specify) ____________________

31.
If samples are required from suppliers in the tender/order documents, are they:

a.
required from all suppliers, all drugs

b.
required from all suppliers, specific drugs

c.
required from new suppliers, all drugs

d.
required from new suppliers, specific drugs

e.
samples not required

32.
Does the contract/order require:

a.
specific packaging

b.
specific labeling on individual dosage form 

c.
specific labeling on immediate container and outer package

d.
package insert in local language

e.
specific delivery date or schedule

f.
limit on back orders or number of partial shipments

g.
minimum shelf life (specify)

h.
replacement of goods damaged in shipment

i.
other requirements (specify):

33.
What information does the supplier tracking system address: 

a.
date order submitted

b.
date order received

c.
quantity received

d.
back orders and partial shipments, quantity and date received

e.
date payment request submitted

f.
date payment made to supplier

g.
date payment received by supplier

34.
During the last three years have you returned or refused to accept products? If YES, indicate the reasons and the supply sources? 

a.
not ordered

b.
visible damage

c.
price different from contract

d.
short expiry date or already expired

e.
incorrect item, size or dosage form

f.
poor packaging

g.
physical defects (discoloration, crushed tablets, etc)

35.
If there is a dispute between the organization and the supplier about the quality of a drug, how is it resolved? 

Product Quality Testing and Monitoring

36.
Is product quality testing required by the public health system?  If YES, describe name of organization, staffing and specific functions.

37.
How frequently is quality testing required for the public sector?

a.
never

b.
sometimes;   number of tests done last year 

c.
frequently or according to a pre-defined schedule of random testing (number of tests done last year ___________)

d.
only when there are complaints: number of tests done last year

38.
How frequently is quality testing required for the private sector?

a.
never

b.
sometimes  (number of tests done last year  _________)

c.
frequently, according to a pre-defined schedule of random testing (number of tests done last year).

d.
only when there are complaints (number of tests done last year _______)

39.
What type of quality control testing is done:

a.
physical inspection

b.
laboratory analysis

c.
other (specify) __________________

40.
If laboratory testing is done, is there a charge?   

a.
If YES, what are the fees?

b.
 How much was spent on laboratory testing last year by the MOH or drug regulatory authority?

41.
If laboratory testing is done, indicate the type of laboratory. For each laboratory type provide the: number technical staff, number other staff, number tests performed, average reporting time for test results

a.
Out of country reference laboratory

b.
National reference laboratory

c.
University laboratory

d.
Other  _____________________

42.
Indicate availability of the following equipment: .  For each indicate if: functional or non-functional

a.
Spectrophotometer

b.
Gas chromatograph,

c.
High-pressure liquid chromatograph

d.
Thin-layer chromatography, other

e.
Other ___________________

43.
If quality control capability exists with other laboratories that are approved for testing but are not currently used, list them.

44.
Describe the quality control system for products manufactured domestically :

a.
batch testing at manufacturer's plant

b.
batch testing at university laboratory

c.
contract with other firm or laboratory (names and locations)

d.
other _____________

45.
Describe the quality control system for imported products.

a.
Samples for quality control testing are obtained as:

b.
random samples:   _____% of every lot of each product

c.
random Samples: ______% of ____% of shipment

d.
non-random samples: ____% of shipment

e.
other  (specify) ___________________

46.
Are drugs compounded or packaged by national laboratories for distribution within the country? If yes, indicate if they are tested by:

a.
specialized pharmacists at the compounding site

b.
sending random samples too a designated quality control lab

c.
sending non-random samples to a designated quality control lab

d.
only tested when there are complaints of product quality

e.
never tested

47.
Indicate which of the following pharmaceutical quality control tests are performed on domestic and imported drug samples:. Briefly describe the procedures and how frequently they are performed (always, sometimes, never).

a.
 identity

b.
potency

c.
stability

d.
 dissolution

e.
 pyrogen

48.
Indicate the availability of reference standards:

a.
there are sufficient quantities whenever required for testing

b.
they are obtained with delays

c.
it is a significant obstacle to quality control testing

49.
Indicate the availability of reagents:

a.
there are sufficient quantities whenever required for testing

b.
they are obtained with delays

c.
it is a significant obstacle to quality control testing

50.
The substandard drug products detected during quality control assays are primarily:

a.
domestically manufactured products   ________# products last 3 years

b.
imported products                          ________# products last 3 years


Obtain list/reports if available.

51.
Results of assays of substandard drug products are registered:

a.
for consultation in tenders

b.
but are not consulted in tenders

c.
not registered aside from laboratory ledgers

Drug Product Problem Reporting System

52.
Is there an existing product problem reporting system in the country?  If YES, describe name of organization, staffing and specific functions.

53.
Defective products and/or patient adverse drug reactions are reported by dispensers and prescribers by:

a.
using standard reporting forms

b.
in writing, but not in standard reporting forms

c.
verbally

d.
no mechanism is in place for reporting

54.
Suspicions of/and actual defective products and/or patient adverse drug reactions are reported by dispensers and prescribers to:

a.
the quality control laboratory directly

b.
the district or regional medical or pharmacy authority

c.
the designated national drug product quality monitoring institution

d.
the university (specify)

e.
other (specify) ___________________________

55.
Results of analyses of suspected problem products or confirmed defective products are communicated to:

a.
dispensers and prescribers who submit the report/suspicions

b.
logistics department(s) in the Ministry of Health

c.
national drug registration/regulatory agency

d.
international agencies (specify)

e.
other (specify)  _________________________

56.
How many reports were submitted on product quality problems last year?

57.
How many patient adverse drug reaction reports were submitted last year?

58.
Average elapsed time to communicate results of analyses of suspected/confirmed defective products: ___days or ____months.

59.
When a pharmaceutical product has failed quality control testing is another independent laboratory used to confirm the results?

a.
Never

b.
Sometimes

c.
Frequently

d.
Only when the results are challenged by the manufacturer

60.
Have there been any cases confirmed of the presence of counterfeit pharmaceuticals in the country during the last three years?  Yes   or    No

61.
If Yes, list product name and sources of confirmed/detected counterfeit products

62.
Have any of the following constituents expressed concern about the quality of products?

a.
prescribers

b.
dispensers

c.
public health authorities

d.
academicians (university medical and pharmacy experts)

e.
health professional associations (medical and pharmacy)

f.
pharmaceutical manufacturers, individually

g.
pharmaceutical manufacturers association

h.
other (specify) _____________________________

63.
The expressed open concern about the quality of pharmaceuticals is based on:

a.
anecdotal reports

b.
confirmed results of assays

c.
studies conducted by interested parties

d.
studies conducted by academic institutions

e.
studies supported/conducted by non governmental organizations

f.
studies supported/conducted by international agencies

g.
other (specify)  ________________________

Drug Recall Policies and Procedures

64.
When a pharmaceutical product has failed quality control testing, what procedure is used for the remaining product in the health system? Describe.

65.
If a drug recall system exist in the health system, what organization is responsible for carrying out the procedures?

66.
Briefly describe the policies and procedures used in the country for drug recalls.  (does it involve notification of warehouse personnel, dispensers, providers, patients?) Obtain copy if available

67.
Obtain and attach a list of all drugs recalled in the last three years and provide the following information: name of drug, reason for recall, source

68.
In the absence of a drug recall policy or procedures, how would a drug be recalled from public and private sector hospitals and pharmacies?

a.
quality problem reported by health professional.

b.
quality problem confirmed with tests in government sanctioned laboratories.

c.
discovery of non-registered drug.

d.
other (explain)

69.
Are laws, decrees, or regulations being planned to establish a drug recall procedure?


Be sure to obtain copies of all relevant policy, laws and regulations
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