Is there light at the end of the tunnel?

Finding solutions
to our drug issues

Suzette :H. Lazo, MD






HIGH DRUG

PRICES

T Economi
8 Zero - taxes C upturn
= ; .

é Financing

— ; Reforms

n Price control (6 9% Y idce)

Compulsory Donation
Licensing
Promote the use of generic drug



Are Generic Drugs
EFFECTIVE?
SAFE ?




EFFECT OF GENERIC ON DRUG PRRESFS

Generic Competition and Drug Prices
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Why did the Generics Law of 1988
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Quality issue

Aggressive medical promotions



EVIDENCE FOR SUBSTANDARD DRUGS?

DalmacionG., Comparative Bioavailability of Thrdtifampicin
Preparations, ACTA Medicahilipping Vol40, No. 2 Julyd
December 2006
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BIOEQUIVALENCE TESTING:

The gold standard for ensuring generic product
interchangeability

EMEA- Note for Guidance on the Investigation of
Bioavailability and Bioequivalence ( 1998)

FDA-Gui dance for I ndustry: oBI
Bioequivalence Studies for Orally Administered Drug Products
0General Considerationso ( Oc

WHOO Multisource (generic) pharmaceutical products:
Guidelines on registration requirements to establish
Interchangeability (TechnicdReport Series 9372006)

CANADAG Guidance for Industry; Conduct and analysis of
bioavailability and bioequivalence studie® Part A: Oral
dosage formulations used for systemic effects (1992)

Ot hersé (Australia, Singapor
BRIC countries, etc)



Innovator Product Generic Product
(NDA) (ANDA)

1. Animal Studies |

2. Clinical Studies |g 1. Bioequivalence

3. Bioavailabilitv

4. Chemistry 2. Chemistry
5. Manufacturing 3. Manufacturing

6. Controls 4. Controls
r7.Labehng 5. Labeling
8. Testing 6. Testing







