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|. Intro about Minimal Government Thinkers
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* We get our funding from private
donations, cannot accept govt
money and support.

 Government, and foreign aid or multilateral bodies

(UN, WB, ADB, IMF, etc.) are NOT happy with many of our advocacies;
we advocate more private sector competition, not more government
regulations, more taxation and more borrowings.



Involvement in Medicines and Health Policy

 Writing and blogging,
http://funwithgovernment.blogspot.com/
policy discussions on government drug
price control policy, IPR issues, health
insurance and financing.

» Other papers on free trade, climate and
energy policies, taxes, public

finance, rule of law/rule of men, foreign
policy and military, globalization, etc.

 Membership at the DOH Advisory
Council on Price Regulation, now
Advisory Council on Healthcare, and
Coalition for Health Advocacy and
Transparency (CHAT)

» Published my 18t book last January
2011, about Health Choices and
Responsibilities , and NOT health
monopolies and endless subsidies.

Government and Taxes

A discussion venue about the role (and misrule) of big government and high taxes.

Nonoy Oplas
1 Nonoy Oplas heads the Minimal Government Thinkers, a free market think tank in Manila. He graduated from
. the University of the Philippines School of Economics (UPSE). He maintains other blogs on travel and
farming. Readers can reach him at the comments section of each post, or at

minimalgovernment@gmail.com.

View my complete profile 7

FOLLOW BY EMAIL

FRIDAY, NOVEMBER 18, 2011

ubmit IPR and Medicines 18: Generic Drugs and the
B Consumers

Here in Taipei, my first time to set foot in Taiwan. Arrived at my hotel this
afternoon, and the two days conference plus half day closed door meeting will
start tomorrow. Below is my article today in the online magazine, an intro about
the conference here.
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Il. Consumer Interest in Medicines
a. Price competition vs. price control

A. Competitive market B. Price-controlled market

Price (per tablet, etc.) Price (per tablet, etc.)

Demand Supplier A

>( >( / Supplier B
>< Supplier C
XXX XXX x

> Quantity > Quantity




Consumer Interest In Medicines
b. Keeping out counterfeit drugs

In a study by the International Keeping it Real @
Policy Network (IPN, London) in

May 2009, they estimated the

dangers of fake drugs:

 Fake tuberculosis and malaria

drugs alone estimated to Kkill

700,000 people a year. Or more et
than 1,900 deaths per day. JULIAN MORRIS

 WHO estimates that counterfeit drugs constitute up to 25 per cent of the
total medicine supply in less developed countries (LDCs).

» 68 percent of artesunate (anti-malaria) drugs in Laos, Myanmar Cambodia
and Vietnam contain insufficient active ingredients, rendering them less
effective, if not totally useless, in curing the sick.



Keeping out counterfeit drugs...

o About 75 percent of imported counterfeit drugs come from
India, according to one European Commission estimate; and China is
also a significant producer of counterfeit drugs.

Two of the important solutions to the problem are:

* Private pharma companies to develop technologies that enable
“Identity preservation,” which enable consumers and/or retailers to
ensure that individual packages of drugs are real and not fake.

» Governments should focus on promulgating the rule of law, protect
property rights, and keep off from more regulations and taxation that
discourage the formal producers and retailers while encouraging the
Informal and fake producers and retailers via corruption and bribery.



[1l. Killer Diseases: (a) Global Picture
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Killer Diseases: Gilobal Picture

The top global health
risks and top causes of
death are lifestyle-
related diseases:
Unsafe sex, alcohol
use, tobacco use, high
bp...

Chart source: Indur
Goklany



But at least AIDS has been tamed somehow

Source: The Economist, June 03, 2011




Killer Diseases

FIGURE 5 Mumber of Ten Lesding Causes
of Deathis: 2007
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By 2007:

* Coronary, cardiovasc., heart
failure

* Brain

dysfunction, hypertension, stroke
* Cancer:

lung, liver, prostate, 200+ types
* Lung inflammation due to

virus, bacteria, fungi..,..

Source: National Statistics
Office, http://www.census.gov.ph/dat
a/sectordata/sr11564tx.html




Main causes of death (mortality) per
100,000 population, Philippines

1997 2000 2005
1. Diseases of the heart 69.8 79.1 90.4
2. Malignant neoplasms 37.5 47.7 48.9
(cancer)
3. Tuberculosis, all forms 32.2 36.1 31.2
4. Diabetes Melitus 94 14.1 21.6
5. Transport accidents 9.9 2.4 9.1

Source: Department of Health (DOH), cited in Lazo (2010).




c. Lifestyle and NCDs

« If people will over-eat, over-sit, or
over-smoke, or over-drink, etc., have
diff. types of NCDs, should the rest of
society pay heavily for their
treatment, incl. drug subsidies?

« What and where is the distinction
between personal/parental responsibility
and government responsibility in
healthcare and medicines policy?



I\VV. Drug Price Control and the Generics

a. Cheaper Medicines Law, 2008 (R.A. 9502)

e« Sec. 17. Drugs and Medicines Price Regulation
Authority of the President of the Philippines. — The
President of the Philippines, upon recommendation of
the Secretary of the Department of Health, shall have
the power to impose maximum retail prices...

e Sec. 23. List of Drugs and Medicines that are Subject to
Price Regulation... All drugs and medicines indicated for
treatment of chronic illnesses and life threatening
conditions... medicines indicated for prevention of
diseases, e.g., vaccines... medicines that are included in
the Philippine National Drug Formulary (PNDF) Essential
Drug List...




b. Molecules under drug price control,
mid-August 2009 to Present

A. Anti-hypertensive
1. Telmisartan

2. Irbesartan

3. Amlodipine

E. Anti-diabetic
11. Gliclazide

F. Anti-neoplastic, anti-cancer
12.. Bleomycin

13. Carboplatin

14. Cisplatin

15. Cyclophosphamide
16. Cytarabine

17. Doxorubicin

18. Etoposide

19. Mercapturine

20. Methotrexate sodium
21. Mesna

B. Anti-thrombotic
4. Clopidogel

C. Anti-cholesterol
5. Atorvastatin

D. Anti-biotic

6. Piperacillin + Tazobactam
7. Ciprofloxacin

8. Co-Amoxiclav

9. Metronidazole

10. Azithromycin



Imposing drug price control (aka Maximum
Retall Price, MRP) policy of 2009 was wrong.

* Goal of that policy is to force and coerce drug
prices to go down via government intervention.

e But even prior to the Cheaper Medicines Law of
2008 (or RA 9502) and the MRP policy of
August 2009, local generic companies pursued
aggressive pricing strategies  vs. multinational
Innovators.

 The weighted average price of the many
molecules has been declining.



Before MRP 2009, average prices were coming down
due to competition. Examples: (a) amlodipine 5mg
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(b) Simvastatin 20 mg
(source: Agana, PCPI)
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(c) Co-Amoxiclav 625 mg
(source: Agana, PCPI)
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Augmentin
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== Natravox 625MG
=>= Bactoclav
625MG
Amoclav 625M

Bioclavid 625MG

Ritemed Co-
Amoxiclav 625MG

P82.77

P74.86

5 y X,,—,»e————*\\\\zfigg

P27.33

2004 2005 2006 2007 2008 2009 2010



Result: Rising sales
volume for each

molecule
(source: Agana, PCPI)



MRP: Shift to innovator drugs

Weeks 1 — 33, 2011:

* Both Peso and Units now
growing double-digit

* On a per brand, most products
already recovered

* Total MRP skus contributes
approx. 15% to total Dispensary

Source: Watsons Drugstore



V. Drug Innovation and Consumers

Before generic drugs, innovator drugs are invented first, and it is a long
and costly process. R&D for one safe and efficacious drug takes 10-15
years, and on average, 1 out of 8000 compounds reach approval for use.

(chart source: Pharmaceutical and Healthcare Assn. of the Philippines (PHAP)



Patent expiry and generic drugs

Patients benefit from (a) drug innovation even at initially higher price, then (b)
generic drugs at lower price. Chart source: PHAP



New drugs coming for various diseases

Source: The Economist May 27, 2011



New drugs
and

vaccines that
patients want
to see and

get... (a)



New drugs
and
treatments
that patients
want to see
and get... (b)



Asian
research
companies
that Asian
patients may
want to
see...



Stories that
patients may
NOT want to
see... (a)



Stories that
patients may
NOT want to
see... (b)



Blockbuster drugs’ patent expired, generics expandi ng

1. Amlodipine ( anti-hypertension).

« 2007, before Norvasc patent (by Pfizer) expired, only 2 brands.
e 12 brands by 2008, 23 by 2009, 29 by 2010, and this year, 35
* Price differential, 10mg tablet, from P7-8 to around P33.
 5mg tablet, from as low as P3.50 to around P22 per tablet.

2. Clopidogrel (anti-blood clot,...)
e 2007, only one brand, innovator drug Plavix by Sanofi.

« After patent expiry in 2008, number of brands expanded: 2 in 2008, 7
iIn 2009, 13 in 2010, and this year, 21

* Prices range from P19 to P73 per tablet.

3. Atorvastatin (anti-high blood, anti-cardiovascular diseases).
o 2007, only one brand, Lipitor by Pfizer.
» Patent expired around last year, this year 6 brands already.



VI. Concluding Notes

a. Consumer
Interest Is
more
choices and
options for
each
molecule or
generic
category.



b. Reduce/remove taxes on drugs, withraw
drug price control policy

e Iimport tax 3-5% + VAT 12% + local government taxes.
Government accounts for nearly 20% expensive drugs.

* Heavy regulations like drug price control policy of 2009
Injured local generic players, even killed some. Entry of
more new good players discouraged, innovator or
generics, limit competition and hence, consumer choices.

 Policy is a failure. It did not improve access of the poor to
essential drugs, the poor could buy cheaper generics; the
really poor want the price to be zero or near-zero. Limited
subsidy can be justified.

» Policy defeated the spirit of the Generics Act of
1988, many people shifted back to innovator brands, away
from generics.



c. Government should focus its resources on
fighting substandard and fake drugs

Require bioequivalence tests

Conduct real audit of GMP, check their
manufacturing plants

FDA and DOH should publish in their websites
companies that were audited and passed the
GMP

Suspend those who did not pass the tests and
audit

Protect the public via quality control, not price
control.



d. Expanding Generics Only Retailers (GORS)

They help
Improve
access of
patients to
cheaper
generic
drugs.

They are
expanding
fastin the
Philippines



e. Drug innovation + generics compliment each
other in protecting the public

 No vaccine yet against dengue
which kills hundreds of people
each year in the Philippines.

« Upcoming vaccine in 2-3 years
from 2 innovator companies.
May policies on CL and price
control not discourage them to
bring the drugs to the country.

 Today’s innovator drugs are
tomorrow’s generic drugs.
Policies that inhibit innovation
should be minimized. TRIPS
flexibilities may be applied for
treatment against infectious
diseases, but not NCDs.



f. On Drug switching

o Arbitrary switching to the cheapest generic by
some patients to get savings is understandable.
Physicians and Pharmacists are in the best
nosition to explain to patients about the issue of
Dio-equivalence, pharma equivalence.

e Protect patients from possible adverse effects if
the switched drug will not provide the necessary
iIngredients that can control or kill a particular
disease in their body.
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