Roundtable: Harmonized Regulatory Conditions
within the Life Science Industry in Latin America

13. December 2018 at Industriens Hus (DI)

In 2011, Mexico, Colombia, Peru and Chile
joined forces and established the Pacific Alli-
ance — an economy that as a block constitutes
the 7th most important market in the world.

The four countries have over the last years
worked on streamlining regulation and ap-
proval process within the life science sector for
products such as pharmaceuticals, cosmetics,
dietary supplements and medical devices.
These developments represent great opportu-
nities for some product groups and for others
they may mean more demanding regulatory
conditions.

Would you like to know more about these op-
portunities and potential challenges? Then
join us on 13 December when Mr. Javier Guz-
man, the former Director for the Colombian
Food and Drug Surveillance Institute, visits
the Confederation of Danish Industry and
shares his knowledge on these issues.

From 2015 until Sep-
tember 2018, Mr.
Javier Guzman led the
Pacific Alliance nego-
tiations on harmoniz-
ing the regulatory
conditions for the four
mentioned  product
groups.

The seminar is relevant for companies within
the life science sector:

e Cosmetics & medical devices

e Pharmaceuticals & dietary supple-
ments



Seminar: Harmonized Regulatory Conditions within the Life Science Industry in Latin America

A smoother and quicker approval process for the product groups? Can I apply in one country
and then have my product approved in all four countries with the same registration? How will
regulation develop in the Pacific Alliance? Can we expect a more strict regulation? To what de-
gree will the regulation be harmonized? Will there be preferential treatment for generics and bi-
osimilars?

These are just some of the questions that will be answered during the seminar.

15.15: Registration
15.25: Welcome by the Confederation of Danish Industry
15.30: The Pacific Alliance — a successful economic integration story in Latin America?

15.50: Harmonized regulation and approval process for cosmetics, medical devices, pharmaceuti-
cals and dietary supplements in the Pacific Alliance

16.50: Questions
17.00: Coffee and networking

17.30: End of programme

Time:
13 December 2018 at 15.15 — 17.30.

Venue:
Industriens Hus, H. C. Andersens Boulevard 18, 1787 Kebenhavn K, Denmark.

Price:

The price is DKK 1900 excl. VAT per participant (DKK 500 for the second participant from the
same company).

Registration:
Please register by the link below where you will sign op for one of the two tracks.

REGISTER HERE
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http://di.dk/Marked/faaoverblik/Latinamerika/Pages/HarmonizedRegulatoryConditionswithintheLifeScienceIndustryinLatinAmerica.aspx?DI.Internet.WebParts.Shop.NDImageSelectorwpz2A0=true&DI.Internet.WebParts.Shop.NDLongTextwpz2A1=true&DI.Internet.WebParts.Shop.NDArrangementsTimeAndPlacewpz2B0=true&DI.Internet.WebParts.Shop.NDPresenterwpz2B0=true&DI.Internet.WebParts.Common.SimpleProgramwpz2B0=true&DI.Internet.WebParts.Shop.TrackProgramwpz2B0=true&DI.Internet.WebParts.Shop.NDShopProductPriceBoxArrangementwpz2C0=true&DI.Internet.WebParts.Shop.NDContactPersonBoxShopwpz2C2=true&DI.Internet.WebParts.Shop.NDContactPersonBoxShopwpz2D0=true&DI.Internet.WebParts.Common.PageInfoNDwpz40=true

