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GLOBAL TRANSPARENCY
UPDATE

Stay up-to-date with the latest transparency
legislation, regulations and codes around the world.




HE INTRODUCTION | —

Global transparency regulations and codes are constantly being introduced, revised
or updated. Keeping up with all these changes can be a major challenge.

IQVIA's global transparency experts continually monitor transparency changes around the world
and regularly update our Regulations Snapshot. We provide the Snapshot and Quarterly Update to
our clients as a convenient way for you to stay up-to-date.

In our quarterly Global Transparency Regulations Snapshot, we provide the information clients
need to be compliant with regulations or codes in 47 countries, as well as information for all
existing local and state legislation in the United States and Canada.

In this Quarterly Update, we take a closer look at 2 specific regulations, examining what's new and/
or changed as well as the possible implications for your business and the industry. To schedule a
time to speak with one of our experts about how these regulations will impact you, click here.
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-' COLOMBIA I

Pharma, Medical Device, Animal Health and Cosmetics

OVERVIEW

In March 2019, the Ministry of Health and Social Protection of Colombia (“Ministry”), released
an FAQ document which provides further clarity on specific aspects of the Colombian
Sunshine Act (Resolution n. 2881 of 2018). Among the various clarifications, it should be
noted that the Ministry further specified the definition of “pharmaceutical product”, stating
that this includes any product intended for the cure of humans and animals, including
cosmetic products.

CURRENT SCOPE OF COLOMBIA REPORTING

Companies are required to report any type of payment in cash or in kind, including but not limited to, food and
drinks, consulting fees, sponsorship of HCPs to attend an educational event, clinical studies, delivery of medical
samples, promotional material, travel and accommodation.

Reportable Information (non-exhaustive list)
e Name of recipient
* Nature of the expense (clinical studies, consulting fees, food and drinks, etc.)
* Amount and date of the expense

Reportable recipients
¢ Healthcare professionals (HCPs)
e Healthcare organizations (HCOs)
e Patient Organizations (POs)

Reporting format
Two flat files to be uploaded into the Central Platform managed by the Ministry of Health in Colombia (PISIS)

Reporting frequency and deadline

Disclosure shall be done twice a year:
® By September 30th covering the period January - June
® By March 31st covering the period July - December

First reporting deadline: March 31st 2020 (2019 2nd semester ToVs)

IMPLICATIONS

Review the FAQ document released by the Ministry of Health and Social Protection of Colombia and evaluate the
impact on your activities.

Start planning for the first reporting session which will start on July 1st, 2019 and make sure that you collect all
required data to report it by the end of March 2020.
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/= PHILIPPINES

Pharma and Medical Device

OVERVIEW

On February 20th, 2019, the President of the Philippines signed the Universal Health Care Act
("UHC") which will guarantee universal access to quality and affordable healthcare services for
all Filipinos citizens. As far as transparency reporting is concerned, the UHC has introduced a
specific provision (art. 35) that will oblige pharma and medical device companies to collect,
track and report to the Department of Health ("DOH") all financial relationships with health-
care professionals and health care providers. Technical details on how this obligation will be
implemented are expected to be outlined in a future decree.

CURRENT SCOPE OF PHILIPPINES REPORTING

Under the current regulation, Administrative Order n. 53 of December 21st, 2015, Pharmaceutical and Medical
Devices Companies (“companies”) are required to submit through the Philippines Food and drug administration
("FDA") website, information on events/congresses involving local and foreign travel including details of HCP
participating in such events.

Reportable information (non-exhaustive list)
* Name of the HCP
e Title of the event attended
e Type of travel (domestic/international)

Reportable recipients
¢ Healthcare professionals (HCPs)

Reporting format
No specific format. The information must be submitted manually in the FDA website.

Reporting frequency and deadline
Submission of the relevant information shall be done within the year of occurrence of the event.

IMPLICATIONS

Continue to report, for the time being, following the current rules.

Continue monitoring the status of implementation of new reporting rules under the UHC in order to be ready to
report once the new rules are defined and effective.
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Disclaimer and Intellectual Property rights: This document named "IQVIA Transparency Regulation Snapshot” (the "Snapshot”) provides an
overview on the regulations affecting Life Science Industry and therefore the information provided herein serve for informational purposes only.
The information provided in the Snapshot shall not constitute legal advice and should not be treated as such. You must not rely on the infor-
mation in the Snapshot as an alterative to legal advice from an appropriately qualified professional in your country or in country interested by
your guery. If you have any specific questions about any legal matter you should consult an appropriately qualified professional in the affected
jurisdiction. IQVIA shall not be held liable for any subsequent compliance violations encountered by you or for any direct, indirect, special or
consequential damages, howsoever caused, arising out of the use of this Snapshot. The copyright in these pages of the Snapshot (including
without limitation all text, graphics and computer code relating thereto or associated therewith) and all other intellectual property and propri-
etary rights therein belongs to IQVIA and all rights are reserved. Permission is given for the downloading and temporary storage of one or more
of these pages for the sole purpose of viewing them on a stand-alone personal computer or monitor. Permanent copying or storage of any of
these pages (or any part thereof) or the re-distribution thereof by any means is not permitted.
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CONTACT US

Ben Carmel

benjamin.carmel@iqvia.com
Global Head of Business Development
IQVIA Commercial Compliance

+1 908 507 3588
igvia.com
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