Pharma intelligenceb

informa

Pink Sheet Scrip In Vivo

Pharma intelligence Pharma intelligence Pharma intelligence

w HBW InSightD Generics Bulletin@

Pharma intelligence | informa Pharma intelligence | informa

Medtech Insight

Pharma intelligence

MY VIEW




Your Content Your Way

My View allows you to view only the topics you want to follow. Choose from a list of available topics, which are indigifdwaliz
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My View Page

Your My View page shows you content in the topics vou selected, in order of importance to vou. You can edit this display at any time by clicking “Edit
My View”. Use the icons on the upper right to change from a grid view to a list view. To return to the Pink Sheet homepage, click on the Pink Sheet
logo in the upper left of the screen.

My Legaland P

Dr. Reddy's Under Fire From German Regulator; Has Risk Of Class Action Suit
By Anju Ghangurde 11 Aug 2017 | ANALYSIS | ]

Dr. Reddy’s compliance woes hit a new low, with the German regulator stopping supplies to the EU from the
firm’s Bachupallv unit over sisnificant GMP deviations. Worse still, some foreizn investor rights law firms

Lzgal Issues Manufacturing Quality

AbbVie AndroGel Jury Verdict Targets 'Low T' Promotion

By Brenda Sandburg 24 Jul 2017 | NEWS

In first bellwether trial in testosterone replacement therapy litigation, jury issues $150m verdict against
AbbVie for fraudulent misrepresentation of AndroGel.

BioPharmaceutical Policy Leqgal Issues

Enoxaparin Generic Saga Continues: Momenta's Manufacturing Patent Invalid
By Brenda Sandburg 23 Jul 2017 | NEWS | 7]

Jury verdict comes seven vears after Momenta/Sandoz launched generic version of Lovenox; firms sought treble

damages from Amphastar for willful infrinsement of manufacturing process patent.

Generic Drugs Legal lssues Intellectual Property
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Set Up and Editing: Registration

When you register on a product site, you will be asked to select My View topics you want to follow for that product. Fie,akam
you are on the Pink Sheet site and click Register, you will set up your topics for Pink Sheet.

If you want to select My View topics for other publications, you can do this in My Account once you have completed segsatlati

are logged in.

Last Step - make it personal to you

E’ﬁl Register |

Sign In

COMPLETE YOUR REGISTRATION

My View is an easy way for you to view the content most important to you, quickly. Follow and reorder topics below, based on your interests, to
have your personal My View homepage prioritized for you. You can choose as many or as few topics as you wish, and edit them at any time.

Medtech Insight

Choose the topics you want to follow, and then click, drag, and drop them to put them in order of
importance.

Appointments

Approvals

Combination Products/Drug Delivery
Asia Pacific

Cardiovascular
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CHANNEL FOLLOWING

FOLLOW ALL

UNFOLLOW ALL

FOLLOWING

FOLLOWING

FOLLOWING

FOLLOWING

3 MOVE

NOT FOLLOWING

REGISTER create an accourng
you will automatically be
prompted to set up My View for
your chosen publication.

CHOOQOSHhe topics you want to
follow by clicking on the NOT
FOLLOWING button next to
your chosen topic.

CHANGIHEhe order of topics
you see on your My View page
by clicking anywhere in the
topic line of a topic you are
following, and dragging and
dropping the topic to your
chosen location.
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Set Up and Editing: Getting Started

If you are already registered and have not set up My View, here is how you can get started. You must be logged in lh@gccess t

features.

Note: You cannot set topics across multiple publications. To set or change topics for another publication, first navightg to
publication, then back to any My View set up option to complete your selections.

TAGS: Legal Issues | Manufacturing | Quality

ASK THE ANALYST MY VIEW X

Edit 2 MENU

Add your favourite topics for guick

Dr. Reddy’s Under Fire From German
Regulator; Has Risk Of Class Action Suit

11 Aug 2017 | ANALYSIS

aCCess

LATEST NEWS &
ANALYSIS

by Anju Ghangurde

anju.ghangurde@informa.com

{@ScripAnjuG

POLICY &
REGULATION

Executive Summary Review Pathways

Dr. Reddy’s compliance woes hit a new low, with the German regulator stopping supplies to the

Drug Safety

| Featured

Legislation

7
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clicking the My View button at the

top of any page will take you to

the My View set up page

You can also set up My View via
the Edit link in the menu

NOTE: you can also access your
My View menu at any time via
My Account
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Set Up and Editing: Changing your Selections

There are a few ways to navigate to the My View set up page in order to update or rearrange your topics. You must betmgged |
access these features.

Note: You cannot set topics across multiple publications. To set or change topics for another publication, first navightg to
publication, then back to any My View set up option to complete your selections.

My View Page = 1) Ifyou are already on the My
View Page, you can change

Your My View page shows vou content in the topics vo. .ected, in order of importance to you. You can edit this display at any time by clicking “Edit your selections by CIiCking on

My View”. Use the icons on the upper right to change from a grid view to a list view. To return to the Pink Sheet homepage, click on the Pink Sheet Edit My View

logo in the upper left of the screen.

2 The Menu of each publication
will show you the topics you
are following and clicking Edit
takes you to the My View
selection page.

My Legal and IP

SEE ALL LEGAL AND IP l EDIT MY VIEW '

~ Dr. Reddy’s Under Fire From German Regulato A5 RiskeQf Class Action Suit

By Aniu Ghanmurde

MY VIEW
=e (2 NOTE: You can also access the
Legal and IP - My View selection page via My
Account

Clinical Trials and REI]

Consumer Drugs

LATEST NEWS &
ANALYSIS

POLICY &
REGULATION
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Set Up and Editing: Navigation

You must be logged in to access My View.

Click on the My View button to see your selected topics and articles. To return to the publication

In the upper left.

:

Pharma intelligence

Medtech Insight o Search the site
2

concept
clinic

Learn more
MENU

TAGS: Quality Control = Compliance = Quality

ASK THE ANALYST © EMAIL [

[t}

Quality Replay: Device History Record
‘Oversights’ A Clear Path To Quality

Troubles, FDA Says

17 Aug 2017~ ANALYSIS

by Shawn M. Schmitt

@MedtechShawn shawn.schmitt@informa.com

Executive Summary

From our digital archives: Manufacturers are overlooking various key elements that should be
included in device history records, including up-to-date labels, dates of product manufacture and

missing signatures on documents, US FDA says. Because DHRs touch virtually every part of a firm’s
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PRINT )

Other Publications: Pink Sheet | Scrip | In Vivo | Rose Sheet

Hi, FullAllPubs & My Account «| Ssign Out

BOOKMARK |/ SHARE (7]

Topics
DEVICE AREAS
> Quality Control

SUBJECTS

> Compliance
> Quality

INDUSTRIES

> Medical Device

Related Companies

» Thoratec Corp.

> Banxter International Inc.

Homepage, simplyndilbgon

1 The My View button appears at
the top of every page. If you have
already set up My View, it will
take you to your My View Page.
Otherwise, it will take you to the
My View set up page.

2V / tAO0O1TAY3 2y (KS
logo will return you to the main
homepage
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Using My View: Grid View or List View?

You have two choices for displaying your My View articles

Medtech Insight L = VIEW NOW >

My View Page ‘

Your My View page shows you content in the topics vou selected, in order of importance to vou. You can edit this display at any time by clicking “Edit
My View”. Use the icons on the upper right to change from a grid view to a list view. To return to the Pink Sheet homepage, click on the Pink Sheet
logo in the upper left of the screen.

My Clinical Trials and R&D =T

15 Aug 2017 | HNEWS BOOKMAR

Pharma Calls For Practical Advice On Using Risk-Based
Approach To Trials in EU

By Vibha Sharma

The pharmaceutical industry and other stakeholders are calling for practical advice on ha

Clinical Trials | Safety | Regulation

15 Aug 2017 | OPINION = 11 Aug 2017 | NEWS ] Commercial Capsules:
Autoimmune Positioning; Sanc

Medically Senseless: Why EU Keeping Track Of CRLs: US FDA

Pediatric Investigation Plans Again Faults Bausch + Lomb

Should be Abandoned Manufacturing

By By Bridget Silverman English PrEP Study To Use
Most clinical trials required under EU pediatric 4 look at recent developments tracked by the Generic Version Of Gilead's
investigation plans are medically senseless, and Complete Response Letters chart on the Pink

mary cause harm to patients, argues consultant Sheet’s US FDA Performance Tracker.

Klaus Rose. This is a challenge not only for the
pharmaceutical industry but for regulators and

wider sociery as well I(eeping Track: US FDA App D
Of Mavyret, |dhifa, Vyxeos

. Grid Viewshows you the most

recent news front and center.
Older stories take up less space.

List Viewshows you your
articles in a compact list,
complete with featured images
and summary for each article
for ease of scanning.
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