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Hello and welcome. My name is Mark Middleton and it is my great pleasure to welcome you to our eSeminar.

You probably are already aware that Adobe PDF is a critical standard in the industry. Over ten years ago, the FDA and government regulatory bodies around the world standardized on the PDF format for drug submissions.

Adobe is active and working with regulators around the world. Today, especially considering recent plans announced by the current administration, we expect to see a boom in electronic health records and PDF is a natural fit.

In the next few minutes, I’ll discuss Adobe’s role in the life science market from a historic perspective and provide insight on how Adobe can help you save money or accelerate various processes as you look to the future.

Joining me today is Rick Borstein. Both of us are Business Development Managers and one of our areas of focus is the life sciences.

OK, let’s get started.
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Our agenda is simple today.
First, we’ll have a few slides which discuss some history and background information, particularly in regards to using Acrobat in a regulated submission.
Next, we’ll have a few slides covering the Acrobat 9 product line and a feature comparison.
This will help you understand which Acrobat product is right for you.
After that, it will be all demo. Rick will serve you well, here.
We’ll have a closing poll and follow that up with a chat-based Q&A session where you post questions to us.

However, before we get started, we’d like to get a little bit of information from you.

Rick, will you open the poll?
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Thanks for sharing that information with us.
We will be covering a lot of information during today’s session.
One resource that is available to you is Rick Borstein’s blog.
It’s at www.adobe.com/go/acrolife
There you’ll find a number of articles related to the use of Acrobat in the life sciences.
You can also download a copy of today’s slides from the blog. In the future, just visit the “News and Events” section to download slides and materials from all of our eSeminars.
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Because Adobe has been involved in the life sciences for so many years, we’ve seen a lot of common needs across the industry.

[ builds all three]

Getting a new drug or device to market safely, as quickly as possible, is top of mind for all customers. Yet, we often do not see customers make use of the tools the already have– like Acrobat– to speed document review. 

According to industry research, only about 1 out of every 10,000 compounds that are in R&D make it to the marketplace. With some much on the line in getting to market first, legal challenges to our discoveries can cost millions of dollars. In the life science industry, it’s important to be able to prove what you discovered and when you discovered it, so your claim is solid and defensible.
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So, how can Adobe help with all of this? And why PDF?

One compelling reason to trust Adobe is that PDF is an ISO standard. That’s your assurance that PDF is something you can rely on from an entire ecosystem, not just a single vendor.

By using PDF more, you can print less which saves you money and helps you go green.

PDF helps you move from expensive paper-based processes to digital processes.

We can help you leverage what you already have . . .  a pre-installed footprint of Adobe products. You’ve already deployed our free Adobe Reader and have a big footprint of our full Acrobat products, too. Adobe’s Reader and Adobe Flash are installed ubiquitously just about everywhere. 
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Next, let’s talk about another way to reduce paper consumption that helps people work better together.

People spend endless cycles printing and reviewing documents. Or, email is used, but little tracking is available.

Acrobat can help you extend review processes to anybody using the free Adobe Reader. If you have Acrobat Pro, you can use your PDF superpowers to enable any Adobe Reader user to add sticky notes, highlight text, suggest text changes, and add markups and stamps to documents.

Even better, everyone that is part of the review can respond to each other comments– in real time– so that true conversation takes place. 

Our desktop Acrobat product allows you to track the progress of the review to see who has responded and who hasn’t.

Adobe also offers server-based tools which leverage desktop acrobat such as our Review and Approval accelerator, part of our Livecycle suite of server products. Using this set of tools, you can securely review and approve documents with predefined workflows in a highly auditable manner.
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Reducing paper is great, but you need to do so in a manner which is regulatory-acceptable.

Our solution here is our support for industry standard SAFE– Signature are for Everyone– digital signatures.

SAFE is a not-for-profit industry organization. In a nutshell, here’s what SAFE does:
Offer the technical architecture and credentialing services so that digital signatures are truly tied to individuals. They just work.
SAFE also validates products– such as Adobe Acrobat Reader, Standard and Pro, so that they are compatible with the standard.
Provide a bridge infrastructure so that industry and regulators can validate signatures really easily.
And, the SAFE infrastructure also ties to the US Federal digital signature network so that US agencies like the Patent office can validate digital signatures.
That’s important because your digital signature can help protect your intellectual property.
One huge benefit is that regulators can validate your important documents in their office. They do not have to go to your site to validate your documents. That can reduce time to market.
Safe also provides the business framework for member organizations which requires all SAFE members to accept signatures from others in the network. That makes SAFE signatures acceptable to your legal department and protects you. And, it lets you work with many other organizations such as Contract Research Organizations, and more.

Now, before we get too far ahead of ourselves, I think we should talk about some PDF history and also where we might go in the future.

Rick?

Presenter
Presentation Notes
Rick

Thanks, Mark.

As you might know, back in 1999, FDA’s CBER and CDER divisions authored guidance which specified the PDF 1.4 specification as the target format.  To date, thousands of submissions representing millions of pages have been filed.
It is important to understand the version of PDF and the version of Acrobat are not directly related. 
For example, Acrobat 9– the latest version– can make an Acrobat 5-level file to meet agency guidelines. 
We will show you some tips and tricks for changing PDF versions
Despite nearly ten years of electronic submissions, today only 15% are fully electronic.
In agency’s last five-year-plan, we saw that regulators are setting the stage to demand fully electronic submissions by 2012.
To get there, we will need to make full use of digital signatures which will allow us to move from paper-based “wet” signature workflows to fully electronic ones. Later, I’ll discuss some of the cost savings that are possible.
One thing holding back industry is that the PDF 1.4 specification has limited digital signature capabilities.
The agency recognizes this The digitally signable documents available from the agency today such as 1572 forms, are the PDF 1.7 version.
The FDA currently review your submitted documents using Acrobat 8, although there are a few departments that might still be on Acrobat 7.
Government agencies like standards and a key development from early 2007 was that Adobe’s version of PDF 1.7 was accepted by the International Standards Organization (ISO) as a new ISO standard. This specification is referred to as ISO 32000. 
We feel the publishing of this new ISO standard will hasten acceptance by agencies around the world.
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Our customers often ask us . . . What is the difference between Reader and the various “flavors” of Acrobat.

We’ve put this chart together to help you.

Adobe Reader is Adobe’s free PDF viewer and it allows you to view, print, and search PDF documents.
What many people don’t know, is that Adobe Reader is– in a way– Acrobat Standard “lite”.
Additional features– such as the ability to save data in a form or comment on a file– may be enabled by “full” versions of Acrobat.

Acrobat Standard allows you to create PDF– using the AdobePDF print driver- or using the 1-button PDF Makers installed into Office applications
Using Standard, you can easily combine several different types of documents to create PDF Binders or PDF Portfolios.
Acrobat Standard allows you to split PDF documents into smaller chunks, and insert, delete or move pages as needed
Acrobat Standard allows you to add a unified set of headers and footers to document, or apply a watermark– such as the word “Confidential” across all of the pages in your file.
Acrobat Standard can also apply security– such as a password– and remove Metadata to make “safe to send” files.
The new Apply Multiple function in Acrobat Standard allows you to perform a single operation across multiple files. Need to add a header or footer across a hundred PDFs? No problem.
Using OCR– that’s Optical Character Recognition, Acrobat Standard can unlock image-only PDF documents from scanners and digital copiers and make them full searchable. Once OCR’d, you can even save a document back to Word or other editable format.
The big news with Acrobat 9 Standard is that you can now create, edit and Reader-enable forms. If you have Acrobat Standard, you have some PDF superpowers. You can “bless” a form so that someone with just the free Adobe Reader can save data locally.
This was previously the domain of Acrobat Pro only, but now Standard users are form authors, too.
Now, Acrobat Standard costs $299 and Acrobat Pro cost $449? Why would you pay more? Well here’s why . . .

Acrobat Pro
Acrobat Pro offers advanced capabilities when creating PDF Portfolios, a  digital container file based on PDF. The additional layouts included with Acrobat Pro you to create engaging experiences.
If you want to compare two PDFs, you’ll also need Acrobat Pro. Using document comparison, you can quickly detect changes in documents and prevent mistakes.
Acrobat Pro includes LiveCycle Designer, a professional, enterprise-class form authoring tool. If you want to create advanced, dynamic forms, that’s the ticket for you.
Acrobat Pro offers a Preflight feature which offers a number PDF fix-up operations such as the ability to embed missing fonts– a requirement for many types of regulatory filings– and the ability to check for adherence to standards.
Acrobat Pro can Reader-enable a PDF for review and comment. That allows you to extend document review to anybody inside or outside the firewall who may only have the free Adobe Reader.
Redaction– the permanent deletion of sensitive information– and Bates Numbering– a legal specific feature-- are only available in Acrobat Pro. 
If you regularly work with lots of PDF documents, Acrobat Pro’s Batch Processing feature allows you to run multiple operations across files. For example, you could OCR, Reduce File Size, apply a watermark and secure many files all at once.

Acrobat Pro Extended is the new top of the line. 
Using it Acrobat Pro Extended, you can convert about forty different 3D file formats to compact 3D models embedded in a PDF. This allows you to shared 3D documents with anybody using the free Adobe Reader. Anybody can now view, spin around and comment on 3D data.
Acrobat 9 Pro Extended also support Geographic Information System (that’s GIS) Mapping. This feature allows you to work with maps in new ways so you can measure distance and calculate area accurately.
Previously, I mentioned that the entire Acrobat product line can now play back Flash content natively. Using Acrobat Pro Extended, you can convert video to compact Flash Video for playback by anyone..
Lastly, Acrobat Pro Extended include a PowerPoint plug-in called Adobe Presenter which converts narration and animation in a PowerPoint file to a Flash-enabled eLearning tools. This allows you to create great training content using Acrobat.

Next,  these are al great features, but  regulatory requirements are always top of mind. Rick will discuss that next.
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Thanks, Mark.
As a lead in to our demonstration, I wanted to quickly review key agency requirements for electronic submissions in the PDF format.
Most importantly, fonts should be embedded. The one exception to that is for double-byte languages like Chinese, Japanese and Korean. The large size of the complete font sets would make for very large files.
Images must be losslessly embedded.
For scanned documents containing text, the text needs to be searchable. Acrobat can add a searchable layer of text using its built-in OCR engine.
If your documents are not bookmarked, you could run into trouble. 
Bookmarks act as a table of contents to the document hastening the review process.
The agency requires– also– that the initial view of the documents be set to Bookmarks Panel open.
Links are also a requirement for cross references and hyperlinks within the document.
CDER and CBER differ on the appearance they prefer for the links. 
OK, let’s see how to set up for all this in Acrobat.
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Ok, enough taking about all this new stuff.
Let’s show the new features.
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The web resources listed here offer additional information which you will find helpful.
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Open the Sticky Notes to read the slide narrative.
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What we’ll cover . . .

• Slides
• Regulatory Topics

• Acrobat Product Line

• Feature Comparison

• Demonstration

• Q&A
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Because we care . . .

Visit Rick’s Acrolaw Blog
[ Your brain will thank you! ]

www.adobe.com/go/acrolife

Instructive Articles
Lots of screen shots
Copy of these slides
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What we’re hearing from our Life Science customers . . .

4

How can I accelerate review and 
approval cycles and minimize 
regulatory delays?

How can I reduce IT costs and  
go green”?

How can I reduce the risk of legal 
challenges to our important 
discoveries?

“
”

“ ”
“

”
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How Adobe can help . . .
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PDF is an ISO Standard and the 
regulatory format of choice

Print less, use PDF more to save 
on printing and consumables

Leverage ubiquity of PDF and 
Flash which are installed on 90% 
and 98% of PCs

Use digital processes for data 
collection and commenting
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Review Regulatory and Marketing Documents 

Business Challenge
Reduce paper by 
securely reviewing 
documents together, as 
a team so that you 
know if the work has 
been done.

Value
• Reduce consumable 

costs

• Bridge gap for 
reviewers & vendors

• Know when people 
reviewed document

Adobe Solution
• Use the free Adobe 

Reader

How it Works
• Documents to PDF

• Review and annotate

• Use Review Tracker

• Adobe Review and 
Approval Accelerator 
for LiveCycle

Review Documents 
Electronically
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Digitally Sign Documents, Avoid Paper, and Save Money

Business Challenge
• Get away from 

expensive paper-
based signature

Value
• Prevent on-site 

document audits

• Accelerate processes

• Protect important 
discoveries

Adobe Solution
• SAFE digital 

signatures
• Accepted by the FDA & 

Industry

• Acrobat is Safe-certified

How it Works
• Digitally sign 

documents with 
Acrobat

• Signature fields

• Digitally sign on the fly

• Package up and sign a 
group of documents

SAFE– Signature 
are for Everyone
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PDF and Regulatory Agencies: Background

 Adobe History with FDA

 1999 CBER & CDER establish joint 
guidance for industry

 Selected PDF 1.4 (Acrobat 5 version) 
as primary electronic submission 
format

 1700+ submissions
Millions of pages

 PDF Version ≠ Acrobat Version

 Electronic Submissions Today

 Only 15% are fully electronic

 In the future . . .

 Digital Signatures

 Support for ISO 32000 (PDF 1.7)
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Acrobat 9 Product Features

Video Conversion to Flash | Adobe Presenter Plug-in for PPT

3D Creation & Manipulation | GIS Maps

Redaction | Bates Numbering | Batch Sequences

Preflight for Standards  | Reader Enable for Commenting

Create Dynamic Forms using LiveCycle Designer

More Portfolio Templates | Document Comparison

Save to Word or Excel  |  Forms Creation & Reader Enablement

Security | Remove Metadata | Apply Multiple | OCR 

Combine to PDF | Split, Insert, Delete Pages | Headers & Watermarks

Adobe PDF Print Driver | PDF Makers for Office Applications

View, Print, Search PDF

Standard ProReader
Pro

Extended
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Requirements for Regulatory Acceptable PDF

 Fonts

 All fonts must be embedded

 Except double-byte characters
(Chinese, Japanese or Korean)

 Images

 Black and White

 CCITT G4

 Grayscale & Color 

 Lossless ZIP Compression

 Scanned Documents

 Must be text searchable (OCR’d)

 Bookmarks
 Bookmarks to Major Headings

 Initial view of page set to 
Bookmarks Panel and Page

 Links
 Cross References

 Hyperlinks

 Appearance of Links

 CDER

 CBER
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Acrobat 9 
Demonstration
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Resources

 Rick’s AcroLife Blog
http://www.adobe.com/go/acrolife

 Free Acrobat 9 Trial Software 
(Pro or Pro Extended)
http://www.adobe.com/tryacrobat

 Main Acrobat Page on Adobe’s Website
http://www.adobe.com/acrobat/ 

 Adobe Life Sciences Solutions Page
http://www.adobe.com/lifesciences/

 Enterprise Deployment Resources
http://www.adobe.com/products/acrobat/solutions/it/
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