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SPEAKERS

Gwen Wise-Blackman,

Principal Consultant, Gwen Wise-Blackman Consulting, LLC

Gwen Wise-Blackman, Ph.D., has 20 years of combined experience in Cell-Based Assays and Quality Systems. She has worked at DuPont Pharmaceuticals,
Catalent Pharma Solutions (formerly Magellan Laboratories and Cardinal Health), and Salix Pharmaceuticals. She is currently Principal Consultant at Gwen
Wise-Blackman Consulting. Her career focus has been in High-Throughput Screening, Cell-Based Assay Method Development and Validation, and Quality
Assurance. Gwen has a Bachelor of Science degree in biology from M.I.T and a PhD in Pharmacology from UVa. She is a member of ASQ and AAPS.

COURSE DESCRIPTION
Stem cells harness the power to differentiate into numerous cells upon stimulation. This has led
to their wide exploration across all of medicine, including high risk diseases. Of course, significant
scientific breakthroughs in the use of stem cells to prevent, diagnose, and treat numerous
diseases has caused numerous start-up companies to form. Despite, such promise, the FDA has
yet to approve stem cell therapies for a wide range of diseases, except cord blood-derived
hematopoietic progenitor cells for certain indications.
This tutorial will provide an historical context for the use of stem cells in medicine, where the field
has been and where it is going.

It will also provide the few examples of FDA approved use of stem cells in
medicine and what is needed for the field to progress. For example, in 2006, the
U.S. FDA implemented regulations governing the use of human cells, tissues,
and cellular and tissue-based products in humans including bone, ligament, skin,
dura mater, stem cells, cartilage cells, and various other cellular and
tissue-based products. Currently, there is an ongoing debate in industry on how
such therapies should be regulated, in particular by the FDA or under the practice
of medicine, under federal law or state law, and as drugs or simply biologics.
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LEARNING OBJECTIVES
Upon completing this course participants should have an understanding of:






The drug and biological approval process



Fundamentals of stem cells
What is all the excitement about



Regenerative products as medical devices



How to control stem cell differentiation



How to design appropriate clinical trials



Sources of stem cells



Applicable good manufacturing and good laboratory practices



Incorporating stem cells into biomaterials



Product labeling, marketing and advertising



Avoiding immune system clearance of stem cells



FDA and other federal agency enforcement action

FDA regulatory approvals for the use of stem cells in medicine



Future thoughts on approaches for regulatory approval of stem cell technologies



Currently approved use of stem cells in medicine



Remaining hurdles



FDA guidance documents for stem cell technologies



Outlook for new technologies



Global approval of stem cell technologies



How the FDA regulates regenerative treatments and therapies



The use of human cells, tissues, and cellular and tissue-based product criteria
and “Minimal Manipulation Standard”

AGENDA
Day One (8:30 AM – 4:30 PM)

Day Two (8:30 AM – 4:30 PM)

Registration Process: 8:30 AM – 9:00 AM



Session Start Time: 9:00 AM




FDA regulatory approvals for the use of stem cells in medicine
(continued)


How the FDA regulates regenerative treatments and therapies



The use of human cells, tissues, and cellular and tissue-based product

How to control stem cell differentiation



The drug and biological approval process



Sources of stem cells



Regenerative products as medical devices



Incorporating stem cells into biomaterials



How to design appropriate clinical trials



Avoiding immune system clearance of stem cells



Applicable good manufacturing and good laboratory practices



Research examples pre-clinical approval



Product labeling, marketing and advertising



Research examples post-clinical approval



FDA and other federal agency enforcement action

Fundamentals of stem cells


Definitions



What is all the excitement about



criteria and “Minimal Manipulation Standard”

FDA regulatory approvals for the use of stem cells in medicine


Currently approved use of stem cells in medicine



FDA guidance documents for stem cell technologies





Global approval of stem cell technologies


Future thoughts on approaches for regulatory approval of stem cell
technologies


Remaining hurdles



Outlook for new technologies



Strategies for commercializing stem cell technologies

Questions

WHO WILL BENEFIT
This course is designed for professionals in stem cell, biotech, pharmaceutical and animal drug companies, veterinary hospitals and clinics. The
following personnel will find this session valuable:


Senior quality managers



Quality engineers



Quality professionals



Quality auditors



Regulatory professionals



Document control specialists



Compliance professionals



Record retention specialists



Production supervisors



Medical affairs



Manufacturing engineers



Legal professionals



Production engineers



Financial advisors and institutional investors



Design engineers



Patent lawyers



Labelers and private labelers



Graduate students



Contract manufacturers



Academic faculty and professors



Importers and custom agents



Clinicians



U.S. agents of foreign corporations



Entrepreneurs



Process owners
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......................

Registration Form ................................................................................................

Registration Information:






Register Online. Use your American Express, Visa or MasterCard.
Get your group to attend the seminar at a discounted price call +1-888-717-2436.
Call Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or Fax your PO: 650-565-8542.
Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline
(MetricStream, Inc), 2479 East Bayshore Road, Suite 260, Palo Alto, CA 94303.
Please fill this form with attendee details and payment details and fax it to 650-565-8542

Terms & Conditions
Your Registration for the seminar is subject to following terms and conditions. If you need any clarification before registering for this seminar
please call us @ Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or email us @ customercare@complianceonline.com
Cancellations and Substitutions
Written cancellations through fax or email (from the person who has registered for this conference) received at least 10 calendar days prior to the start date of the event will
receive a refund — less a $300 administration fee. No cancellations will be accepted — nor refunds issued — within 10 calendar days from the start date of the event. On
request by email or fax (before the seminar) a credit for the amount paid minus administration fees ($300) will be transferred to any future ComplianceOnline event and a
credit note will be issued. Substitutions may be made at any time. No-shows will be charged the full amount. We discourage onsite registrations, however if you wish to
register onsite payment to happen through credit card immediately or check to be submitted onsite. Conference material will be given on the spot if it is available after
distributing to other attendees. In case it is not available we will send the material after the conference is over. In the event ComplianceOnline cancels the seminar,
ComplianceOnline is not responsible for any airfare, hotel, other costs or losses incurred by registrants. Some topics and speakers may be subject to change without notice.

FDA's Regulation of Regenerative Medicine including Stem Cell Treatments,
Seminar Topic: ................................................................................................................................................................................................................................................
Tissue Engineering and Gene Therapies
..............................................................................................................................................................................................................................................

Date & Location: ...............................................................................................................................................................................................................................................
Attendee Details:

Name

Title

Email

Attendee 1
Attendee 2
Attendee 3
Attendee 4
Email address (so you can receive order acknowledgements, updated news, product information and special offers)

Company Information

Payment Options

Organization .......................................................................................

Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)

............................................................................................................

Charge to:

Visa

MasterCard

American Express

Address ..............................................................................................

Credit card no. ...................................................................................................................

............................................................................................................

Expiration date ...................................................................................................................

City .....................................................................................................
State .............................................................. Zip...............................

Total amount $ ...................................................................................................................
Signature ...........................................................................................................................
(Signature required on credit card and bill-me orders.)

Country ...............................................................................................

Print name..........................................................................................................................

Phone ........................................... Fax ..............................................

Bill me/my company $ ..................................................................................................
Purchase order # ...............................................................................................................
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to 650-565-8542
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