lvonl

Vol. 12 No. 10

http://e-ditionsbyfry.com/Olive/ODE/RDD/PrintPagesView.htm

et
Advanlage www.dddmag.com

Business Media

STRATEGIES & TECHNOLOGIES DRIVING DRUG DISCOVERY TO MARKET

Il COVER STORY
14 SIMPLIFYING SAMPLE AND COMPOUND MANAGEMENT

M CELL-BASED TECHNOLOGIES
18 GO WITH THE FLOW

Advances increase flow cytometry visibility.

Il DRUG SAFETY
22 TOX TESTING MARCHES TO A NEW BEAT
Cell-based in vitro toxicity testing methods add new cells,
new endpoints.

B INSTRUMENTATION
24 DIGITAL DECISIONS

Digital pathology makes tissue analysis easier.

B GENOMICS & PROTEOMICS
28 BOTTOM-UP OR TOP-DOWN?
New discovery approaches improve the stream of
biomarker candidates.

B DRUG DEVELOPMENT
32 2020: A NEW DRUG DELIVERY LANDSCAPE
Delivery decisions will be pushed earlier in the
development process.

B HOW IT WORKS
34 TRANSDERMAL DRUG DELIVERY
Hollow microstructured transdermal system
Delivery via iontophoresis
Large molecules cross the transdermal barrier

M INFORMATICS
37 BUILDING ISR CONFIDENCE
LIMS can help researchers reanalyze and reproduce
bioanalytical assays.

B DEPARTMENTS
6 Editorial

8 Policy & Projections
A Shot in The Wallet

10 New Technologies

12 Technology Advances
Paths to Purifying RMA

39 Editorial Index

40 Drug Pipeline
Cardiac Disease

READ STORY b

READ STORY b

READ STORY p

READ STORY p

READ STORY p

READ STORY p

READ STORY p
READ STORY b
READ STORY p

READ STORY p

READ STORY p

READ STORY b
READ STORY p

READ STORY p

READ STORY p

04.01.2010 16:36



lvonl

OW IT WOR

http://e-ditionsbyfry.com/Olive/ODE/RDD/PrintPagesView.htm

Large Molecules Cross The Transdermal Barrier

Christof Béhler, CEO
Pantec Biosolutions AG
Ruggell, Liechtenstein

Unitil recently, transdermal patches were only useful for small melecule
therapies because of the inability of larger molecules (such as proteins)
to passively cross through the outer skin layers and reach the capillaries
in the dermis. To improve the situation, Liechtenstein-based Pantec Bio-
solutions has developed a technology, now in clinical trials, to allow trans-
dermal delivery of larger molecules. PLEAS.E. (Fainless Laser Epidermnal
Systemn) is a laser-powered system consisting of a handheld device that
causes painless controlled microporation of the epidermis to fadlitate
intraepidermal drug delivery of low- and high-molecular weight drugs.
The method is designed for self application, is easy to use and painless
for the patients.

FLEASE. uses a 2940-nm range laser to areate an aray of micropores
in a predefined area of the skin. Pulsed laser energy causes the water
contained in the outer layer of the skin to superheat within a few micro-
seconds and evaporate. The laser pulses also cause the desiccated tissue
to be deared from the area with only minimal heating of surrounding tis-
sue. The unit functions with a predetermined set of operating parameters
—pulse width, energy density, and repetition rate—and the laser light is

\
Economical plastic chambers start at $8/9

Dozens of standard enclosures

+ Acrylic + Polycarbonate
+ Dissipative PVC * Stainless Steel
+ Polypropylene + More!

Mix and match standard process controls for
+ Temp. (-40° to 300°C)  » Vacuum
+ Fume removal + Highflow humidity
+ Particle fileration + Static contrel
* Process gas generation & mixing

TERRA

ERSAL.COM
Critical Environment Solutions

36n MNovember,/December

The handheld P.L.E.A.S.E. device for microporation of the skin. (Source: Pantec
Biosolutions AG)

deflected by a scanner miror allowing different array shapes. The dose
delivered from the subsequently applied drug patch can be controlled by
the design of the array within a range from 1 to 5000 migopores. The
microperes generated by this process are controlled so that they do not
penetrate to the dermis and are the optimal “top hat” shape for best use
with transdermal delivery. The whole process guarantees fast, convenient
rricroperation without calbonisation and thermal damage of the suround-
ing tissue. Clinical results from a skin tolerability study also demonstrate that
the process is painless.” Once microporated, the skin is ready for applica-
tion of the patch for either local or systemic drug delivery.

Pantec Biosolutions' first targeted therapy is for in vitro fertilization
(IWF). The current therapies rely on multiple injections of triptorelin (a
GnRH superagonist) and FSH (follicle-stimulating hormone) in prepa-
ration for fertilization and progesterone after the implantation of the
fertilized oocyte. To this end, Pantec has developed a triptorelin patch.

A decapeptide (molecular weight: 1311 Da), triptorelin cannot normally
diffuse passively across skin. A Phase 1 trial of this patch in conjunction
with PLEAS.E. has shown it to be effective and safe? The triptorelin
patch was applied to the forearm of healthy male volunteers after micro-
pores were created with the PLEAS.E. device. The mean concentration
of triptorelin was 7 times higher compared to the currently administered
injections, meaning that the dose can be lowered in upcoming pharma-
codynamic studies. Triptorelin is the first of two patches currently in devel-
opment. Pantec Biosolutions also has a stable FSH (follicle-stimulating
hormone, melecular weight: 22 kDa) patch in clinical development. Ulti-
mately, Pantec is confident that these patches will become an accepted
alternative for IWF patients, repladng 40-70 cumbersome and painful
injections. m

Dr. Chiistof Béhler, CEQ of Pantec Biosolutions has a PhD in

chemistry from ETH Zurich and an executive degree in international
management from UBC Vancouver, Dr. Christof Béhler, CEO of Pantec
Biosolutions has a PhD in chemistry from ETH Zurich and an executive
degree in international management from UBC Vancouver,

References
1. Wilhelm D. Clinical study report, Proderm, March 22, 2007.
2. Timmer W. Clinical study report, CRS Mannheim, August 06, 2009.

www. dddmag. com

04.01.2010 16:35



