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Wednesday, April 10

7:15 AM Registration and Morning Coffee

7:45-7:55 am Welcome Remarks from Conference Producer

7:55-8:00 Chairperson’s Opening Remarks

»»8:00-8:30 Keynote Presentation:  
The Sample – Often Forgotten, but Critical  
to The Result

Catherine A. Hammett-Stabler, Ph.D., DABCC, FACB, Professor 
of Pathology and Laboratory Medicine; Director, Core Laboratory 
McLendon Clinical Laboratories
When developing a new test we typically spend a great deal of time 
and effort optimizing the analytical portion. We need to spend just 
as much time validating and optimizing the sample. All too often this 
critical component is neglected. This session will discuss the many 
issues such as collection, processing, and storage that contribute to 
sample characteristics and dramatically impact your results.

Tissue as a Sample for Nucleic 	
Acid Testing and Omics Research

8:30-9:00 Tissue Samples for Genomic Analysis: RNA 
Sequence analysis of tissue samples preserved in 
PAXgene Tissue Fixative and RNAStable Dry Storage
Kristin Ardlie, Ph.D., Director, Biological Samples Platform, The Broad 
Institute
The Genotype Tissue Expression Project (GTEx) project aims to study 
human gene expression and regulation in multiple tissues to provide 
insight into the mechanisms of gene regulation.  The collection 
of tissues (~30 per donor) and the preservation of RNA presents 
a unique challenge for the project, since all tissues are obtained 
from recently deceased donors. The PAXgene® Tissue System was 
implemented to allow for greater flexibility at both the collection sites 
and for shipping to processing and analysis centers. Data on histology, 
RNA quality, and RNA sequence data analysis from these samples will 
be presented.

9:00-9:30 Current National Guidelines for Creating High 
Quality Tissue Biospecimens
James Robb, M.D., FCAP SAIC-Frederick Consulting Pathologist to the 
National Cancer Institute, NIH, HHS
Evidence-based national guidelines for creating high quality tissue 
biospecimens for clinically-applicable genomic testing for patient 
treatment, such as the CAP-ASCO breast cancer biomarker guidelines, 
have recently become available. Included topics are: annotating, 
collecting, transporting, processing, testing, storing, distributing, 
and post-distribution return of tissue biospecimens. Key points: Cold 
Ischemia Time <60 min (<20 min optimal) and Total Time In Formalin 
(6-72 hours). Areas of ongoing discussion and field experience from 
high quality tissue collection research programs will be discussed.

9:30-10:30 Comparison of Methods for Sponsored by	
Preserving Morphological, Molecular, and 	
Protein Biomarkers in Tissue 	
Lynne Rainen, Ph.D., Scientific Director, PreAnalytiX GmbH
Current fixation methods used in traditional histology to prepare tissue 
specimens for morphological analysis are of limited use for molecular 
analysis. Formalin fixatives crosslink biomolecules, destroying or 
modifying nucleic acids and proteins during the fixation process. In 
contrast, snap-freezing in liquid nitrogen preserves biomolecules 
but ultimately leads to disruption of morphological structures.  This 
workshop will compare results of molecular, histological, and protein 
analyses obtained with formalin fixation and snap-freezing, to a new 
non-formalin fixative, the PAXgene® Tissue System.

10:00-11:30 Coffee Break with Exhibit 	
and Poster Viewing

10:30-11:00 First Do No Harm: Innovative Tissue Print 
Technologies for Collecting High Quality Snap-Frozen 
Samples for Research without Compromising the 
Diagnostic Specimen
Sandra M. Gaston, Ph.D., Director, Molecular Biomarkers Research 
Laboratory, Department of Pathology and Laboratory Medicine, Tufts 
Medical Center Assistant Professor of Pathology, Tufts University 
School of Medicine
Most human tissue samples obtained from clinical biopsy and surgical 
resections are only secondarily considered as research specimens, 
and any plan to collect tissue for research must put first priority on 
patient care. Our group has developed a set of tissue print micropeel 
technologies that offer an innovative and practical approach to 
obtaining high quality RNA and DNA from biopsies and other “high 
value” specimens without compromising pathology diagnosis. 
Application of these technologies for cancer biomarker discovery will 
be discussed.

11:00-11:30 A Quantitative Proteomic Analysis of FFPE 
Patient Melanoma
Nathan L Avaritt Department of Biochemistry, University of Arkansas 
for Medical Sciences
Molecular pathways regulating melanoma initiation and progression 
are potential targets of therapeutic development for this aggressive 
cancer. We present the most comprehensive analysis of formalin-
fixed paraffin-embedded human melanoma tissues using quantitative 
proteomics. Our results reveal that molecular pathways involved with 
tumor cell proliferation, motility, and apoptosis are  
mis-regulated in melanoma. These data provide the most 
comprehensive proteome resource on patient melanoma and reveal 
insight into the molecular mechanisms driving melanoma progression.

11:30-12:00 pm Sample Prep Comparison for NGS Profiling 
of FFPE and Fresh Frozen Tumor Samples
Brandon Young, Director of the Genomics and Cell-Based Screening 
Cores of Scripps Florida
Archival samples preserved in FFPE present a difficult challenge 
due to sample degradation. Due to the nature of Next Generation 
Sequencing that relies on data generated from short reads the 
degradation is no longer the factor it once was.  Utilizing Nugen 
protocols we can now perform NGS experiments on FFPE and Fresh 
Frozen samples. It is now possible to directly compare retrospective 
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tumor samples with new samples in a continued effort to advance 
translational genomics research on prospective patient samples.

12:00 -12:15 Rationalizing Sample Prep with 	 Sponsored by

Adaptive Focused Acoustics (AFA): Improved 	
FFPE Nucleic Acid Extraction for NGS 
William M. Skea, Ph.D., Scientist, Covaris, Inc.
AFA technology offers a versatile solution to simplify Sample Preparation 
workflows and improve bioanalytical assay performance. One example 
is extracting nucleic acids from FFPE tissues; their growing use in 
genomics and trancriptomics studies requires high quality starting 
material and a seamless integration with Next Generation Sequencing.

12:15-12:30 Exploring Applications of High Sponsored by	
Pressure in Biological Sample Preparation
Alexander Lazarev, Ph.D., Vice President, Research & Development, 
Pressure BioSciences, Inc.
Hydrostatic pressure is a significant thermodynamic parameter as 
importantas temperature. We present several examples of high 
hydrostatic pressure and pressure cycling technology (PCT) used to 
facilitate efficient and reproducible extraction of proteins, nucleic acids 
and lipids from complex biological matrices for -omics studies and 
targeted analysis.

12:30-1:55 Lunch on Your Own

1:55-2:00 Chairperson’s Remarks

Nucleic Acid Extraction and Sequencing

2:00-2:30 Nucleic Acid Extraction and Sequencing Sample 
Prep for Next-Generation Sequencing: The Story of Two 
Approaches
Jamie Platt, Ph.D., Scientific Director, Advanced Sequencing, Quest 
Diagnostics Nichols Institute

2:30-3:00 Sample Prep Consideration for Validation of NGS-
Based Clinical Tests
Corey Braastad, Ph.D., Scientific Director, Athena Diagnostics

3:00-3:30 Issues Concerning Extraction Efficiency, Methods, 
and Direct dPCR
Ross Haynes, Biological Science Technician, Biochemical Science 
Division, National Institute of Standards and Technology
Extraction of DNA from a sample is necessary in many applications, 
but leaves only a fraction of the total DNA for analysis. Liquid extraction 
methods attempt to maintain the entire DNA sample by avoiding 
washing and precipitation steps. Direct PCR methods bypass extraction 
entirely, theoretically allowing the analysis of the entire sample, but 
must overcome PCR inhibitors. Digital PCR has been shown to be less 
sensitive than qPCR to PCR inhibitors, but only because right shift of 
the amplification curve does not affect the result in digital PCR. NIST’s 
experience with direct digital PCR will be discussed.

3:30-4:00 Refreshment Break with Exhibit and Poster Viewing

4:00-4:30 Selective Enrichment of Mitochondrial DNA
Eileen Dimalanta, Ph.D., Group Leader, Applications & Product 
Development, New England Biolabs
While many mitochondrial DNA (mtDNA) mutations are benign, some 
are associated with deficiencies in mitochondrial function and result in a 
substantial proportion of mitochondrial disorders in children and adults. 
Current methods of mtDNA mutation detection rely on long range 
PCR or hybridization based capture followed by Next-Gen sequencing. 
However, homologous well-characterized mtDNA sequences in the 
nuclear genome (NUMTs) may also be amplified, complicating the 
analysis of low-level heteroplastic abnormalities. To address this problem, 
we have developed a unique method for the separation of human 
genomic DNA from mtDNA. This simple methodology can be used to 
analyze low-level mtDNA mutations from a variety of clinical samples 
in a cost-effective manner utilizing established Next-Gen sequencing 
platforms, as well as newer single molecule sequencing technologies.

4:30-5:00 Panel Discussion: Nucleic Acid Sample Prep 
Considerations for Validation of Clinical Tests
•	 Sample prep points to consider for validation of digital PCR

•	 Issues specific to validation of amplicon based NGS tests
•	 Considerations for validation of capture-based of NGS tests
•	 Validation approaches in light of current NGS guidelines
Moderator: Jamie Platt, Ph.D., Scientific Director, Advanced Sequencing, 
Quest Diagnostics Nichols Institute

5:10-6:00 Welcome Reception in the Exhibit Hall with Poster 
Viewing

6:00 Close of the day

6:00-6:15 Short Course Registration

6:15-9:00 Dinner Short Course: Guidelines for Commercial 
Launch of Novel Diagnostics*

Jorge Leon, Ph.D., President, Leomics Associates, Inc.
David Parker, Ph.D., Vice President, Boston Healthcare
This short course is focused on development of molecular 
diagnostics as they make their way from identification of a medical 
need through to commercial launch. The course will emphasize 
identification of critical hurdles that when addressed early, can 
materially accelerate progress. Vital areas to be addressed include 
disease management, validation, reimbursement strategies including 
provider engagement, regulatory pathway decisions and education 
of the medical community. Examples and case studies of diagnostic 
companies will be shared to illustrate a real world roadmap including: 
•	 Disease Management
•	 Assay Validation
•	 Regulatory Pathways 

and Considerations

•	 Reimbursement
•	 Acceptance and Adoption                 

*Separate registration required

Thursday, April 11

8:00-8:55am Breakout Discussions and Morning Coffee

Nanotechnology for IVD Sample Prep

8:55-9:00 Chairperson’s Remarks

9:00-9:30 Quantitative Nanomechanical Diagnostics –Direct 
Label Free Noncoding RNA Detection from Serum
Martin Hegner, Ph.D., Professor, Centre for Research on Adaptive
Nanostructures and Nanodevices, Trinity College Dublin, Ireland
Ultra sensitive nanomechanical sensing platforms for label-free 
qualitative and quantitative bio-analytical measurements will change 
the way we perform diagnostics.  We demonstrate that cantilever array 
sensors are capable to directly track the pharmacokinetics of therapeutic 
siRNA molecules in tissues and the early detection of miRNA biomarker 
molecules, which indicate organ pathology induced by adverse drug 
effects measured from blood serum.  

9:30-10:00 Nanofiber-Based Sample Preparation for 
Diagnostic Devices
Antje Baeumner, Ph.D., Professor, Biological and Environmental 
Engineering, Cornell University
We investigate the use of electrospun nanofibers as highly effective 
material for the selective enrichment of analytes from samples. We 
have demonstrated the reliable fabrication of nanofiber mats embedded 
in microfluidic channels. We have also demonstrated selective capture 
and release of nanoparticles and bacterial cells. We have further shown 
that nanofiber mats can function as effective passive microfluidic mixer. 
Applications for complex microTAS and simple Point-of-Care devices 
are targeted.

10:00-10:30 Sponsored Presentations 	
(Opportunities Available)

10:30-11:00 Coffee Break with Exhibit and Poster Viewing
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Sample Prep Considerations 	
in Pathogen Detection

11:00-11:30 Sample Preparation for Molecular Diagnostics in a 
CLIA Certified Clinical Laboratory: Nucleic Acid Extraction and 
Target Enrichment for Pathogen Testing by Next-Generation 
Sequencing
Martin Siaw, Ph.D., Staff Scientist and Associate Director, Advanced 
Sequencing Core, Advanced Sequencing, Quest Diagnostics Nichols Institute
Sample preparation is an important component of any molecular testing 
that is being done in clinical laboratories. Improvements in nucleic acid 
extraction and target enrichment are considered to be critical to the 
workflow of diagnostic tests involving the use of NGS My presentation 
will focus on the requirements for CLIA certified clinical laboratories, the 
various patient specimens to be tested, the methods currently in use for 
nucleic acid extraction and target enrichment and the commercial kits 
available in the market. The focus will be on pathogen testing by NGS.

11:30-12:00 pm Direct Selection of Microbiome DNA from 
Human DNA
Erbay Yigit, Scientist, Applications and Product Development, New 
England Biolabs
Microbiome is an integral part of human life, and perturbations in 
microbiome-host balance can lead to human disease. Recently, next 
generation sequencing technologies have enabled the analysis of the 
human microbiome. However, the analysis of a microbiome can be both 
monetarily and computationally expensive, due to the contamination of 
host DNA in a sample, requiring deep sequencing to be able to detect 
some microbial species. To overcome this problem, we developed 
a microbiome enrichment kit that reduces host DNA contamination 
nearly 50-fold, corresponding to ~90-95% microbiome DNA in the 
enriched fraction. This simple methodology can be used to analyze 
entire microbiomes in a cost-effective manner utilizing established next 
generation sequencing platforms, as well as newer single molecule 
sequencing technologies.

12:00 Close of Conference

http://www.nature.com/
http://www.pharmavoice.com/content/index.html?
http://www.ecliniqua.com/
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Flight Discounts:
Special discount rentals have been established with American Airlines for this conference.

•	 Call 1-800-433-1790 (authorization code 9243BM).

•	 Go online at www.aa.com/group and enter 9243BM in promotion discount box).

•	 Contact our designated travel agent Wendy Levine at 1-877-559-5549 or Wendy.
Levine@ProtravelInc.com

Car Rental Discounts:
Special discount rentals have been established with Hertz for this conference.

•	 Make your reservation online and reference our Hertz Convention Number (CV): 
04KL0004

•	 Or Call Hertz directly at 800-654-3131 and reference our Hertz Convention Number 
(CV): 04KL0004

Hotel & Travel  
Information

Sponsorship, Exhibit, 
and Lead Generation 
OPPORTUNITIES

CHI offers comprehensive sponsorship packages which include 
presentation opportunities, exhibit space and branding, as well as the 
use of the pre and post-show delegate lists. Signing on early will allow 
you to maximize exposure to hard-to-reach decision makers!

Agenda Presentations
Showcase your solutions to a guaranteed, highly-targeted audience. 
Package includes a 15 or 30-minute podium presentation within 
the scientific agenda, exhibit space, on-site branding and access to 
cooperative marketing efforts by CHI.

Breakfast & Luncheon Presentations
Opportunity includes a 30-minute podium presentation. Boxed lunches 
are delivered into the main session room, which guarantees audience 
attendance and participation. A limited number of presentations are 
available for sponsorship and they will sell out quickly. Sign on early to 
secure your talk!

Invitation-Only VIP Dinner/Hospitality Suite
Sponsors will select their top prospects from the conference pre-
registration list for an evening of networking at the hotel or at a choice 
local venue. CHI will extend invitations and deliver prospects. Evening 
will be customized according to sponsor’s objectives i.e.:
• Purely social	 • Reception style
• Focus group	 • Plated dinner with specific conversation focus

Exhibit
Exhibitors will enjoy facilitated networking opportunities with high-level 
conference delegates. Speak face-to-face with prospective clients and 
showcase your latest product, service, or solution.

*Inquire about additional branding opportunities!

Looking for additional ways  
to drive leads to your sales team? 

Cambridge Healthtech Institute can help!

We offer clients numerous options for custom lead generation 
programs to address their marketing and sales needs. Some 
of our programs include: live webinars, whitepapers, market 
surveys, podcasts, and more!

Benefits of working with Cambridge Healthtech Institute 
for your lead generation needs:

•	 Your campaign will receive targeted promotion to Cambridge 
Healthtech Institute’s unparalleled database of over 800,000 
individuals, all of which are involved in all sectors of the 
life sciences – lists can be segmented based on geography, 
research area, title and industry.

•	 All custom lead generation programs are promoted through 
our experienced marketing team that will develop and drive 
targeted campaigns to drive awareness and leads to your lead 
generation program.

•	 For our webinar programs, we offer assistance in  procuring 
speakers for your web symposia through our extensive roster of 
industry recognized speakers across multiple disciplines within 
life sciences, as well as provide an experienced moderator and 
dedicated operations team to coordinate all efforts.  

•	 If choosing a white paper program, we can offer editorial 
experience and provide an industry recognized author to write 
your white paper.

Conference Venue & Hotel:
Hilton Boston Back Bay
40 Dalton St.
Boston, MA 02115
T: 617-236-1100
Discounted Room Rate: $239 s/d
Discounted Reservation Cutoff: March 13, 2013

Please visit our conference website or call the hotel directly to 
reserve your hotel room.  You will need to identify yourself as a CHI 
conference attendee to receive the discounted room rate with the host 
hotel. Reservations made after the cut-off date or after the group room 
block has been filled (whichever comes first) will be accepted on a 
space and rate-availability basis.  Rooms are limited, so please book 
early to take advantage of the discount we have negotiated.

We understand that you have many choices when making your 
travel arrangements, and may ultimately decide to stay at another 
hotel.  Please understand that reserving your room in the CHI room 
block allows you to take full advantage of the conference sessions, 
events and networking opportunities, and ensures that our staff 
will be available to help should you have any issues with your 
accommodations.

To customize your participation at this event, 
please contact: 
Jay Mulhern, Business Development Manager
781-972-1359 | jmulhern@healthtech.com



Additional registration details
Each registration includes all conference 
sessions, posters and exhibits, food 
functions, and access to the conference 
proceedings link.
Handicapped Equal Access: In accordance 
with the ADA, Cambridge Healthtech 
Institute is pleased to arrange special 
accommodations for attendees with 
special needs. All requests for such 
assistance must be submitted in writing 
to CHI at least 30 days prior to the start 
of the meeting.
To view our Substitutions/
Cancellations Policy, go to 
http://www.healthtech.com/regdetails
Video and or audio recording of any kind 
is prohibited onsite at all CHI events.

Receive a FREE eNewsletter by signing up 
at chimediagroup.com

The latest industry news, commentary 
and highlights from Bio-IT World

Innovative management in clinical trials

A series of diverse reports designed to 
keep life science professionals informed 
of the salient trends in pharmaceutical 
technology, business, clinical development, 
and therapeutic disease markets.
For a detailed list of reports, visit 
InsightPharmaReports.com, or contact 
Rose LaRaia, rlaraia@healthtech.com, 
+1-781-972-5444.

Barnett is a recognized leader in clinical 
education, training, and reference guides 
for life science professionals involved in 
the drug development process. For more 
information, visit barnettinternational.com.

Cambridge Healthtech Associates™ 
(CHA™) uses its collaborative model to 
improve the speed and economics of life 
sciences R&D, leveraging its consulting, 
technology evaluations and communities. 
Visit www.chacorporate.com.

Pricing and Registration Information
short courses

		  Academic, Government, 
	 Commercial	 Hospital-affiliated

One short course	 $695	 $395
Two short courses	 $995	 $695

Guidelines for Commercial Launch of Novel Diagnostics  Digital PCR: A Technology Primer

Combo Pricing BEST VALUE

(Includes Access to both Sample Prep & Integrating Digital PCR, does not include short courses)

Registrations after March 8, 2013, and on-site 	 $2345	 $1095

Individual Conference Pricing

(Does not include short courses) 

Registrations after March 8, 2013, and on-site 	 $1745	 $775

April 10-11, 2013 April 11-12, 2013

Sample Prep and Target Enrichment in Molecular Diagnostics Integrating Digital PCR 

Conference Discounts

Poster Submission-Discount ($50 Off)
Poster abstracts are due by March 13, 2013. Once your registration has been fully processed, we will send an email containing a unique link 
allowing you to submit your poster abstract. If you do not receive your link within 5 business days, please contact jring@healthtech.com. 
*CHI reserves the right to publish your poster title and abstract in various marketing materials and products.

Alumni Discount SAVE 20%: Cambridge Healthtech Institute appreciates your past participation at Sample Prep.
As a result of the great loyalty you have shown us, we are pleased to extend to you the exclusive opportunity to save an additional 20% off 
the registration rate. Please note: Our records must indicate you were an attendee of Sample Prep in the past in order to qualify.

REGISTER 3 - 4th IS FREE: Individuals must register for the same conference or conference combination and submit completed registration form together 
for discount to apply. 
(Alumni and Register 3 - 4th is free discounts cannot be combined)

Additional discounts are available for multiple attendees from the same organization. For more information on group rates contact 
David Cunningham at +1-781-972-5472

If you are unable to attend but would like to purchase the Sample Prep and Target Enrichment in Molecular Diagnostics CD for $350  (plus shipping),  
please visit Healthtech.com/SMP.com. Massachusetts delivery will include sales tax.

How to Register: Healthtech.com/SMP
reg@healthtech.com • P: 781.972.5400 or Toll-free in the U.S. 888.999.6288

Please use keycode 
SMP F 

when registering!

integrating

Digital Detection with PCR, Microfluidics, and Single Cell Technologies

Cambridge Healthtech Institute’s Inaugural

digital pcr

Stay On and Attend

April 11-12, 2013
Hilton Back Bay 
Boston, MA

Register for both 
conferences for 

best value!

http://www.healthtech.com/regdetails
http://www.chimediagroup.com
http://www.insightpharmareports.com/
mailto:rlaraia%40healthtech.com?subject=
http://www.barnettinternational.com/
http://www.chacorporate.com
mailto:jring%40healthtech.com?subject=
mailto:reg%40healthtech.com?subject=

