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Forward-Looking Statement: RockPoint Biopsy, LLC was 
formed to commercialize the recently patented Dual Needle 
Core Biopsy Device. The device is currently undergoing final 
development and regulatory preparation, with targeted FDA 
clearance and commercial launch in 2027.
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Introduction to the Concept
with a validation study



Clinical History
Patient with breast cancer and clinically positive lymph nodes
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Surgeon Requests
“Send three cores for diagnosis and three for research”

What’s the problem?



Clinical History
Patient with breast cancer and clinically positive lymph nodes
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Surgeon Requests
“Send three cores for diagnosis and three for research”

Which cores have cancer — and is there any tumor in any of them?



Two samples are taken from the exact same location
allows for pathology verification of one  sample …… 

….. And the second fresh tissue sample can be 
harvested as necessary for specific protocols.

Dual Needle Core Biopsy Device









What is the value of two equivalent samples?



Access to biopsy equivalent 
material 

Pathology verification on the 
diagnostic core virtually eliminate 
potential false positive or false 
negative due to sampling error

BioBanking:  Increasing ability to 
collect small otherwise  “unbankable” 
cancers and fresh tissue

Fresh Tissue Availability –
DNA and RNA integrity.  Many 
investigators require fresh 
tissue.  

Comparison testing done on 
diagnostic cores with novel 
testing of research core (in 
various media, fresh, frozen, or 
alternative fixative)

Clinical History:
Patient with Breast Cancer with clinically positive lymph 
nodes

Benefits:

Additional Tissue for Special Testing
Additional Tissue for the Research Community



Proof of Concept
Validation Study





An IRB approved study utilized 30 residual formalin 
fixed surgical pathology cancer cases slated for discard 
per hospital tissue retention policy. The cases were 
tested with a 17g dual core biopsy device.  

Both cores were submitted in a single cassette for 
routine histology processing and subsequently 
evaluated by a pathologist for consistency of the pair 
of samples. 

The two cores were scored for diagnostic equivalence.

Validation Study:  Methods



Collaborators

Kristen E. Muller, DO

Ourania Parra, MD

Greg Tsongalis, PhD, HCLD

Steve Boyle, PA, ASCP

Validation Study



Initial IRB studies show excellent concordance of the samples with objectively 
quantified attributes 

Sample A

Ovary:  Metastatic 
Neuroendocrine Carcinoma

Sample 
#A

Sample 
#B

Percentage 
"Identical" 100 100
Sample Quality 
(1-5) 5 5

Tumor % 80 80

Inflammation % 0 0

Fibrosis % 0 0

Necrosis % 0 0Sample B

Validation Data













Thirty 
cases were 

tested

92% of passes 
had 80% or 

greater 
concordance
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PASS #1 PASS #2 PASS #3 PASS #4 PASS #5

Pathology Verification:   One of each pair of cores is reviewed microscopically

(Paraffin section or Frozen)

Matched pairs of tissue
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PASS #1 PASS #2 PASS #3 PASS #4 PASS #5

Pathology Verification:   One of each pair of cores is reviewed microscopically

(Paraffin section or Frozen)

Diagnostic Sample Research Sample



PASS #1 PASS #2 PASS #3 PASS #4 PASS #5

Fibrosis 80% 

Tumor

Normal

Histology

Inflammation 10% 

Tumor

Pathology Verification:   One of each pair of cores is reviewed microscopically

(Paraffin section or Frozen)

Diagnostic Sample Research Sample



PASS #1 PASS #2 PASS #3 PASS #4 PASS #5

Fibrosis 80% 

Tumor

Normal

Histology

Inflammation 10% 

Tumor

Pathology Verification:   One of each pair of cores is reviewed microscopically

(Paraffin section or Frozen)

Second Core submitted for $1000 Clinical test, banked or for research.

Eliminates false positive or negative cases due to sampling error.



PASS #1 PASS #2 PASS #3 PASS #4 PASS #5

Fibrosis 80% 

Tumor

Normal

Histology

Inflammation 10% 

Tumor

Pathology Verification:   One of each pair of cores is reviewed microscopically

(Paraffin section or Frozen)

Sensitivity Studies – will a tumor with 80% tumor and 10% tumor 

produce the same result?





The Value of Tissue
Clinical Testing and Research



Medicine is in a rapid phase 

of a “genomic revolution”

Precision Medicine and Personalized Medicine 

are accelerating as we speak









In 2003, sequencing the first human genome:

$2.7 Billion and 13 years of international effort.

In 2026, the same process takes as little as a few hours and 

costs between $200 and $600.

So what has 

happened since 

2003?
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Tissue is required for research and new 
medical discoveries
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Medicine is in a rapid phase 

of a “genomic revolution”

Precision Medicine and Personalized Medicine is 

accelerating as we speak

Tissue is required for research and new 
medical discoveries

Fresh Tissue is even more valuable for 

precision and personalized medicine

PATHOLOGY WILL BE INVOLVED



Paraffin (FFPE) vs Fresh Tissue



Testable Data Points: Head-to-Head Comparison

A single tissue section yields vastly different amounts of data depending on how it is 

preserved.

6 billion

100,000
50,000

500

100

5 million

1E+00

1E+01

1E+02

1E+03

1E+04

1E+05

1E+06

1E+07

1E+08

1E+09

1E+10

Genomics (Genes/Base
Pairs)

Proteomics (Protein Targets) Morphology (Structural
Features)

T
e
s

ta
b

le
 D

a
ta

 P
o

in
ts

 (
lo

g
 s

c
a
le

)

Fresh Frozen vs. Paraffin (FFPE)

Fresh Frozen Paraffin (FFPE)



Testable Data: Fresh Frozen vs. Paraffin (FFPE)

Research Assay Fresh Frozen Tissue Paraffin / FFPE Block

Genomic 

Sequencing

~20,000+ genes (full genome, 

unfragmented RNA)

~300–500 genes (fragmented targeted 

panels)

Proteomics (Mass 

Spec)

~10,000+ native proteins (full 

molecular mass)

~500–1,000 proteins (cross-linked 

debris)

Spatial Biology 

Multiplex

Poor — tissue degrades and tears 

during washing

~40–100 targets (excellent tissue 

stability)

Morphological 

Features

Low — ice crystals warp cellular 

details
Millions of cells (flawless architecture)





Paraffin Blocks are Data Repositories



Paraffin (FFPE):  Morphology



Paraffin (FFPE):  Special Stains 



In-Situ Hybridization (FISH)Immunohistochemistry  

(IHC)

HER2-Nu

Paraffin (FFPE): 

Traditional Pathology Techniques



PCR:  Polymerase Chain 

Reaction

NextGen Sequencing

Paraffin (FFPE): 

Molecular Diagnostics



Precision Medicine



Colon Cancer:  

Treated with Anti-EGFR therapy
(Cetuximab)

Precision Medicine



KRAS “Mutated”KRAS “Wild type” (Normal)

Colon Cancer:  

Treated with Anti-EGFR therapy
(Cetuximab)

Precision Medicine



Herceptin (blocks Her2neu receptor)

• Increasing need for high-quality 
tissue samples to advance 
medical research

• Translational research

–Personalized Medicine

BREAST CANCER

and Her2-neu

Precision Medicine



FFPE is the global standard for pathology because it solves the 

massive logistical hurdles of hospital workflows.

Hospitals should never throw out old paraffin blocks.

Paraffin (FFPE) :  Advantages

Indefinite Room-Temperature Storage

Low Cost and Easy Transport

Highly Standardized Workflows Preserves Spatial Architecture

Massive Historical Archives

Morphology



These tests fail or become highly inaccurate due to the chemical cross-linking, 

molecular fragmentation, and denaturation caused by formalin.

Tests that cannot be done with Formalin-fixed 

tissue

• Full-Length RNA Sequencing

• Organoid Research and 

traditional tissue culture

• In Vivo Xenografts (PDX)

• Solid Tumor Flow Cytometry

• Western Blotting for Native 

Proteins

• Fresh Frozen Section IHC

• Functional Bioassays

• Intact Chromatin Assays (ChIP-
seq)





Medicine is a 
rapid phase of 

a “Genomic 

revolution”

Precision Medicine and 

Personalized Medicine 

are evolving as we speak

FRESH TISSUE
is even more valuable for 

precision and personalized 

medicine



Medicine is a 
rapid phase of 

a “Genomic 

revolution”

Precision Medicine and 

Personalized Medicine 

are evolving as we speak

FRESH TISSUE
is even more valuable for 

precision and personalized 

medicine

EXPONENTIALLY
Increases the Data Points 

available in tissue testing



Testable Data: Fresh Frozen vs. Paraffin (FFPE)

Research Assay Fresh Frozen Tissue Paraffin / FFPE Block

Genomic 

Sequencing

~20,000+ genes (full genome, 

unfragmented RNA)

~300–500 genes (fragmented targeted 

panels)

Proteomics (Mass 

Spec)

~10,000+ native proteins (full 

molecular mass)

~500–1,000 proteins (cross-linked 

debris)

Spatial Biology 

Multiplex

Poor — tissue degrades and tears 

during washing

~40–100 targets (excellent tissue 

stability)

Morphological 

Features

Low — ice crystals warp cellular 

details
Millions of cells (flawless architecture)



Fresh Tissue:  Advantages



• Enzyme Activity: Living enzymes are denatured; 

functional enzyme assays and histochemical tests for 

active enzymes are impossible.

• Live Cells: All cells are killed, ruling out cell culture, 

viable-cell flow cytometry, and functional cell assays.

• High-Quality RNA: RNA is fragmented and chemically 

modified, ruining full-length RNA sequencing (RNA-seq) 

and large-transcript analysis.

• Cell Membrane Lipids: Lipids are leached and 

modified, preventing accurate lipidomic profiling and 

altering membrane-bound antigens.

• Unmodified Proteins: Proteins are cross-linked, heavily 

compromising mass spectrometry for native structures 

and post-translational modifications.

FRESH TISSUE

What Formalin 
Fixation 

Permanently 

Destroys



Tests Performed Using Fresh, Frozen, or Live Tissue

Whole Genome Sequencing (WGS)

Patient-Derived Organoids (PDOs) & Tumor 

Spheres

Clinical Trials Requiring Fresh Tissue for 

Enrollment

Single-Cell RNA Sequencing (scRNA-Seq)

Optical Genome Mapping (OGM)

Patient-Specific Immunotherapy

Flow Cytometry (Solid tissue)

Live or snap-frozen specimens are mandatory when native protein structures, absolute 

molecular integrity, or active cell processes are being measured.

Live Cells:  In Vivo or In Vitro studies



Paraffin (FFPE) vs Fresh Tissue



Paraffin (FFPE) vs Fresh Tissue



Click For Movie



The Development of a Medical Device
The Process:  Team, Equipment, Deployment





Clinical History
Patient with breast cancer and clinically positive lymph nodes

70

Surgeon Requests
“Send three cores for diagnosis and three for research”

Which cores have cancer — and how much tumor is in each?



The Innovative Process

1

DONE

• Concept

• Patent Process & Patent 
Allowance

• Development of Prototype

• Testing Prototype

• Validation Testing

• Present at Conferences

2

IN PROCESS

• Efficacy Testing

• Refining Design

• FDA Approval

• Low-Volume Prototype 
Development

• Present at Conferences

3

TO BE DONE

• Manufacturing Process

• Bringing to Market

• Venture Capital & 

Financing

• Pitch Deck

• Partnering vs Licensing

• Present at Conferences









Development Team

Tho Ngo Val Kratzman David Nemiah Sean Sweeeny



Tho Ngo



Sean Sweeny



Val Kratzman



David Nemiah



FDA Approval Process



FDA Approval Process
Dual Needle profile:  Research vs Clinical Care

Refining the initial design profile



Prototype Tooling & Manufacturing



Advanced Manufacturing Center — UNH



Kristen E. Muller, DO

Ourania Parra, MD

Greg Tsongalis, PhD, HCLD

Steve Boyle, PA, ASCP

Pathology Collaborators
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Greg Tsongalis, PhD, HCLD

Pathology Collaborators







Surface Grinder



3D Printer



BARD Reusable Triggering Device
Single core only



Click for Movie



BARD Disposable Triggering Device
Single core only





Funding Partner: Maine Technology Institute



Awarded a $30,000 MTI grant (August 19, 2026) to support 

development of this technology.

Maine Technology Institute Grant



NIH Grant RFA-CA-27-002

$50,000 to $300,000  Award



Through this Notice of Funding Opportunity (NOFO), the National Cancer 

Institute (NCI) invites grant applications proposing exploratory research 

projects focused on further development and technical validation of 

emerging technologies offering novel capabilities for the molecular or 

cellular characterization of cancer or for improved handling and quality 

control of biospecimens used for basic, clinical, or epidemiological cancer 

research. This NOFO solicits R33 applications where major feasibility gaps 

for the technology or methodology have been overcome, as demonstrated 

with supportive preliminary data, but still require further development and 

rigorous technical validation to encourage adoption by the research 

community. Well-suited applications must propose the development of 

technologies that offer the potential to accelerate and/or enhance research 

in the areas of cancer biology, early detection and screening, clinical 

diagnosis, treatment, cancer control, epidemiology. Technologies proposed 

for development may have potential for widespread applicability but must 

be focused in this proposal on cancer-relevant use cases. Projects 

proposing to apply or use existing technologies for hypothesis-driven 

research where the novelty resides in the biological or clinical 

target/question being pursued are not responsive to this solicitation and will 

not be reviewed.
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Conferences and Presentations (Past)

1 2 3 4

Yale Medical School:  October 2024

Denver September 2025 Annual Meeting



Conferences and Presentations:  Future



PROGRESS

1

Development of Device

• Patent granted (2022)

• Prototype built & initial testing 

validated function

2

Next Several Months

• Produce 1,000 needle sets 

for efficacy studies

• Refine the mechanics of the 

needles and function

• Establish collaborations at up 

to 5 sites

• Generate & publish data on 

accelerating cancer research

3

2027

• Refine prototype for large-

scale manufacturing 

(~10,000+/week)

• Complete FDA approval 

process

• Market at conferences:









Possible studies

• Compare DNA  and RNA  (Paraffin vs Fresh)

• HER2 Nu on Fresh Tissue

• Neo-Adjuvent Therapy

• Organoid Studies

• Tumor Heterogenity Studies

• Metastatic Lesions – Genetic basis  of Biologic behavior 

Tissue Banking:

• How many of you have tissue banks in you Instructions

• How many of you manage you tissue banks?

• How many of you allocate tissue for your tissue bank.

Final Thoughts

• If you had this tool in you practice – what would you do with it?

• Network  Network Network! 

LEARN  - GROW - FOLLOW YOUR PASSIONS

MAKE A DIFFERENCE

Left Overs
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