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DIRECTORY

Helomics Corporation

91 43 Street, Suite 110
Pittsburgh, PA 15201

CLIA ID Number: 39D2008853

VP, Operations and Pathology Arlette H. Uihlein, MD, FCAP, FASCP
Services & Medical Director:

Client Services:

Toll Free: 800.547.6165

Fax: 800.549.6407
Hours: 8:00 am - 4:30 pm (Eastern Time) Monday - Friday
Email: clientservices@helomics.com

Supplies (Specimen Collection Kits):

Toll Free: 800.547.6165
Hours: 8:00 am - 4:30 pm (Eastern Time) Monday - Friday
Email: clientservices@helomics.com
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ABOUT HELOMICS

OUR MISSION

To improve the standard of care for patients through innovative research and

development partnerships with pharmaceutical, diagnostic, biotechnology and ;
academic organizations, leading to better and more personalized treatments 1
and diagnostic technologies for human disease.

= EaNaTmm

At Helomics, we promote the broad participation of industry, academia, and government to
foster the development and commercialization of new technologies that will positively impact
patient care.

We utilize our unique live tissue culture platform in association with partners in government,
academia, and in the pharma, diagnostic, and biotechnology industries. Through

these relationships, we develop and commercialize new bioanalytical methods and
technologies.

We strive to positively impact patient care through a better understanding of the biology of a
patient's tumor, leading to better informed and truly personal medical decisions.

We deliver a customized and differentiated solution to our partners in the pharmaceutical,
diagnostic, biotechnology, and research industries for their specific project needs.

Our Lab Enhancement Services include consultation for a client's specific laboratory or
commercialization needs, including reagent evaluation and qualification, method development,
performance qualification, regulatory approval, commercialization and market strategy, and
more.

Proprietary

Clinical Tests

Clinical Biomarker &
Samples & Mutation
(Biobank) Testing

[ HELOMICS'

S Lab
Informatics Enhancement
Services f
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CLINICAL TEST CATALOG

WHAT IS CHEMOFX®?

WHY CHEMOFX?

ChemoFxisaTreatmentSelection Marker. it determines Your physician is using every advantage available to
how an individual gynecologic cancer patient is likely improve the odds in your fight against cancer. ChemoFx
t0o respond to various types of chemotherapy by is designed to reduce your risk of receiving therapies
testing the treatment options on that patient’s live that are ineffective or to identify alternatives when
cancer cells and measuring cell response. ChemoFx the typical treatments recommended for your type of
provides valuable insights that help guide physicians’ cancer cannot be tolerated.

treatment decisions, giving you an edge against

gynecologic cancer.

WHAT IS BIOSPECIFX®? WHY BIOSPECIFX?
BioSpeciFx is a group of clinically relevant cancer- Physicians utilize BioSpeciFx test results to help them
related biomarker tests that 00k t0 your genetics to better understand the unique characteristics of your
predict your cancer's response to various types of particular cancer. The results can help them choose
chemotherapy and/or the course your disease is likely between multiple, equivalent therapies, t0 make
to take. The biomarkers included in BioSpeciFx testing decisions on how aggressively to treat your cancer, or
are well validated and supported by current research to suggest certain clinical trials for you, if you should
and key opinion leaders. qualify.

(3 CHEMOFX BI®SPECIFX>
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NON-CLINICAL TESTING

HELOMICS IS AN
INTEGRATED CLINICAL CONTRACT RESEARCH ORGANIZATION

Helomics’ services are failored to the specific requiremenis of Our services are truly customized to our client's needs, so

our clients within the pharmaceutical, diagnostic, biotechnology please reach reach out to us and have a conversation about your
and academic industries. Projects are performed on a fee-for- unique goals. A member of our team will discuss how Helomics'
service basis according to a project proposal that specifies a capabilities can best be put to work for you.

detailed scope of work, timeline, and budget.

Schedule a visit to our 17,400 square foot laboratory and office
We bring a unique combination of live and fixed cell space in Pittsburgh, PA, optimized for a new generation of
bioanalytical capabilities, backed by extensive expertise, to help biotechnology products.
you achieve your project goals.

To obtain additional information or for assistance with any questions on contract research opportunities,
please call 1-800-547-6165 or email: ICCRO@helomics.com.
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ORDERING SUPPLIES

To order any Helomics test...

1. Contact our Client Services team via phone, email, or our contact form on
www.helomics.com. Our representative will ask you for shipment information and send a
specimen collection kit to your facility.

2. Obtain the patient’s signature on Helomics’ Universal Informed Consent Form:

& HELOMICS

PATIENT AUTHORIZATION AND CONSENT FORM

1. AUTHORIZATICN FOR TESTING.
2 Tendnitand that T will ba scheduled for ramoval of Sssusfiuid. My pysician oy reqesst that Halmsics®
Corporation perforea sboratory ess oa s tszsiTuid (smpls). T thase tests 2 ondared by ey

‘plrysician, T auth  aats. Tho rosuts o thess tests willba senttn my
Foomicion which ey 4 = pariam v iy
b_r—*' phrysici e Fialoamics parsonal hoalh ?

. Hd.ommﬂnmnmmmmmm sammplo will be nsaful for amy erdared tests. sither on the dats.
‘provided to Haloamics or thereafier.

4 Afiar tho rample ks bosn wasd for diagmsvic tevting for which the ssmpla was sebumitod o Halomics, or
withs s yrm— fmﬁwﬂ:mﬁngqunmwllmﬂdmm
permizsion to store and/or we the 5 from ma for
loog as Hisbomics, in its sals discretion desons approprizts. | authorizs Halomics mmmmﬂympu
withis strict adbarance to regalatory geidsdines.

& Tdomats amy sampla Suat would otharwiss b discarded, 103 research repodtary. and grast Halommics, and
ifs asigmeas, pemsission to e the sampls, 2nd related medical and scientific informatian, for amy
‘purposss, inchading research and commarcial developmes. Neithar T nor my beirs shall ruceive
compamation for my g8 and will sot Tehin carmariGp of i ar dsvalopments tharstm. [ do not wast o
maks sach 2 gif, Tl ke mitial pet o . ma
Hlomics” o——

£ Hypumlmﬁ:nnmmwiﬂnmbumlﬂby[‘h]mimmypwmmm r company for fmncisl
gin o cas oot

& To the sxment any sampls donxssd by ms, or dam drived fersfrom, & wed for ressarch or commercial
davslopment peposss, i wll be de-idantSied.

z .\m‘mmmwrmxmsnmmox.uﬂmm ASSIGNMENT OF BENEFITS. Tauthorize the
claimms fior varvis ided ry
Hd.omiml i ‘Halonsics and msthors mmmmm
mmnmn'ybomlkspn‘mmimﬂdmmﬁmaﬂm1m.. i
» third party paysr 3ded by Halomic. T will recei Hol.omm

3 mmorxmnmn-tmw_ T appoint Halomics to act on oy bekalf i 2 reprasestative in
comaction with ny climfo covage o e nchding eeipsof sy ppraval o uthocisatin that are
requized services o with
respect o the services providad by Halomsics and bekalf, to provide 2y & o 1o 2 third party
‘payer that rlatus to amy chaim for coverage or bansits.

4. ASSIGMMENT OF APPEAL RIGEHTS. 1appoint and sxthorize Heomics to pursns all secessary sppesks of full or
pastal danials of coverage and/or paymsent ca my bebalf with respact to amy third pasty payer for services provided

by Helomics.

1avw carsfully sead the orsgoing, discaned amy questicas T had with my piysician, xnd barshy exocuts this mibsrization

fox Isboratory wating, ssthorizatin or the alsass of medical md i
Patient Name (Plese Pring) Patieat Date of Birth
Patient | Healthcare Power of Attorsey (Signature) Sigaature Date

Person Obtaiming Comsent (Signanre) Name of Patient's Piysician (Flease Fring)

o —

Please Fax completed form to Helomics® Client Services — S00-549-6407 or 412-802-T604

UIC forms are available for download at https://www.helomics.com/patients-forms and
can also be requested from the Client Services representative processing your kit order.

3. Immediately following the patient's surgery, follow the specimen submission instructions to
secure the patient specimen in the collection kit and ship to the Helomics lab. Include the
completed requisition form found inside the kit and a patient face sheet, if available.
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SPECIMEN PREPARATION INSTRUCTIONS

SPECIMEN PREPARATION & SUBMISSION INSTRUCTIONS

I - CHemoFx” [

DISECT AWAY EXCESS TISSUE

USIMNG EMCLOSED STERILE SCALPEL
AND FORCEPS, DISSECT VIABLE TUMOR
AWAY FROM MECROTIC AMND NMORMAL
TISSUE

SLICE INTO STRIPS

PLACE TUMOR ONTO ENCLOSED
STERILE PAD. SLICE INTO THIN STRIPS
(3mm) TO MAXIMIZE SURFACE AREA
CONTACTWITH MEDIA

PLACE INTO LIVE TRANSPORT MEDIA

PLACE SLICED TUMOR SAMPLE INTO
COLD MEDIAVIAL PROVIDED IN THE
HELOMICS® COLLECTION KIT. CAP
BOTTLE SECURELY

AFFIX PATIENT LABEL

PEEL OFF COMPLETED PATIENT
LABEL FROM REQUISITION AND AFFIX
TO MED1A VIAL

REFRIGERATE UNTIL PICKUP

SELECT SOLID, VIABLE TISSUE WITH

.——"___“
/ BIoSPECIFX ,—

VIABLE TISSUE

MALIGMANT CHARACTERISTICS

PLACE IN FORMALIN
PLACE SPECIMEN INTO THE

PRCWIDED BIOSPECIFX® FORMALIN

VIAL CAP BOTTLE SECURELY

AFFIX PATIENT LABEL
PEEL OFF COMPLETED PATIENT

LABEL FROM REQUISITION AND AFFDX

TO FORMALIN VIAL

TUMOR SIZE REFERENCE BOTH TESTS

THERE 1S NO MINIMLUIM

SEE. TESTING IS ALWAYS
ATTEMPTED, ALTHOUGH
SUCCESS RATES MAY BE

ITIS IMPORTANTTO KEEP THE SLICED FOR

SAMPLES AND MEDIA COLD TO CLEMOE®
ENSURE SUCCESSFUL TESTING

IF SUBMITTING MEEDLE BIOPSIES: COMBINE ALL SAMPLES INTO VIAL, RECOMMEMNDATIONS:
1l4g NEEDLE: 2 CORES, 16g NEEDLE: 4 CORES, 18g NEEDLE: & CORES.

PACKING AND SHIPPING INSTRUCTIONS

PLACE CHEMOR{*VIAL BETWEEN

DIMINISHED.

PLACE BIOSPECIFX® SPECIMEN VIAL

COLD PACKS. INTO BIOHAZARD BAG,
AMD SEAL

PLACE BIOHAZARD BAG INTO
PURPLE CHEMOFX*THERMA L PACK
AMND SEAL

INTO BIOHAZARD BAG AND SEAL

SEAT BIOSPECIFX*FORMALIN V1AL
UPRIGHT IM INSULATING FOAM
HOLDER

PLEASE INCLUDE THE FULLY COMPLETED
= TISSUE TRANSPORT REQUISITION (TTR) FORM
AND PATIENT INFORMATION INSIDE QF KIT BOX

AFFIX AIRBILL ON PROVIDED FEDEX CLINICAL PAK
PLACE KIT INTO CLINICAL PAK AND SEAL

REFRIGERATE KIT AS LONG AS POSSIELE BEFORE
SHIPPING TO MAINTAIN SPECIMEN VIABILITY.

CALL HELOMICS® CLIENT SERVICES AND
PROVIDE FEDEX TRACKING INFORMATION
AT 1-800-547-8165

800.547.6165 / www.helomics.com




ACCEPTANCE CRITERIA

All samples submitted to Helomics must be properly labeled with 2 unique patient

identifiers to avoid rejection upon receipt.

ChemokFx:

ChemoFx only provides results on confirmed gynecological tumors
Specimen must be fresh tissue shipped in 10% McCoy’s growth medium provided in
Helomics’ standard Tumor Profiling Kits:
o Specimen cannot be exposed to a fixative (i.e. formalin, acetone, ethanol)
o Specimen cannot be frozen
Specimen must have an extraction date that is < 5 days post extraction
Pathology report or confirmed gynecological diagnosis from the ordering physician
received for the submitted sample
Acceptable signature and date on the order form
Complete patient demographics and insurance

BioSpeciFx:

Helomics provides two standard kit options for BioSpeciFx samples:
o Tumor Profiling Kit: Tissue specimens must be shipped in 10% neutral buffered
formalin
o FFPE Kit: Specimens must be shipped as slides or tissue blocks
Pathology report or confirmed diagnosis from the ordering physician received for the
submitted sample
Acceptable signature and date on the order form
Complete patient demographics and insurance

800.547.6165 / www.helomics.com




REJECTION CRITERIA

For All Helomics’ Products

If any of the following criteria are met, then a specimen will be rejected and a Termination
Report will be issued to the ordering physician:

If a specimen is not properly labeled

If a specimen arrives in an unacceptable medium

If the pathology criterion (origin, histology, stage) is not met or is inappropriate for the
requested test

If a physician’s order is not completed and signed

If a patient’s demographics and insurance information is not received

Clients will be contacted as soon as possible for resolution if issues are identified.

800.547.6165 / www.helomics.com




TURNAROUND TIMES BY PRODUCT

BioSpeciFx: 10-14 days after receipt of the order form and sample; Sample may arrive
prior to the order form, but testing will not begin until the order form is
received

ChemoFx: 28-35 days after receipt of the fresh tissue and all required paperwork;

depending on the growth profile of the sample

800.547.6165 / www.helomics.com




PAPERWORK EXAMPLES

Requisition Forms:

ChemoFx and BioSpeciFx

PRESS FIRMLY

OMICSs | CARBON COPY FOR YOUR RECORDS

TR TO HE

TOR COBY B

s CHEMOFX" BlaSEECIFX

TISSUE TRANSPORT REQUISITION 24HOURCLENT SERVICE

LB00-547

COMPLETION OFALL 3 STEPS IS CRITICAL

1. FILL OUT PATIENT ID LABELS AND APPLY INDIVIDUALLY TO VIALS
ChemoFy LABEL Bs0SpeciFELABEL -
ﬁ FHTIRAT Piakdl LT FISST HI_.I‘\DH-EH FoTIENT Hibiell LAST FIRGT el E
W TIH, AL T ¥ 6 o qJi8 TR FEITIETT R O i 73]
5 —_— e i ﬁ
Aominimum of 2 patiant kenfSors onsach bl is reguirad.
2, SPFECIMEN EXTRACTION INFORMATION COMMENTS
#A. EXTRACTION DATE (MM/DDYYYY) —f ¢
PATH 1D&:
E. ORIGIN OF CANCER: C. CAMNCER 12
[] erEsaT [] FRBA&RY
[ esmacaL [] RECURRENT
[] CoLon
[] EMDOMETRIAL
[] GvRL BARCOINE
[ Luma
[ PSHCREETIC
[ oveRtaN

E. AMATOMIC BITE OF SPECIMEM:

F. TIME PLACED IN FORMALIN [BioSpeciFdony_— Clam Clpw
OEASTERM CICEMTRAEL CRADLIMNTAIN CIFACER:

. 15 COLD ISCHEMIC TIME < 1 HOUR? [JYES [|MO
3. PERSON PREFARING SFECIMEN AND FACILITY CONTACT

NAME AMD TITLE OF FEREON THAT BELECTED AMD CUT TIESBUE:
FRTHOLOGY CONTACT. PHONE:
FACILITY/HOSPFITAL: EMAILC

PLEASE ENCLOSE THE FOLLOWING [N THE HELOMICS TUMOR PROFILIMG KIT BCI:

1 THE COMPLETED FORM

Z. FATIENT DEMDCRAPHIC AMD INBURAMIE INFO. %HELOMIES

800.547.6165 / www.helomics.com




PAPERWORK EXAMPLES

Order Forms:

ChemoFx BioSpecikE

—
. ; SE® Or -
ChemoFx* Order Form e CHEMOFX BioSpeciFx® Order Form BI@SPECIFX
L PATIENT HELOMICS USE ONLY: ChemoFx #: BioSpeciFy - DXOOO000
1 PAVONT INFORMATION £ 4cwow s W e Vo L, PR AOCTAL SR MR TTE R TR Dvee * D
R TR e = Mok e —
Dow, Jew A s
e B A  raisis AV CF BELRANCR eucranem__ wnaecom
pe—— avourisee o et T o nmem s
S RO W e T
ALS (P TR LT M A CORKIN OF CAMCIR: B SITE OF SFECIMEN: wienn
s g et g e S
S AR o Calen Civarin O Other D STAGE:
T CLICAL [ WD FOR TESTING) [ —
r— Y rr—rrpy—— -
peos commn [ T pu e e
S s T LOnG Covo FANCREATIC WA
Oven S o AN Tests | o AN Tests | o AN Tests | o3 AN Tests | o AN Tests |
0 C C = =
Ot P
" s
ks T e— Sax e 3
= - - 2 ———
3 AGENT SELECTION (VMARK TIE ATTROFRIATE BOX () TO SELECY AGENTS) [
—— : e—— -
Comapiets teatag oo ALL ageres hemed &t night o [ ——— e —
e e gt i - arre: S — p—
Placar ds mox adf addonal ages fp— T Prageasac o
CARNOATIN aeatst
CARBORATINGE T AN - - — —
CARRIRATOMACLITANE O MME Fasat D ERCCH O WM s O MME Panek: O nRCAl
AT [ — w an
pEp—— -
S R on o i
- S —
-
Errye— Eyrye— Eyrye— EyTye— EyTyer—
AEMCTTARINE o vear ==+ 1% o vEar oco oV [-1=:11 o v 1= 1) o v acmsl
oA - aroomy sroomy — i
PACLITAXEL S o T Swoa T
f— - ke atar aRser sm =k
TIMVRCIAN HEORTS WILL WE SENT TO THVSICIANS LTI crs - - am am
TERESTING PirYIKaAN o conS o T 5 T T
NAME: Cersdd Karut, M D N "
* v an . tin
ADDRYSS: ADDRESS. o
914308 ereer RIGUESTRNG RIVSICIAN. [E—
Pebusgs, PA 19201 NAME  GERALD KARESL MD AME FAX
Ments a1 an Tt
THIONE: 1-800-347-6045 PISONE: MTTIRLIMON, P L33
FAX: b4k e P S A s
STV TR T
3 TCRRTIFY THAT
O TR R B Y WS T e R 5 A o S R O e
Signature:
S ' e " S /1 . ey
P . . Lreyir . - —
- i 4 e - Sba” i 14 il n aed in n Fod a C Acke - ke E L
T o e
Gitapiispats P
e S — e T e R e S e T e
Fas Completed Form (o 1-800549-6307 ar 412-802- 7606
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PAPERWORK EXAMPLES

ChemoFx

Final Reports:

HELOMICS

PATIENT INFORMATION
PATIENT NAME

DOE, JANE X

BATE OF BIXTH

01/01/1800

HELOMICS' ACCESSION 8
0000000
PATHOLOGY 8
0000000

SPECIMEN INFORMATION

REPORTY DATE: 09/04/2015

HELOMICS' PERSONALIZED CLINICAL TUMCR PRCFILING
ChemoFx*

TREATRINT PATINT AR

WORE EFFECTIVE
Gemcaabine

Ptronce seouiaton ace a 693

st persican
John Doe, M.D. sazEut
PRTSICIAN FACILITY Carboplatin
Prvtwerc scuinin 8w 652 [eess | erecrve [ woee |
S - =
"‘“,.SN Fntwence popuiaton are a 247 sy LFICTVE MORE
Metastatic ——
Carbopiatin/Paclitaxel
Pedic Mass e s s2¢18 €35 (s [ orena | woer]
01/01/2015 ifosfomide -
wELomics [ess” | omome T woar]
010172015
TESTING LABORATORY o lobddd mm-: e |
91 43¢d Street T
Pittsburgh, PA 15201 y
e DN e = ]
Aretio H Uhigin, MD, FCAP, FASCP -
Etoposide "y
ST sTos v i o 4
Topolecan
) v e 9

ChomoFa’is a live coSbased troatment
marker.

Paciitaxel v
CromoFs" s & el tost
e e e e et seiion a0 32 [Ges [ owoma | wone]
cuwur-cm-:wsoo«
i PRSI PA o
5 Docetaxel v
i T 7
s o enecovs yosrares Ay s S0t
Chamof o incorporstes o8 survieal snalyss,
st Coia s rsouses ranes vis e [ —
S WEG MR Egieubicin g unacie 15 be avaliated
SICaTy, v MIpSSponil Metomics com NG OF REBAT!
s
s  erveci foat)
T

BioSpeciFx

S————— e — ——— -
P —— e - R - - —
— - —— pr—— ———
= - = =
- - - —— ~u o —— o Sn— ——
e—— - e —— -
-- ~ R —— T T
= - — -~ » o e———
— - y ~ —— an s,
= — e —
- —— s Pt b
=t e S p——. A 8 — -
z T
- — - -~ = =
N —— At S e
- aatgiasnd TS R —— Bt a4 ot s & s
== = i
5 —— — — 0 v Tt
i e ey ] - - - " == =SBRIEVISSSR
] — — e — e~ __":_"‘“5___'—'
ST IS -~ ————— -~ ——— — b ===

0 . g 4 a0 —" et B8 S . g} 93

— Tt g 5. b . B et 488 gt B4

— . — " e e . S ot 103 % g 888
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For more information about Helomics’ services or to take a virtual tour of our lab please visit:

https://www.helomics.com/

We thank you for your interest!
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