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%1 Is0-Tex Diagnostics

Iso-Tex Diagnsotics, Ine. is a manufacturing company based in Friendswood, TX
We are a FDA registered facility for the drug manulacturing of radiopharmaceuticals and pharmaceuticals.
Our main focus is the production and development of sterile, non-pyrogenic
radiopharmaceuticals, for diagnostic and therapeutic application. Special interests include
development of 'spe_c.'fafry_ formul arfaﬂo’r terminal cancer patients.

L L

Iso-Tex Diagnostics, Ine. also operates a eGMP facility for contract manufacturing.

lso-Tex Diagnostics, Inc. is an industry leader in providing mnovative drug development offering a full spectrum of
resources to include radiopharmaceutical manulacturing using USP/eGMP/GLP. Radioisotope labeling of proteins, and
antibodies, antigenic materials can be performed. Aseptic fillings as well as sterility and endotoxin testing is available.
Any size production or research run can be performed for all phases of your study. 1so-Tex Diagnostics, Inc. hasa multi-
curie isotope license, wholesale drug license, and a DEA license. Class 100 and 1,000 Clean rooms are available,
Equipment available for Quantitative / Qualitative testing: LAL, Sterility, Inductive Coupled Plasma (ICP), Atomic
Absorption Spectrophotometer (AA), High Pressure Liguid Chromatography (HPLC), Integrators, Spectrophotometers,
Sterilization Ovens, and Auteclaves. A Vitek for Bacteria Identification and Bioburden testing is also available.

Listing of Iso-Tex Diagnostics Injectable Radiopharmaceuticals and Services Performed.
Megatope: (I-131 labeled human serum albumind for determination of blood flow, and blood volume. Ise-Tex Diagnostics

L

2. Jeanatope: (1-125 labeled human serum albumin) for determination of blood flow, and blood volume. Iso-Tex Diagnostics.

3 Glofil: ([-125 labeled sodivr iothal omate) for determination of glomeralar filtration rate. lso-Tex Diagnostics, Ine, TX.

4. Cotara: (Tumor Necrosis Therapy) A therapy for malignant glioma (Currently in Phase Il trials). Peregrine Pharmaceuticals Ing,
Tustin, CA.

500 letrex: ([-125 Hydroxybenzosul fonate) A therapy for brain mmors. (FDA Approved as a brachytherapy device), Praxima Corp,

Allanta, GA .

6. Jilltope: (Ultra Pure sterile Non-Pyroge nic In-111) A therapy for sematostatin receptor expressing umors. LSU and Yale
University and Excel Diagnostics in Houston, TX,

7. Altropane: (1-123 labeled compounding to dopamine receptors) Diagnos ties teol for carly onset Parkinson’s discase. (Phasce 1)
Boston Life Sciences, Boston, MA,

% BC8: (1-131 labeled monoe lonal antibody) A eancer therapy. {Currently in Phase [ irials). Fred Hutehinson Cancer Center. Sealt
WA and City of Hope Hospital, Los Angeles, CA,

9. Volumex: (1-13| labeled human serum albuming A tool 1o assess blood flow during surgery. Daxor Corporation in New York, NY

14, Catheter: Labeled with P-32 for reatment of vascular occlusions for Radio Vascular Systems, Inc. Atlanta, GA.

11, Pegatope; { Effeet of Microgravity on the Peripheral Subcutancous Veno-Areriolar Reflex in Humans {ASTRONAUTS ).

Xe- 133 in saline for Lockheed Martin / NASA Space Center.
12, Calcium Supplements: (o determine (The Effect of Calcium loss in 42, 46 & 48 bone s due to zero-gravity in space) (Capsules,
Alanine & Injections and Oral solutions.) For Lockheed Martin / NASA Space Center.

13, 1123: (1123 labeled compound binding to dopamine receptors) A diagnostic tool for Alcoholism, Univ. of Texas San Antonio.,
San Antonio, TX,

14, 1-125: Tiger 1% [-125 Methylene Blue for detection of sentinel nodes in breast cancer, LSU Health Science Center, New
Orleans, LA

15, K125 & 1-123: For Bone Marro w eancer in children, University of Lowa, lowa City, 1A,

16, In-111 - Vitamin B-12 for Diagnostic and therapeutic treatment of cancer patients. (Mayo Clinic and Dominican Republic.)

17, ¥-90 Onalta: For the radiotherapeutic treatment of metastatic carcinoid and panc reatic neuroendos rine ¢ancer in patients,
{Molccular Insight Pharmaccuticals , Boston, MA)

Iso-Tex Diagnostics, Ine. *P.0, BOX 909 *1511 C.R. 129 * FRIENDSWOOD, TEXAS 77549
*TEL: (2811 482-1231 * FAX: (281) 482-1070 *E-mail: isotexf@ aol.com *Woebsite: isotexdiaznostics.com

[P Iso-Tex Diagnostics 2* Filf#] /7 -
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Fig. 3 Anterior whole-body
images of 7 Te-EC-DG in a + .
patient with NSCLC in the right 1
upper lung {arrow), obtained
after administration of 925 MEBg
(25 mCi). The images were
acquired (from left to right)
immediately, and 2, 4, 6 and

24 h after injection. Each image
is self-normalized for display for
better viswalization of the bio-
distribution at each time point
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Certtﬁcate o Complétwn

Good Laboratory Practice (GLP)
And
Current Good Manufacturing Practice (CGMP)
is awarded to

Ghith - Fsion %’ 9RC).”

“Radiotheranostic Program”
October 8-October 23, 2009
The Department of Experimental Diagnostic Imaging
, Houston, Texas
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A £ B4 M & FML D. Anderson Cancer Center
HEalasEZinT g

WEAREN
2010 4 11§ 10 8

L LA R TR

History of the Univ of Texas (UT)
MD Anderson Cancer Center (MDACC)

FE | RINVERSTTY OF TS IJE:I_E;.
MD ANDERSON
CANCER CENTER 5

1939 Created by Monroe Dungeay Anderson
194] : belong to UT,

1954: MDACC, 46 beds, aim to build a worldeide reputation for
excellence in cancer patient care, research, education and
prevention,

the top ranking 5 times in the past 8 vears

ranked as one of the top two hospitals for cancer care for 18
years (0. 5. News and World report’s “America’s Best Hospitals

survey™ ),
17,000 employees, including 1,400 faculty numbers. A wolunteer
corps of 1,600 supplements its workforce

17




"% Department of Experimental Diagnostic Imaging (EDI)

* The Depamnent of Experimantal Dizgeostic Inaging (EDT) conststs of
zaveral laboratories organized into different sections, which reflecta
muly mulidisciplinary nsture of research in Meleoular and Genetic
hnagme of Cancer (MAGIC) that is being developed under the
direction of professor and chaimean, Dr. Turd Galovani.

+ Experimentsl Diagnestic Imaging consists of sevaral different core
labs mchiding chemdsty, radicchemisty, genatics, maelecnlar Hology,
anial models, mansgenic auimnal models, meleonlar imaging aod
malecular imaging which mehades different imaging modalities such as
PET, 5EECT, CT and MBI

* The Small Anneal Imaging Facility (2AIF) is a core M. D Anderson
research resource.

L L RS B R LT m

4 Small Animal Cancer Imaging Research Facility (SACIRF)

Small Animal Imaging Facility

Tha Saall Animal imaging Faciity [B&IF) iy @ core b D, Andarscn rassarch
raRcUrcd, The SAIF 18am pravides compranansia IMaging supean servicas far M
. Anderson cancer investigaton, nclusng

= Assisianze in sdparimantal desigr

= Developing spaciaty equipmant and innovative procedunes for imaging

= Pragaring animals far sludiss, inguzing and maintainirg appropriale anasihesia
and immcbiization of animals during imaging

* Harvesting and marking appropriaba Usswes far corfalabon of macrascepis,
micrascopis and imaging characiristics of the tisswe or argen
= Fresassing and Inferpreiing dada tar pubicaiion ar grani preparaticn

Tha Small Animsal imaging Faciity & supported in par by ihe Cancer Cenler Support
Grard from tha Rlatianal Cancar instiude (SA18ET Y

3
L LR PR Ty m
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% mTe-EC-G (Oncology)

9emTi - labeled glucosamine (“89mTe-EC-E") is a universal metabolic
imaging agent that can diagnoce hyper metabolic activity in cancer cells. It
will be the first 99mTi labeled sugar analogue developed for usein
functional imazing. The company is carrently sponsoring a multi-site
Phase IITI clinical trial evaluating 99mTe-EC-G in patients with non-
small cell lung cancer and metastatic cancer. The Fhase ITTIT trial
compares 19mTe-EC-GSPECT with 13FDGPET in patients with
confirmed non-small cell lung cancer. Assuming no uaasual delays
epcountered in patient recruitment and qualification, it is expected that the
Phate IITI trial will conchude Late 3rd or early 4th guarter 2008, $9mTi-
EC-G Incalizes in cells undergoing rapid regensration. It is incorparated in
the cells’ DNA and is invelved in protein and ¢ell membrane synthesis.
FDG undergoes phosphorylation and is trapped rather than metabolized
by the cell. One of the advantazes of 90mTc-EC-G 15 that it does mot get
talzen up by macrophages associated with inflamed tissue. Inflammation
surrounding fhe tumor site gemerally occur: following chemo or radiation
therapy. Becanse FDIE gets involved in the inflaimmatory process, the
diapnostic acouracy for post therapy assessment of patients is considerably
impatred when performing the study with FDG-PET.
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2emTe-EC-G (Cardiology)

In additton to oncology imazing, $9mTe-EC0-( s being evaluated 25 a
fanctional Imaping agent for use in cardiac imaging. A canine cardiac shudy has
lesn completad at the University of Virpimta. Based on data from the
University of Virgmea shudy and clinical images from patents already stadied
i the encedogy clinical frials, the company has decided to menve forward with
plams to inifiate a cardiology clinical snedy. Since the radiophanmacentical
azent is identical to the agent being stadied in the oncolegy clinical tnal, the
company belisvas there is a reasonabla chance that the FDA will permit the
company to bypass the Phase T safety mal and morve forwand with 2
combinaten Phass IDTT tmal This wonld imvolvs 2 simple amendment to the
existing IND for 98mTe-EC-G. Inttially, the compary is considering a dual
1zafope imaging stady usmg an MPL agent in combmation with 28mTe-EC-G
which may be very effective for diagnosing and assessing ischemea while
climinating the nesd for anemuation comacten of 2 rest stady. Additional
applications usng combinton mapms conld meluds: assessment of ischepia
i women who are sympromaric for beart disease but have an equivocal MPI
smess study, dagnesing and staging CHF, determuining the presence and exteant
of cardictowicity in patients receiving chematherapy.
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'% Acute Toxicity Studies

Stndy 2. Acute tomierty studw-hot M4-ART
+ place 30 rats m 4 zroups

+  radiolabel ®wTe- N4-AMT (5, 10 and 20 mg) and iyect v @0.3
m{1 par dose per 3t

Gl G-I G-I G-IV
Conmol  #wTe-N4-AMT  #eTe- N4-AMT  #eTc- N4-AMT
(no Teat) (3 mg) {10eng) et
Eal dary 0 3704 3714 3714

«  Collect blood chemistry and randemly sslect one rat per dose for
liver and kidney H&E exam=. The dose grven 15 at least 350 times
higher than human dese.

+  Total amount neaded 15 315 mg.
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Eadio Labeling Services:
Contract Diree Marmfaciun
Labeling of vour Profeins Pepiides anttbodias with your chodce

of Badiedsatopes according to veur specifications. Asepiic Filling, Temuinal sterilization,
Lypholization to inclade inent ammipsphares.

FDA Validation Stndies
Perform your validatation according o your specifications in accordance with
cGMP/GLP and FDUA regulatzons.

Testing

Perform your testing according to vour specifications in accordance with
cEMPOGLEUSP and FDA regulations. LAL (Gal Clot / Turbid medmic), Stenliy
(Diirect Inject / Membrane filradon), HPLC, ICRE AA. Stenilizadon, Refractive Index,
Lypholization, Bioburden, Poly Acralimide el Electrophoresis, Spectrophotomesars
and varous others.
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*Animal facility include Bio-Distributicniradiotoxicology studies
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William D. Erwin, M.S
1821, DePaul University

T MD Anderson Cancer Canter
Department of Imaging Physics

Research Interests:

Guantitative gamma camera imaging
Septal penetration, scatter and attenuation correction
lterative SPECT reconstruction
Hybrid SPECTICT imaging
- witrium-30 bremsstrahlung imaging
Internal radionuclide dosimetry
Radignuclide therapy treatment planning
Current 20 imaging and dosimetry areas of research
Current 3D imaging and dosimetry areas of research

e :é Hadiation dosimctry and hiodisteibotion of

L

Te-cthylene
dicysteine=deosyzlucose in patients with non-small-cell
lung cancer
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fﬁﬁ; Preclinical CRO for radiopharmaceuticals
Mordion

Molecular Medicine Services = Dlecovery and Pre-clinical
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Pre-cinical Cimicai Commercialization

APPLIED RAD SERVICES

Certificate of Completion
Civiand! I.M:L Pracrive (GLP)
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