PURCHASE ORDER Order Date
THE TEXAS A&M UNIVERSITY SYSTEM
FILE HEALTH SCIENCE CENTER 01/2;27017

200 Technology Way, Suite 2079, College Station, Texas 77845-3424; Phone 979-436-9219, FAX 979-436-0074 01

Include PO numbél‘yon all.

: : VENDOR GUARANTEES
Correspondence and packages

MERCHANDISE DELIVERED ON
THIS ORDER WILL MEET OR
EXCEED SPECIFICATIONS IN THE

P700037 BID INVITATION,
YENDOR
- ALL TERMS AND
CONDITIONS SET
KhkKEKRKKQTEL FORTH IN THE
MRIGLOBAL BID INVITATION
425 VOLKER BLVD OF THIS DRDER,

KANSAS CITY, MO 64110-2241

- - I

ANY EXCEPTION TO PRICING OR DESCRIPTION CONTAINED HEREIN MUST BE APPROVED BY
HUB & PROCUREMENT SERVICES PRIOR TO SHIPPING.

| INVOICE (IN DUPLICATE) TO AGENCY BELOW

TEXAS A&M HEALTH SCIENCE CTR

DEPT OF NEUROSCIENCE AND .

EXPERIMENTAL THERAPEUTICS

MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005

BRYAN TX 77807-3260
sapt0:.. -

TEXAS A&M HEALTH SCIENCE CTR
DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005

BRYAN TX 77807-3260 ‘R_?OOO%LI’

PLEASE NOTE: IF YOUR INVOICE IS NOT ADDRESSED AS
INSTRUCTED PAYMENT WILL BE DELAYED,

CE000L ¢

Item _ Description ; Quantity | uom - Unit Price b Ext Price
USER REF: 626721-7025
PAYMENT TERMS: NET 30
THE TEXAS A&M HEALTH SCIENCE CENTER WILL
INCUR NO LATE PAYMENT PENALTY IF PAYMENT IS
MADE WITHIN THIRTY (30) DAYS FROM RECEIPT OF
GOODS OR SERVICES AND AN UNCONTESTED INVOICE.
BY ACCEPTANCE OF THIS PURCHASE ORDER, VENDOR
AGREES TO ALL TEXAS A&M UNIVERSITY TERMS AND
CONDITIONS LOCATED AT THE FOLLOWING URL:
PURCHASING.TAMU.EDU/MEDIA/123743/BIDTAMU, PDF
IN THE EVENT OF A CONFLICT BETWEEN THE
PARTIES’ TERMS AND CONDITIONS, VENDOR
SPECIFICALLY AGREES TO BE BOUND BY THE LAWS
OF THE STATE OF TEXAS.
REF: PROPOSAL # 827564 R-2
PERIOD OF SVC: 12/21/16 TO 4/30/17
1| PK GX-21; n=40 1} OTH 25,749.000 25,749.00
2 PK GX-Lysine; n=40 1| OTH 25,749.000 25,749.00
3| EEG Neurosteroid; n=60 1} OTH 26,061.000 26,061.00
4 | EEG combination; n=30 1] OTH 13,093.000 13,093.00
5| One time cost and agent prep of mother 1| OTH 3,348.000 3,348.00
solution
TOTAL 94,000.00
VENDOR QUOTE: 827564 R-2
SAK
FOB:

DESTINATION FRT INCLUDED

The Texas A&M University System Health Science Center cannot accept collect freight shipments.

FAILURE TO DELIVER-If the vendor fails to deliver these supplies by the promised delivery date or a reasonable
time thereafter, without giving acceptable reasons for delay, or if supplies are rejected for failure to meet
specifications, the State reserves the right to purchase specified supplies elsewhere, and charge the increase in price
and cost of handling, if any, to the vendor, Neither substitutions nor cancellations permitted without prior approval.

IN ACCORDANCE WITH YOUR BID, SUPPLIES/EQUIPMENT MUST BE PLACED IN THE
DEPARTMENT RECEIVING ROOM BY

The State of Texas is exempt from all Federal Excise Taxes

STATE AND CITY SALES TAX EXEMPTIONS CERTIFICATE: The undersigned claims an exemption from
taxes under Texas Tax Code, Section 151.309(4), for purchase of tangible personal property described in this
numbered order, purchased from contractor and/or shipper listed above, as this property is being secured for the
exclusive use of the State of Texas, The Terms and Conditions of the State of Texas shall prevail.

THIS ORDER IS NOT VALID UNLESS SIGNED BY THE PURCHASING AGENT.

PURCHASING AGENT FOR

THE TEXAS A&M UNIVERSITY SYSTEM HEALTH SCIENCE CENTER




PURCHASE ORDER Order Date

THE TEXAS A&M UNIVERSITY SYSTEM
/09/20
FILE HEALTH SCIENCE CENTER 01 o 17
200 Technology Way, Suite 2079, College Station, Texas 77845-3424; Phone 979-436-9219, FAX 979-436-0074 & 02
Include PO number on all - VENDOR GUARANTEES iNVOICE(lN DUPLICATE) TO AGENCY BELOW k ‘
Correspondence and packages MERCHANDISE DELIVERED ON
- THIS ORDER WILL MEET OR
EXCEED SPECIFICATIONS IN THE TEXAS A&M HEALTH SCIENCE CTR
P700037 BID INVITATION, DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG
8447 STATE HIGHWAY 47 STE 1005
VENDOR
: ALL TERMS AND BRYAN TX 77807—3260 ‘
CONDITIONS SET : SH]PTO; o G . - . ‘
*******8781 FORTH IN THE : . Beaaniain : e o
MRIGLOBAL BID INVITATION
425 VOLKER BLVD sl TEXAS A&M HEALTH SCIENCE CTR
KANSAS CITY, MO 64110-2241 DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG
8447 STATE HIGHWAY 47 STE 1005
BRYAN TX 77807-3260
ANY EXCEPTION TO PRICING OR DESCRIPTION CONTAINED HEREIN MUST BE APPROVED BY PLEASE NOTE: IF YOUR INVOICE 1S NOT ADDRESSED AS
HUB & PROCUREMENT SERVICES PRIOR TO SHIPPING. INSTRUCTED PAYMENT WILL BE DELAYED,
Ttem | - - Description . ... - Quantity | UOM . UnitPrice | ExiPrice
Purchase made by an Institution of Higher
Education, Section 51.9335 Education Code.
ccC FY ACCOUNT NO. DEPT.
23 2017 123002-00011-5453 2010 25,749.00
23 2017 462674-00001-5453 2010 68,251.00

DOCUMENT DATE: 01/09/2017

DEPT.CONTACT: TAMI SEYDLER
PHONE NO. :

SOLE SOURCE REASON:
NO OTHER INSTITUTIONS

PCC CD: 9
TYPE FUND: S TYPE ORDER: HIED

SAK

FOB:  pESTINATION FRT INCLUDED

The Texas A&M University System Health Science Center cannot accept collect freight shipments. Terms:

IN ACCORDANCE WITH YOUR BID, SUPPLIES/EQUIPMENT MUST BE PLACED IN THE

FAILURE TO DELIVER-IT the vendor fails to deliver these supplies by the promised delivery date or a reasonable
DEPARTMENT RECEIVING ROOM BY

time thereafter, without giving acceptable reasons for delay, or if supplies are rejected for failure to meet
specifications, the State reserves the right to purchase specified supplies elsewhere, and charge the increase in price
and cost of handling, if any, to the vendor. Neither substitutions nor cancellations permitted without prior approval.

The State of Texas is exempt from all Federal Excise Taxes THIS ORDER IS NOT VALID UNLESS SIGNED BY THE PURCHASING AGENT.
STATE AND CITY SALES TAX EXEMPTIONS CERTIFICATE: The undersigned claims an exemption from
taxes under Texas Tax Code, Section 151.309(4), for purchase of tangible personal property described in this
numbered order, purchased from contractor and/or shipper listed above, as this property is being secured for the
. sgs B PURCHASING AGENT FOR
exclusi f the State of Texas. The Terms and Conditions of the State of Texas shall prevail.
xelsivense o " pr THE TEXAS A&M UNIVERSITY SYSTEM HEALTH SCIENCE CENTER




PURCHASE ORDER Order Date

THE TEXAS A&M UNIVERSITY SYSTEM
VENDOR HEALTH SCIENCE CENTER 01/2;29017

200 Technology Way, Suite 2079, College Station, Texas 77845-3424; Phone 979-436-9219, FAX 979-436-0074 01

= —
nclude PO number on all VENDOR GUARANTEES

Correspondence and packages MERCHANDISE DELIVERED ON
' — THIS ORDER WILL MEET OR

EXCEED SPECIFICATIONS IN THE

P700037 BID INVITATION.
_VENDOR
- - ALL TERMS AND
CONDITIONS SET
*kkkkxkk378] FORTH IN THE
MRIGLOBAL BID INVITATION
425 VOLKER BLVD gﬁ$$$$§g

KANSAS CITY, MO 64110-2241

ANY EXCEPTION TO PRICING OR DESCRIPTION CONTAINED HEREIN MUST BE APPROVED BY
HUB & PROCUREMENT SERVICES PRIOR TO SHIPPING.

_ INVOICE (IN DUPLICATE) TO AGENCY BELOW

TEXAS A&M HEALTH SCIENCE CTR
DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005
BRYAN TX 77807-3260

SHIPTO:

TEXAS A&M HEALTH SCIENCE CTR
DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005
BRYAN TX 77807-3260

PLEASE NOTE: IF YOUR INVOICE IS NOT ADDRESSED AS
INSTRUCTED PAYMENT WILL BE DELAYED.

USER REF: 626721-7025

PAYMENT TERMS: NET 30

THE TEXAS A&M HEALTH SCIENCE CENTER WILL
INCUR NO LATE PAYMENT PENALTY IF PAYMENT IS
MADE WITHIN THIRTY (30) DAYS FROM RECEIPT OF
GOODS OR SERVICES AND AN UNCONTESTED INVOICE.

BY ACCEPTANCE OF THIS PURCHASE ORDER, VENDOR
AGREES TO ALL TEXAS A&M UNIVERSITY TERMS AND
CONDITIONS LOCATED AT THE FOLLOWING URL:

PURCHASING.TAMU.EDU/MEDIA/123743/BIDTAMU. PDF

IN THE EVENT OF A CONFLICT BETWEEN THE
PARTIES’ TERMS AND CONDITIONS, VENDOR
SPECIFICALLY AGREES TO BE BOUND BY THE LAWS
OF THE STATE OF TEXAS.

REF: PROPOSAL # 827564 R-2
PERIOD OF SVC: 12/21/16 TO 4/30/17

1] PK GX-21; n=40 1| OTH 25,749.000 25,749.00
2| PK GX-Lysine; n=40 1| OTH 25,749.000 25,749.00
3 | EEG Neurosteroid; n=60 1| OTH 26,061.000 26,061.00
4 | EEG combination; n=30 1| OTH 13,093,000 13,093.00
5] One time cost and agent prep of mother 1| OTH 3,348.000 3,348.00

solution

TOTAL 94,000.00
VENDOR QUOTE: 827564 R-2
SAK
FOB:  pESTINATION FRT INCLUDED
Terms:

The Texas A&M University System Health Science Center cannot accept collect freight shipments,

FAILURE TO DELIVER-If the vendor fails to deliver these supplies by the promised delivery date or a reasonable
time thereafter, without giving acceptable reasons for delay, or if supplies are rejected for failure to meet
specifications, the State reserves the right to purchase specified supplies elsewhere, and charge the increase in price
and cost of handling, if any, to the vendor, Neither substitutions nor cancellations permitted without prior approval.

IN ACCORDANCE WITH YOUR BID, SUPPLIES/EQUIPMENT MUST BE PLACED IN THE
DEPARTMENT RECEIVING ROOM BY

The State of Texas is exempt from all Federal Excise Taxes

STATE AND CITY SALES TAX EXEMPTIONS CERTIFICATE: The undersigned claims an exemption from
taxes under Texas Tax Code, Section 151.309(4), for purchase of tangible personal property described in this
numbered order, purchased from contractor and/or shipper listed above, as this property is being secured for the
exclusive use of the State of Texas. The Terms and Conditions of the State of Texas shall prevail,

‘THIS ORDER IS NOT VALID UNLESS SIGNED BY THE PURCHASING AGENT.

PURCHASING AGENT FOR
THE TEXAS A&M UNIVERSITY SYSTEM HEALTH SCIENCE CENTER




PURCHASE ORDER Order Date
THE TEXAS A&M UNIVERSITY SYSTEM
VENDOR HEALTH SCIENCE CENTER o1/ Qfgé 2017

200 Technology Way, Suite 2079, College Station, Texas 77845-3424; Phone 979-436-9219, FAX 979-436-0074 01

P700037 BID INVITATION.

KANSAS CITY, MO 64110-2241

VENDOR GUARANTEES
MERCHANDISE DELIVERED ON
THIS ORDER WILL MEET OR
EXCEED SPECIFICATIONS IN THE

ALL TERMS AND

CONDITIONS SET
*kkkkk*8781 FORTH IN THE
MRIGLORAL BID INVITATION
425 VOLKER BLVD ARt

ANY EXCEPTION TO PRICING OR DESCRIPTION CONTAINED HEREIN MUST BE APPROVED BY
HUB & PROCUREMENT SERVICES PRIOR TO SHIPPING.

TEXAS A&M HEALTH SCIENCE CTR
DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005
BRYAN TX 77807-3260

TEXAS A&M HEALTH SCIENCE CTR
DEPT OF NEUROSCIENCE AND
EXPERIMENTAL THERAPEUTICS
MEDICAL RESEARCH EDU BLDG

8447 STATE HIGHWAY 47 STE 1005
BRYAN TX 77807-3260

PLEASE NOTE: IF YOUR INVOICE IS NOT ADDRESSED AS
INSTRUCTED PAYMENT WILL BE DELAYED.

USER REF: 626721-7025

PAYMENT TERMS: NET 30

THE TEXAS A&M HEALTH SCIENCE CENTER WILL

INCUR NO LATE PAYMENT PENALTY IF PAYMENT IS
MADE WITHIN THIRTY (30) DAYS FROM RECEIPT OF

BY ACCEPTANCE OF THIS PURCHASE ORDER, VENDOR
AGREES TO ALL TEXAS A&M UNIVERSITY TERMS AND
CONDITIONS LOCATED AT THE FOLLOWING URL:

PURCHASING.TAMU.EDU/MEDIA/123743/BIDTAMU. PDF

IN THE EVENT OF A CONFLICT BETWEEN THE
PARTIES' TERMS AND CONDITIONS, VENDOR
SPECIFICALLY AGREES TO BE BOUND BY THE LAWS
OF THE STATE OF TEXAS.

GOODS OR SERVICES AND AN UNCONTESTED INVOICE.

REF: PROPOSAL # 827564 R-2

PERIOD OF SVC: 12/21/16 TO 4/30/17
1} PK GX-21; n=40 1| OTH 25,749.000 25,749.00
2| PK GX-Lysine; n=40 1| OTH 25,749.000 25,749.00
3> EEG Neurosteroid; n=60 1| OTH 26,061.000 26,061.00
4| EEG combination; n=30 1| OTH 13,093.000 13,093.00
5| One time cost and agent prep of mother 1] OTH 3,348.000 3,348.00

solution

TOTAL 94,000.00
VENDOR QUOTE: 827564 R-2
SAK
FOB:  pESTINATION FRT INCLUDED
Terms:

The Texas A&M University System Health Science Center cannot accept collect freight shipments,

FAILURE TO DELIVER-If the vendor fails to deliver these supplies by the promised delivery date or a reasonable

time thereafter, without giving acceptable reasons for delay, or if supplies are rejected for failure to meet

specifications, the State reserves the right to purchase specified supplies elsewhere, and charge the increase in price
and cost of handling, if any, to the vendor. Neither substitutions nor cancellations permitted without prior approval,

IN ACCORDANCE WITH YOUR BID, SUPPLIES/EQUIPMENT MUST BE PLACED IN THE
DEPARTMENT RECEIVING ROOM BY

The State of Texas is exempt from all Federal Excise Taxes

exclusive use of the State of Texas. The Terms and Conditions of the State of Texas shall prevail

STATE AND CITY SALES TAX EXEMPTIONS CERTIFICATE: The undersigned claims an exemption from
taxes under Texas Tax Code, Section 151.309(4), for purchase of tangible personal property described in this
numbered order, purchased from contractor and/or shipper listed above, as this property is being secured for the

VALID UNLESS SIGNED BY THE PURCHASING AGENT.

@*“kﬂw%ﬁmz

THIS ORDER IS I

PURCHASING AGENT FOR

THE TEXAS A&M UNIVERSITY SYSTEM HEALTH SCIENCE CENTERJ




Susan King

From:
Sent:
To:
Subject:

Attachments:

Importance:

Finally,

Susan King

Tuesday, January 17, 2017 8:37 AM
‘Seydler, Tami M.'

PO # P700037
20170117083648768.pdf

High

I have your PO, however | can't find a vendor email address.
Please forward the attached to the vendor.

Thanks,
Susan



The Texas A&M University System Health Science Center

Sole Source and/or Proprietary Justification

Requisition No. Rﬂ O OO abi Date: 11/11/186

This form is to be used to aid departmental staff in relating information necessary in the process of
requisitions on a sole source and/or proprietary basis. Your cooperation in answering the questions
listed below will assist the purchaser in handling your order expeditiously. Please complete the form
and forward to HUB and Procurement Services. 1f more space is required, feel free to attach
additional pages. NOTE: For your convenience, this is a fill-in form. Adobe Reader required.

1. Description of item (if commodity: make, model no., etc.; if service: detail of type of service):
Seizure and PK Studies in the Soman Model in Rats

2, Name of known source for item: Manufacturer? []Yes [/]No
MRIGlobal, a non-profit research service institution, Kansas City, MO

3. What feature or functions are unique (proprietary) to this item?

The proposed services involves toxic chemical agents that are exclusively available from
MRIGlobla, which has license from US Department of Defense.

4. Briefly explain how the unique features or functions are essential to the purpose for which the
item is needed.

The proposed soman model is essential to screen new medications for this chemical
neurotoxicity. This study is an Integral part of the FY04 studies in the NIH grant awarded to
Dr. Reddy (TAMHSC).

5. List any source other than the known source that manufactures or supplies similar items or
iterns with similar functions,

None from any other institutions.

Page 1 of 2






Texas A&M University Health Science Center MRIGlobal Proposal No.
827564 R-2

D. Samba Reddy, Ph.D, RPh, FAAPS, FAAAS Professor

Neuroscience and Experimental Therapeutics

College of Medicine

Texas A&M University Health Science Center

MREB Bldg., Rm No. 2008, 8447 State Highway 47

Bryan, Texas 77807-3260

December 21, 2016

National Security @ Global Health @ Energy
Missouri = Colorado » Florida « Maryland « Virginia « Kansas » Washington, D.C.
425 Volker Blvd,, Kansas City, Missouri 64110-2241 - Phone: 816-753-7600, Fax: 816-753-8420 » www.mriglobal.org




National Solutions Worldwide Impact

December 21, 2016

D. Samba Reddy, Ph.D., RPh, FAAPS, FAAAS
Professor

Neuroscience and Experimental Therapeutics

College of Medicine

Texas A&M University Health Science Center

MREB Bldg., Room No. 2008, 8447 State Highway 47
Bryan, TX 77807-3260

Subject: MRIGlobal Proposal No. 827564 R-2, “Seizure and PK Studies in the Soman Model
in Rats”

Dear Dr. Reddy:

MRIGlobal is pleased to submit this revised proposal to the Texas A&M University Health
Science Center entitled, “Seizure and PK Studies in the Soman Model in Rats.” Included in this
proposal are the Technical Approach; Programmatic Assumptions; Deliverables; Performance
Schedule; Price and Payment; and Project Authorization. The modification reduces the animals
and time points on the PK studies (Task 1 and 2) from 45 animals to 40 and from 9 time points to
8. Dr. Reddy has also agree to send up to two of his staff to help with activities on Task 3 and 4.

Technical Approach

The details provided in this proposal represent MRIGlobal’s understanding of the work and the
estimated cost associated with performance of the Statement of Work (Appendix A). MRIGlobal
and Texas A&M University Health Science Center agree that this proposal will be modified only
if significant changes that affect cost are requested and that these changes will be addressed via
formal notification by authorized individuals for both parties.

Programmatic Assumptions:

o MRIGIobal will procure non-EEG rats (from Taconic) for these studies, and will get
IACUC approvals.

o TAMU will ship EEG telemetry rats to MRIGlobal for these studies.

o MRIGlobal will have a 2 week quarantine/acclimation period and will send 1-2 serum
samples to CRL for serology as the animals are coming from a University rather than a
vendor.

o A technician from the Reddy lab will be on site for 2 days prior to the first study to train
MRIGlobal technical staff on the video/telemetry equipment.

issouri » Cotarado « Florida « Maryland « Virginia « Kansas » Washington, D.C.

425 Yolker Blvd., Kansas City, Missouri 64110-2241  Phone: 816-753-7600, Fax: 816-753-8420  www.miiglobal.org



Seizure and PK Studies in the Soman Model in Rats
December 21, 2016

o Dr. Reddy and/or his technician will be on site for the first 24 hr of the first study;
however, they are not permitted in the RDS laboratory, but will be on site to watch video
feed from the lab and close by for technical input if trouble shooting of video/telemetry
equipment is necessary.

« Shipping of all telemetry/video/equipment and animals, including fixed tissues at the
conclusion of the study, will be paid for by Dr. Reddy.

« MRIGIlobal is not responsible for any disposable parts of the equipment and if necessary,
these parts will be replaced by Dr. Reddy.

o All animals will be euthanized at 24 hr after challenge with soman and perfused; brain
will be harvested and shipped back to the Reddy lab for histology at Reddy lab.

o A new soman sample will be prepared after one year if subsequent animal studies take
place after the first preparation is made; subsequent (annual) preparations of soman
would be added by contract modification if this occurs as this was not included in this
ROM or SOW.

o This study will not be conducted under GLP guidelines, however MRIGlobal SOP’s and
GLP documentation procedures will be followed.

e The study protocol or study amendments will be authored, reviewed and signed by the
Sponsor prior to execution of all studies. The study protocol will be approved by the
Sponsor and MRIGlobal’s IACUC prior to ordering animals for delivery.

Deliverables
MRIGlobal will provide a letter report and tissues for each task stated herein.

Performance Schedule

MRIGlobal is proposing to perform this work with a period of performance beginning
December 21, 2106 through April 30, 2017. The proposed 5-month period of performance
includes letter report, archiving, and administrative close out.

Price and Payment

The total fixed price to complete the effort proposed herein is outlined in Table 1 on the
following page.

MRIGlobal will invoice each study/milestone as priced in Table 1 at completion. The total
invoice is due within thirty (30) days of the invoice date. MRIGlobal reserves the right to
discontinue the work in the event payments become delinquent. MRIGlobal will provide Texas
A&M University Health Science Center with a written notice within five (5) days before
discontinuing work because of nonpayment of invoices.

Table 1. Price
Activity —

1 PK GX-21; n=40 $25,749
2 | PK GX-Lysine; n=40 $25,749
3 | EEG Neurosteriod; n=60 $26,061
4 | EEG Combination; n=30 $13,093
5 | One time cost and agent prep of mother solution $3,348

Grand Total $94,000

MR(Global-MCM827564_R-2 2



Seizure and PK Studies in the Soman Model in Rats
December 21, 2016

Project Authorization

If the proposed scope of work, price and period of performance described above are acceptable,
MRIGlobal would anticipate receipt of a subcontract from Texas A&M University Health
Science Center authorizing the work. MRIGlobal reserves the right to negotiate the terms and
conditions along with the Statement of Work of any such subcontract.

If you have technical questions regarding this proposal please contact Mr. Ed Sistrunk at
(816) 326-5650, or via email at esistrunk@mriglobal.org. Questions on contractual issues may be
addressed to the undersigned at (816) 326-5012, or via email at rcole@mriglobal.org.

Sincerely,

MRIGlobal
Ed Sistrunk, MSM, PMP

Associate Division Director
Medical Countermeasures Division

Approved for:
MRIGLOBAL

: - / /
.,,,;? ,vazz (;;{‘;//”(’ o /Z/
Rosilyn Cole

Senior Contracts Administrator

MRIGIobal- MCM827564_R-2 3



Appendix A.
Statement of Work
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Seizure and PK Studies in the Soman Model in Rats
December 21, 2016

Title: Seizure and PK Studies in the Soman Model in Rats Task 1:

Background

Organophosphate nerve agents such as soman (GD) and VX produce lethal neurotoxic effects,
such as hypersecretion, tremors, convulsions, respiratory distress and death. Nerve agent toxicity
is treated with 2-PAM, atropine sulfate, and diazepam, which suppress convulsions and seizures
when given early. The longer these seizures progress, the more resistant they become to
diazepam, resulting in greater neuropathology. Reddy lab team is investigating new treatments
for control of nerve agent toxicity, especially convulsive seizures and brain damage. The team
would like to test neurosteroids, which are potent GABA-A receptor modulators of with
anticonvulsant properties, against the nerve agent-induced seizures and neuropathology in rats.
The team would also like to study PK of neurosteroids in rats exposed to soman.

Objectives

The main objective of this study is to determine the effect of the neurosteroid analogs against
soman-induced seizures and neurotoxicity in rats (non-GLP studies). Another objective is to
determine the PK of neurosteroid analogs in soman-exposed rats. The proposed soman model
will be conducted at MRIGlobal facility under a collaboration/ contractual arrangement.

Experimental Design

1. Male Sprague-Dawley rats (250-400 g) will be implanted with a pair of EEG recording
electrodes in the brain in the Reddy lab at TAMHSC in Bryan, Texas.

2. After a post-surgical recovery period of at least 2 weeks, these rats will be shipped to the
MRIGIlobal facility for soman exposure studies. MRIGlobal will care for these rats. After
successful clearance of quarantine health check, rats will be utilized for studies.

NoOTE: MRIGlobal will procure non-EEG rats (from Taconic) for these studies, and will
get IACUC amendments to their AUPs covering these compounds.

3. On the day of testing, rats will be hooked up to the video-EEG system for a 30-min
baseline recording.

NOTE: The video-EEG system will be supplied by Reddy lab (shipped to MRIGlobal a
few days in advance), and training given to MRIGlobal technicians for operating the
system. Reddy lab technician will be available on site for assistance in running video-
EEG during the entire study period.

4, Rats will be given the cholinesterase agent HI-6 (125 mg/kg, i.p.) 30-min before soman
exposure.

NoOTE: HI-6 (125 mg/ml) vial will be supplied by Reddy lab.

5. Rats will be exposed to soman (154 pg/kg, 1.4xLDso) by a single subcutaneous injection
(Ref. Figueiredo et al., ] Pharmacol Exp Ther 2011,336:303-312).

6. MRIGlobal will prepare soman (154 pg/ml) solution in ice cold saline for injection. It is
injected to rats at a volume of 0.1 ml per 100gm body weight or in a volume not to
exceed 0.3 ml per animal.

MRIGlobal-MCM827564_R-2 A-2



Seizure and PK Studies in the Soman Model in Rats
December 21, 2016

7. Within 1 min after soman exposure, rats will receive atropine methyl nitrate
(2 mg/kg, i.m.).

NOTE: AMN (2 mg/ml) vial will be supplied by Reddy lab.

8. Test drugs Ganaxolone will be given 40 min after exposure to soman. The study groups
will be organized into 2 or 3 sessions as outlined below:

Study Session I (January-2017) — PK study (Sample Collection only)

Task 1: Day-1:

Group I: Neurosteroid GX-21 (10 mg/kg, i.m. injection) at 40-min post-GD, 5 rats/group
(5x8 time points, N=40)

NOTE: A 20 ml vial of neurosteroid Gx-21 (10 mg/ml) injection solution will be
supplied by Reddy lab. A single shot is to be given 40-min post-GD (40 rats x 0.3 ml=
12.0 ml needed for this study)

Sample Collection: See PK Protocol below.
Task 2: Day-2: '

Group II: Neurosteroid GX-Lysine (10 mg/kg, i.m. injection) at 40-min post-GD, 5
rats/group (5x8 time points, N=40)

NOTE: A 20 ml vial of neurosteroid Gx-Lysine (10 mg/ml) injection solution will be
supplied by Reddy lab. A single shot is to be given 40-min post-GD (40 rats x 0.3 ml=
12.0 ml needed for this study)

Sample Collection: See PK Protocol below.
PXK Study Protocol:

« Forty (40) min post-GD injection, each rat will receive an injection I.M.
(intramuscular) of test neurosteroid at a dose of 10 mg/kg, divided over two thigh
muscle sites (each thigh) in a volume of 0.2-0.3 mL (not to exceed 0.3 ml per site).

o Clinical observations including onset of seizure activity will be recorded throughout
study period (from GD exposure till sample collection for all groups).

o After the administration of neurosteroid, four (5) rats per time-point will be
anesthetized with an IP injection of ketamine and xylazine then exsanguinated.

+ Ketamine and xylazine: Anesthetics administered by IP injection and at target doses
of <100 to 200 mg/kg (Ketamine) and < 20 mg/kg (xylazine), respectively. NOTE:
Rats experiencing GD-induced seizures activity may need more Ketamine dose for
inducing anesthesia.

¢ Blood sample (3-5 ml) is collected via cardiac puncture or vena cava or by external
carotid artery puncture. Samples will be collected at the following time-points: 0, 15,
30, 45, 60-min, 2h, 4h and 8h after Neurosteroid injection (total 8 groups). Time 0 is
defined as time of Neurosteroid administration.

e Brain tissue harvested at the same (above) time-points. NOTE: Allow enough time
between groups to anesthetize, collect blood and brain tissue.
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o Intwo groups (4h and 8h groups), rats will be video monitored from the time of GD
injection until anesthetized (at 4h or 8 h after ganaxolone dosing) for blood and brain
tissue collection. Dr. Reddy lab will provide the video system (as was done in earlier
study).

o Blood will be collected via cardiac puncture or vena cava or external carotid artery
puncture under ketamine/xylazine anesthesia.

- Following blood collection into purple top EDTA tubes, the blood will be
processed to plasma, then transferred into a minimum of two labeled tubes and
stored at -80°C + 10°C. NOTE: Collect the plasma in two separate (set A and B)
tubes (0.5 to 1 ml each tube) and store at -80 oC in plasma storage tubes.

- Ship one set of plasma samples (set A) to SRI for analysis.
- Store the second set (set B) at MRIGlobal at -80°C.

o The brain following harvest will be divided into a right and left half (midline), each
half weighed separately, and then placed into either tubes or seal-safe labeled bags
and placed onto dry ice.

- At the end of tissue harvest, brain samples will be transferred to and stored
at -80°C. NOTE: Weight of each both tissues (set A & set B) taken immediately
after harvesting and recorded on the sheets (before cooling the tissue in dry ice).

- Ship one set of brain samples (set A) to SRI for analysis.
- Store the second set (set B) at MRIGlobal at -80°C.

Study Session II (February-2017) — EEG study (regular study)

Task 3: Week-1 (February-2017) — Neurosteroid Analogs study

Day-1 & 2:

Group I: Neurosteroid GX-21 (10 mg/kg, i.m.) at 40-min post exposure, N= 15 rats (7
EEG + 8 non-EEG)

NOTE: A 30 ml vial of neurosteroid Gx-21 (5 mg/ml) injection solution will be supplied
by Reddy lab. Two shots are to be given 40-min post-GDj; additional boosters shots at 30-
min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose; 3 doses =30
ml needed).

Group II: Neurosteroid GX-Phosphate (20 mg/kg, i.m.) at 40-min post exposure, N= 15
rats (7 EEG + 8 non-EEG)

NOTE: A 30 ml vial of neurosteroid Gx-Phosphate (10 mg/ml) injection solution will
be supplied by Reddy lab. Two shots are to be given 40-min post-GD; additional boosters
shots at 30-min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose;
3 doses =30 ml needed).

Day-3 & 4:

Group III: Neurosteroid GX-Lysine (20 mg/kg, i.m.) at 40-min post exposure, N= 15
rats (7 EEG + 8 non-EEQG)
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NOTE: A 30 ml vial of neurosteroid Gx-Lysine (10 mg/ml) injection solution will be
supplied by Reddy lab. Two shots are to be given 40-min post-GD; additional boosters
shots at 30-min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose;
3 doses =30 ml needed).

Group IV: Neurosteroid GX-Valine (20 mg/kg, i.m.) at 40-min post exposure, N=15
rats (7 EEG + 8 non-EEG)

NOTE: A 30 ml vial of neurosteroid Gx-Valine (10 mg/ml) injection solution will be
supplied by Reddy lab. Two shots are to be given 40-min post-GDj; additional boosters
shots at 30-min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose;
3 doses =30 ml needed).

Task 4: Week-2 (February-2017) — Combination study
Day-1 & 2:

Group I: Neurosteroid Gx-Phosphate+Midazolam (2 mg/kg, i.m.) at 40-min post-GD,
N= 15 rats (7 EEG + 8 non-EEG)

NOTE: A 30 ml vial of neurosteroid Gx-Phosphate (10 mg/ml) injection solution will
be supplied by Reddy lab. Two shots are to be given 40-min post-GD; additional boosters
shots at 30-min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose;
3 doses =30 ml needed).

NOTE: Midazolam injection (2 mg/ml) will be prepared by MRIGlobal.

Group II: Neurosteroid Gx-Lysine+Midazolam (2 mg/kg, i.m.) at 40-min post-GD, N=
15 rats (7 EEG + 8 non-EEG)

NOTE: A 30 ml vial of neurosteroid Gx-Lysine (10 mg/ml) injection solution will be
supplied by Reddy lab. Two shots are to be given 40-min post-GD; additional boosters
shots at 30-min & 1 or 2 h after the first shot (15 rats x 0.3 ml x 2 shots = 9 ml per dose;
3 doses =30 ml needed).

NOTE: Midazolam injection (2 mg/ml) will be prepared by MRIGlobal.

NOTE: Test drugs solutions will be provided by Reddy lab in vials ready for
administration (0.1 ml per 100 g body weight of animals). Test drugs should be stored in
the refrigerator.

NOTE: Midazolam (5 mg/ml) injection vials should be procured by MRIGlobal from
veterinary suppliers (Controlled substance).

9. Rats are monitored continuously by Video-EEG recording system for 24 h after soman
exposure.

NOTE: In each group, there will be 7 rats hooked to the video-EEG recording system
another 8 rats video recording only (non-EEG animals), total of 15 rats in each group.

NOTE: Rats can be observed in their home cages, which can be fitted with swivels for
free movement of animal during studies.

NOTE: Video-EEG data will be recorded in the PC provided by Reddy lab.
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10. Rats will be perfused transcardially with 0.4% paraformaldehyde at 24 hours after soman
exposure. A few animals (N=5 to 6), non-EEG rats, from each group are perfused at 24 h
post exposure.

NOTE: Perfusion protocol supplied separately (Ref. Rao et al. J Neuroscience Res 2006;
83:1088-1105).

11. Brains will be delicately isolated, processed as per the perfusion protocol, and samples
stored in 0.4% paraformaldehyde for histological studies.

NOTE: Brain samples will be shipped to Reddy lab after completion of fixation
procedures.

12. All surviving rats will be transferred to animal facility, cared intensely with fluids and
moistened food for 3-5 days post exposure. Upon recovery, animals will be shipped to
Reddy lab, preferably 1 or 2 weeks after the study.

NOTE: Health reports, safety and related information are needed prior to shipping the rats
to Reddy lab.
Specific Deliverables:

Session 1: PK study

Samples will be shipped to SRI on dry ice (with prior notification) the week following PK study
execution.
A copy of the study file will be shipped to Dr. Reddy upon completion of this program.

Session 2: EEG study

Brain samples will be shipped by overnight FedEx to Reddy lab.
Surviving animals will be shipped to Reddy lab, preferably 1 week after the study.

Reporting Requirements. None

Research technician from Reddy lab will be at the site for the video-EEG data collection.
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VISUAL COMPLIANCE RESTRICTED PARTY SCREENING

Search criteria: MRIGlIobal (Exact match)
[Export, Sanctions, GSA, Police, PEP and International data groups]

Date of search: Monday, January 9, 2017
Time of search: 10:05 AM EDT
Report created by: SUSAN WARREN, TEXAS A&M - HEALTH SCIENCE CENTER

NO MATCHING RECORDS FOUND
AUTHORITIES:

+ Department of Commerce Denied Persons [BIS]

- Department of Commerce Entity List [BIS]

- Department of Commerce "Unverified" List [BIS]

- Department of State Arms Export Control Act Debarred Parties [DDTC]
- Department of State Munitions Export Control Orders [DDTC]

+ Department of State Nonproliferation Orders

+ Department of State Iran Sanctions (ISA and TRA)

+ WMD Trade Control Designations [OFAC]

- Department of State Designated Terrorist Organizations

- Department of State Terrorist Exclusion List

+ Palestinian Legislative Council List [OFAC]

+ Federal Register General Orders

- Specially Designated Nationals and Biocked Persons [OFAC]

+ Foreign Sanctions Evaders List (FSE-IR) [OFAC]

- Sectoral Sanctions Identifications List (UKRAINE-EQ13662) [OFAC]
- Persons Identified as Blocked Solely Pursuant to Executive Order 13599 [OFAC]
» United Nations Consolidated List

- GSA Parties Excluded from Federal Procurement Programs [SAM/EPLS]
+ GSA Parties Excluded from Federal Nonprocurement Programs [SAM/EPLS]
+ GSA Parties Excluded from Federal Reciprocal Programs [SAM/EPLS]
- Air Force Special Investigations - Top Ten Fugitives

+ Alcohol, Tobacco, Firearms and Explosives Most Wanted

+ FBI Ten Most Wanted Fugitives

+ FBI Most Wanted Terrorists

+ FBI Kidnappings and Missing Persons

« FBI Seeking Information

+ FBI Wanted Fugitives

- Food and Drug Administration — Clinical Investigators

+ Food and Drug Administration — Debarment List

- Food and Drug Administration — Disqualified and Restricted

« Homeland Security Investigations Most Wanted

- Naval Crimina!l Investigative Service — Wanted Fugitives

+ U.S. Immigration and Customs Enforcement Most Wanted

+ U.S. Drug Enforcement - Major International Fugitives

+ U.S, Marshals Service - Major Fugitive Cases

+ U.S. Marshals Service - Top 15 Most Wanted

+ Office of Research Integrity PHS Administrative Actions

+ U.S. Postal Inspection Service - Most Wanted

+ U.S, Secret Service Most Wanted

: OIG Entities Excluded from Federal Health and Medicare Programs

+ CIA Chiefs of State and Cabinet Members of Foreign Governments [Politically Exposed Persons]
- Japan Foreign End-Users of Concern

+ Kingdom of Saudi Arabia Wanted Militants

- CPSEP Listed Entities

+ Australia Foreign Affairs Consolidated List

- European Union Consolidated List

- Interpol Recently Wanted

- HM Treasury Consolidated List [England]

- Canadian Economic Sanctions

- Canadian Border Services Agency Wanted List

+ RCMP Wanted Fugitives

- FINCEN (USA PATRIOT Act) Section 311 - Special Measures

- World Bank Listing of Ineligible Firms

+ OSFI Consolidated List - Entities

- OSFI Consolidated List - Individuals

+ OSFI Warning List
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