Meridian Medical Technologies.
a subsidiary of
King Pharmaceuticals® Inc.

Kin g Pharmaceuticals
6350 Stevens Forest Road, Suite 301
Columbia, MD 21046

Sean Cowherd
Account Representative

May 21, 2007

Roberta Wagner

Health and Human Resources
505 Capital Street, Suite 200
Charleston, WV 25301

Re: RFQ#BPH70353

Dear Roberta,

As the sole manufacturer of chemical nerve agent antidote auto-injectors, we believe there was a little bit
of confusion in determining the specifications for RFQ# BPH70353.

Our DuoDote™ auto injector provides 2.1 mg of Atropine and 600 mg Pralidoxime Chloride in separate
chambers as sterile, pyrogen-free solutions for intramuscular injections. When activated, the auto-injector

administers atropine and pralidoxime chloride using a single 0.8 inch, 23 gauge needle. This product
contains up to a 3 year shelf life.

Our Mark 1™ kit contains 2.0 mg of Atropine and 600 mg of Pralidoxime Chloride, but is in two separate
injections. Each needle is 22 gauge, and the product contains up to a 5 year shelf life.

Meridian also manufacturers a compliment of auto-injector training simulators for instruction in the
proper use of the auto-injector. These training simulators are similar in appearance and function to the
auto-injector drug delivery systems they mimic.

I have included bid pricing on both auto-injectors, as well as a sample trainer. If you need any further
information, please feel free to call me at 443-259-7878.

Best regards,

Sean Cowherd
Account Representative
Commercial Pharmaceuticals
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Meridian Medical Technologies
Attention: lreatha Woods

Columbia, MD 21046

Department of Administration
2019 Washington Street East
Charleston, WV 25305-0130
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SUBSTANTIVE |[QUESTIIONS WILL BE ANSWERED| ORALLY. IF
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OIate or vwest virginia NICWUICIE WU e ReQONUMBER: 5w

Department of Administration Quotation .
Purchasing Division BPH70353

2019 Washington Street East B ADDRESSCOLRESD

Post Office Box 50130 : '

Charleston, WV 25305-0130 ROBERTA WAGNER
' , 3046-558-0067

RFQ COPY

TYPE NAME/ADDRESS HERE HEALTH AND HUMAN RESOURCES

BPH - THREAT PREPAREDNESS

505 CAPITOL STREET, SUITE 200
CHARLESTON, Wv
25301 304-558-1218

OPENING TIME 01:30PM

QUARTERS OR PRINC[IPAL [PLACE OF BUSINES|S CONTINUOUSLY IN
WEST VIRGINIA FOR| FOUR| (4) YEARS IMMEDIIATELY PRECEDING
THE DATE OF [THIS |CERTIFICATION; OR 80% OF THE OWNERSHIP
INTEREST OF BIDDER IS HELD BY ANOTHER INDIVIDUAL,
PARTNERSHIP,| ASSOCIATION OR CORPORATION RESIDENT VENDOR
WHO HAS MAINTAINED ITS| HEADQUARTERS OR| PRINCIPAL PLACE
DF BUSINESS [CONTINUOUSLY IN WEST VIRGINIA FOR FOUR (4)
YEARS IMMEDIATELY| PRECEDING THE DATE OF THIS
CERTIFICATION; OR

( ) BIDDER| IS A CORPORATION NONRESIDENT VENDOR
WHICH HAS AN| AFFILIATE| OR SUBSIDIARY WHICH EMPLOYS

A MINIMUM OF| ONE HUNDRED STATE RESIDENTS AND WHICH
HAS MAINTAINED IT|S HEAQUARTERS OR PRINCIPAL PLACE OF
BUSINESS WITHIN WEST VIIRGINIA CONTINUOUSLY FOR THE
FOUR (4) YEARS IMMEDIATELY PRECEDING THE DATE OF THIS
CERTIFICATION.

B. APPLICATION IS MADE FOR 2.5% PREFERENCE FOR THE
REASON CHECKED: '

( ) BIDDER| IS Al RESIDENT VENDOR WHOD [CERTIFIES THAT,
DURING THE LIIFE OF THE| CONTRACT, ON AVERAGE AT LEAST
75% OF THE EMPLOYEES WORKING ON THE PR|DJECT BEING BID
ARE RESIDENT)S OF WEST VIRGINIA WHO HAVE RESIDED IN
THE STATE CONTINUOUSLY| FOR THE TWO YEARS IMMEDIATELY
PRECEDING SUBMISSIION OF THIS BID; ‘

DR ‘ ’

C ) BIDDER| IS Al NONRESIDENT VENDOR EMPLOYING A
MINIMUM OF ONE HUNDRED| STATE RESIDENTS| OR IS A
NONRESIDENT [VENDOR WITH AN AFFILIATE OR SUBSIDIARY
WHICH MAINTAINS IITS HE/ADQUARTERS 'OR PRIINCIPAL PLACE
OF BUSINESS WITHIN WEST VIRGINIA EMPLOYING A MINIMUM
OF ONE HUNDRED STATE RESIDENTS WHO CER[TIFIES THAT,
DURING THE L|IFE OF THE| CONTRACT, ON AVERAGE AT LEAST
75% OF THE EMPLDYEES.%R BIDDERS" AFFIL|IATE'S OR
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State of West Virginia Request for =
Department of Administration Quotation
Purchasing Division

2019 Washington Street East

Post Office Box 50130

Chatleston, WV 25305-0130 . ROBERTA WAGNER
: 306-558-0067

RFQ COPY

TYPE NAME/ADDRESS HERE HEALTH AND HUMAN RESOURCES

BPH - THREAT PREPAREDNESS

505 CAPITOL STREET, SUITE 200
CHARLESTON, WV
25301 304-558-1218

05/01/2007
BID OPENING DATE:

5/31/2007 BID OPENING TIME D1:30PM

SUBSIDIARY'S| EMPLIOYEES| ARE RESIDENTS OF WEST VIRGINIA
WHO HAVE RESIIDED |IN THE STATE CONTINUOUSLY FOR THE TWO
VEARS IMMEDIATELY| PRECEDING SUBMISSION OF THIS BID.

BIDDER UNDERISTAND]S IF [THE SECRETARY OF TAX & REVENUE
DETERMINES THAT A| BIDDER RECEIVING PREFERENCE HAS
FAILED TO CONTINUE TO MEET THE REQUIREMENTS FOR SUCH
PREFERENCE, [THE SECRETARY MAY ORDER THE DIRECTOR OF
PURCHASING T0: (jA) RESCIND THE CONTRACT OR PURCHASE"
ORDER ISSUED|; OR |(B) ASSESS A PENALTY AGAINST SUCH
BIDDER IN AN| AMOUNT NOT TO EXCEED 5% OF THE BID AMOUNT
AND THAT SUCH PENALTY WILL BE PAID TO |THE CONTRACTING
AGENCY OR DEDUCTED FROM ANY UNPAID BALANCE ON THE
CONTRACT OR |PURCHA SE ORDER.

BY SUBMISSION OF |[THIS [CERTIFICATE, BIDDER AGREES TO
DISCLOSE ANY| REASONABL)Y REQUESTED INFORMATION TO THE
PURCHASING DIIVISI|ON AND AUTHORIZES THE| DEPARTMENT OF
TAX AND REVENUE T|0 DISCLOSE TO THE DIRECTOR OF
PURCHASING APPROPRIATE| INFORMATION VER[IFYING THAT
BIDDER HAS PAID THE REQUIRED BUSINESS [TAXES, PROVIDED
THAT SUCH INFORMATION [DOES NOT CONTAIN THE AMOUNTS OF
TAXES PAID NDR ANY ODTHER INFORMATION DEEMED BY THE TAX
COMMISSIONER| TO BE CONFIDENTIAL.

UNDER PENALT|Y OF |LAW FOR FALSE SWEARING (WEST VIRGINIA
CODE 61-5-3)|, BIDDER HEREBY CERTIFIES [THAT THIS
CERTIFICATE |IS TRUE AND ACCURATE IN ALL RESPECTS; AND-
THAT IF ‘A CONTRACIT IS |ISSUED TO BIDDER| AND IF ANYTHING
CONTAINED WI[THIN [THIS [CERTIFICATE CHANGES DURING THE
TERM OF THE |[CONTRIACT, [BIDDER WILL DTI/};7HE PURCHASING
DIVISION IN WRITING IMMEDIATELY.

B IDDER /Z.__Q_ - __M@_’IM M{dﬂd%ﬁﬁ@lﬁ
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State of West Virginia
Department of Administration
Purchasing Division
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Post Office Box 50130
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«SPECIFICATIONS” i
RFQ: BPH70353

The West Virginia Office of Emergency Medical Services and the West
Virginia Division of Threat Preparedness, divisions of the West Virginia
Department of Health and- Human Resources, Bureau for Public Health, is
soliciting bids for the purchase of:

1. 6000 ea. -Must provide FDA-approved chemical nerve agent antidote
auto-injectors. '

The auto-injector shall provide Atropine Injection and Pralidoxime Chloride
Injection in separate chambers as sterile, pyrogen-free solutions for
intramuscular injection - specially designed for automatic self- or buddy-
administration. When activated, the auto-injector shall sequentially
administer atropine and pralidoxime chloride using a single 0.8 inch, 18-
gauge needle to inject the contents of the auto-injector into the muscles of
an outer thigh or into the buttocks. Upon activation, the auto-injector shall
dispense 2.1 mg atropine (in 0.7 mL of a sterile, pyrogen-free solution
containing 12.47 mg glycerin and not more than 2.8 mg phenol, citrate
buffer, and water for injection with a pH range of 4.0 - 5.0) and 600 mg of
pralidoxime chioride (in 2 mL of a sterile, pyrogen-free solution containing
40 mg benzyl alcohol, 22.5 mg glycine, and water for injection with a pH
range of 2.0-3.0.) : - S

The auto-injector must be designed to be non-refillable, and in such a way
that the protruding needle cannot be retracted. The auto-injector must
- have a minimum of a four-year (48 months) shelf life with at least 42
months remaining in the shelf-life upon receipt of the auto-injectors by the

divisions.

Bid price must include all costs related to the purchase and delivery of the
“auto-injectors to the F.O.B. Destination. Delivery at the final destination
shall be within thirty (30) calendar days after receipt of order (ARO).
Damage to items in transit will be the sole responsibility of the vendor. The
vendor will be obligated to file any claims against carrier(s) for any
damage incurred while in transit from point of origin to the ultimate

destination.

2. 250 ea. Must provide auto-injector training simulators. These simulator
must be similar in appearance and function to the auto-injector drug
delivery systems they mimic. Unlike their prescription counterparts, they
do not contain a needle or any medication and can be reset after
activation for repeated educational demonstration or_ for training

excercises.
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RFQ No. BPH70353

STATE OF WEST VIRGINIA
Purchasing Division o 09

PURCHASING AFFIDAVIT

West Virgini.a. Code §5A-3-10a states: No contract or renewal of any contract may be awarded by the state or |
any of its political subdivisions to any vendor or prospective vendor when the vendor or prospective vendor or
a related party to the vendor or prospective vendor is a debtor and the debt owned is an amount greater than

one thousand dollars in the aggregate

DEFINITIONS: _ : :
“Debt” means any assessment, premium, penalty, fine, tax or other amount of money owed fo the state or any

of its political subdivisions because of a judgment, fine, permit violation, license assessment, defaulted
workers' compensation premium, penalty or other assessment presently delinquent or due and required to be
paid to the state or any of its political subdivisions, including any interest or additional penalties accrued

therson,

“Debtor” means any individual, corporation, partnership, association, limited liability company or any other form
or business association owing a debt to the state or any of its political subdivisions. “Political subdivision”
means any county commission; municipality; county board of education; any instrumentality established by a
county or municipality; any separate corporation or instrumentality established by one of more counties or
municipalities, as permitted by law; or any public body charged by law with the performance of a government
function or whose jurisdiction is coextensive with one or more counties or municipalities. “Related party” means
a party, whether an individual, corporation, partnership, association, limited liability company or any other form
or business association or other entity whatsoever, related to any vendor by blood, marriage, ownership or
contract through which the party has a relationship of ownership or other interest with the vendor so that the
party will actually or by effect receive or control a portion of the benefit, profit or other consideration from
performance of a vendor contract with the party receiving an amount that meets or exceed five percent of the

total contract amount.

EXCEPTION: The prohibition of this section does not apply where a vendor has contested any tax
administered pursuant to chapter eleven of this code, workers' compensation premium, permit fee or
environmental fee or assessment and the matter has not become final or where the vendor has entered intoa
payment plan or agreement and the vendor is not in default of any of the provisions of such plan or agreement.

Lo

LICENSING: Vendors must be licensed and in good standing in accordance with any and all state and local
laws and requirements by any state or local agency of West Virginia, including, but not limited to, the West
Virginia Secretary of State’s Office, the West Virginia Tax Department, West Virginia Insurance Commission,
or any other state agencies or political subdivision. Furthermore, the vendor must provide all necessary
releases to obtain information to enable the Director or spending unit to verify that the vendor is licensed and in

- good standing with the above entities.

CONFIDENTIALITY: The vendor agrees that he or she will not disclose to anyone, directly or indirectly, any
such personally identifiable information or other confidential information gained from the agency, unless the
individua! who is the subject of the information consents to the disclosure in writing or the disclosure is made -
pursuant 10 the agency's policies, procedures and rules. Vendors should visit www.state.wv.us/

: admin/pUrchaselprivacy for the Notice of Agency Confidentiality Policies.

Under penalty of law for false swearing (West Virginia Code, §61-5-3), it is hereby certified that the vendor
acknowledges the information in this said affidavit and are in compliance with the requirements as stated.

Vendor's Name: M@V iam M€0Ll(’;ld /FLM/(MG(M‘I&', Tne. .

Authorized Signature:___ ~

purchasing Affidavit (Revised 04/1 5/07)

pate: _Slit[e7]



MED&C«AL ’FEC HO LQGIES"‘

A Subsidiary of King Pharmaceuticals. Inc,

May 21st, 2007

Re: Sole Manufacturer of FDA-approved Chemical Nerve Agent Antidote Auto-Injectors

Dear Deron:

As we recently discussed, MERIDIAN MEDICAL TECHNOLOGIES ", INC. is the sole manufacturer of FDA-
approved chemical nerve agent antidote auto-injectors as well as other auto-injector drug dehvery systems.
Our products include:

AtroPen® 2 mg Auto-Injector (atropine injection)

AtroPen 1 mg Auto-Injector (atropine injection)

AtroPen® 0.5 mg Auto-Injector (atropine injection)

AtroPen® 0.25 mg Auto-Injector (atropine injection)

Diazepam 10 mg Auto-Injector (diazepam injection) C-IV

DuoDote™ Auto-Injector (atropine and pralidoxime chloride injection)

Mark I", Nerve Agent Antidote Kit NAAK), comprised of AtroPen® 2 mg Auto-Injector (atropine
injection) and Pralidoxime Chloride 600 mg Auto-Injector (pralidoxime chloride injection)
Morphine 10 mg Auto-Injector (morphine injection) C-1I

Pralidoxime Chloride 600 mg Auto-Injector (pralidoxime chloride injection)

MERIDIAN also manufacturers a compliment of auto-injector training simulators for instruction in the proper
use of the auto-injector. These training simulators are similar in appearance and function to the auto-injector
drug delivery systems they mimic.

Meridian Medical Technologiesm, Inc. has an agreement with a distributor for our EMS market. The
distributor handles our product inquiries at the local level only. Meridian Medical Technologies ", Inc. serves
the county, state and federal markets for all product inquiries.

If you need any further information, please feel free to call me at 443-259-7878.

Best regards,

Sean Cowher
Account Representative, Commercial Pharmaceuticals

SC/

2y

¥

* King Pharmaceuricals

Columbia, MD 21048 USA | Jan 2007
443.259.7800 jax 443.259.7801

Email: info@meridianmi.com

Internet: www.meridianmeds.com



State of West Virginia Request for S T REQNOMBER e
Department of Administration ~ Quotation BPH70353 1
Purchasing Division : : = —

2019 Washington Street East
Post Office Box 50130
Charleston, WV 25305-0130

306-558-0067

Meridian Medical Technologies
Attention: lreatha Woods

6350 Stevens Forest Road, Suite 301
Columbia, MD 21046

HEALTH AND HUMAN RESOURCES
BPH - THREAT PREPAREDNESS

505 CAPITOL STREET, SUITE 200
CHARLESTON, WV
25301 304-558-1218

05/01/2007
3ID OPENING DATE

05/31/2007 —_BID OPENIN

00t : - 6,000 = 75778 # 5%44 $ 200,640.00

AOV/ CHEMICAL NERVE AGENT ANTIDOTE AUTO-INJECTORS

PER. THE ATTACHED SPECIFICATIONS, -

ooz EA 675-78 — .
| M& 250 | | | §12.5 $ 3127.50
ev\) AUTO-INJECTOR TRA[INING SIMULATORS '

'PER THE ATTAICHED |[SPECIFICATIONS.

TO BE DELIVERED WITHIN 30 CALENDAR DAY|S AFTER RECEIPT
OF ORDER (AR0O). ‘ .

CANCELLATION: THE| DIRECTOR OF PURCHASING RESERVES THE
RIGHT TO CANCEL THIS. CONTRACT IMMEDIATELY UPON WRITTEN
NOTICE TO THE VENDOR IF THE COMMODITIES AND/OR SERVICES
SUPPLIED ARE| OF AN INFERIOR QUALITY OR| DO NOT CONFORM
TO THE SPECIFICAT/IONS [OF THE BID AND CONTRACT HEREIN.

BANKRUPTCY: | IN THE EVENT THE VENDOR/CONTRACTOR FILES
FOR BANKRUPTICY PROTECTION, THIS CONTRACT IS AUTOMATI-
CALLY NULL AND VO[ID, AND IS TERMINATED| WITHOUT FURTHER
ORDER. :

D

ATE -
- ShifoT .
FEIN
5 2 - D 8?876(_/ o . ADDRESS CHANGES TO BE NOTED ABOVE
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Purchasing Division

RFQ COPY
TYPE NAME/ADDRESS HE

State of West Virginia
Department of Administration

2019 Washington Street East
Post Office Box 50130
Charleston, WV 25305-0130

RE

Req u est fO g e

T REQNUMBER

Quotation

BPH70353

ADDRESS CORRESP

ROB
304

ERTA WAGNER
-558-0067

HEA
BPH

505
CHA
2

LTH AND HUMAN RESOURCES
- THREAT PREPAREDNESS
CAPITOL STREET,

RLESTON, WV

5301  306-558-1218

SUITE 200

05/01/2007 -
BID OPENING DATE: 05/31/2007 BID OPENING TIME 01:30PM
INQUIRIES , : .
WRITTEN QUESTIONS| SHALL BE ACCEPTED THROUGH CLOSE OF
BUSINESS ON MAY| 16, [2007. QUESTIONS MAY
BE SENT VIA [USPS,| FAX,| COURIER OR E-MAIIL. IN ORDER TO
ASSURE NO VENDOR [RECEIVES AN UNFAIR ADVANTAGE, NO
SUBSTANTIVE. [QUEST|IONS WILL BE ANSWERED| ORALLY. IF
POSSIBLE, E-MAIL |[QUESTIIONS ARE PREFERRED. ADDRESS
INQUIRIES TO|:
ROBERTA WAGNER
DEPARTMENT OF ADMINISTRATION
PURCHASING DIIVISI/ON
2019 WASHINGTON S[TREET|, EAST
'ICHARLESTON, WV 25311
FAX: 306-558-6115
E-MAIL: RWAGNERJWVADMIN.GOV
VENDOR PREFERENCE CERTIFICATE
CERTIFICATION AND| APPLIICATION* IS HERE[BY MADE FOR
PREFERENCE IN ACCORDANCE WITH WEST VIRGINIA CODE,
5A-3-37 (DOE[S NOT| APPLlY TO CONSTRUCTION CONTRACTS).
|A. APPLICATION IS MADE FOR 2.5% PREFERENCE FOR THE
REASON CHECKED: 3 .
( ) BIDDER IS AN INDIVIDUAL RESIDENT, VENDOR AND
HAS RESIDED [CONTINUOUSLY IN WEST VIRGINIA FOR FOUR
(4) YEARS IMMEDIATELY PRECEDING THE DATE OF THIS
CERTIFICATION; OR ~ ,
( > BIDDER| IS A PARTNERSHIP, ASSOCIATION OR CORPORA-
TION RESIDENT VENPDR AND HAS MAINTAINED ITS HEAD-

P

03 259 7870

Shi fo1

FEIN

52-0898 764

ADDRESS CHANGES TO BE NOTED ABOVE

TITLE .~ ¢ : )
é&ggzgéégﬁggzﬁw%@
: WHEN RFSPONDING TO RFQ. INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'




late o7 vwest VIrg'n'a rls‘-‘lutcatl FRPE e MECENUNMBER: S G T
Department of Administration uotation s
Purchasing Division BPH70553 3
2019 Washington Street East

Post Office Box 50130 : R 5
Charleston, WV 25305-0130 ROBERTA WAGNER
‘ 206-558-0067
RFQ COPY

HEALTH AND HUMAN RESOURCES
BPH - THREAT PREPAREDNESS

TYPE NAME/ADDRESS HERE

505 CAPITOL STREET, SUITE 200
CHARLESTON, Wv
25301 504-558-1218

05/01/2007
ID OPENING DATE: - . 05/31/2007 BID OPENING TIME 01:30PM

QUARTERS OR [PRINCIPAL [PLACE OF BUSINES|S CONTINUOUSLY IN
WEST VIRGINIA FOR| FOUR| (4) YEARS IMMED]IATELY PRECEDING
THE DATE OF [THIS [CERTIFICATION; OR 80% OF THE OWNERSHIP,
INTEREST OF BIDDER IS HELD BY ANOTHER [INDIVIDUAL,
PARTNERSHIP, ASSOCIATION OR CORPORATION RESIDENT VENDOR
WHO HAS MAINTAINED ITS| HEADQUARTERS OR| PRINCIPAL PLACE
OF BUSINESS CONTINUOUSLY IN WEST VIRGINIA FOR FOUR (4)
YEARS IMMEDIATELY| PRECEDING THE DATE OF THIS
CERTIFICATION; OR :

( ) BIDDER IS Al CORPORATION NONRESIDENT VENDOR
WHICH HAS AN AFFILIATE| OR SUBSIDIARY WHICH EMPLOYS

A MINIMUM OFf ONE HUNDRED STATE RESIDENTS AND WHICH
HAS MAINTAINED IT|S HEAQUARTERS OR PRINCIPAL PLACE OF
[BUSINESS WITHIN WEST VIIRGINIA CONTINUOUSLY FOR THE
FOUR (4) YEARS IMMEDIATELY PRECEDING THE DATE OF THIS
CERTIFICATION.

B. APPLICATION IS MADE FOR 2.5% PREFERENCE FOR THE
REASON CHECKED: '

( ) BIDDER IS A RESIDENT VENDOR WHO [CERTIFIES THAT,
DURING THE L{IFE OF THE] CONTRACT, ON AVERAGE AT LEAST
75% OF THE EMPLOYEES WORKING ON THE PROJECT BEING BID
ARE RESIDENT]S OF WEST [VIRGINIA WHO HAVE RESIDED IN
THE STATE CONTINUQUSLY| FOR THE TWO YEARS IMMEDIATELY
PRECEDING SUBMISSIDN OF THIS BID;

OR - '

( ) BIDDER IS A NONRESIDENT VENDOR EMPLOYING A
MINIMUM OF ONE HUNDRED STATE RESIDENTS| OR IS A
NONRESIDENT (VENDOR WITH AN AFFILIATE OR SUBSIDIARY
WHICH MAINTAINS ITS HEADQUARTERS OR PR|INCIPAL PLACE
OF BUSINESS WITHIN WEST VIRGINIA EMPLOYING A MINIMUM
OF ONE HUNDRED STIATE RESIDENTS WHO CERTIFIES THAT,
DURING THE L{IFE OF THE| CONTRACT, ON AVERAGE AT LEAST
75% OF THE EMPLDYEES»DR BIDDERS® AFFILIATE'S OR

TELEPHDNE

~ | v zs7 7528 Dmﬁsﬁoév

s
ot Ziorosmpeloe Fs'gfz 0 g% 76y . ADDRESS CHANGES TO BE NOTED ABOVE
WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'
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RFQ COPY ,
TYPE NAME/ADDRESS HERE

State of West Virginia
Department of Administration
Purchasing Division ’
2019 Washington Street East
Post Office Box 50130
Chatrleston, WV 25305-0130

F‘Enqueﬁst fC)r B

Quotation
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ROB
304

ERTA WAGNER
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Wv

HEALTH AND HUMAN RESOURCES
BPH - THREAT PREPAREDNESS

SUITE 200

304-558-1218
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0570172007

BID OPENING DATE:
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2007
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OPENING TIME

01:30PM
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State of West Virginia neyuest 10r Lo

Department of Administration Quotation )
Purchasing Division : : BPH70353 5
2019 Washington Street East T ADDRESS CORRESPONDENCE TOATTE o
- Post Office Box 50130 '
" Charleston, WV 25305-0130 . ROBERTA WAGNER
306-588-0047
RFQ COPY

TYPE NAME/ADDRESS HERE HEALTH AND HUMAN RESOURCES

BPH - THREAT PREPAREDNESS

505 CAPITOL STREET, SUITE 200
CHARLESTON, WV
25301 504-558-1218

RINTEL:
05/01/2007
ID OPENING DATE: 05/31/2007 BID ODPENING TIME

01:30PM

- o—_ - - — . Wo . - - -

DATE :

SIGNE
riTLel - Ao ud Eyrtsandoe

% CHECK ANY COMBINATION OF PREFERENCE |CONSIDERATIONCS)
IN EITHER "A" OR ["B™, [OR BOTH "A"™ AND ["B"™ WHICH YOU ARE
ENTITLED TO RECEIVE. |YOU MAY REQUEST [UP TO THE MAXIMU
5% PREFERENCE FOR| BOTH| "A™ AND "Bv,
(REV. 12/00)

o e - — - - -

‘NOT|ICE

A SIGNED BID| MUST| BE SUBMITTED TO:

DEPARTMENT OF ADMINISTRATION
PURCHAS|ING D|IVISION '
BUILDING 15 |
2019 WASHINGTON STREET, EAST
CHARLES|TON, WV 25305-0130

PLEASE NOTE |A CONVENIENCE COPY WOULD BE APPRECIATED.
THE BID SHOULD CONTAIN THIS INFORMATION ON THE FACE OF
THE ENVELOPE| OR THE BID MAY NOT BE CONSIDERED:

SEALED BID

BUYER: -~ -~~~ ----ROBERTA WAGNER/FILE 22/------===--cmmo

RFQ. NO.:=--—----- --BPH[70353~~-—--~——_

“ A > ' " HR 255 2878 Sl o7

E /% ool % YL g -0B98 76/ ADDRESS CHANGES TO BE NOTED ABOVE
WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'

N




Purchasing Division

RFQ COPY ,
TYPE NAME/ADDRESS HERE

State of West Virginia
Department of Administration

‘Request for
Quotation
2019 Washington Street East

Post Office Box 50130
Charleston, WV 25305-01_30

BPH70353

ADDHRESS:CORBESPONDENCE: TOATT,

ROBERTA WAGNER
304-558-0067

CHARLESTON, WV
25301

505 CAPITOL STREET,

HEALTH AND HUMAN RESOURCES
BPH - THREAT PREPAREDNESS

SUITE 200

304-558-1218

05/01/2007

BID OPENING DATE:

BID OPENING TIME

01:30PM

BID OPENING DATE:
BID OPENING [TIME:

PLEASE PROVIDE A
TO CONTACT YOU RE

GARDING YOUR BID:

————— --MAY 31, 2007--

----- --1:30 PM------

FAX. NUMBER IN CASE IT

6 3 % X X X

% per” GAdUIUM
cvorg ot 430300

THIS

IS THE END OF RFQ

PRINT ~CLEARla) s

____________ S Lol
\ ,ert will be o cppng | hardd W\

" BPH70

- o o - —— - -

¢ 399.00

353 x%xxxx TOTAL:

*204,156.50

7T

Sk 959 7878

S fo7

" Accout bepreatitic

FEIN

S2-8987eY

ADDRESS CHANGES TO BE NOTED ABOVE

WHEN REQPOANDNDING TO REO INSFRT NAME AND ADNRFSS IN SPACEF AROVFEF | ARFI FD 'VENDOR'



«SPECIFICATIONS” Doy
RFQ: BPH70353

The West Virginia Office of Emergency Medical Services and the West
Virginia Division of Threat Preparedness, divisions of the West Virginia
Department of Health and Human Resources, Bureau for Public Health, is
soliciting bids for the purchase of: '

1. 6000 ea. Must provide FDA-approved chemical nerve agent antidote
auto-injectors. '

The auto-injector shall provide Atropine Injection and Pralidoxime Chiloride
Injection in separate chambers as sterile, pyrogen-free solutions for
intramuscular injection - specially designed for automatic self- or buddy-
administration. When activated, the auto-injector shall sequentially
administer atropine and pralidoxime chloride using a single 0.8 inch, 18-
gauge needle to inject the contents of the auto-injector into the muscles of
an outer thigh or into the buttocks. Upon activation, the auto-injector shall
dispense 2.1 mg atropine (in 0.7 mL of a sterile, pyrogen-free solution
containing 12.47 mg glycerin and not more than 2.8 mg phenol, citrate
buffer, and water for injection with a pH range of 4.0 — 5.0) and 600 mg of
pralidoxime chloride (in 2 mL of a sterile, pyrogen-free solution containing
40 mg benzyl alcohol, 22.5 mg glycine, and water for injection with a pH
range of 2.0-3.0.) : S

The auto-injector must be designed to be non-refillable, and in such a way
that the protruding needle cannot be retracted. The auto-injector must

" have a minimum of a four-year (48 months) shelf life with at least 42
months remaining in the shelf-life upon receipt of the auto-injectors by the
divisions.

Bid price must include all costs related to the purchase and delivery of the
‘auto-injectors to the F.O.B. Destination. Delivery at the final destination
shall be within thirty (30) calendar days after receipt of order (ARO).
Damage to items in transit will be the sole responsibility of the vendor. The
vendor will be obligated to file any claims against carrier(s) for any
damage incurred while in transit from point of origin to the ultimate

destination.

2. 250 ea. Must provide auto-injector training simulators. These simulator
must be similar in appearance and function to the auto-injector drug
delivery systems they mimic. Unlike their prescription counterparts, they
do not contain a needle or any medication and can be reset after
activation for repeated educational demonstration or for training

excercises.
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RFQ No. BPH70353

STATE OF WEST VIRGINIA '
Purchasing Division 009

PURCHASING AFFIDAVIT

West Virginia Code §5A-3-10a states: No contract or renewal of any contract may be awarded by the state or
any of its political subdivisions to any vendor or prospective vendor when the vendor or prospective vendor or
a related party to the vendor or prospective vendor is a debtor and the debt owned is an amount greater than
one thousand dollars in the aggregate :

DEFINITIONS: , .

“Debt” means any assessment, premium, penalty, fine, tax or other amount of money owed to the state or any
of its political subdivisions because of a judgment, fine, permit violation, license assessment, defaulted
workers' compensation premium, penalty or other assessment presently delinquent or due and required to be
paid to the state or any of its political subdivisions, including any interest or additional penalties accrued
thereon.

“Debtor” means any individual, corporation, partnership, association, limited liability company or any other form
or business association owing a debt to the state or any of its political subdivisions. “Political subdivision”
means any county commission; municipality; county board of education; any instrumentality established by a
county or municipality; any separate corporation or instrumentality established by one or more counties or
municipalities, as permitted by law; or any public body charged by law with the performance of a government
function or whose jurisdiction is coextensive with one or more counties or municipalities. “Related party” means
a party, whether an individual, corporation, partnership, association, limited liability company or any other form
or business association or other entity whatsoever, related to any vendor by biood, marriage, ownership or
contract through which the party has a relationship of ownership or other interest with the vendor so that the
party will actually or by effect receive or control a portion of the benefit, profit or other consideration from
performance of a vendor contract with the party receiving an amount that meets or exceed five percent of the
"total contract amount. : '

EXCEPTION: The prohibition of this section does not apply where a vendor has contested any tax
administered pursuant to chapter eleven of this code, workers' compensation premium, permit fee or
environmental fee or assessment and the matter has not become final or where the vendor has entered into a
payment plan or agreement and the vendor is not in default of any of the provisions of such plan or agreement.

LICENSING: Vendors must be licensed and in good standing in accordance with any and all state and local
laws and requirements by any state or local agency of West Virginia, including, but not limited to, the West
Virginia Secretary of State’s Office, the West Virginia Tax Department, West Virginia Insurance Commission,
or any other state agencies or political subdivision. Furthermore, the vendor must provide all necessary
releases to obtain information to enable the Director or spending unit to verify that the vendor is licensed and in
good standing with the above entities. > :

CONFIDENTIALITY: The vendor agrees that he or she will not disclose to anyone, directly or indirectly, any
such personally identifiable information or other confidential information gained from the agency, unless the
individual who is the subject of the information consents to the disclosure in writing or the disclosure is made -
pursuant to the agency's policies, procedures and rules. Vendors should visit www.state.wv.us/

- admin/purchase/privacy for the Notice of Agency Confidentiality Policies.

[

Under penalty of law for false swearing (West Virginia Code, §61-5-3), it is hereby certified that the vendor
acknowledges the information in this said affidavit and are in compliance with the requirements as stated.

Vendor's Name: /"/&V rdLan /‘/Wd((/( 72%»70/0,7/63 Iac.
Authorized Signature: o~ Date: S////O’]

Purchasing Affidavit (Revised 04/1 5/07)



wv-36a STATE OF WEST VIRGINIA Buver....|Page_ | Req. or P.0. Non

PURCHASING CONTINUATION SHEET ri-#22. |- DU mpr703s3

Spending Unit:
Vendor:

Requisition No.: BPH70353

ADDENDUM ACKNOWLEDGEMENT

I hereby acknowledge receipt of the following checked addendum(s) and
have made the necessary revisions to my proposal, plans and/or specifications,
etc.

Addendum No.'s:

No. 1 2% ;ii;

I understand that failure to confirm the receipt of the addendum(s)
may be cause for rejection of bids.

Signatute

,Mmdcmz Medeand Eetnotores Ze
ompany
S//%ﬁj]

Date

EXHIBIT 10
Rev. 11/%




wv-36a STATE OF WEST VIRGINIA
‘ Buvyer:,.,....|.Page Req. or P.O. No.:

PURCHASING CONTINUATION SHEET ri-#22. | QU3 mpr7o3ss

Spending Unit:

Vendor:

Requisition No.: BPH70353

ADDENDUM ACKNOWLEDGEMENT oo

I hereby acknowledge receipt of the following checked addendum(s) and
have made the necessary revisions to my proposal, plans and/or specifications,
etc. .

Addendum No.'s:
No. 1
No. 2
No. 3 ;.

No. 4

No. 5

|
i _ !;
g: I understand that failure to confirm the receipt of the addendum(s) ﬂ
| may be cause for rejection of bids. g
s;:
%s; ?‘i

WO,

SignatuTe

Mer Zéiédét/c Medpaal ZMM%/@ Ine | 5}!}

- Omp an y y%,
sy 13

/| " Date ij

EXHIBIT 10
Rev. 11/0
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Physostigmine, given as an atropina antidots by slow Intravenous injection of 1 to 4 mg (0.5 to 1.0 mg in children) rapidly abolishes delirium and coma caused by
large doses of atropine. Since physostigmine has a short duration of action, the patient may again lapse into coma after ona or two hours, and require repsated
dosss. Neostigmins, pilacarpins, and methacholine ars of litle bansfit, sinca they do not penatrate the blood-brain barrier.

Pralidoxims-inducad hypertension has been treated by adminlstering phentolamine 5 mg Intravenously, repeated If nscessary dus to phentolamine’s shod
duration of action. In the absence of substantial clinical data regarding use of phentolaming to treat pralldoxime-Induced hypertension, consider slow Infusion
to avold precipitous correstions In blood pressurs.

DDSAGE AND ADMINISTRATION

THE DUGDOTE AUTO-INJECTOR SHOULD BE ADMINISTERED BY EMERGENGY MEDICAL SERVICES PERSONNEL WHO HAVE HAD ADEQUATE TRAINING I THE
RECOGNITION AND TREATMENT OF NERVE AGENT OR INSECTICIDE INTOXICATION.

CAUTION! INDIVIDUALS SHOULD NOT RELY SOLELY UPDN ATROPINE AND PRALIDDXIME TO PROVIDE COMPLETE PROTECTION FROM CHEMICAL NERVE
AGENTS AND INSECTICIDE POISONING.

PRIMARY PROTECTION AGAINST EXPOSURE TO GHEMICAL NERVE AGENTS AND INSECTICIDE PDISONING IS THE WEARING OF PROTECTIVE GARMENTS
INCLUDING MASKS DESIGNED SPECIFICALLY FOR THIS USE.

EVACUATION AND DECONTAMINATION PROCEDURES SHOULD BE UNDERTAKEN AS SOON AS POSSIBLE. MEDICAL PERSONNEL ASSISTING EVACUATED
VIETIMS OF NERVE AGENT PBISONING SHDULD AVGID CONTAMINATING THEMSELVES BY EXPOSURE TO THE VICTIM'S CLOTHING.

Duadote Is indicatad for the traatment of polsoning by organophosphorous nerve agsnts as well as organophosphorous insacticldes. Duodota should only ba
administered 1o patients experlencing symy of arganophosphorous polsoning in a situation where exposura Is known or suspected. Duodots should be
administered as soon as symptoms of organophasphorous polsoning appear. .

The Duodole Auto-Injector Is intended as an initial freatment of the sympioms of organophosphorous insactleide or narve agent polsonings; definitive
medizal cavs shiould be sought immediately. '

HERVE AGENT AND INSECTICIDE POISONING SYMPTOMS

Common symptoms of erganophosphorous exposure are fisted below. Individuals may not havs all symptoms:
MILD SYMPTOMS SEVERE SYMPTOMS
~Blurrad vislon, miosis ~Strange or confused behavior
-Excessiva, unexplalned teary syes -Severs difficulty breathing or coplious secretions from lungs/airway
-Excesslve, unexplained runny noss -Savere mugcular twitching and general waakness
«Increased safivation such as sudden drooling -Involuntary urination and defecation
~Chest tightness or difficulty breathing -Convulslons R
-Tramors throughout the body or muscular twitching -tnconsclousness
~Nausea and/or vomiting
~Unexplained wheezing, coughing or increased alrway sacretlons
-Acuts onset of stamach cramps
~Tachyeardia or bradycardia

Thrae {3) Duodate Auto-Injactors should be available for usa In sach patient {including emergancy madical services personnal} at risk for organophosphorous
polsoning; ons (1) for mild symptoms plus two {2) mora for sevare symptoms as described hslow. Each Duodote Aute-Infector delivers atroplns 2.1 my plus
pralidoxims chloride 660 mp.

TREATMENT OF MILD SYMPTOMS .

FIRST DOSE: In tha situation of known or suspactad organophesphorous polsoning, administer one (1) Duodots Injsction Into the mid-Iateral thigh if the patlent
experiences two or mora MILD symptoms of nerva gas or insecticide exposure.

Emergenoy medlcal services personnel with miid symptoms may self-administer a single dose of Duodots.

Wait 10 to 15 minutss for Dundots to take effect. If, after 1010 15 minutes, the patlent doss not develop any of the SEVERE symptoms flsted above, no additional
Dupdote injections ars recommendad, but definitive medical care should ordinarily be sought Immediately. For smergency medical sarvices personnsl who have
self-administered Duodote, an individual decislon will nesd to be mada to determina their capacity to continua to provide emargency care.

ADDITIDNAL DOSES: If, at any time after the first doss, the patlent develops any of tha SEVERE symptoms listed above, administer two (2) additional w.zc%.m
Injections In rapld succession, and Immediately seek definltive medlcal cara.

THEATMENT OF SEVERE SYMPTOMS

If a patlent has any of the SEVERE symploms listed above, immediately administer three (3) Duodote Injections into the patient's mid-lateral thigh in rapld
sucpession, and Immediately seek definitive medloal care.

o more than three doses of Dundote should be administered unless definitive medical care {e.5., hosplialization, respiratory support) Is avallable,

Emergency care of the severaly polsonsd Individual should Include removal of orat and bronchlal secretions, malntenance of a patent alrway, m%ussm_:w_
oxygen, and, If necessary, artificial ventilation, . :

An anticonvulsant such as diazepam may be administared to treat convulslons If suspacted In the unconscious individual. The effects of nerve agents and some
Insactioldes can mask the motor signs of a selzurs.

Close suparvislon of ait sevarely polsoned patlents Is Indicated for at lsast 48 to 72 hours.

INSTRUCTIONS FOR THE USE OF THE DUODOTE AUTO-INJECTOR
{Atso see the Illustrated Instruction Sheet for Emergency Medical Personnsl)

IMPORTANT: Do Not Removs Gray Salsly Releass uniil ready fo use.

. CAUTION: Never touch the Green Tip (Needle End)!

1) Tear open the plastic pouch at any of the notches, Remove the Duodota Auto-Injector from the pouch.

2) Place tha Duodote Auto-Injector in your dominant hand. (If you are right-handed, your right hand Is dominant) Flrmly grasp tha center of the Ducdots Auto-
Injactor with tha Green Tip {needls end) pointing down. .

3} With your other hand, puli off tha Gray Safaty Releass, The Duadnta Auto-Injactor is now ready to ba administersd.

4) The Injection sits Is the mid-outer thigh area. The Duodots Auto-Injestor can Inject through clothing. However, make sure pockels at tha Injection sfte are
emply. .
5) Swing and flrmly push the Green Tip stralght down (a 80" angle) apainst the mid-outer thigh. Continus to firmly push untll you fee! the Duadote Auto-Injector
irlgger.
_ IMPOHTART: Aitar the Auto-Injector triggars, hold the Duodota Aulo-Injector firmly in place agalnst the injaction sits for approximatsly 10 saconds.
6) Remove tha Duodote Auto-Injactor from the thigh and look at the Grean Tip. 1f the needle is visible, the drug has been administered. If the needle Is not vistbls,
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INSTRUCTIONS FOR THE USE OF THE DUODOTE AUTO-INJECTOR
IMPDRTANT: Do Hot Hemove Gray Salety Relesss until ready to uss.

CAUTION: Never touch the Green Tip (Needle End)!

1} Tear opan the plastic pouch at any of the notches. Remove the Duodots Auto-Injector from the pouch.

2) Place the Duodote Auto-Injector In your dominant hand. (If you are right-handed, your right hand Is dominantj Firmly grasp the center of the Duodote Auto-
Injector with the Green Tip (needle end) pointing down.

o
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Gray Safety Release

Green tip

3) With your other hand, pull off the Gray Safety Release. The Duodote Auto-Infector Is now ready to be administered.

u H
B ‘.
Gray Safety Release

4) The injection sits Is the mid-outer thigh area. The Duodots Auto-Injector can injsct through clothing. Howevar, make sure pockels at the Injection sits are
emply.

Self Aid Emergency Personnel Ald
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5) Swing and firmly push the Graen Tip straight down (a 90° angls) against the rld-outer thigh. Gontinue to firmly push unti you feel the Duodote Auto-Injector
frigger.

Self Ald Emergency Personnel Aid

IMPORTANT: Afier the Aulo-Injector tripgers, hiold the Duodote Aulo-Injuctor firmly In place agalnstthe Injection site for approximately 10 seconds.

8) Removs the Duodote Auto-Injector from the thigh and look at Green Tip. If the needle Is visible, the drug has been administered. If the needle Is not visibls,
cheek to be sura the Gray Safely Release has been removed, and then repeat above steps beginning with Step 4, but push harder in Step 5.




3 uaam&msz mova §Emm= EE the Ezna away from the contaminated araa and seek definitive medical care for the patient.
HDW SUPPLIED

Each Duodote Auto-Injector contains a sterlle solutlon of atropine (2.1 mg/0.7 mL) and a sterila solution of pralidoxims chloride (GO0 mg/2 mL) In two separate
internal chambsrs. Whan activated, tha Duodote Aulo-Injector sequentially administers both drugs intramuscularly through a single nesdls In one Injection.

Duodote Is avallable in 2 single unit carton, NDG-11704-620-01.
Each Duodots Is supplied In a pouch that provides protestion from light. .

Stora at 25°C (77°F); excursions parmitted to 15-30°C (59-86°F) [See USP Gontrolled Room Temparature]. acza_=m no latax. Kesp from freezing. Protect
from light.

Manufactured by
Meridian Madical Technologles™, Inc.
Columbla, MD 21048

A wholly owned subsldiary of King Pharmacsuticals®, Inc.
1-800-776-3637

Instruction Sheet for
Emergency Medical Services Personnel

THE DUODOTE AUTO-INJECTOR SHOULD BE ADMINISTERED BY EMERGENCY MEDICAL SERVICES PERSONNEL WHO HAVE HAD ADEQUATE TRAINING IN THE
RECOGNITION AND TREATMENT OF NERVE AGENT OR INSECTICIDE INTOXICATION.

CAUTION! INDIVIDUALS SHOULD NOT RELY SOLELY E.az AYROPINE AND PRALIDOXIME TO PROVIDE COMPLETE PROTECTION FROM CHEMICAL NERVE
AGENTS AND INSECTICIDE POISONING.

PRIMARY PROTECTION AGAINST EXPOSURE TO CHEMICAL NERVE AGENTS AND INSECTICIDE POISONING IS THE WEARING OF PROTECTIVE GARMENTS
INCLUDING MASKS DESIGNED SPECIFICALLY FOR THIS USE.

EVACUATION AND DECONTAMINATION PROCEDURES SHOULD BE UNDERTAKEN AS SOOM AS POSSIBLE. MEDICAL PERSONNEL ASSISTING EVACUATED
VICTIMS OF NERVE AGENY POISONING SHOULD AVOID CONTAMINATING THEMSELVES BY EXPOSURE TO THE VICTIN'S CLOTHING.

Duodots Is indicated for the traatment of polsoning by organophosphorous nerve agents as well as organophosphorous insecticides. Duodote should only be
administered to patients exparlencing symptoms of organophosphorous polsoning in & situation where exposurs is known or suspected. Duodots should be
administered as soon as symptoms of organophosphorous polsoning appear.

HERVE AGENT AND INSECTICIDE POISONING SYMPTOMS
Common symptoms of organophosphorous exposure ara listed below. Individuals may not have all symptoms:

‘MILD 8 amMs SEVERE SYMPTOMS

-Blurred vision, mlosis -Strangs or confused behavior

-Excessive, unexplained teary syes -Savere diffiulty breathing or coplous secrations from lungs/ainvay
~Excasslve, unaxplalned runny nose -Severa muscular twitching and general weaknsss

-Increased salivation sueh as sudden drooling ~involuntary urination and defacation

-Chest tightness or difficulty breathing -Convulstons

~Tremors throughout the body or muscular fwitching ~Unconsclousnass .

-Naussa and/or vomiting

-Unexplalned wheezing, coughlng or increasad 2:5 secretions
~Aouts onast of stomach cramps . .
-~Tachycardla or bradycardia .

TREATMENT OF MILD SYMPTOMS

FIRST DOSE: In the sltuation of known or suspectad organophosphorous polsening, administer one (1) Duodots injection Into the mid-latera! thigh if sm patient
expariences two or mors MILD symptoms of nerve gas or insecticlds exposurs.

Emergency medical services parsonnel with mild symptoms may self-administar a single dose of Duodote.

Walt 10 to 15 minutes for Duodota 1o take effect. If, after 10 to 15 minutes, ths patlant does not develop any of the SEVERE symptoms listed above, no addltional
Duadote injections are racommended, but definltive madical care should ordinarily be soight immeadiately. For smergency medical services Eaesm. who havs
self-administered Duodote, an individual decision will nead to be made to datermine thalr capacity to continue to provide smergency care.

ADDITIONAL DOSES: If, at any iime after tha first dose, the patient develops any of the SEVERE symptoms listed above, administer two (2) additional Duodote
Injections In rapld successlon, and iImmedlately seek definitive medieal cars.

TREATMENT OF SEVERE SYMPTOMS

1t a patient has any of the SEVERE symptoms listed above, immediately administer three (3) Dundots Injections Into the patients mid-lateral thigh in rapid

succession, and immediately seek definitive madical cars.
Nn mors than three doses of Dundote should be adminisiered unless definitive madical cara .a.a.. hospitalization, raspiratory suppori) Is avaliable.

Emergency care of the severaly polsoned individual should includs removal of oral and bronchial secretions, malntenance of a patent alrway, m._%_mags_
oxygen, and, if necessary, artificlal ventilation.

An antlconvulsant such as diazepam may be administerad to treat convulsions it suspscted In the unconsclous individual. The effects of nerve agents and soms
Insecticldes can mask the motor slgns of a selzure.

Close supsrvislon of all saverely polsoned patients Is Indieated for at least 48 to 72 hours.

QAC001280REVT

o

C

8) Put the ussd Duodote Auto-Injector back into the plastic pouch, if available. Leave used Duodote Auto-Injector(s) with the patient to allow other medical
parsonnel o see the number of Duodote Auta-Injector(s) administerad.

) Immediately move yourself and the patient away from the contaminated area and seek definitive medical care for the patisnt.
Duodote™ [s a tradsmark of:

Metidian Medical fechnologiss™, Inc.
Columbia, MD 21046

A subsidiary of King Pharmaceuticals®, Inc.
1-800-776-3637 H
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Pralidoxime chioride has its most critical effect In relieving respiratory muscle paralysis. Bacause pralidoxims is lass sffective In relleving depression of the
respiratory center, atropine Is always raquired cancomitantly to block the sffsct of accumuiated acelylcholine at this site. Pralidoxime has a minor role In ralieving
muscarinic slgns and symptoms, such as salivation or bronchospasm. .

Pharmacokinslics:

Atroplne

Atroplne i rapldly and well absorbed after Inframuscular administration. Atroplne disappsars rapidly from the blood and is distributed throughout the various
body tissues and flulds. Slngle dose Duodots pharmacokinatic and pharmacodynamlc data for atropine are shown In Flgure 1. The Intramusoular injection site
was the antero-fateral thigh.

Maan atropine plasma concentrations shown in Figurs 1 Indicat a plateau beginning at about 5 a_zﬁmm,numanmm and extending through 50 minutes postdoss,
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Figura 1. Maan atropine plasma concentrations after a singls Duodota intramuscular Injection which dalivers 2.1 mg of atrapl and 600 my pralidoxime chlorid

n=24 healthy subjects [msn (n=12}, women {p=12)}.

The G, T and Ty, of atroping given intramuscularly by Duodote dalivery system was 13 = 3 ng/mL, 312 30 minutes, and 2.4 = 0.3 hours, respactively. The
protein binding of atroping Is 14 - 22% In plasma. Duodote AUC;,, and Gy, values for atrapine are 15% higher In females than males. Tha half-life of atropine
Is approximataly 20 minutes shorter in females than males.

In healthy volunteers, approximately 50-60% of Intravenous atropine Is excreted in the urine as unchanged drug with approximately 17-28% renally eliminated in
the first 100 minutes. Noratraping, atropine N-oxide, troplc acld, and tropina are the raported matabolites in the urine. Much of the drug Is destroyed by enzymatic
hydrolysis, particutarly in the liver. Half-life of intravenous atropine Is 3.0 + 0.9 hours in adults and 10.0 + 7.3 hours in geriatric patients (65-75 years of age).

Atroping pharmacokinetics have not been evaluated in patients with renal or hepatic mpairment. Since atropina is approximately squally metabolized and renally
sxerated, atropine elimination In patients with mild to moderats renal impalrment might not differ substantially from that of healthy subjects. Palisnts with savere
renal or hepatic impairment may eliminate atropine more slowly and might require smaller, and/or less frequent, doses after Initial atroplnization.

Eralidoxime Chlorida

Pralldoxime nzaa.no, Is rapldly absorbed after Intramuscular injection. Duodots single dose pharmacokinetlc data for pralidoxime chloride 600 mg are provided
In Figure 2. These data are derived from the bloavallability study described abovs for atropins pharmacokinstics.
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Figure 2. Mean pralidoxims plasma concentrations after a single Duodoto intramuscaular injsction which delivers 2.1 my of atropine and 600 my pralidoxime
chloride, n=24 healthy subjgots,

The Couws T 2nd T, of pralidoxime follewing 600 mg pralldoxime glven Intramuscularly by Duodote dalivery system was 7 + 3 ng/mL, 28 = 15 minutss, and
2+ 1 hour, respectively. In the same study, a single Duadote Injection produced a maan Gy, for pralidoxime about 36% higher in females than males, T ls
23 minutes in females and 32 minutes in males. Pralidoxime half-life in males and females are 163 and 107 minutes, raspectively.

In healthy volunteers, approximataly 72-94% of Intravenous pralidoxime ls exoreted unchanged In the urine, about 57-70% In the first 30 minutes, partly as
metabolits. Pralldoxime Is subject 1o aotiva renal sacretion. Elimination of pralidoxime can be raduced by the concurrent administration of organic bases, such as
thiamine, but not organic acids, and can be altered by urine pH. Pralidoxime distributes Into tissues and is not appreciably bound to serum protain.

Pralidoxima pharmacokinetics have not been evaluatad in patients with renal or hepatic impalrment. Sincs pralidoxime is primarily excreted in the urins, a
d In ranal function will resuit in i d blood levels of the drug. Thus, dose reduction should be consldered for patients with renal Insufflclency.
INDICATIONS AND USAGE

Duodote Is Indicated for the treatment of polsening by organophosphorous narve agents as well as organophesphoraus Insacticldes.

The Duadote Aulo-Injecior should bs administered by emergancy madical services personnel who have had adsquate iraining In the recognition and
{realment of nerve agent or insecticide intoxication,

Padialric Use: Safely and effactivenass of Duodota in pediatric patiants have not baen sstablished.
ADVERSE REACTIONS

Muscla tightnass and sometimes paln may occur at the injsction siis.

Alroping

The most common sid effects of airopine can be attributed to its antimusearinic action. These include dryness of the mouth, blurred vislon, dry eyes, photophobla,
confusion, headache, dizziness, tachycardia, palpitations, flushing, urinary hesitancy or retention, constipation, abdominal pain, abdominal distantion, nausea and
vomiting, foss of libido, and impotsnca. Anhidrosis may produca heat Intelerance and Impalrment of temperature ragulation In a hot snvironment. Dysphagla,
paralytic ileus, and acute anple closure plaucoma, maculopapular rash, petechlal rash, and scarletiniform rash have also been reporied.

Larger or foxlc doses may produca such cenlral effects as rastlessness, tremor, fatigue, locomotar difficulties, dalirium followed by hallucinations, depression,
and, ultimately medullary paralysls and death. Largs doses can also lead 1o clreulatory collapse. In such cases, blpod pressurs declines and death due 1o
respiratory fallure may ensue fellowing paralysis and coma.

Cardiovascular advarse events reporied in the literaturs for atropine Includs, but ars not fimited to, sinus tachycardia, palpitations, premature ventricular
contractions, atrial flutier, atrial fibriliation, ventricular flutter, ventricular fibrillation, cardiac syncops, asy , and my lal Infarclion. {Sea PRECAUTIONS)

Hyparsensitivity reactions will occaslonally occur, are usually sean as skin rashes, and may progress to exioliation. Anaphylactic raaction and laryngospasm
are rare, :

Pralidoxima Chlorida

Pralidoxime can causs blurred vision, diplopla and impalred accommodation, dizzl headachs, drowsiness, nauses, tachycardla, | i systolic and
diastollc blood pressure, muscular weakness, dry mouth, emesls, rash, dry skin, hypsrventilation, decreased renal function, and decraased sweallng whan glven
parenterally to normal voluntaers who have not bean exposed to anticholinestsrase polsons,

In several cases of arganophosphorous polsoning, excltement and manic behavior have occurred immadiately following recovery of consclousness, In either
the presence or absence of pralidoxime administration. Howsver, simllar behavior has not besn reported in subjects given pralldoxime in the absencs of
organophosphorous polsaning. .

Elevations In SGOT and/or SGPT enzyme levals were observed In 1 of 6 normal volunteers glvan 1200 mg of pralidoxime Intramuscularly, and In 4 of 6 voluntesrs
given 1800 my Intramuscularly. Levels returned to normal In aboul two weeks, Translent elevations In creatine kinase were obssrved In all normal volunteers
glven the drug. : :
Alropine and Pralidoxime Chioridg.

When atropine and pralidoxime are used together, the signs of atropinization may oceur earlier than might be expacted whan atropine Is used alona.
INADVERTANT IHJECTION

The Duodote Auto-Injector should ba administersd by emargency medical services parsonnel to treat organophosphorous polsoning, H
be given by mistake to someons who Is nol polsoned.

Studies have besn conducted to svaluate the effact of m_amsa and pralidoxima on Indlviduals in the absence of polsoning.

Atropine 2 mg IM, roughly the equivalent of ene Duodote Aute-Injector, when given to healthy mals valuntsars, is associated with minimal effects on visual,
motor, and mental functions, though unsteadiness walking and difficulty concentraling may occur, Atropine raduces body sweating and increases body
temperature, particularly with exarclss and undar hot conditions,

Atropine 4 mg IM, roughly the equivalent of two Duodots Aute-Injectors, when given to healthy male voluntesrs, Is assoclated with Impalred visual aculty,
visual near polnt accommodation, logleal reasoning, digital recall, learning, and cognitive reaction tima. Abllity to read Is reducad or lost. Subjacts are
unsteady and need to concentrata on walking. These effects begin about 15 minutes to ona hour or more post-dose. :

Atropine 6 mg IM, roughly the equivalent of three Duodote Auto-injectors, when given to healthy mals voluntesrs, Is assoclated with the effecls described
above plus additional central effects including poor coordination, poor altentien span, and visual hallucinations {colored flashes) in many subjects. Frank
visual hallucinations, auditory hallucinations, disorisntation, and ataxla occur in some subjscts. Skillsd and labor-intense tasks ara performed mora slowly
and iess efficlently. Daclsion making takes longer and Is sometimas impalred.

Itis unalear If the results of the above studles can hs sxtrapolated to other populations. In the elderly and patisnts with co-morbld conditions, tha affects of > 2 mg
atroping on the abillty 1o see, walk and think proparly are unstudied; effacts may be greater in susceptibls populations.

Symptoms of pralldoxime overdose may Includs: dizziness, blurred vision. diplopia, headachs, impalred accommodation, nausea, and siight fachycardia.
Translent hypsrtension due to praffdoxime may last saveral hours.

Ezmamsrcuaa.m.%m___ia.mn_mnézaaccnamm_,_o__a%a_nwosa_m_z%mmmazma<m§mm==n_m<o_a<_mca=mu3m.§ aclivily, and seak medical altention
as soon as feasibls, . .

OVERDOSAGE

Symptoms: .

Alroping

Manifestations of atropine overdosa are dose-related and Include flushing, dry skin and mucous membranes, tachycardia, widsly dilated puplis that gre poorly
responsive to light, blurred vislon, and faver (which can sometimes be dang ly elevated). L difficulties, disorlentation, hallucinations, delirium,
confuslon, aglation, coma, and cantral deprasson can occur and may iast 48 hours or longer. In instances of severe atropine Intoxleation, respiratory deprasslon,
coma, elrculatory collapss, and death may ocour. .

Tha fatal doss of atropine is unknown. in the treatment of arganophesphorous poisoning, doses as high as 1000 mp have bean given. Tha few deaths in adults
reported in the literature were generally seen using typical clinical doses of atroping ofien In the setiing of bradycardia assoclated with an acute myocardial
Infarction, or with _mam_. doses, dus to overheating In a setting of vigorous physlcal activity In a hot environment.

Pralldoxime

It may be difficult to differentiate some of the side sffscts due to pralidoxime from thase dus to erganophoesphurous poisening. Symptoms of pralidoxime
overdose may include: dizziness, biurred vision, diplopia, headache, Impaired accommodation, nausea, and slight tachyeardia. Translent hyperiansion dus to
pralldoxime may last ssveral hours.

Traatment:

For afropine ovardoss, supportive treatmant should be administered. IF respiration is depressed, artificlal raspiration with oxygen is necessary, oo bags, 8
hypathermia blanket, or other mathods of cooling may be required to reduce atropine-Induced fever, especlally In child may he yif
urinary retention ocours. Since atroplne ellmination takes place through the kidney, urinary cutput must be matntained and | 1 if possiblg; |

flulds may bs indicated. Becauss of atropine-induced photophobla, the room should be darkensd. |

A short-acling barbiturate or diazepam may be needed to control marked excitement and convulsions. Howsvar, large doses for sedation should be avolded
becauss central depressant action may colncide with the depression occurring late In savers atroping polsoning. Central stimulanis are not recommendsd,
Y
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