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GENERAL TERMS & CONDITIONS
REQUEST FOR QUOTATION (RFQ) AND REQUEST FOR PROPOSAL (RFP)

1. Awards will be made in the best interest of the State of West Virginia.
2. The State may accept or reject in part, or in whole, any bid.

3. Prior to any award, the apparent successful vendor must be properly registered with the Purchasing Division
and have paid the required $125 fee. ,

4. All services performed or goods delivered under State Purchase Order/Contracts are to be continued for the
term of the Purchase Order/Contracts, contingent upon funds being appropriated by the Legislature or otherwise
being made available. In the event funds are not appropriated or otherwise available for these setvices or goods
this Purchase Order/Contract becomes void and of no effect after June 30.

5. Payment may only be made after the delivery and acceptance of goods or services.

6. Interest may be paid for late payment in accordance with the West Virginia Code.

7. Vendor preference will be granted upon written request in accordance with the West Virginia Code.

8. The State of West Virginia is exempt from federal and state taxes and will not pay or reimburse such taxes.

9. The Director of Purchasing may cancel any Purchase Order/Contract upon 30 days written notice to the seller.

10. The laws of the State of West Virginia and the Legislative Rules of the Purchasing Division shall govemn the
purchasing process.

11. Any reference to automatic renewal is hereby deleted. The Contract may be renewed only upon mutual written
agreement of the parties.

12. BANKRUPTCY: In the event the vendor/contractor files for bankruptey protection, the State may deem
this contract null and void, and terminate such contract without further order,

13. HIPAA BUSINESS ASSOCIATE ADDENDUM: The West Virginia State Government HIPAA Business Associate
Addendum (BAA), approved by the Attorney General, is available online at www.state.wv.us/admin/purchase/vre/hipaa.htinl
and is_hereby made part of the agreement provided that the Agency meets the definition of a Cover Entity
(45 CFR §160.103) and will be disclosing Protected Health Information (45 CFR §160.103) to the vendor.

14. 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. Vendor further agrees to comply with the Confidentiality Policies and Information
Security Accountability Requirements, set forth in htlp://www.state.wv.us/admin/purchase/privacy/noticeConfidentiality.pdf.

15. 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, and the West Virginia Insurance Commission. 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.

16. ANTITRUST: In submitting a bid to any agency for the State of West Virginia, the bidder offers and agrees that
if the bid is accepted the bidder will convey, sell, assign or transfer to the State of West Virginia all rights, title and interest
in and to all causes of action it may now or hereafter acquire under the antitrust laws of the United States and the State of
West Virginia for ptice fixing and/or unreasonable restraints of trade relating to the particular commodities or services
purchased or acquired by the State of West Virginia. Such assignment shall be made and become effective at the time the
purchasing agency tenders the initial payment to the bidder.

| certify that this bid is made without prior understanding, agreement, or connection with any corporation, firm, limited
liability company, partnership, or person or entity submitting a bid for the same material, supplies, equipment or
services and is in all respects fair and without collusion or Fraud. | further certify that | am authorized to sign
the certification on behalf of the bidder or this bid.

INSTRUCTIONS TO BIDDERS
1. Use the quotation forms provided by the Purchasing Division. Complete all sections of the quotation form.

2, ltems offered must be in compliance with the specifications. Any deviation from the specifications must be clearly
indicated by the bidder. Alternates offered by the bidder as EQUAL to the specifications must be clearly
defined. A bidder offering an altemate should attach complete specifications and literature to the bid. The
Purchasing Division may waive minor deviations to specifications.

3. Unit prices shall prevail in case of discrepancy. All quotations are considered F.O.B. destination unless alternate
shipping terms are clearly identified in the quotation.

4. All quotations must be delivered by the bidder to the office listed below prior to the date and time of the bid
opening. Failure of the bidder to deliver the quotations on time will result in bid disqualifications: Department of
Administration, Purchasing Division, 2019 Washington Street East, P.O. Box 50130, Charleston, WV 25305-0130

5. Communication during the solicitation, bid, evaluation or award periods, except through the Purchasing Division,
is strictly prohibited (W.Va. C.S.R. §148-1-6.6).

Rev. 11/08/11
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Summary:

LBS12135

An open ended contract to purchase reagent kits for Hepatitis A, B, C and Human Immunodeficiency

Virus (HIV) Kits, to be run on an automated self-contained processing system. Vendor must provide and

maintain processing system at no additional cost to the Office of Laboratory Services for use by the

Diagnostic Immunology Section.

Volume:
Name of Analyte Projected Annual Test Usage

Human Immunodeficiency Virus (HIV) 9600
Hepatitis A Immunoglobulin M ( HepA-IgM) 768
Hepatitis B Surface Antigen ( HBsAg) 6720
Hepatitis B Surface Antigen Confirmatory 350
Hepatitis B Core- Antibody (Anti-HBc) 7488
Hepatitis B Surface Antibody (Anti-HBs) 1920
Hepatitis B Core-IgM (HepB-lgM) 768
Hepatitis C (HCV) 7680
Hepatitis C (HCV) Wash Solution 18 Bottles
Hepatitis C (HCV) Stop Solution 6 Bottles

Note: the number of tests provided is for bidding purpose only and the vendor will be required to

provide the quantity of tests needed, be it more or less.

General Specifications:

1 The Vendor must be able to provide each of the assays listed in the "Individual Test Assay
Specification” Section. Vendors unable to offer all of the test assays will be disqualified from
consideration for the contract.

2. All assays must utilize a form of Enzyme Immunoassay.

3. All assays must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA) for in vitro diagnostic test use.

a. Proof of FDA approval should be included with the vendor’s response
h. A copy of the assay kit package insert stating FDA approval will be considered sufficient
proof for meeting this specification.

4. All assay kits or any independent reagents needed to complete the test must have at least 90 day
expiration date (i.e. shelf life) remaining at the time the kits or reagents are received by the

laboratory.
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a. Ifitems have less than 90 day expiration date, the item will be replaced by the vendor at 0 O 1 L
no additional cost to OLS.
5. All assay kits must be FDA approved to utilize the following specimen matrix type. - Serum.
6. Universal reagents that can be used between kit analyte types are preferred.
7. Vendor must provide with the RFQ a list of all consumables needed to perform the test.
2 List must indicate which consumables are included in the quote and would be considered

“no charge items”
b. List must indicate cost of consumables that are not included in the quote. This additional

cost will be considered when evaluating the quote.

Individual Test Assay Specifications

1. Assay kit for detection of Anti-HAV IgM
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA) for in vitro diagnostic test use for both adult and pediatric (from birth) patients.
o Assay must be approved by the FDA for use with human serum.
o Proof of FDA approval should be included with the vendor's response to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
2. Assay kit for detection of Hepatitis B Surface Antigen (HBsAg)
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA\) for in vitro diagnostic test for use with human serum
o Assay must be approved by FDA for testing of specimens from cadavers
o Proof of FDA approval should be included with the vendor’s response to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
3. Assay kit for the confirmation of Hepatitis B Surface Antigen
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA\) for in vitro diagnostic test for use with human serum
o Assay must also be approved by FDA for testing of specimens from cadavers
o Proof of FDA approval should be included with the vendor's response to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
4. _Assay kit for detection of Hepatitis B Core Anti-body (Anti-HBc)
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA) for in vitro diagnostic test for use with human serum.
o Proof of FDA approval should be included with the vendor's response to the RFQ
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o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.

5. Assay kit for detection of Hepatitis B Surface Anti-body (Anti-HBs)
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA) for in vitro diagnostic test for use with human serum.
¢ Proof of FDA approval should be included with the vendor’s response to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
e Assay must be able to detect between 0-1000 mIU/ml ( million International units per
milliliter)
6. Assay kit for detection of Hepatitis Core Antibody- IgM ( HepB-lgM)
e Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA\) for in vitro diagnostic test for use with human serum.
o Proof of FDA approval should be included with the vendor's response to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
7. Assay kit for detection of Hepatitis C virus (HCV)
o  Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA) for in vitro diagnostic test for use with human serum
o Assay must also be approved by FDA for testing of specimens from cadavers
o Proof of FDA approval should be included with the vendor’s respons.e to the RFQ
o A copy of the assay kit package insert stating FDA approval will be considered
sufficient proof for meeting this specification.
e Assay must have at least 99.5% specificity
8. Assay kit for detection of Human Immunodeficiency Virus
o Assay must be approved by the Bureau of Biologics of the Food and Drug Administration
(FDA\) for in vitro diagnostic test for use with human serum
o Assay must also be approved by FDA for testing of specimens from cadavers
o Assay must be FDA approved for the detection of HIV-1, HIV-1 Group O and HIV2.

Instrumentation/Eqguipment Specifications

1. Equipment design requirements (i.e. “footprint) must not exceed the area established for the

current testing laboratory.

0012
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e Vendor's system must not exceed an area of 50x50x34 inches
e Vendor's system must not exceed a maximum door clearance of 36 inches
e Vendor's system must meet the following power requirements
* Not to exceed electrical input of 220 VAC
e Frequency between 47- 63 Hz
2. Vendor must supply computer, monitor, printer, software, cables. UPS and any other components
necessary for operation of the test equipment.
3. The instrument should be controlled by a high performance microprocessor:
e The system must have a safe memory for programs with a file protection scheme.
e The user must be able to protect programs against unauthorized modifications
e Software must be menu driven
4. The system software must provide electronic file storage and retrieval capabilities as well as
printed data records.
5. Instrumentation must include at least the following
¢ Must be an integrated fully automated platform system.
e Must have lot and expiration management for reagents and kits
e Must have the capability of positive identification of samples
e Must have automated reagent and specimen pipetting capabilities
e Must have the capability of positive identification of reagents from multiply kits and
microplates.
e Must have barcode capability
o |If system uses pipette tips, system must have liquid level and clot detection
6. If pipette tips are required for the system
e The pipette tips must be included from the vendor (not a third party vendor) at no
additional charge.

Equipment Ownership/Maintenance/Technical Assistance

Requirements:

1. Vendor must remain the owner and retain the title of equipment.

2. Allinstrumentation provided by the vendor shall be maintained at the vendor's expense during the
term of the contract.

3. All Preventative Maintenance service visits to the Office of Laboratory Services shall be provided
at no additional charge to OLS.

4. Vendor technical assistance via telephone must be available within 30 minutes during normal
business hours (Monday through Friday, 8:00 AM — 4:30 PM, Eastern Standard Time) and within
two hours during non-business hours for reported problems.

0013
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5. On-site technical assistance must be guaranteed within twenty-four hours of any reported 0 0 1 4
equipment failure for which in-house or over the phone troubleshooting was unsuccessful.

6. Any reagent kits required for routine maintenance of the equipment must be provided at no extra
cost to OLS.

Training/Installation Requirements:

1. Delivery of equipment must be within 90 days of the approved purchase order.

2. Vendor must provide a company representative for installation and training. Subcontracting of
these services shall not be acceptable to the State of West Virginia.

3. Vendor must provide technical training at the vendor cost for at least one technologist per
instrument in regards to assay performance, troubleshooting preventative maintenance, and
quality control. Vendor will also provide subsequent onsite technical training to pertinent testing
personnel in regards to assay performance, trouble shooting, preventative maintenance and
quality control as needed by OLS.

Delivery/Shipping Requirements:

1. To be F.0.B. Destination, unless vendor states otherwise in submitted quotation.

\
2. Delivery of assay, additional reagents or supplies must be guaranteed within five working days ‘
|

after receipt of an order. \

Insurance Reguirements:

VENDOR, as an independent contractor, shall be solely liable for the acts and omissions of its
employees and agents. VENDOR shall maintain and furnish proof of coverage of liability insurance
for loss, damage, or injury (including death) of third parties arising from acts and omissions on the
part of VENDOR, its agents and employees in the following amounts:

1. For bodily injury (including death): Minimum of $1,000,000 (one million dollars) per occurrence.

2. For property damage: Minimum of $1,000,000 (one million dollars) per occurrence.

Professional liability: Minimum of $1,000,000 (one million dollars) per occurrence.

4. West Virginia Workers Compensation Certificate (or letter stating your company does not employ
any WV Residents).

5. Certificates of Insurance are required prior to award but are not required at the time of bid. The
vendor shall present evidence of insurance at the time of award. The State of West Virginia shall

be named the Certificate Holder,
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Contract will become effective 6/15/2012 and extend for a period of one year. At the end of one year, the
contract may be renewed upon mutual consent of both parties under the same terms and conditions as

the original contract for two (2) one (1) year periods.
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RFQ Cost Sheet ‘
Bidders must provide the cost for the following: 0 O 1 G
Item Description Bioﬁﬁ?;lbizo:ruct Expected # of tests # Tests Per Kit Kit Price
Equivalent peryear
1 Human Immunodeficiency Virus (HIV) 32588 9600
2 | Hepatitis A Immunoglobulin M ( HepA-lgM) 72495 768
3 | Hepatilis B Surface Antigen ( HBsAg) 32591 6720
4 | Hepatilis B Surface Antigen Confirmatory 32594 350
5 | Hepatitis B Core- Antibody (Anti-HBc) 26186 7488
6 | Hepatilis B Surface Antibody (Anti-HBs) 25220 1920
7 | Hepatitis B Core-lgM (HepB-IgM) 26174 768
8 | Hepatitis C (HCV) 930740 7680
9 | Hepatiis C (HCV) Wash Soluticn 933730 18 hottles
10 | Hepatitis C (HCV) Stop Solution 933040 6 hottles
Total $

The award will be made to the vendor with the lowest overall total cost which meets all requested specifications and
requirements. Payment will be made in arrears.

Vendor Name:

Vendor Address:

Payment Remit
To Address:

Vendor Signature:

Phone Number:

Fax Number:

Email Address:

Date:




Rev. 09/08 State of West Virginia

VENDOR PREFERENCE CERTIFICATE 007

Certification and application™ is hereby made for Preference in accordance with West Virginia Code, §5A-3-37. (Does not apply to
construction contracts). West Virginia Code, §5A-3-37, provides an opportunity for qualifying vendors to request (at the time of bid)
preference for their residency status. Such preference is an evaluation method only and will be applied only to the cost bid in
accordance with the West Virginia Code. This certificate for application is to be used to request such preference. The Purchasing
Division will make the determination of the Resident Vendor Preference, if applicable.

1. Application is made for 2.5% resident vendor preference for the reason checked:

Bidder is an individual resident vendor and has resided continuously in West Virginia for four (4) years immediately preced-
ing the date of this certification; or,

Bidder is a partnership, association or corporation resident vendor and 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 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 husiness continuously in West Virginia for four (4) years immediately
preceding the date of this certification; or,

Bidder is a nonresident vendor which has an affiliate or subsidiary which employs a minimum of one hundred state residents
and which has maintained its headquarters or principal place of business within West Virginia continuously for the four (4)
years immediately preceding the date of this certification; or,

2. Application is made for 2.5% resident vendor preference for the reason checked:

Bidder is a resident vendor who certifies that, during the life of the contract, on average at least 75% of the employees
working on the project being bid are residents of West Virginia who have resided in the state continuously for the two years
immediately preceding submission of this bid; or,

3. Application is made for 2.5% resident vendor preference for the reason checked:

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 principal place of business within West Virginia employing a
minimum of one hundred state residents who certifies that, during the life of the contract, on average at least 75% of the
employees or Bidder's affiliate’s or subsidiary's employees are residents of West Virginia who have resided in the state
continuously for the two years immediately preceding submission of this bid; or,

4. Application is made for 5% resident vendor preference for the reason checked:
Bidder meets either the requirement of both subdivisions (1) and (2) or subdivision (1) and (3) as stated above; or,

5. Application is made for 3.5% resident vendor preference who is a veteran for the reason checked:

Bidder is an individual resident vendor who is a veteran of the United States armed forces, the reserves or the National Guard
and has resided in West Virginia continuously for the four years immediately preceding the date on which the bid is
submitted; or,

6. Application is made for 3.5% resident vendor preference who is a veteran for the reason checked:

Bidder is a resident vendor who is a veteran of the United States armed forces, the reserves or the National Guard, if, for
purposes of producing or distributing the commaodities or completing the project which is the subject of the vendor's bid and
continuously over the entire term of the project, on average at least seventy-five percent of the vendor's employees are
residents of West Virginia who have resided in the state continuously for the two immediately preceding years.

Bidder understands if the Secretary of 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 to: (a) reject the bid; 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 purchase order.

By submission of this certificate, Bidder agrees to disclose any reasonably requested information to the Purchasing Division and
authorizes the Department of Revenue to disclose to the Director of Purchasing appropriate information verifying that Bidder has paid
the required business taxes, provided that such information does not contain the amounts of taxes paid nor any other information
deemed by the Tax Commissioner to be confidential.

Under penalty 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 contract is issued to Bidder and if anything contained within this certificate
changes during the term of the contract, Bidder will notify the Purchasing Division in writing immediately.

Bidder: Signed:

Date: Title:

*Check any combination of preference consideration(s) indicated above, which you are entilled to receive.
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STATE OF WEST VIRGINIA

Purchasing Division 0018

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 owed 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 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 into a payment plan or agreement and the vendor is not in
default of any of the provisions of such plan or agreement.

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

WITNESS THE FOLLOWING SIGNATURE

Vendor's Name:

Authorized Signature: Date:

State of

County of , to-wit:

Taken, subscribed, and sworn to before me this ___dayof , 20

My Commission expires , 20

AFFIX SEAL HERE NOTARY PUBLIC

Purchasing Affidavit (Revised 12/15/08)



