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Request for Proposal


	
Northeast Ohio Medical University (NEOMED) is requesting proposals for:

Preclinical Good Laboratory Practices (GLP) Assessment and Standard Operating Procedures (SOP) Development in Support of U.S. Food and Drug Administration (FDA) Phase 0/1 Studies


	
Proposal Number: 20170814

Date Issued:  August 14, 2017

 Proposal Due Date (Extended): September 15, 2017


	
Northeast Ohio Medical University (NEOMED) is seeking signed, written proposals for Preclinical GLP Assessment and SOP Development in support of FDA Phase 0/1 Studies submitted according to the requirements described in this Request for Proposal (“RFP”).

[bookmark: _GoBack]Proposals must be received electronically to ereed@neomed.edu or mailed to NEOMED, Attn: Elliot Reed, REDIzone Program Manager, RFP# 20170814, 4209 State Route 44, P.O. Box 95, Rootstown, Ohio 44272 no later than 5:00pm on September 15th, 2017. The proposal number must be clearly marked in the email subject line, or if mailed, on the exterior of the envelope.

Proposals submitted in response to this RFP shall be reviewed immediately thereafter. Any proposals arriving after the Proposal Due Date will be considered late and will not be reviewed.

All questions regarding this RFP should be directed to Elliot Reed, ereed@neomed.edu or 330-325-6800.
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PART ONE

Instructions to Offerors
                For the Purchase of Specified Equipment, Supplies and/or Services

The term “Offeror” refers to any entity or individual submitting a Proposal in response to this RFP for the purchase by NEOMED of equipment, supplies and/or services.

1. Complete, Signed and Sealed Proposal with Authorized Signature
a. Offerors must submit at a minimum one electronic copy of a complete Proposal which, at a minimum, should include all pages of this RFP that require the Offeror to respond, including attachments, and any additional information and/or samples required by this RFP. Proposals should follow the format of this RFP. Each response in the Proposal should reference the number and headings as listed in this RFP.
b. When information or pricing submitted by the Offeror is unclear to NEOMED, NEOMED reserves the right to ask the Offeror to clarify and confirm any of the information or pricing stated in the Proposal. The Offeror shall answer requests for additional information or clarification in writing, and the responses shall become part of its Proposal. Offerors failing to provide adequate information in a timely manner in response to any request from NEOMED shall be considered unresponsive and their Proposal will be rejected.
c. NEOMED will not consider Proposals submitted without all of the required information and pricing.
d. If this RFP provides that the Offeror may submit pricing and information for different options specified, and the Offeror does not intend to submit pricing for one of those options, the Offeror is instructed to insert “NO PROPOSAL SUBMITTED”, or “NO PROPOSAL” on that pricing sheet or to otherwise indicate clearly that the Offeror is not submitting a Proposal for this option. Insertion of “0” will be interpreted by NEOMED to mean that the equipment, supply or service will be provided at no cost.

2. Delivery of Proposals
a. NEOMED must receive Proposals no later than 5:00pm on September 15th, 2017 (“Proposal Due Date”).
b. Before the Proposal Due Date, Proposals may be delivered electronically to ereed@neomed.edu or mailed to NEOMED, Attn: Elliot Reed, REDIzone Program Manager, RFP# 20170814, 4209 State Route 44, PO Box 95, Rootstown, Ohio 44272 during NEOMED normal business hours, which are Monday through Friday, 8:00 AM to 5:00 PM, except for NEOMED-observed holidays.
c. Any Proposals arriving after the Proposal Due Date will be considered as late and will be will not be reviewed.
d. If the proposal is sent electronically, the proposal number must be clearly marked in the email subject line (RFP# 20170814).
e. NEOMED does not accept mailed Proposals with insufficient postage or collect on delivery. If the mailed Proposal is delivered, it must be delivered in a sealed envelope or similar sealed container with the RFP Number clearly marked on the exterior. If an Offeror uses an express mail or courier service, the RFP Number must be clearly marked on the exterior of the express mail or courier envelope or must be in a sealed envelope inside the express mail or courier envelope with the RFP Number clearly marked on the inside envelope.

3. Listing of Offerors
During the period of evaluation and prior to award, possession of Proposals and accompanying information is limited to NEOMED personnel involved in the evaluation process. A list of Offerors will be prepared and provided upon request within a reasonable time after the receipt of Proposals.

4. Offeror may Request Clarification
If an Offeror discovers an inconsistency, error or omission in this RFP, the Offer should request clarification from the NEOMED as indicated on the front page of this RFP. Offerors should make their requests for clarification a minimum of five (5) business days before the Proposal Due Date.

5. Modifications to this RFP
If it becomes necessary to modify this RFP, NEOMED shall do so by written addendum only. An Offeror should not rely on any verbal information regarding this RFP from any NEOMED employee. The written addendum will be provided by fax, email or regular mail to all Offerors that are provided with a copy of this RFP by the NEOMED. NEOMED shall make every reasonable effort to issue any addendum prior to forty-eight (48) hours before the deadline for submission of Proposals; however, issuance of any addendum within the forty-eight hour period prior to the Proposal Due Date shall not result in an automatic extension of the Proposal Due Date for any specified period of time.

6. Damages Arising from RFP Specifications
An Offeror is not entitled to and shall not be compensated for damages arising from inaccurate or incomplete information in this RFP or from inaccurate assumptions based upon this RFP.

7. Proposal Evaluation and Factors Determining Award
a. The REDIzone Program Manager and other NEOMED personnel, as appropriate, shall review all properly submitted Proposals and select the Offeror to provide the specified equipment, supplies and/or services whose Proposal is determined to be the most advantageous to NEOMED, as determined by NEOMED, in its sole discretion after considering the amount of the Proposal, the responsiveness of the Offeror and the responsibility of the Offeror, as described in the following Sections 8 through 10, as well as other considerations such as quality, adherence to specifications, delivery, service, warranty and other factors depending on the intended use of the equipment, supplies and/or services required.
b. NEOMED reserves the right to conduct negotiations and discussions with one or more Offerors after the review of Proposals. Such further negotiations may result in a different price for the contract awarded from the amount stated in the Proposal of the Offeror(s) determined to have submitted the Proposal(s) that is/are in the best interest of the University.




8. Best and Most Responsive Offeror
An Offeror is best and most responsive if its Proposal offers a variety of qualitative and quantitative criteria that NEOMED deems to be in the best interest of the University. Price alone will not be the sole determining factor in the selection process.

9. Responsive Offeror
An Offeror is responsive if its Proposal responds to the RFP requirements in all material respects and contains no irregularities or deviations from the requirements that would affect the amount of the Proposal or otherwise give the Offeror an unfair competitive advantage.

10. Responsible Offeror
NEOMED’s determination of an Offeror’s responsibility includes but is not limited to the following factors:
a. The experience of the Offeror
b. The Offeror’s financial condition
c. The Offeror’s conduct and performance of previous contracts
d. The Offeror’s facilities
e. The Offeror’s management skills and product knowledge
f. The Offeror’s ability to execute the contract properly
g. Review of the Federal and the Ohio Department of Transportation debarment list and the Ohio Finding for Recovery Regulations

11. Rejected Proposals
a. NEOMED may reject any or all Proposals. The basis for rejection of a Proposal may include, but is not limited to, one or more of the following circumstances:
i. The Proposal offers equipment, supplies and/or services that are not in compliance with the requirements, specifications, terms or conditions of this RFP.
ii. The price of the lowest responsive and responsible Proposal is excessive in comparison with market conditions or with NEOMED’s budget.
iii. If NEOMED determines that in the evaluation process the awarding of a contract for the equipment, supplies and/or services is not in the best interest of NEOMED.
iv. The Offeror is determined not to be responsible, applying the criteria listed above in Section 10.
b. Notwithstanding the foregoing, NEOMED reserves the right to conduct negotiations and discussions with one or more Offeror(s) after the review of Proposals and to select an Offeror to provide all or part of the equipment, supplies and/or services specified in this RFP, pursuant to a contract with NEOMED.

12. Estimated Usage
a. Unless otherwise stated, the usage indicated for each item is to be considered an estimate only and should be considered as information relative to potential purchases that may be made from a contract award. NEOMED makes no representation or guarantee as to the actual amount of the items to be purchased.
a. NEOMED in no way obligates itself to purchase the full quantities indicated, but the entire amount of any discount offered must be allowed whether or not the purchases are less than the full quantities indicated. NEOMED’s requirements may be greater than or less than the quantities shown, and the successful Offeror(s) shall be obligated to fulfill all requirements as shown on the purchase orders whose mailing dates fall within the contract period.

13. Withdrawal of Proposal before Proposal Review
An Offeror may withdraw its Proposal, by written request sent to Elliot Reed, ereed@neomed.edu, any time after the NEOMED receives the Proposal and before Proposal Review Period (“Timeline” section of Part Three).

14. Withdrawal of Proposal after Proposal Submission
An Offeror may withdraw its Proposal, by written request to Elliot Reed, ereed@neomed.edu, after Proposal submission if there is reasonable proof that an inadvertent mistake was made and the correction cannot be determined with reasonable certainty. “Inadvertent” means inattentive or unobservant; heedless; due to oversight; unintentional. If NEOMED suspects that the lowest Proposal contains a mistake, NEOMED may ask the Offeror for written confirmation of its Proposal.

15. Correction of Proposal before Proposal Review Only
a. Any corrections to a Proposal must be completed off the premises.
b. Offerors should check their Proposal carefully prior to submission as it may not be corrected after the Proposal has been received.

16. Inadvertent Error
NEOMED, in its sole discretion, may permit an Offeror alleging an inadvertent error to correct its Proposal after receipt.

17. Proposals are Firm for Ninety (90) Days
a. Proposals are irrevocable by the Offeror for ninety (90) days after submission, subject to any subsequent negotiations and discussions between NEOMED and the Offeror.
b. Beyond this ninety (90) day period, if no subsequent negotiations have taken place, Offerors will have the option to provide the specified equipment, supplies and/or services and honor the price stated in their Proposal or make a written request to withdraw their Proposal from consideration.

18. Compliance with Terms and Conditions of this RFP
a. Offerors are required to comply with all parts of this RFP, including attachments, whether the Offeror had actual knowledge of the terms and conditions of this RFP and regardless of any statement of omission in the bid that might indicate an Offeror’s contrary intention.
b. NEOMED will not agree to any additional or inconsistent terms or conditions proposed by the Offeror, unless NEOMED has reviewed the additional or inconsistent terms and conditions and determined that it is in the best interest of NEOMED to explore the options with all Offerors and provide all Offerors the opportunity to respond to such additional terms and conditions as NEOMED determines is in the best interest of the University. 
c. The terms and conditions of this RFP prevail over any inconsistent of additional terms or conditions of this RFP proposed by the Offeror, in the absence of NEOMED’s decision, to explore such inconsistent or additional terms or conditions proposed by an Offeror.


19. Request for Additional Information
NEOMED may request additional information to evaluate an Offeror’s responsiveness to this RFP or to evaluate the Offeror’s responsibility. If an Offeror does not provide the requested information, it may adversely impact NEOMED’s evaluation of the Offeror’s responsiveness or responsibility.

20. Samples
a. NEOMED may require Offerors to provide sample equipment or supplies or examples of work, at the Offeror’s sole expense. Samples must clearly identify the Offeror, the RFP Number and the item the sample represents in this RFP. Samples shall become the property of NEOMED.
b. NEOMED will return samples that are not destroyed by testing, at the Offeror’s expense, upon the Offeror’s timely request. NEOMED may keep the samples of the Offeror awarded the contract until the completion of the contract.
c. Unsolicited samples submitted in response to this RFP will not be evaluated by NEOMED, and NEOMED may dispose of them in any way it chooses.

21. Proposal Preparation
NEOMED assumes no responsibility for costs incurred by an Offeror prior to the award of any contract resulting from this RFP. Total liability of NEOMED is limited to the terms and conditions of a resulting contract.

22. Preference for Ohio Products
A Proposal award may be subject to the domestic preference provisions of the Buy America Act, 41 U.S.C.A., 10a-10d, as amended, and to the preference for Ohio products under Ohio Revised Code Sections 125.09 and 125.11 and Ohio Administrative Code Rule 123:5-1-06.

23. Suspension and Debarments
NEOMED will not award a contract for equipment, supplies and/or services, funded in whole or in part with Federal funds, to a person who has been suspended or debarred from doing business with the State of Ohio and/or who appears on the ‘Exclusion’ list of the U.S. System for Award Management (https://www.sam.gov).

24. Certification Regarding Contract Eligibility with Other Governmental Entities
By signature affixed to the Request for Proposal Response and Proposal Certification Form, which is a part of this RFP, Offeror hereby certifies that Offeror has not, within the last seven (7) years been the subject of any government action to limit Offeror’s right to do business with the government. If Offeror cannot so certify, Offeror must provide a written explanation with its response to this RFP.

25. Contract
An Offeror determined to have submitted a Proposal that is in the best interest of NEOMED shall enter into a written contract with NEOMED within ten (10) days after receipt of notice from NEOMED, whereby Offeror agrees to provide the specified equipment, supplies and/or services pursuant to the terms and conditions and other requirements included with this RFP for the costs stated in its Proposal or as otherwise agreed to by NEOMED and Offeror.


26. Contract Bond
NEOMED reserves the right to request that Offeror provide a Contract Bond for payment and performance of Offeror’s obligations under the contract for which Offeror is selected. The Offeror shall include with its Proposal the cost of such a Contract Bond as a separate item. The form of the Contract Bond to be provided, if requested, by the Offeror is included with this RFP (Attachment 1).

27. Non-Collusion
a. The Offeror and each person signing on behalf of the Offeror certifies, and in the case of Proposal by a joint venture, each member thereof certifies as to such member’s entity, under penalty of perjury, that to the best of the authorized individual’s information, knowledge and belief:
i. The Proposal amount, any unit prices and alternate pricing in the Proposal (together referred to as the “Proposal Amount”) have been arrived at independently without collusion, consultation, communication or agreement, or for the purpose of restricting competition as to any matter relating to such Proposal with any other Offeror. 
ii. Unless otherwise required by law, the Proposal Amount has not been knowingly disclosed by the Offeror and will not knowingly be disclosed by the Offeror prior to the review of Proposals, directly or indirectly, to any other Offeror who would have any interest in the Proposal Amount.
iii. No attempt has been made or will be made by Offeror to induce any other person or entity to submit or not to submit a proposal for the purpose of restricting competition.
b. If NEOMED learns that an Offeror has engaged in collusion in the preparation of its Proposal, or reasonably suspects the same, NEOMED reserves the right to return the Proposal submitted without further review or consideration.

28. Specifications
a. NEOMED is authorized to prepare specifications to obtain equipment, supplies and/or services. The purpose of the specification is to describe the equipment, supplies and/or services to be purchased and will serve as a basis for comparison of Proposal responses. 
b. NEOMED may use any form of specification it determines to be in the best interest of NEOMED and that best describes the equipment, supplies and/or services to be purchased. 
c. Specifications may be in the form of a design specification, a performance specification or a combination thereof. If NEOMED determines that a design, performance or combination specification is not in the best interest of NEOMED, it may use brand name or equal specifications. 
d. Where a brand name or equal specification is used, use of the brand name or equal specification is for the purpose of describing the base standard of quality, performance and characteristics desired and is not intended to limit or restrict competition. Substantially equivalent equipment, supplies or services to those designated will be considered for award. 
e. If the description contained in a Proposal differs in any way from the specifications of this RFP, Offeror should provide a complete detailed description of the quotation including pictures and literature where applicable. 
f. Unless specific exception is made, NEOMED will assume a Proposal is being submitted exactly as the specifications of this RFP require.
PART TWO

Contract Terms and Conditions

1. Entire Agreement; Parties to the Contract
This contract is the entire agreement between the individual or entity selected to provide equipment, supplies and/or services on the basis of a Proposal submitted to NEOMED in response to an RFP (referred to as “Contractor” in these Terms and Conditions) and NEOMED. References to “Offeror” in any of the contract components are deemed to refer to the contractor selected to provide the specified equipment, supplies and/or services that are the subject of this contract.

2. Statement of Work
a. The RFP, including attachments and any written amendments to the RFP, and the Offeror’s Proposal, including proper modifications, clarifications and samples, (collectively referred to as the “RFP”) are a part of this contract and describe the work and activities the Offeror will perform under this contract (the “Project”). This contract consists of the complete RFP and applicable, valid NEOMED purchase orders or other ordering documents (together referred to as the “Contract”).
b. Contractor shall do the Project in a professional, timely and efficient manner. Contractor shall also furnish its own support staff necessary for the satisfactory performance of the Project. 
c. Contractor declares that it is engaged as an independent business and has complied with all federal, state and local laws regarding business permits and licenses of any kind including, but not limited to, any insurance coverage that is required in the normal course of business as well as any specialized insurance that is specified herein that may be required to carry out its business and perform under the terms of this Contract. Contractor agrees that it does not have any authority to sign agreements, notes and/or obligations or to make purchases and/or dispose of property for or on behalf of NEOMED.
d. If applicable Contractor shall deliver, assign, transfer and convey to NEOMED all rights, title and interest to all documents, data, materials, information, processes, studies, reports, surveys, proposals, plans, codes, scientific information, technology information, regulations, maps, equipment, charts, schedules, photographs, exhibits, software, software source code, documentation and other materials and property prepared or developed or created or discovered under or in connection with this Contract (the “Deliverables”).
e. Contractor declares that it is engaged in the same or similar activities for other customers and that NEOMED is not its sole and only customer. 
f. Contractor shall furnish professional services performed in accordance with applicable commercial standards necessary for the satisfactory performance of the work hereunder. Services shall be performed by Contractor and NEOMED shall not hire, supervise or pay any assistants to Contractor in its performance under this Contract. NEOMED shall not be required to provide any training to Contractor to enable it to perform services required hereunder.
g. Contractor shall furnish its own support staff, materials, tools, equipment and other supplies necessary for the satisfactory performance of the work hereunder, unless stated otherwise in the RFP. Neither Contractor nor its personnel shall, at any time or for any purpose, be considered as employees or agents of NEOMED.
h. Contractor shall consult with appropriate NEOMED personnel and others necessary to ensure a thorough understanding of the Project and satisfactory performance. NEOMED may give instructions to or make requests of Contractor relating to the Project, and Contractor will comply with those instructions and fulfill those requests in a timely and professional manner. It is expressly understood that those instructions and requests shall be for the sole purpose of ensuring satisfactory completion of the Project and will not amend or alter the scope of the Project. The management of the work, including the exclusive right to control or direct the manner or means by which the work described herein, remains with and is retained by Contractor. NEOMED retains the right to ensure that the work of Contractor is in conformity with the terms and conditions of this Contract as specified herein and in the RFP.
i. Contractor shall determine the hours required to perform the services to be provided under this Contract and retains discretion over its schedule when performing services on the premises of NEOMED, subject to NEOMED’s normal business hours and security requirements.
j. NEOMED will order equipment, supplies and/or services under this Contract from the Contractor directly. Contractor may receive purchase orders by telephone, facsimile, electronically or in person by authorized NEOMED personnel. Contractor is not required to fill an order date more than thirty (30) days beyond the date of contract expiration, termination or cancellation, unless the Contract provides for a quarterly delivery or quarterly service. Under a contract that provides for quarterly delivery or quarterly service, Contractor is not required to fill an order with a delivery date of more than ninety (90) days beyond the date of contract expiration, termination or cancellation.

3. Certification of Funds
a. It is expressly understood by the parties that none of the rights, duties and obligations described in this Contract shall be binding on either party until all statutory provisions under the Ohio Revised Code including, but not limited to, Section 126.07, have been completed and until such time as all necessary funds are made available and forthcoming from the appropriate state agencies, and, when required, such expenditure of funds is approved by the Controlling Board of the State of Ohio or, in the event that federal funds are used, until such time that NEOMED gives Contractor written notice that such funds have been made available to NEOMED by NEOMED’s funding source.

4. Standard Invoice and Payment
a. Invoice. Contractor shall submit two (2) copies of invoices to NEOMED, Attn: Accounts Payable, 4209 State Route 44, P.O. Box 95, Rootstown, Ohio 44272. The invoice must be a proper invoice to receive consideration for payment. A “proper invoice” is defined as being free of defects, discrepancies, errors or other improprieties. Improper invoices will be returned to Contractor noting the areas of discrepancy.
b. Payment. In consideration for Contractor’s performance, NEOMED shall pay Contractor at the rate specified in the RFP. Payments will be made by check, or if specific agreement is made, by electronic funds transfer (EFT) or by a NEOMED Procurement Card. For all transactions, Contractor must have a valid W9 on file with the NEOMED Accounting Department.
c. Payment Due Date. NEOMED will pay invoices thirty (30) days after it has received an invoice for equipment, supplies and/or services it has received and accepted.
d. Late Payments. NEOMED will pay Contractor interest on any late payment as may be required by Ohio law.
e. Office and Business Expenses. Unless expressly provided for elsewhere, Contractor shall be responsible for and assume all office and business expenses that are incurred as a result of the performance of this Contract. 

5. Payment Disputes
a. If NEOMED disputes a payment for anything covered by an invoice within fifteen (15) business days after receipt of that invoice, NEOMED shall notify Contractor, in writing, stating the grounds for the dispute. NEOMED may then deduct the disputed amount from its payment as a non-exclusive remedy. In addition NEOMED will consult with Contractor as early as reasonably possible about the nature of the dispute and the amount of payment affected. When Contractor has resolved the disputed matter to NEOMED’s satisfaction, NEOMED shall pay the disputed amount within thirty (30) days after the matter is resolved.
b. If NEOMED has already paid Contractor on an invoice but later disputes the amount covered by the invoice, and if Contractor fails to correct the problem within thirty (30) days after written notice, Contractor shall reimburse NEOMED for that amount at the end of the thirty (30) days as a non-exclusive remedy for NEOMED. On written request from Contractor, NEOMED will provide reasonable assistance in determining the nature of the problem by giving Contractor reasonable access to NEOMED facilities and any information NEOMED has regarding the problem.

6. Employment Taxes
Each party shall be solely responsible for reporting, withholding and paying all employment related taxes, payments and withholdings for its own personnel. This includes such items as federal, state and local income taxes, social security, unemployment and disability deductions, withholdings and payments. It also includes such items as any interest and penalties not disputed with the appropriate taxing authority, whether they are imposed at the time services are rendered or at a later time.

7. Sales, Use, Excise and Property Taxes
NEOMED is exempt from any sales, use, excise and property tax. To the extent sales, use, excise, property or any similar tax is imposed on Contractor in connection with the Project such will be the sole responsibility of Contractor. Contractor shall pay such taxes, together with any interest and penalties not disputed with the appropriate taxing authority, whether they are imposed at the time services are rendered or at a later time.

8. Delivery
a. F.O.B. The Place of Destination. Contractor must provide the equipment, supplies and/or services under this Contract F.O.B., the place of delivery/destination, unless otherwise stated. The address of delivery will be specified by the purchase order or other ordering document. Freight shall be prepaid unless otherwise stated.
b. Time of Delivery. If Contractor is not able to deliver the equipment, supplies and/or services on the date and time specified by NEOMED on the purchase order or other ordering document, Contractor must coordinate an acceptable date and time for delivery. If Contractor is not able to, or does not, provide the equipment, supplies and/or services to NEOMED by the date and time agreed upon, NEOMED may obtain any remedy provided below or any other remedy at law.
a. Title and Risk of Loss. Contractor shall retain title and bear the risk of any loss or damage to the items purchased by NEOMED until they are delivered at the specified F.O.B. point; and upon such delivery, title shall pass to NEOMED and Offeror’s responsibility for loss or damage shall cease except as resulting from Offeror’s negligence or failure to comply to all stated terms and conditions. Passing of title upon such delivery shall not constitute acceptance of the terms by NEOMED.

9. Related Contracts
Contractor warrants that Contractor has not and will not enter into any contracts without written approval of NEOMED to perform substantially identical services for NEOMED such that the Project duplicates the work done or to be done under the other contracts.

10. Subcontracting
a. Contractor may not enter into subcontracts for the Project after award without prior written approval from NEOMED. Contractor will not need NEOMED’s prior written approval to subcontract for the purchase of commercial goods that are required for satisfactory completion of the Project. All subcontracts will be at the sole expense of Contractor unless expressly stated otherwise in the RFP.
b. NEOMED’s approval of the use of subcontractors does not mean that NEOMED will pay for them. Contractor shall be solely responsible for payment of its subcontractors and any claims of subcontractors for any failure of Contractor or any of its other subcontractors to meet the performance schedule or performance specifications for the Project in a timely manner. Contractor shall hold NEOMED harmless for and will indemnify NEOMED against any such claims.
c. Contractor shall assume responsibility for all Deliverables whether it, a subcontractor, or third-party manufacturer produces them in whole or in part. Further NEOMED shall consider Contractor to be the sole point of contact with regard to contractual matters, including payment of all charges resulting from this Contract. Contractor shall be fully responsible for any default by a subcontractor, just as if Contractor itself had defaulted.
d. If Contractor uses any subcontractors, each subcontractor must have a written agreement with Contractor. That written agreement must incorporate this Contract by reference. The agreement must also pass through to the subcontractor all provisions of this Contract that would be fully effective only if they bind both the subcontractor and Contractor. Among such provisions are the limitations on Contractor’s remedies, the insurance requirements, record keeping obligations and audit rights. Some sections of this Contract may limit the need to pass through their requirements to subcontracts to avoid sections that expressly provide exclusion for small-dollar subcontracts. Should Contractor fail to pass through any provisions of this Contract to one of its subcontractors and the failure damages NEOMED in any way, Contractor shall indemnify NEOMED for the damage.

11.  Record-Keeping Requirements
a. Contractor shall keep all financial records in a manner consistent with generally accepted accounting procedures. Documentation to support each action shall be filed in a manner allowing it to be readily located. 
b. Contractor shall keep separate business records for the Project, including records of disbursements made and obligations incurred in the performance of this Contract which records shall be supported by contracts, invoices, vouchers and other data as appropriate.
c. During the period covered by this Contract and until expiration of three (3) years after final payment under this Contract, Contractor agrees to provide NEOMED, its duly authorized representatives, or any person, agency or instrumentality providing financial support to the work undertaken hereunder, with access to and the right to examine any books, documents, papers and records of Contractor involving transactions related to this Contract. Contractor shall, for each subcontract in excess of two thousand five hundred dollars ($2,500.00), require its subcontractors to agree to the same provisions of this Section 12.

12. Termination of this Contract
a. Termination for Cause. NEOMED may terminate this Contract if Contractor defaults in meeting its obligations under this Contract and fails to cure its default within the time allowed by this Contract, or if a petition in bankruptcy (or similar proceeding) has been filed by or against Contractor. NEOMED may also terminate this Contract if Contractor violates any law or regulation in doing the Project, or if it appears to NEOMED that Contractor’s performance is substantially endangered through no fault of NEOMED. In any such case, the termination will be for cause, and NEOMED’s rights and remedies will be those identified below for termination for cause.
b. Cure Period. On written notice, Contractor shall have thirty (30) days to cure any breach of its obligations under this Contract, provided the breach is curable. If Contractor fails to cure the breach within such time period or if the breach is one that is not curable, NEOMED shall have the right to terminate this Contract. NEOMED shall also have the right to terminate this Contract in the case of breaches that are cured within thirty (30) days but are persistent. “Persistent” in this context means that NEOMED has notified Contractor in writing of Contractor’s failure to meet any of its obligations three (3) times. after the third notice, NEOMED may terminate this Contract without a cure period if Contractor again fails to meet any obligation. The three (3) notices do not have to relate to the same obligation or type of failure. Some provisions of this Contract may provide for a shorter cure period than thirty (30) days or for no cure period at all. Those provisions will prevail over this one. If a particular section does not state what the cure period will be, this provision will govern.
c. Termination for Convenience. NEOMED may terminate this Contract for its convenience and without cause or if the Ohio General Assembly fails to appropriate funds for any part of the Project. If a third party is providing funding for the Project, NEOMED may also terminate this Contract should that third party fail to release any Project funds. The RFP identifies any third party source of funds for the Project.
d. Effect of Notice of Termination. The notice of termination, whether for cause or without cause, shall be effective as soon as Contractor receives it. Upon receipt of the notice of termination, Contractor shall immediately cease all work on the Project and take all steps necessary to minimize any costs Contractor may incur related to this Contract. Contractor shall also immediately prepare a report and deliver it to the State. The report must be all-inclusive; no additional information will be accepted following the initial submission. The report must detail the work completed as of the termination date, the percentage of the Project’s completion, any costs incurred in doing the Project to that date and any Deliverables completed or partially completed but not delivered to NEOMED at the time of termination. Contractor shall also deliver all the completed and partially completed Deliverables to NEOMED with its report. If delivery in that manner would not be in NEOMED’s best interest, then Contractor shall propose a suitable alternative form of delivery.
e. Effect of Termination for Cause. If NEOMED terminates this Contract for cause, it shall be entitled to cover for the Project by using another contractor on such commercially reasonable terms as it and the covering contractor may agree. Contractor shall be liable to NEOMED for all costs related to covering for the Project to the extent that such costs, when combined with payments already made to Contractor for the Project before termination, exceed the costs that NEOMED would have incurred under this Contract. Contractor shall also be liable for any other direct damages resulting from its breach of this Contract or other action leading to termination for cause. NEOMED may deduct all or any part of the damages resulting from Contractor’s default from any part of the price still due on this Contract, after NEOMED has provided prior written notice to Contractor of such default and intent to deduct such damages. Termination resulting from breach shall be cause, at NEOMED’s sole discretion, to suspend Contractor from proposing on any project at NEOMED for a period of up to three (3) years.
f. Effect of Termination for Convenience. If NEOMED terminates this Contract for convenience, Contractor shall be entitled to compensation for any work on the Project that Contractor has performed before the termination date. Such compensation shall be Contractor’s exclusive remedy in the case of termination for convenience and shall be available to Contractor only once Contractor has submitted a proper invoice for such, with the invoice reflecting the amount determined to be owing to Contractor by NEOMED. NEOMED shall make that determination based on the lesser of the percentage of the Project completed or the hours of work performed in relation to the estimated total hours required to perform the entire applicable unit(s) of work.

13. Suspension of this Contract
a. Suspension. NEOMED shall have the option of suspending rather than terminating the Project where NEOMED believes that doing so would better serve its interests.
b. Effect of Notice of Suspension. Any notice of suspension, whether with or without cause, shall be effective as soon as Contractor receives it. Contractor shall prepare a report, which includes the information set forth in Paragraph 13(d). 
c. Effect of Suspension for Cause. In the case of suspension of the Project rather than termination for cause, Contractor shall not be entitled to compensation for any work performed. If NEOMED reinstates the Project after suspension for cause, rather than terminating this Contract after the suspension, Contractor may be entitled to compensation for work performed before the suspension, less any damage to NEOMED resulting from Contractor’s breach of this Contract or other fault. Any amount due for work before or after the suspension for cause will be offset by any damage to NEOMED from the default or other event giving rise to the suspension.
d. Effect of Suspension for Convenience. In the event of a suspension for the convenience of NEOMED, Contractor shall be entitled to receive payment for the work performed before the suspension. In the case of a suspension for NEOMED’s convenience, the amount of compensation due to Contractor for work performed before the suspension will be determined in the same manner as set forth in Paragraph 13(f) for a termination for NEOMED’s convenience. Contractor shall not be entitled to compensation for any other costs associated with a suspension for NEOMED’s convenience. No payment under this provision shall be made to Contractor until Contractor submits a proper invoice.
e. Resuming the Project; Ability to Terminate. After suspension of the Project, Contractor shall perform no work without the written consent of NEOMED and will resume work only on receipt of written notice from NEOMED to do so. In any case of suspension, NEOMED retains its right to terminate this Contract rather than to continue the suspension or resume the Project. If the suspension is for the convenience of EOMED, then termination of this Contract will be a termination for convenience. If the suspension is with cause, the termination will also be for cause.
f. Limitation on Suspension; Effect of Suspension for Convenience for Longer than Thirty (30) Days. NEOMED shall not suspend the Project for its convenience more than once during the term of this Contract, and any suspension for NEOMED’s convenience shall not continue for more than thirty (30) days. If Contractor does not receive notice to resume or terminate the Project within the thirty-day period, then this Contract shall automatically terminate for NEOMED’s convenience at the end of the thirty-day period.

14. Confidentiality
Contractor may receive from and/or create on behalf of NEOMED certain information, documents, data, records and other material, whether in written, electronic or oral form, that is confidential (the “Confidential Information”) in the performance of this Contract. Contractor may not disclose any Confidential Information received from and/or created on behalf of NEOMED as a result of this Contract without prior written permission from NEOMED. Contractor must assume that all information received from and/or created on behalf of NEOMED under this Contract, regardless of the form, is Confidential Information.

15. Rights in Data, Patents and Copyrights; Public Use
a. The Deliverables provided by Contractor under Paragraph 2(d) shall become the property of NEOMED. NEOMED, and any person, agency or instrumentality providing financial assistance for the work performed under Section 2 shall have an unrestricted right to reproduce, distribute, modify, maintain and use the Deliverables, for their intended purpose, and Contractor shall not obtain copyright, patent or other proprietary protection for the Deliverables, provided, however, that Contractor shall reserve its rights in all methods, pre-existing work, software and data used to prepare such Deliverables. Contractor shall not include in any Deliverable any copyrighted matter, unless the copyright owner and any person, agency or instrumentality providing financial assistance to the work hereunder gives prior written approval to use such copyrighted matter in the manner provided for herein.
b. Neither Contractor nor any of its employees, agents, subcontractors or assigns shall make a disclosure for the purpose of securing a patent in the United States or any other country for any of the Deliverables unless such disclosure is approved in writing by NEOMED prior to application for the patent. In the event that such patent is obtained, Contractor shall provide NEOMED written authorization for NEOMED and any other person, agency or instrumentality contributing financial support to the work hereunder to make use of the subject of the said patent disclosure without payment therefore.
c. Contractor agrees that all Deliverables may be made freely available to the general public to the extent required by law.

16. Workers Compensation
Contractor shall carry Workers’ Compensation Liability Insurance as required by Ohio law for any work to be performed within the State of Ohio. Failure to maintain Workers’ Compensation Liability Insurance for the duration of this Contract and any renewal hereto will be considered a default.

17. Contract Bond
At NEOMED’s request, Contractor shall provide a Contract Bond for payment and performance of Contractor’s obligations under this Contract. The form of the Contract Bond to be provided, if requested, by Contractor is included as an attachment to the RFP. Failure of Contractor to provide the Contract Bond on or before the date it is required to be delivered to NEOMED shall result in a breach of this Contract without a cure period and termination or suspension (or ultimately both) of this Contract for cause.

18. Indemnification
Contractor agrees to indemnify and shall hold NEOMED, its employees, members of its Board of Trustees and its Officers and administrators, harmless from any and all claims, damages, lawsuits, costs, judgments, expenses or liabilities that may arise out of, or are related to, Contractor’s performance under this Contract, including the performance by Contractor’s employees and agents and any individual or entity for which Contractor is responsible. When applicable Contractor shall reimburse NEOMED for any judgments for infringement of patent or copyright rights and agrees to defend against any such claims or legal actions if called upon by NEOMED to do so. 

19. Force Majeure
If NEOMED or Contractor is unable to perform any part of its obligation under this Contract by reason of Force Majeure, the party is excused from its obligations, to the extent that its performance is prevented by Force Majeure, for the duration of the event. The party must remedy with all reasonable dispatch the cause preventing it from carrying out its obligations under this Contract. The term “Force Majeure” means without limitation: Acts of God, such as epidemics, lightning, earthquakes, fire, storms, hurricanes, tornadoes, floods, washouts, droughts and any other severe weather; explosions; arrests; restraint of government and people; strikes; and any other like events or any other cause that could not be reasonably foreseen in the exercise of ordinary care and that is beyond the reasonable control of the party.

20. NEOMED Consent to Assign or Delegate.
Contractor may not assign or delegate any of its rights under this Contract unless NEOMED consents to the assignment or delegation in writing. Any purported assignment or delegation made without NEOMED’s written consent is void.

21. Limitation of Liability
a. In no event shall NEOMED be liable for any indirect or consequential damages, including loss of profits, even if NEOMED had been advised, knew or should have known of the possibility of such damages.
b. Notwithstanding any language to the contrary, Contractor shall be liable for any personal injury or damage to real property or tangible personal property, caused by its fault or negligence.


22. Conflicts of Interest
No personnel of Contractor may voluntarily acquire any personal interest that conflicts with their responsibilities under this Contract. Additionally, Contractor shall not knowingly permit any public employee who has any responsibilities related to this Contract or the Project to acquire an interest in anything or any entity under Contractor’s control if such interest would conflict with that employee’s duties. Contractor shall disclose to NEOMED knowledge of any such person who acquires an incompatible or conflicting personal interest related to this Contract. Contractor shall take steps to ensure that such a person does not participate in any action affecting the work under this Contract. This will not apply when NEOMED has determined, in light of the personal interest disclosed, that person’s participation in any such action would not be contrary to the public interest.

23. Compliance with Law
Contractor agrees to comply with all applicable federal, state and local laws in the conduct of the work for the Project.

24. Equal Employment Opportunity
a. During the Project, Contractor shall not discriminate against any employee or applicant for employment with respect to hire, tenure, terms, and conditions of privileges of employment or any matter directly or indirectly related to race, religion, color, sex, national origin, disability, age or Vietnam-era status (“Protected Status”). Contactor shall ensure that applicants for employment and employees are treated without regard to their Protected Status. This is required pursuant to Executive Order 11246. Any breach thereof may be regarded as a material breach of contract or purchase order. 
b. Contractor agrees to post notices with the provisions of this Section 27 in conspicuous places that are available to employees and applicants and to state in all solicitations and advertisements for employees that it is an equal opportunity employer.

25. Drug-Free Workplace
Contractor shall comply with all applicable state and federal laws regarding keeping a drug-free workplace. Contractor shall make a good faith effort to ensure that all Contractor’s employees, while working on NEOMED property, will not purchase, transfer, use or possess illegal drugs or alcohol or abuse prescription drugs in any way. 

26. Finding for Recovery
Contractor warrants that it is not subject to an unresolved finding for recover under Section 9.24 of the Ohio Revised Code. If the warranty was false on the date the parties signed this Contract, the Contract is void ab initio. 

27. Warranties
Unless otherwise stated, all equipment and/or supplies shall be new and unused. All products shall carry manufacturer’s warranties in addition to implied warranties. Contractor warrants all equipment and/or supplies to be free from defects in labor, material and workmanship (manufacturing) and be in compliance with RFP specifications.




28. Marketing; Advertising
Contractor shall not willfully obtain and/or use the name, identifying marks and/or property of NEOMED for its own promotional purposes.

29. Injunctive Relief
Nothing in this Contract is intended to limit NEOMED’s right to injunctive relief if such is necessary to protect its interests or keep it whole.

30. Binding Effect
This Contract shall be binding upon and inure to the benefit of the respective successors and assigns of NEOMED and Contractor.

31. Amendments; Waiver
No change to any provision of this Contract shall be effective unless it is in writing and signed by both parties. The failure of either party at any time to demand strict performance by the other party of any of the terms of this contract shall not act as a waiver of those terms. Waivers must be in writing to be effective. Either party may at any later time demand strict performance.

32. Severability
If any provision of this Contract is held by a court of competent jurisdiction to be contrary to law, the remaining provisions of this Contract shall remain in full force and effect.

33. Headings
The headings used herein are for the sole sake of convenience and shall not be used to interpret any section.

34. Governing Law
This Contract shall be governed by the laws of Ohio, and venue for any disputes shall lie exclusively with the appropriate court in Portage County, Ohio.
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PART THREE

Scope and Requirements
Brief Description of NEOMED
[bookmark: _Toc324953011][bookmark: _Toc325098873][bookmark: _Toc325452744][bookmark: _Toc325582689][bookmark: _Toc89272880]General
The Northeast Ohio Medical University (the “University”) is a community-based public institution of higher education focused on the inter-professional training of health professionals.  Created pursuant to Ohio Revised Code Chapter 3350, the University is accredited by The Higher Learning Commission of the North Central Association of Colleges and Schools.  The University consists of three colleges, including Medicine, Pharmacy and Graduate Studies. 
The University’s mission is to improve the health, economy, and quality of life in northeast Ohio through the medical, pharmacy and health sciences education of students and practitioners at all levels; to develop new knowledge through research in the biomedical, community health and behavioral sciences; and to provide community service and health education throughout the northeast Ohio region.
[bookmark: _Toc324953020][bookmark: _Toc325098882][bookmark: _Toc325452752][bookmark: _Toc325582697]Facilities
The Rootstown, Ohio, campus of the University is just 20 minutes from the city of Akron and 50 minutes from the city of Cleveland.  The 107-acre campus, centrally located among the consortium universities and clinical campuses, houses the University’s administrative offices and the academic departments for basic medical sciences, behavioral and community health sciences, pharmacy practice, and pharmaceutical sciences.
The campus is comprised of 22 buildings with a total of 950,717 square feet, containing faculty, student and administrative offices, laboratories, classrooms, library, conference center, café, residential housing village, regional library depository (serving 5 public colleges/universities in Northeast Ohio), and ample parking and green space. Part of the campus includes the Research, Entrepreneurship, Discovery and Innovation Zone (REDIzone®), which enables innovators of biotechnology to take their research from concept to capital. With a mission to improve health worldwide, the program forms strategic partnerships to unite entrepreneurs and early stage biomedical companies with University resources to catalyze the development of biotechnology.
[bookmark: _Toc324953017][bookmark: _Toc325098879][bookmark: _Toc325452750][bookmark: _Toc325582695]Northeast Ohio Medical University is currently in the process of transforming its campus with several phases of campus expansion in order to offer better education and research facilities, larger accommodations designed to address growing class sizes, facilities open and available to the surrounding community, and additional student life amenities.  Specifically, the University recently opened a new Research and Graduate Education Building with state-of-the-art biomedical research laboratories and a Residential Housing Village comprised of three, four-story buildings and 339 beds with fully furnished single and double housing units.  In addition, a Health, Wellness and Medical Education complex complete with a fitness center, pools, therapy services, classroom and lecture hall space, a conference center and eateries opened in August 2014.


Proposal Scope

NEOMED is requesting proposals from qualified consulting firms to provide consulting services regarding the development of standard operating procedures (SOPs) in line with the Food and Drug Administration (FDA) Good Laboratory Practices that will support preclinical studies in support of FDA Phase 1 and Phase 0 exploratory IND submissions. 

It is the intent to award one qualified firm to provide consulting services to develop a Good Laboratory Practice (GLP) system for NEOMED’s Comparative Medicine Unit (CMU) that follows US Food and Drug Administration guidelines for conduct of preclinical animal studies in support of human clinical trials, with an emphasis on exploratory IND Phase 1 and Phase 0 trials. This effort will require an evaluation of existing SOPs to see the alignment to the minimum GLP requirements needed by the FDA. Any gaps in the SOPs would need new SOPs to be drafted in compliance with the GLP. An audit of the new SOPs will need to be performed after the have been drafted before SOP system can be transferred to NEOMED for implementation. 

We request that you submit a proposal with your best price for fixed amounts tied to each deliverable outlined in the “Requirements and Deliverables” section below, taking all areas of concern into consideration. 

This effort is being funded by the US Department of Commerce Economic Development Administration grant. NEOMED is a state supported university exempt from sales tax under Section 5739.02(B)(1) of the Ohio Revised Code.           

Requirements and Deliverables

	Project Objective
	Project Objective Description
	Deliverable(s)

	       1
	Identify minimal critical elements that need to be included in a GLP system for NEOMED’s intended purpose of conducting of preclinical animal studies in support of human clinical trials.
	Summary report of the findings

	       2
	a) Review NEOMED’s existing non-GLP Standard Operation Procedures (SOPs);
b) Gain an understanding of the Comparative Medicine Unit ‘s (CMU) current laboratory practices so SOPs can incorporate those practices whenever possible and be least disruptive; and
c) Identify gaps in NEOMED’s existing SOPs relative to FDA guidelines for conduct of preclinical animal studies.
	Summary report of the findings

	       3
	a) Convert NEOMED’s existing SOPs into SOPs complying with FDA guidelines;
b) Develop SOPs to fill any gaps identified in project objective 2(c); and
c) Provide completed SOPs for review, approval and signature by NEOMED’s quality assurance manager and CMU Director.
	Completed SOPs for review and approval

	       4
	a) Once SOPs are approved and signed, conduct a mock audit;
b) Address any gaps identified in SOP system by the mock audit through appropriate SOP modifications and/or additions; and
c) Turn SOP system over to NEOMED for implementation.
	Summary report of audit and any required, modified SOPs for review and approval


Timeline

	EVENT
	DATE

	1.  RFP Release Date
	August 14, 2017

	2.  Proposal Due Date 
	September 15, 2017, 5:00 pm

	3.  Proposal Review Period
	September 18 – September 22, 2017

	4.  Notification and Award Date
	September 25, 2017

	5.  Installation/Services Completed by 
	March 18, 2018


[bookmark: _Toc211964261]
The University reserves the right to modify this timeline if needed.

Contact Information
Any questions concerning the University or RFP requirements may be directed to:

	Name
	Elliot Reed

	Phone
	330-325-6218

	Email
	ereed@neomed.edu



Proposal Submission
Proposals must be received electronically to ereed@neomed.edu or mailed to NEOMED, Attn: Elliot Reed, REDIzone Program Manager, RFP# 20170814, 4209 State Route 44, P.O. Box 95, Rootstown, Ohio 44272 no later than 5:00pm on September 15th, 2017. 

The proposal number must be clearly marked in the email subject line (RFP# 20170814), or if mailed, on the exterior of the envelope.























PART FOUR
REQUEST FOR PROPOSAL RESPONSE AND 
PROPOSAL CERTIFICATION FORM

THIS FORM MUST BE SIGNED AND SUBMITTED WITH THE PROPOSAL.  PROPOSALS SUBMITTED WITH UNSIGNED FORMS WILL NOT BE CONSIDERED.

Offeror declares to have read and understood and agrees to be bound by this RFP and agrees to fulfill the requirements of any contract for which it is selected to provide the specified equipment, supplies and/or services at the prices proposed.  Offeror certifies, by signature affixed to this Form, that the information provided by it in response to this RFP, including certified statements, is accurate and complete.

The Offeror and each person signing on behalf of the Offeror certifies by signing below, and in the case of a Proposal by a joint venture, each member thereof certifies as to such member’s entity, under penalty of perjury, that the Proposal has been prepared in compliance with Part One, ‘Instructions to Offerors’.



 
_________________________________________________________________________________ 
Federal Taxpayer Identification Number (TIN) 

_________________________________________________________________________________ 
Bidder (Company) Name

_________________________________________________________________________________ 
Mailing Address		                                   City	                                State	     Zip Code

_________________________________________________________________________________ 
Contact Person Name and Title (Please Print or Type)

_________________________________________________________________________________ 
Telephone Number		                     Fax Number		                       Email Address

_________________________________________________________________________________ 
Authorized Signature (Original Signature Only) 

_________________________________________________________________________________ 
Name and Title of Authorized Signatory (Please Print or Type)































ATTACHMENT ONE

CONTRACT BOND
(O.R.C. §153.57)

KNOW ALL PERSONS BY THESE PRESENTS, that we, the undersigned  (“Contractor”) as principal and ____________________________________________ as surety, are hereby held and firmly bound unto  the Board of Trustees of Northeast Ohio Medical University (NEOMED, Rootstown, Ohio, (the “Board”) as obligee, in the penal sum of ___________________________________________ Dollars ($________________), for the payment of which well and truly to be made, we hereby jointly and severally bind ourselves, our heirs, executors, administrators, successors and assigns.

THE CONDITION OF THE ABOVE OBLIGATION IS SUCH, that whereas the above named principal did on the _____ day of _______________, 20___, enter into a contract with the Board for ________________________________________________________________________ (the “Project”), which said contract is made a part of this bond the same as though set forth herein:
 
             Now, if the said Contractor shall well and faithfully do and perform the things agreed by the Contractor to be done and performed according to the terms of said contract; and shall pay all lawful claims of subcontractors, materialmen and laborers, for labor performed and materials furnished in the carrying forward, performing or completing of said contract; we agreeing and assenting that this undertaking shall be for the benefit of any materialman or laborer having a just claim, as well as for the obligee herein; then this obligation shall be void; otherwise the same shall remain in full force and effect; it being expressly understood and agreed that the liability of the surety for any and all claims hereunder shall in no event exceed the penal amount of this obligation as herein stated.

The said surety hereby stipulates and agrees that no modifications, omissions or additions, in or to the terms of the said contract or in or to the plans or specifications therefor shall in any way affect the obligations of said surety on its bond, and does hereby waive notice of any such modifications, omissions or additions to the terms of the contract or to the work or to the specifications.

Signed and sealed this _____ day of ___________________, 20___.

__________________________________   		______________________________________
(PRINCIPAL)						(SURETY)

______________________________________		__________________________________________ 
Signature of Authorized Representative			Signature of Authorized Representative

______________________________________ 		__________________________________________ 
Printed Name and Title					Printed Name and Title

							__________________________________________ 
							Surety’s Address

							__________________________________________
							Surety’s Telephone and Fax Numbers
								
							__________________________________________ 								NAME OF SURETY’S AGENT
						
							__________________________________________  
							Surety Agent’s Address

							__________________________________________ 
							Surety Agent’s Telephone and Fax Numbers
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