PURCHASED SERVICES AGREEMENT

This Purchased Services Agreement (“Agreement”) is made and entered into by and between [Insert Allina Facility] (“Facility”), operated by Allina Hospitals and Clinics, a nonprofit corporation with its principal offices located at [Insert Address of Facility], [Insert Facility City], Minnesota and [Insert Name of Research Site] a [Insert type of organization (e.g. physician, professional service corporation, or research foundation)], (hereinafter referred to as “Research Site”), having an office at [Insert Research Site Address], [Insert Research Site City], [Insert Research Site State] [Insert Research Site Zip Code].

The term of this Agreement will commence on the later of Month &  Day, 20Year or the date the last party executes this Agreement (the “Effective Date”) and will terminate no sooner than one year from the effective date, but no longer than five (5) years, unless extended by mutual agreement or the Agreement is terminated in accordance with Article I. ASK  \* MERGEFORMAT 
RECITALS

1.
Facility is an acute health care facility within the Allina Hospitals and Clinics (“Allina”), organized for the primary purpose of delivering health care and, in furtherance of that purpose, among other things, provides medical tests and services within its facility to provide clinically appropriate services to its patients.

2.
Research Site wishes to engage in a Study entitled [Insert Full Title of Study] (hereinafter referred to as “Study”) sponsored by [Insert Name of Sponsor] (“Sponsor”). 

3.
Facility has determined that it is in the best interests of its patients to offer them the option of enrollment in certain study(ies) (the “Study”) conducted by Research Site, subject to review by and approval of Facility’s Institutional Review Board (“IRB”).

4.
Patients enrolled in the Study will receive some or all of their medical services at Facility.

NOW THEREFORE, in consideration of the mutual covenants herein contained and other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged and intended to be legally bound hereby, the parties hereto agree as follows:

ARTICLE I – TERMINATION
1.1 
Termination. This Agreement will terminate if any of the following occur:

1.1.1 Either party terminates this agreement by providing thirty (30) days notice to the other party;
1.1.2 Sponsor terminates the Study at the research site;

1.1.3 The termination of the Study at the Facility by Facility, IRB or any governmental agency;

1.1.4 Cessation of Investigator’s Medical Staff privileges at Facility; or
1.1.5 If the safety of the participants is in question, the study may be terminated immediately, but ensuring the safety of the research participants.

1.2 
Effect of Termination.  In some cases, the project may continue for a longer period of time in order to ensure the safety of the research participant.  However, no additional research participants may have services at the Allina facility.  All payments to the Facility will continue and all terms continue until participant accounts have been satisified.
ARTICLE II – RESEARCH SITE DUTIES

2.1
Responsibilities.  [Insert PI Name] will act as the Principal Investigator (“Investigator”) for the Study and is solely responsible for the services provided pursuant to the Study by Research Site to patients at Facility, as well as Research Site’s compliance with the terms of this Agreement.

2.2
Qualifications.  Investigator is a member of the Research Site staff.  Investigator [is a][engages] physician[s] duly licensed under the laws of the State of Minnesota to provide medical services to patients at Facility.  In addition, Investigator [is a][engages] physician[s] credentialed to perform the research procedures in Facility.  If required due to the nature of the Study, Investigator will ensure that each individual providing medical services to patients on behalf of Research Site at Facility has the requisite training and experience to provide such services.

2.3
Quality of Care.  Research Site will provide professional services at the Facility only with the goal of providing the highest quality of care to his/her/its patients, in accordance with the highest standards of professional judgment.  Investigator will confer with Facility, in a manner agreed upon by the parties, on revisions to Facility policies, procedures, and practices that could improve the quality of patient care at Facility.

2.4
Conduct of Study.  Investigator will ensure that Research Site:

2.4.1
provides services to patients at Facility in accordance with the research protocol approved by the Facility’s IRB (the “Protocol”);

2.4.2 complies with all policies and procedures of the IRB (including, but not limited to, those that are posted on the Allina IRB web site, http://www.allina.com/ahs/research.nsf/DisplayRSPPPage?ReadForm), as well as all Study-specific obligations or conditions imposed by the IRB;

2.4.3
complies with all policies and procedures (including, but not limited to, those that are posted on the Allina SPA web site,) http://www.allina.com/ahs/research.nsf/DisplaySPAPage?ReadForm), as well as all Study-specific obligations or conditions imposed by the SPA, as well as the instructions as printed in the Allina Hospitals & Clinics Guide to Research Billing and the Sponsored Project Review Process (Guide), as well as any further instructions provided to the Research Site in writing by the Allina Sponsored Project Administration (SPA) office;

2.4.4
complies with the Bylaws, Rules and Regulations of Facility’s Medical Staff; and

2.4.5
provides the IRB with all adverse event and conflict of interest reports and forms that Research Site provides to sponsor in connection with the Study; and 

2.4.6
complies with all applicable statutes, rules, regulations and standards of any and all governmental authorities and regulatory and accreditation bodies relating to physicians, hospitals and other health care facilities, and to the provision of medical services and human subjects research.

2.5
Documentation.  Research Site staff will maintain adequate and proper records with respect to all medical care that Research Site staff provides at Facility.  Except for Study records that Research Site staff prepares solely to fulfill Sponsor’s requirements, all medical and other records prepared by Facility in connection with the Services, or prepared by or on behalf of Research Site pertaining to Services performed by or on behalf of Research Site at Facility, will be the property of Facility and will at all times be freely available for the use of Research Site, provided, however, that such records may not be removed from Facility without Facility’s specific written consent.

2.6
Cooperation with Billing.

2.6.1
Compliance with Billing Rules for Professional Services.  The parties agree that Facility has an interest in assuring that the professional fees of Research Site are fair and reasonable, that patients have the right to be informed of all charges for which they have responsibility, and that billing for medical services provided at its facilities will comply with all applicable Insurer rules and guidelines.  Therefore, Research Site hereby represents to Facility that it will comply with any billing guidelines issued by third party payers including but not limited to, the Medicare Coverage of Clinical Trials ~ National Coverage Decision (“NCD”) and Medicare Coverage Policy ~ Clinical Trials Provider Bulletin, in connection with billing patients enrolled in the Study, and will bill Study patients and/or their Insurers for only those services for which Research Site determines that Research Site may lawfully and ethically seek payment or reimbursement.  Without limiting the foregoing, Research Site (or its designated agents) may bill patients and Insurers and collect fees for only the professional services rendered by the Research Site, and will not bill patients or Insurers for any Services, including medical services, items, tests and supplies furnished by Facility pursuant to this Agreement, or any services for which Sponsor compensates Research Site.

2.6.2
Cooperation in Billing Facility Fee. 

(a)
eProtcol.  Prior to initiation of any patient recruitment into the Study, Research Site will cooperate fully with Facility to determine which items and services may lawfully be billed to patients and their insurers, including, but not limited to, sharing information with Facility regarding Sponsor’s payment for medical services provided in connection with the Study.  Research Site will complete the electronic application as provided in Allina’s eProtocol Electronic Research System (eProtocol). The eProtocol System requires the Research Site to provide information about the Study that will be used to evaluate Facility’s participation in the Study.  The eProtocol application, specifically the Schedule Events worksheet uploaded in the Attachments Section of eProtocol  is incorporated herein by reference and those items and services for which Research Site believes, in good faith, that Facility may seek payment or reimbursement from patients or their insurers.  The eProtocol application may be amended from time to time by agreement of the parties and Research Site is responsible for initiating any amendments to update the information. To the extent set forth in eProtocol, Facility will prepare claims to and attempt to collect payment or reimbursement from patients enrolled in the Study and/or such patients’ insurers, as compensation for Facility’s performance of the Services as Facility in its sole and absolute discretion deems proper. 

(b)
Review of Invoices.  Research Site will cooperate with Facility billing staff in responding to requests from Insurers in connection with claims submitted by Facility for reimbursement.  Facility will send to Research Site, for review, invoices that detail the items and services for which Facility will seek reimbursement from insurers.  Research Site will review the invoices, indicate whether any charges are nonbillable and the rate the Research Site will pay Facility for those services and should be removed, and return those invoices to Facility in a timely manner.  The research site is responsible for using the most current research rate as found in eProtocol. If Research Site fails to return invoices in a timely manner, then Research Site will be responsible for compensating Facility for any payments that Facility is unable to collect from insurers due to the delay in return of invoices.

(c)
Liability for Nonbillable Items and/or Services.  If Facility reasonably determines in its sole discretion that it cannot collect from patients and/or their insurers for items and/or services furnished by Facility in connection with this Agreement because the relevant items and/or services 

(i)
are paid for, or reimbursed by, Sponsor, or 

(ii)
are not reimbursable to Facility in accordance with the applicable Insurers’ guidelines for reimbursement, 

then Research Site will be obligated to compensate Facility for those items and/or services, as long as the inability to collect from patients and/or their insurers is not the result of a procedural error committed by the Facility in submitting the claim.

(d) Compensation for Nonbillable Items and/or Services.  As compensation for the items and/or services for which Facility cannot obtain reimbursement or other payment from patients and/or their insurers in accordance with Section 2.6.2(c) of this Agreement, Research Site will pay to Facility fees in accordance with the prices listed in eProtocol for the Study, including the adjustments for inflation in future years for each item or service set forth listed in eProtocol for the Study and  attached hereto and incorporated herein.  If an item or service is not listed for the Studyin eProtocol, the rate paid to the Facility will be the Facility’s research rate as written in policy, any standing pricing schedule for the pricing of research services or other rate or discount percentage the Research Site should have knowledge.    Facility will subtract from the fees any partial payments that it receives from patients or insurers for the items and/or services.  It is understood and agreed by Research Site and Facility that the fees due to Facility hereunder appropriately reflect the fair market value of Investigator’s right to use facilities and other assets, and of the personnel and other services, provided to Investigator under this Agreement, and that it is the intent of the parties to cause the fees to reflect appropriately such fair market value at all times during the term of this Agreement.  
(e) Research Site is responsible for all payments to Allina for services provided, third party reimbursement for services (i.e., sponsor direct payment to Allina) does not relieve the burden of payment to Allina.

(f) On a monthly basis, Facility will prepare an invoice to Research Site for all items and services that it has provided in the prior month pursuant to this Agreement and for which Facility will not be obtaining reimbursement from the patient or insurers.  Non payment within 90 days may constitute a breach of the agreement and may be cancelled immediately.  

(g)
Allina reserves the right to suspend this Study and place additional restrictions on this Study if it is determined to be in the best interest of Allina.

2.7
Cooperation with Audit.

2.7.1
In order to ensure Research Site’s compliance with this Agreement and to protect Facility’s interests in ensuring that all Services are billed appropriately, upon request by authorized staff of Allina or Facility, Research Site will provide, in a timely manner, to Allina the names of any subjects participating in the Study for which Services have been provided at Facility.  Research Site will cooperate with such authorized staff in their monitoring and auditing of the Services provided to such subjects at the Facility, including assisting Allina and Facility in their review of the subject’s medical records.  If the Facility determines that it is necessary for Facility to review the Research Site’s contract and/or Study budget with the Sponsor in order to determine accurately which Items and Services may lawfully and ethically be billed to patients and/or their Insurers, Investigator/Research Site will provide such contract to Facility, upon Facility’s request for review for such purposes. 

2.7.2 The Research Site will ensure that Study subjects are notified of Allina and Facility’s rights to inspect their medical records.  Before commencing the Study at Facility, Research Site will submit to the IRB for approval an informed consent form that includes language notifying Study subjects that Facility and Allina will have the right to review the subject’s Study records, including the subject’s individually identifiable health information, in order that Facility and/or Allina may substantiate claims submitted to Insurers and/or defend itself against any Insurer or government investigations arising out of provision of the Services.

2.7.3
The Research Site and Allina are obligated to inform the other if there are issues that involve billing, human subjects, patient privacy or any other matter that may have a direct impact on this agreement or other agreement between the two parties. 

ARTICLE III – ALLINA DUTIES

3.1
Facility will provide and maintain all of the supplies, facilities, equipment, and personnel (other than the professional medical services to be provided by Research Site) required for medical services to patients enrolled in the Study who are admitted as inpatients or outpatients at Facility, as required by the Protocol [except those services that Research Site will provide at his or her private medical offices, listed on Exhibit 3.0 attached hereto and incorporated herein] [and professional components of any medical services not furnished by Research Site.]  Facility will purchase all necessary expendable supplies, drugs and equipment used in connection with the Services.  

3.2
Should a Research Site provide the medical device to be used in the study, it shall comply with all regulations for use of such medical devices by the FDA or other governmental entity having jurisdiction over such medical devices.  The Research Site will notify Allina in writing with the Project Setup Worksheets.

ARTICLE IV – INDEMNIFICATION AND INSURANCE

4.1
Insurance.  Each party will procure and maintain for the term of this Agreement comprehensive general liability and professional liability insurance with coverage limits of not less than $1,000,000/3,000,000.   

4.2
Indemnification Liabilities.  The Parties agree to indemnify and hold harmless each other and each other’s respective employees, directors, officers, subcontractors, agents or other members of its workforce, each of the foregoing referred to as “indemnified part,” against all actual and direct losses suffered by the indemnified party and all liability to third parties arising from or in connection with any breach of this agreement or from any negligence or wrongful acts or omissions by the indemnifying party or its employees, directors, officers, subcontractors, agents or other members of its workforce.

4.3
Indemnification Procedures.  Accordingly, on demand, the indemnifying party agrees to reimburse the indemnified party for any and all actual and direct losses, liabilities, lost profits, fines, penalties, costs or expenses (including reasonable attorneys’ fees) which may for any reason be imposed upon any indemnified party by reason of any suit, claim, action, proceeding or demand by any third party that results from the indemnifying party’s breach of any provision of this agreement or from any negligence or wrongful acts or omissions by the indemnifying party or its employees, directors, officers, subcontractors, agents or other members of its workforce.  The parties’ obligation to indemnify the indemnified party will survive the expiration or termination of this agreement.
ARTICLE V – REGULATORY REQUIREMENTS

5.1
Confidential Information.  All individual patient medical records and information are and will remain under the ownership and control of Allina, and will be held in strictest confidence in accordance with applicable law, including but not limited to Minnesota Statutes Section 144.335 and the Health Insurance Portability and Accountability Act of 1996 and its implementing regulations (45 C.F.R. Parts 160 and 164), as may be modified or amended from time to time (“HIPAA”). 

5.2
External Access Agreement. [Intentionally omitted.]

5.3
Excluded Provider.  Research Site certifies that neither it nor its employees, directors, officers, agents, or subcontractors are presently excluded, debarred or otherwise ineligible to participate in Federal health care programs or in Federal procurement or non-procurement programs, and have not been convicted of a criminal offense that falls within the ambit of 42 U.S.C. § 1320a-7(a).  Research Site will immediately give written notice to Facility of any debarment, exclusion, or other event that makes Research Site or an employee, director, officer, agent, or subcontractor of Research Site ineligible to participate in Federal health care programs or in Federal procurement or non-procurement programs.

ARTICLE VI – MISCELLANEOUS

6.1
Independent Contractors.  Research Site and its officers, agents and employees are at all times serving as independent contractors to Allina.  Nothing in this Agreement will be construed to make or render either Party or any of its officers, agents, or employees an employee of, or joint venture of or with the other for any purpose whatsoever, including without limitation, participation in any benefits or privileges given or extended by Allina to its employees.  No right or authority is granted to Research Site to assume or to create any obligation or responsibility, express or implied, on behalf of or in the name of Allina.

6.2
Principals.  Unless otherwise specified in this Agreement, any reporting obligations or notices required of either party will be communicated to the following individual(s):

For Facility:

Allina Health System



Sponsored Projects Administration



PO Box 43




Minneapolis, MN 55440-0043



Phone Number:  612-262-4926



(Fax) 612-262-4059



(E-mail Address) spa@allina.com
For Research Site:
[Insert Name of Research Site]



Attn:  [Insert Contact Name]



[Insert Research Site Address]
[Insert Research Site City], [Insert Research Site State] [Insert Research Site Zip Code]

6.3
Non-Assignment.  This Agreement will be binding upon and inure to the benefit of Facility, its successors and assigns, and Research Site, its successors and assigns.  Research Site may not assign or transfer its rights hereunder except with the prior written consent of Facility.  Facility may not assign or transfer its rights hereunder except with the prior written consent of Research Site; provided, however, that Facility will have the unrestricted right to assign this Agreement to any other entity now or hereafter controlling, controlled by or under common control with Facility.

6.4
Conflict Resolution.  

6.4.1
Mediation.  In the event the parties cannot resolve a matter through negotiations, then either party may submit the matter to mediation pursuant to Minnesota Statutes, Section 572.31 et seq, as amended no earlier than thirty (30) days from the date of the written notice of the Dispute.  The place of mediation will be Minneapolis, Minnesota.  The mediator will assist the parties in resolving the matter in question, and will be knowledgeable in the subject matter of the matter.  The mediator will be selected by mutual agreement of the parties, reasonably exercised.

6.4.2
Arbitration.  In the event the parties are unable to resolve the Dispute through mediation within thirty (30) days after beginning the mediation process, then the parties will submit the Dispute to final and binding arbitration in Minneapolis, Minnesota, in accordance with the rules of the American Arbitration Association (“AAA”) and Minnesota Statutes, Section 572 as both may be amended.  The fees and expenses of the arbitration will be borne equally between the parties. 

6.5
Modifications.  Any change in the terms of this Agreement will be valid only if the change is in writing and approved by mutual agreement of authorized representatives of the parties; provided, however, that any change to any of the Exhibits to this Agreement that is accomplished and approved by Allina and Facility in accordance with Allina’s research policies, including the Allina Guide, shall not require a written modification to this Agreement in order to be deemed amended.

6.6
Entire Agreement.  This Agreement, together with its Exhibits, sets forth and constitutes the entire agreement between the parties with respect to the subject matter, and supersedes any and all prior agreements, understandings, promises, and representations made by either party to the other concerning the subject matter and the applicable terms of this Agreement.  

6.7
Severability.  In the event that any provision hereof is held invalid or unenforceable by a court of competent jurisdiction, the remaining provisions hereof will nonetheless be enforceable.   Further, in the event such court determines that any provision hereof is held to be overbroad as written, such provision will be deemed amended to narrow its application to the extent necessary to make the provision enforceable according to applicable law and enforced as amended.

6.8
Survivability of Provisions.  The duties and responsibilities of the parties contained in Article IV and Sections 6.1, 6.3, and 6.4 will survive termination of this Agreement.

6.9
Waiver.  The failure of either party to insist in any one or more instances upon the performance of the terms, covenants, or conditions of this Agreement and to exercise any rights hereunder will not be construed as a waiver or relinquishment of future performance of any such term, covenant, or condition or the future exercise of such right.  The obligations of the other party with respect to such future performance will continue in full force and effect.

6.10
Governing Law.  This Agreement will be construed and enforced under and in accordance with the laws of the State of Minnesota.  Any dispute arising out of this Agreement will be resolved in the Minnesota District Court, Hennepin County, and all parties consent to personal and subject matter jurisdiction of said Court with respect to such disputes.
6.11
Publicity.  Allina will not use the name of Research Site or Sponsor, nor of any employee of Research Site or Sponsor, in any publicity, advertising, or news release without the prior written approval of an authorized representative of Investigator/Research Site.  Research Site will not use the name of Allina or Facility, nor any employee of Allina or Facility, in any publicity without the prior written approval of Allina, except as authorized in Section 7.12
6.12
Publications. The Research Site and Investigator acknowledge that they intend to make the results of the Study public at the conclusion of the project, subject to any sponsor publication provisions.  In any publication of the Study by the Investigator will acknowledge Facility’s contribution to the Study, when possible.
6.13
Impossibility of Performance.  Neither party will be deemed to be in default under this Agreement if it is prevented from performing its obligations hereunder for any reason beyond its control or is materially adversely affected in the performance of its obligations by acts of God, acts of civil or military authority, fires, floods or other natural disasters, strikes, governmental laws and regulations.

6.14 Confidentiality of Proprietary Data.  Each party acknowledges that it may receive confidential and proprietary information and trade secrets concerning the other party and its business and professional activities (“Proprietary Data”) throughout the term of this Agreement.  Neither party will use for its own benefit or disclose to any third party the Proprietary Data of the other party without that party’s prior consent, unless such disclosure is required by an order of a tribunal of competent jurisdiction in connection with a legal action.  Without limiting the applicability of the foregoing, each party also shall treat as Proprietary Data any information or materials specifically designated as such by the other party.  In the event that this Agreement is terminated for any reason whatsoever, Proprietary Data received by Allina from Research Site may be retained by Allina to document Allina’s participation in the Study and will be destroyed in accordance with Allina’s document retention policies.

6.15 Master List.  If Research Site is a physician-owned entity, the arrangement that is the subject of this Agreement, along with all other agreements concerning arrangements between Facility and Research Site, any of Research Site’s physicians, or any of their immediate family members, will be included in a master list that is maintained and updated centrally by Facility's Law Department.
6.16 Illegality.  If, as determined by agreement of the parties’ counsel, or, if the parties’ counsel cannot agree, by a nationally recognized law firm with expertise in health care regulation jointly selected by the parties, any provision of this Agreement violates any applicable federal or state statute, rule, regulation, or administrative or judicial decision (collectively, the “Law”), then either party may give notice to the other to amend this Agreement solely to comply with the Law and the parties will negotiate in good faith with respect thereto.  If they cannot agree on the terms and conditions of any such amendment within 15 days after such notice is given, then either party may terminate this Agreement immediately upon notice to the other without further liability, but, if the implementation of the Law is stayed, the right to amend or terminate the Agreement will also be stayed for the same period of time.  When a question arises as to whether this Agreement complies with the Law, and before a determination is made, either party may suspend payments under the Agreement pending amendment or termination.

IN WITNESSETH HEREOF, the parties hereto have caused this Agreement to be signed by their duly authorized signatory for the Facility and Research Site effective as of the date first above written.


[ALLINA FACILITY]


By:  








 

Name:  









Title:








[RESEARCH SITE]

To be signed by authorized party.  If the Investigator is authorized, then sign in both places.


By:  










Name: [Insert Authorized Person's Name]

Title:
[Insert Authorized Person's Title]
[INVESTIGATOR]
As the Principal Investigator for the Study, I agree that I am responsible for the activities of the Research Site staff members who assist in the Study.  Furthermore, I understand the contents of this Purchase Service Agreement, as well as, the Allina Guide and will comply with their contents.


By:  










Name:      

Title:
Principal Investigator

Date





Date





Date
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