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AGREEMENT
between

WITS HEALTH CONSORTIUM (PROPRIETARY) LIMITED

(Registration Number: 97/15443/07)

(Name of Sponsor)………………………………………  
(Registration Number: ………………)

and

(Name Of Investigator)
(Identity Number: _____________ )

PREAMBLE

The Sponsor is desirous of procuring the services of the Institution to conduct the Study in accordance with the terms of this Agreement and the Institution is desirous of supplying such services to the Sponsor through the Investigator.

NOW THEREFORE THE PARTIES AGREE AS FOLLOWS:

1. DEFINITIONS
In this agreement, including the preamble, unless the context requires otherwise, the words and expressions set out below shall have the meaning assigned to them and cognate expressions shall have a corresponding meaning, namely :

	1.1 “this Agreement”
	means this agreement together with all the annexures and schedules hereto;



	1.2 “Confidential Information”
	means the confidential information referred to in clause 11 of this Agreement;



	1.3 “the Hospital”
	means ……………………. Hospital;



	1.4 “the Institution”
	means the Wits Health Consortium (Proprietary) Limited, a company registered in accordance with the laws of the Republic of South Africa under Registration Number: 97/15443/07;



	1.5 “the Investigator”
	means ……………………………., who is a member of the ……………………………. Syndicate, a division of the Institution;



	1.6 “the Protocol”
	means Protocol No. ………………….



	1.7 “the Sponsor”
	means …………………………….;



	1.8 “the Study””
	means the clinical study entitled “(Full title of protocol)



	1.9 “the Study Drug”
	means (name of study drug).


2. THE STUDY
2.1 The Institution shall conduct the Study in accordance with the Protocol, as the same may be changed from time to time thereafter and in accordance with prudent research practises.  The Investigator shall, where required by applicable law, submit the Protocol for review and approval to its Human Subject Institutional Review Board or equivalent body in accordance with applicable law, and to an independent review committee of scientists or other qualified individuals as set forth in the Declaration of Helsinki having similar jurisdiction (any such board, body or committee referred to hereinafter as the “IRB”). Changes to the Protocol may be made (i) in accordance with the procedures outlined in the Protocol or (ii) by agreement of the Investigator, Institution and Sponsor.  Changes to the Protocol shall be accompanied by such notification, review and/or approval of the IRB as may be required by applicable and and/or the Protocol. 

2.2 STUDY DETAILS

(For WCR Regulatory Department tracking purposes)

2.2.1
Expected Start Date:__________________________________________

2.2.2
Expected End Date: __________________________________________

2.2.3
Expected Recruitment Start Date: _______________________________

2.2.4
Expected Recruitment End Date: ________________________________

2.2.5
Expected Number Patients Enrolled at Site:  _______________________

3. APPOINTMENT OF THE INVESTIGATOR
3.1 The Institution hereby appoints (Name of Investigator) as the Investigator in terms of this Agreement and (Name of Investigator) hereby accepts such appointment.

3.2 The Investigator undertakes to the Institution, and only to the Institution, that she/he will perform all of the obligations of the Institution under this Agreement and, in carrying out this task, agrees to be bound by the terms of the Institution’s Code of Conduct which is attached to this Agreement as Appendix “A”. 

3.3 The Institution may, in consultation with the Investigator, and in accordance with the applicable law and/or the Protocol appoint such sub-investigators as the Institution may deem appropriate to assist the Investigator in the conduct of the Study.

3.4 If, for whatever reason, the Investigator should become unable to complete the Study, the Institution shall consult with the Sponsor regarding the appointment of a replacement investigator, and, if both parties cannot agree on a substitute investigator, this Agreement shall terminate with immediate effect.

4. DURATION
4.1 This Agreement shall commence on (Date of signing) and shall, unless sooner terminated as provided in this Agreement, continue until completion of the Study as provided in the Protocol. The parties estimate that the Study will take approximately (no. of months/years) to complete.  The study period may be extended by mutual agreement of the parties.

4.2 Notwithstanding the termination of this agreement due to expiration, breach or any other reason, clauses 3.2, 6.1, 6.2, 7.2, 7.3, 8, 9, 10, 11, 14 and 15 shall survive any such termination or expiration, as well as any other terms which by their intent or meaning are intended to so survive.  No termination hereunder shall constitute a waiver of any right or causes of action that either party may have based upon events occurring prior to the termination date.

5. PAYMENT

5.1 As consideration for the Services provided by the Institution to the Sponsor under this Agreement, the Sponsor shall pay to the Institution an amount to be determined in the manner set out in Appendix “B” to this Agreement.

5.2 The consideration referred to in clause 5.1 above shall be paid in accordance with the provisions set out in Exhibit A and shall be deposited by the Sponsor into the account of the Wits Health Consortium (Pty) Ltd - Deposit Account First National Bank, Commissioner Street, Account No: 5486 1165 389, Branch code 25 13 05, Swift code FIRNZAJJ. 

– VAT REGISTRATION No: 4310171493

5.3 The remuneration referred to in clause 5.1 above shall only be regarded as having been paid after the Institution has received written notification from its bank to the effect that the whole of the amount referred to in that clause has been transmitted into the bank account referred to in clause 5.2 above.

5.4 If, prior to the completion of the Study, this Agreement is terminated in accordance with clause 4 hereof, or for any other reason whatsoever, the Sponsor shall pay such amount for the services rendered by the Institution hereunder prior to termination on a pro rata basis, as determined in the manner set forth on Appendix A

6. THE INSTITUTION’S OBLIGATIONS
The Institution shall comply with the Protocol and with all applicable laws, rules, regulations and other governmental requirements in the performance and documentation of the Study.  Without in any way derogating from the generality of this clause, the Institution shall:

6.1 procure that the Investigator shall prepare, document and maintain records and case histories on case report forms supplied by the Sponsor, retain such data and records after completion of the Study, and obtain advance informed consent from each of the subjects participating in the Study in compliance with applicable governmental requirements and the Protocol;

6.2 procure that the Investigator notify the Sponsor of any adverse reaction in the course of the Study of which the Investigator becomes aware in accordance with the applicable governmental requirements and the Protocol;

6.3 upon reasonable notice and reasonable times during the term of this Agreement, permit representatives of the Sponsor to examine the facilities, to validate case reports against original data in their files, to make copies of the relevant records and monitor the work performance hereunder, and to determine the adequacy of the facilities and whether the Study has been conducted in compliance with this Agreement, the Protocol and the relevant governmental requirements;

6.4 procure that the Study is performed under the supervision of the Investigator, and that the Investigator performs the work required under this Agreement in an efficient and professional manner, using his best efforts to complete the Study within the time period estimated therefor;

6.5 arrange and pay for all necessary laboratory and other facilities, equipment, supplies (other than the Study Drug), and physicians and clinical support staff required to discharge its obligations under the Study;

6.6 take care of all matters of compensation, benefits and other terms of engagement of any nature for the Investigator, any sub-investigators and any support staff used in the Study, regardless of whether such individuals are considered employees, agents or independent contractors of the Institution;

6.7 procure that the Investigator, each sub-investigator and any support staff appointed by the Institution in terms of this Agreement, shall comply with the terms of this Agreement to the same extent as the Institution hereunder, and take appropriate steps to inform each such person of his or her obligations hereunder and to obtain his or her agreement to abide by the terms and conditions of this Agreement.

7. THE SPONSOR’S OBLIGATIONS
The Sponsor shall comply with the Protocol and with all applicable laws, rules, regulations and other governmental requirements in the performance and documentation of the Study.  Without in any way derogating from the generality of this clause, the Sponsor shall:

7.1 provide, without cost to the Institution, sufficient amounts of the Study Drug to enable the Institution to conduct the Study;

7.2 pay to the WHC all costs necessary for laboratory and other facilities, equipment and dressings required by the Protocol.

7.3
pay for all physicians and clinical support staff required to conduct the study in accordance with Appendix A

8. INDEMNITY
8.1 The Sponsor will indemnify, defend and hold harmless, the Institution, its affiliated corporations and their directors, trustees, officers, employees and agents, and the Investigator and any sub-investigator, from and against any claims, causes of action, suits, liabilities, damages and costs (including without limitation, the costs of medical treatment and care to the extent not covered by the Study’s insurance or governmental or other third party coverage) that are based upon personal injury (including death) to any Study subject or damage to property, which injury or damage is sustained as a direct result of the administration of the Study Drug in accordance with the Protocol, except to the extent that such claims, cause of action, suits, damages and costs are attributable to:

8.1.1 the failure of the Institution to -

8.1.1.1 adhere to the terms of the Study Protocol or any written instructions (including, without limitation, package inserts, where appropriate) relative to the use of any product(s) used in the performance of the Study; or

8.1.1.2 comply with the applicable regulatory authority and  governmental requirements; or

8.1.2 any negligent or wrongful acts or omissions, or wilful malfeasance, of the Institution (including employees, agents or independent contractors) involved in the Study; or

8.1.3 the Study’s subjects’ primary disease or any concurrent disease not caused by the Study’s subject’s participation in the Study.

8.2 The Institution shall promptly notify the Sponsor of the assertion of any such claim, cause of action, suit, liability, damage or costs for which indemnity hereunder may be sought, and the Sponsor shall conduct and exercise sole control of the defence and disposition (including all decisions relative to litigation, appeal or settlement) thereof, and the Institution shall fully co-operate with the Sponsor in connection herewith and in determining the scope of the Sponsor’s obligations hereunder.

9. REPORTS
9.1 The Institution shall procure that the Investigator shall keep the Sponsor advised of the status of the Study via periodic reports.  The frequency of the reports shall be mutually agreed to by the parties. 

9.2 All case report forms and other reports submitted to the Sponsor and all data and results generated hereunder shall become the property of the Sponsor and may be used by the Sponsor for any purpose without further obligation or liability to the Institution.  The Institution shall have the right to obtain and use the data and reports to publish the Study results for continuing academic research purposes and for the treatment and medical care of any Study subject.  A subject’s individual medical record shall remain the property of the Institution.  The Institution will, where duly authorised fall within the bounds of legal requirements, provide or make such medical records and individual subject data available to the Sponsor and such governmental agencies designated by the Sponsor.

10. CONFIDENTIAL INFORMATION
10.1 In furtherance of the conduct of the Study, it may be necessary or desirable for the parties hereto to disclose proprietary, trade secrets and/or other Confidential Information to one another or to the Investigator.  All such Confidential Information shall remain the property of the party disclosing the same.  The Investigator and each party hereto agrees that any such Confidential Information disclosed to him or her, or to any of its employees, agents and contractors, shall be used only in connection with the legitimate purposes of this Agreement, shall be disclosed only to those who have a need to know and are obligated to keep same in confidence, and shall be safe-guarded with reasonable care; provided however that the disclosing party makes the Confidential Information as such at the time of disclosure (or, if disclosed verbally, such Confidential Information is reduced to writing and so marked within a reasonable period of time thereafter).

10.2 The aforegoing confidentiality obligation shall not apply when, after and to the extent the Confidential Information disclosed:

10.2.1 is now, or hereafter becomes, generally available to the public through no fault of the receiving party or its employees, agents or contractors;

10.2.2 was already in the possession of the receiving party without restriction as to confidentiality at the time of disclosure as evidenced by competent written records; or

10.2.3 is subsequently received by the receiving party from a third party without restriction and without breaching any confidential obligations between a third party and the disclosing party hereunder.

10.3 Confidential Information may also be disclosed to the extent required by law (including without limitation the filing and prosecution of patent applications), provided that the party making such disclosure of the other party’s Confidential Information shall give maximum practical advance notice of same and request such confidential treatment of such disclosure from the recipient thereof as may be afforded by law.  The terms of this Agreement shall not be disclosed to any third party, except as required by law or with the permission of the other party; provided, however, that without the consent of the other party, the Institution may disclose the Sponsor’s and the Investigator’s name, total grant amount, and a general non-confidential title of the Study without the Sponsor’s consent in the Institution’s customary publications therefor, and the Sponsor may disclose the terms of this agreement in connection with any government filing relating to the drug approval process or any business opportunity.

11. INDEPENDENT CONTRACTOR
The relationship of the Institution to the Sponsor under this Agreement is that of an independent contractor, and this Agreement shall not, and is not intended to make the parties partners or agents of one another.  No party to this Agreement shall have the power to bind or obligate the other party.

12. TERMINATION
This Agreement (or any Study conducted hereunder) may be terminated by either of the parties, with or without cause, by written notice of not less than 30 (thirty) days to the other party, without penalty or liability therefor.

12.1 This Agreement (or any study conducted hereunder) may be terminated:

(a) By Sponsor, with or without cause, effective as of such date as Sponsor may specify in such notice (which shall be not less than thirty (30) days prior notice if without cause)  to Institution, without penalty or liability therefore and without payment of any further compensation hereunder except as provided in Article 4.2;

(b) By Institution, either (i) if it believes such termination is necessary to protect the best interests of the Study subjects, or (ii) for breach of material provision hereof by Sponsor, which breach is not cured by Sponsor within thirty (30) days following receipt of written notice thereof from Institution; or

(c)      By written mutual agreement.

13. DOMICILIA AND NOTICES
13.1 Each party chooses the address set out opposite its name below as its address at which all notices, legal processes and other communications must be delivered for the purposes of this agreement.  

13.1.1 The Institution:
Wits Health Consortium (Pty) Ltd

8 Blackwood Avenue






PARKTOWN







2193




Telefax No: (27 11) 274 9200







Attention: Chief Executive Officer: Mr Alf Farrell
13.1.2 The Sponsor:










Telefax No: 








Attention:

13.2 Any notice or communication required or permitted to be given in terms of this Agreement shall be valid and effective only if in writing but it shall be competent to give notice by telefax.  

13.3 Any party may by written notice to the other parties change its chosen address to another physical address, provided that the change shall become effective on the fourteenth day after the receipt of the notice by the addressee.

13.4 Any notice to a party contained in a correctly addressed envelope and

13.4.1 sent by prepaid registered post to it at its chosen address;  or

13.4.2 delivered by hand to a responsible person during ordinary business hours at its chosen address;

shall be deemed to have been received, in the case of 14.4.1, on the seventh business day after posting (unless the contrary is proved) and, in the case of 14.4.2, on the day of delivery.

13.5 Any notice by telefax to a party at its telefax number shall be deemed, unless the contrary is proved, to have been received within 2 (two) hours of transmission where it is transmitted during normal business hours or within 12 (twelve) hours of the first business day after it is transmitted where it is transmitted outside those business hours.
14. GENERAL
14.1 No party shall have any claim or right of action arising from any undertaking, representation or warranty not included in this document.

14.2 No failure by a party to enforce any provision of this Agreement shall constitute a waiver of such provision or affect in any way a party's right to require performance of any such provision at any time in the future, nor shall the waiver of any subsequent breach nullify the effectiveness of the provision itself.

14.3 No agreement to vary, add to or cancel this agreement shall be of any force or effect unless reduced to writing and signed by or on behalf of the parties to this Agreement.

14.4 No party may cede any of its rights or delegate any of its obligations under this Agreement.

14.5 Each party warrants that he is acting as a principal and not as an agent for an undisclosed principal.

15. INTERPRETATION
15.1 In this Agreement, unless the context requires otherwise‑


15.1.1 words importing any one gender shall include the other two genders;

15.1.2 the singular shall include the plural and vice versa;

15.1.3 a reference to natural persons shall include created entities (corporate or unincorporate) and vice versa.

15.2 In this Agreement, the headings have been inserted for convenience only and shall not be used for nor assist or affect its interpretation.

15.3 This Agreement shall be governed by South African law.

16. BREACH
16.1 Either party may terminate this Agreement forthwith and on notice in writing to the other party if the other party breaches any term of this Agreement and fails to remedy such breach within 21 (twenty‑one) days of having been given written notice calling for such breach to be remedied.

16.2 Notwithstanding any other provision of this Agreement, the Consortium may terminate this Agreement forthwith and on notice in writing to the Sponsor, if the Sponsor: 

16.2.1 is placed under judicial management or liquidation or is sequestrated (whether provisionally or finally) or takes any steps for the surrender of its estate or to compromise with its creditors;

16.2.2 has any judgment taken against it, and fails to satisfy such a judgment within 7 (seven) days thereof;

16.2.3 becomes owned, controlled or managed by any persons or organisations other than those persons and organisations owning, controlling and managing the Sponsor at the time of signature of this Agreement, unless such change in control, ownership or management has been approved by the Consortium in writing beforehand.

SIGNED at ____________________ on ______________________ 2009

For: WITS HEALTH CONSORTIUM (PTY) LTD
__________________________________



Signatory : 


Capacity : 
SIGNED at ____________________ on ______________________ 2009

For :[THE SPONSOR]
__________________________________



Signatory : 


Capacity : 
SIGNED at ____________________ on ______________________ 2009
__________________________________



Signature[THE INVESTIGATOR]

Name: ___________________________ 

Please Print

EXHIBIT  A

Payment schedule

Reimbursement for work performed will be as follows:

1.
Investigator: 

2.
Study Co-ordinator/Nurse:



3. Patient Travel Expenses






TOTAL/PATIENT

All monies to be paid wither by cheque / bank transfer as detailed below:


Wits Health Consortium (Pty) Ltd Deposit account


Account no. 5486 1165 389


First National Bank


Commissioner Street Branch


Branch Code 25 13 05 35


Swift code FIRNJJ

VAT REGISTRATION No: 4310171493

WHC undertakes to reimburse the Investigator, Study Co-ordinator/Nurse and patient travel expenses as above.

A copy of the schedule of payments will be forwarded to (sponsor) on a monthly basis.

If the Study is terminated prematurely, payment will be pro rata per patient completed up to the date of termination.

APPENDIX A

Ref Item 3.2 (template Financial Contracts)
17. INVESTIGATOR SYNDICATE: CODE OF CONDUCT

Objective

The Investigator Syndicate Code of Conduct establishes the norms by which contract clinical research will be conducted by investigator syndicates of the Wits Health Consortium (Pty) Ltd.  The Code of Conduct assured sponsors that a consistently high standard of contract research will be performed by the syndicates within the Consortium.

Investigator syndicates commit to the following:

1. Investigator competence and GCP accreditation – all investigators are required to attend a GCP update course on at least a two yearly basis at their own expense.

2. Mandatory signing of the “Declaration by Investigator” form of the Wits Ethics Committee for all Clinical Research on human subjects conducted through the Wits Heath Consortium(Pty) Ltd. See attached.

3. Support staff competence and accreditation in GCP

4. Annual site evaluation by the WITS HEALTH CONSORTIUM (PTY) LTD

5. Provision of adequate site infra-structure

6. Performance to financial contract signed with sponsor/donor and WITS HEALTH CONSORTIUM (PTY) LTD as well as the requirements of the study protocol, if applicable

7. Transparency

8. Ethical conduct

9. Fair disbursement of syndicate income as defined in the Syndicate Members’ Legal Agreement.

10. Syndicate Management Process as defined in the Syndicate Members’ Legal Agreement

1.  Investigator competence and GCP accreditation
Syndicates are required to establish and abide by GCP working practices.  The syndicate undertakes to ensure that all its investigators are competent and adequately trained and formally certified in the principles of Good Clinical Research Practice.  Investigators are considered competent and sufficiently knowledgeable of the Principles of GCP on the basis of experience, if they have successfully completed at least three clinical trials under GCP up to Phase III (i.e. Phase IV excluded).  However, formal certification of this competence is required by the Wits Committee for Research on Human Subjects (Medical) (CRHS).  Without such experience and certification investigators are required to attend a formal GCP training course and to be coached by an experienced investigator during the course of at least their first study.  All investigators are required to attend a GCP update course on at least a two yearly basis.  Investigators are required to fulfil the above requirements in order to obtain and retain GCP accreditation.  Any new GCP requirements introduced from time to time by the Wits CRHS and the department of Health must be complied with.

2.  Support staff GCP competence and formal accreditation
The syndicate undertakes to ensure that adequate support staff are available to ensure that the trial is optimally supported from a logistical and data management perspective and that such support staff are adequately trained and certified in the principles of Good Clinical Research Practice.  Site support staff are considered sufficiently knowledgeable of the Principles of GCP on the basis of experience if they have successfully completed five Clinical Trials under GCP to Phase III (i.e. Phase IV excluded). However, formal certification is required.  Support staff are required to attend a GCP update course at least every two years.  Support staff are required to fulfil the above requirements in order for the syndicate to obtain and retain accreditation.

3.  Annual Site Evaluation by the WITS HEALTH CONSORTIUM (PTY) LTD
Syndicate members will make themselves available for site evaluations by the WITS HEALTH CONSORTIUM (PTY) LTD’s Clinical Research Department.  As a minimum, these will occur on an annual basis.  Monitoring and auditing of the site by WITS HEALTH CONSORTIUM (PTY) LTD internal and external quality assurance personnel will be undertaken.

4.  Provision of adequate site infra-structure
The investigator syndicate assures sponsors that all equipment necessary to conduct the trial is available at the study site.  Maintenance records should be accessible and every effort should be made to ensure routine servicing of relevant equipment.  Sufficient space will be made available to sponsor staff to enable them to fulfil their site monitoring obligations.  This means that such staff have adequate space to review study documentation and that they have ready access to telephone and facsimile facilities.  The syndicate undertakes to ensure that the confidentiality of study material will be respected and that clinical trial material will be stored in accordance with the sponsor’s requirements.  Sponsors will be required to conduct site audits prior to signing the clinical trial contract to satisfy themselves that the site has the necessary infrastructure to adequately perform the study.

5.  Performance to financial contract signed with sponsor/donor and WITS HEALTH CONSORTIUM (PTY) LTD as well as the requirements of the study protocol, if applicable
The investigator syndicate commits itself to fulfil all its’ contractual obligations to both the Consortium and the sponsor/donor.  The investigator syndicate undertakes to ensure that patient recruitment forecasts contained in the contract are accurate and that it will make every effort to meet and exceed the agreed upon recruitment rates in accordance with protocol requirements.  The investigators within the syndicate undertake to have a thorough understanding of the protocol and its requirements prior to signing the financial contract (LOA) and to be committed to adhering fully to the specific requirements described in the protocol.  The investigator syndicate commits to ensure that clean data is made available to the sponsor as soon as possible following a patient visit but not later than within the time-frame agreed in the financial contract (LOA).  

6.   Transparency
This requires that there is full disclosure of all financial arrangements related to the study between the syndicate, the Consortium and the sponsor/donor.  The investigator syndicate undertakes not to start the study until all required approvals are in place.  The syndicate commits to ensuring that the integrity of all data produced during the course of a clinical trial is above reproach.

7.    Ethics
All clinical trial protocols (including investigator-driven studies) will be submitted by the investigator and must be approved by the Committee for Research on Human Subjects (Medical) – the Ethics Committee – of the University of the Witwatersrand and the Protocol Review Committee (if applicable) prior to the start of the study.  The investigator syndicate undertakes to satisfy all conditions of the ethics committee and particularly commits itself to ensuring that adequate informed consent is obtained and that patient care and management is provided at the highest standard.  All adverse events, and study amendments and reports must be submitted timeously to the secretariat of the CHRS.

8.   Syndicate Management Process
Decisions will be by consensus of all the members in accordance with the syndicate members’ legal agreement.  Disputes either between syndicate members or between the syndicate and the relevant department will be referred to the Consortium for arbitration.  Failing this, the dispute will be referred to the Dean of the Faculty of Health Sciences and the Chairman of the Board of Directors of the Wits Health Consortium for arbitration.  

9.   Disbursement of syndicate income
The disbursement of income by the Consortium on behalf of syndicates will be the responsibility of the nominated syndicate signatories and will be in accordance with  the Syndicate Membership Agreement.  The following parameters are suggested inclusion guidelines:

9.1  Cognisance should be taken of all syndicate members and support staff who make a contribution to the successful completion of the study either directly or indirectly.

9.2
The following are considered legitimate disbursements of syndicate income raised by means of contract clinical research:

9.2.1
Transfer of funds to a nominated Wits Foundation account

9.2.2
Donations for the benefit of a University department

9.2.3
Funding of PhD students and provision of bursaries

9.2.4
Funding of relevant journal subscriptions

9.2.5
Funding of relevant textbooks

9.2.6
Funding of syndicate infrastructure requirements

9.2.7
Funding of congress attendance

9.2.8
Funding of basic research projects

9.2.9
Funding of posters

9.2.10
Members of the syndicate may be remunerated for patient visits conducted in addition to normal clinic duties, according to RAMS Scale of Benefits tariffs.  Members are to confirm this arrangement with their relevant departmental Head and to furnish proof of such arrangements in writing to the Wits Health Consortium

9.2.11
Supplementation of members’ income in addition to arrangements in 9.2.10 is subject to the following:

· This does not exceed more than 50% of the net revenue derived from a project

· That all income tax obligations are met and are the responsibility of the members of the syndicate.

COMMITMENTS AND RESPONSIBILITIES OF

18. PRINCIPAL INVESTIGATORS

REQUIRED FOR RESEARCH THROUGH THE WITS HEALTH CONSORTIUM (PTY) LTD

PROTOCOL NO.





ETHICS REF. NO.



 (FOR OFFICE USE ONLY)

DECLARATION BY INVESTIGATOR:

I agree to personally conduct or supervise the described investigation.

I understand as principal investigator that I am totally responsible for the study and am legally bound by the contract signed with the sponsor and will not inappropriately delegate my responsibilities to the rest of my study team.

I have read and understand the information in the investigator’s brochure, including the potential risks and side effects of the drug.

I agree to ensure that all associates, colleagues, and employees assisting in the conduct of the study are informed about their obligations in meeting the above commitments, without relinquishing my total responsibility for the study.

I confirm that I am suitably qualified and experienced to perform and/or supervise the study proposed.

I agree to conduct the study in accordance with the relevant, current protocol and will only make changes in the protocol after approval by the sponsor and the Ethics Committee, except when urgently necessary to protect the safety, rights, or welfare of subjects.

I agree to inform any patients, or any persons used as controls, that the drugs are being used for investigational purposes and I will ensure that the ICH GCP Guidelines and Ethics Committee requirements relating to obtaining informed consent are met.

I agree to timeously report to the sponsor and Ethics Committee adverse experiences that occur in the course of the investigation according to the time requirements adopted by the WITS Health Consortium.

I agree to maintain adequate and accurate records and to make those records available for inspection by the appropriate authorized agents, be it EC, FDA or sponsor agents.

I agree to comply with all other requirements regarding the obligations of clinical investigators and all other pertinent requirements in the Declaration of Helsinki, South African and ICH GCP Guidelines and am conversant with these guidelines.

I agree to inform the Ethics Committee in advance should I go on leave together with an agreed plan of action regarding an alternate principal investigator or sub-investigator to take responsibility in my absence.

I understand that the study may be audited at any time and that deviation from the principles in this declaration will be put before the Ethics Committee for action, which may include disqualification as an investigator and rehabilitation before being accepted as an investigator in other studies.

I confirm that there is no conflict of interest whatsoever in my participation in this study. I have no shares in the sponsoring company and my participation and interests are as defined in the financial agreement.

SITE: ________________________________
SYNDICATE: ________________________________

_

____________________________

________________

SIGNATURE OF INVESTIGATOR

NAME (Printed)




DATE

APPENDIX B

SERVICES TO BE OFFERED BY THE 
WITS HEALTH CONSORTIUM (PTY) LTD: CONTRACTS DIVISION

The company’s core product will be the provision of financial and management services in support of income generating projects.  The company will provide these services in place of those currently performed by the central University Administration.  The range of services will include the following:

1. Contract advisory and management service

Contracts will be reviewed and legally vetted to ensure that the benefit to the syndicate is maximised and potential risks to the syndicate are minimised.

2. Financial administration service

This service may include the invoicing of customers, the collection of revenues, the processing of cheque/purchase requisitions and the financial accounting and reporting on behalf of syndicates.  Wits Health Consortium is audited on a regular basis and as  such, so are all syndicates.  Any substantive additional financial auditing requirement requested by the syndicate can be provided at an additional cost to the syndicate.  Benefits to syndicates include the following:

· VAT is fully recoverable where appropriate

· Current account balances enjoy a high corporate interest rate

3. HR & Payroll administration

This service will cater for full-time and part time permanent employees and independent and fixed term contractors retained by syndicates.  Employees of syndicates are Wits Health Consortium  employees.  All employees are required to abide by the issued by the WITS HEALTH CONSORTIUM (PTY) LTD human resource and industrial relations policies, and terms and conditions of employment which may change from time to time.  The WITS HEALTH CONSORTIUM (PTY) LTD HR consultant is available for consultation.

4. Marketing

The Consortium will market the services of investigator syndicates to the pharmaceutical industry and other sponsors.  Less known syndicates will particularly benefit from this service.  Please note the fee structure where syndicates are introduced to new sponsors (cf. 5.2).

5. Fee structure

5.1
The Consortium will provide the above services to investigators for a fee of 10% of contract value.

5.2 Where a study is secured by the Consortium on behalf of a syndicate, a 20% fee will be levied.

5.2.1 If an investigator in a syndicate has previously conducted a clinical trial for a particular sponsor, the syndicate concerned will be deemed to have secured any future contracts with that sponsor, and the levy will revert to 10%.

In addition to the above core services, investigator syndicates will have the option to make use of any of the following additional services offered:

6. Provision of contract trial assistants

Provision by the Consortium of contract trial assistants on a temporary basis from its pool of trained assistants, to assist investigator syndicates with the logistical and data management aspects of trials.  Trial assistant remuneration will be negotiated as part of the contract with the sponsor.

7. Provision of training

Provision of training for trial assistants and investigators on the international requirements of Good Clinical Research Practice.  This service will be provided by the Consortium in partnership with industry.  Various commercial training courses will be conducted from time to time. A reasonable fee will be charged for such courses.


8. Provision of GCP auditing services

In preparation for sponsor and/or regulatory audits the Consortium can arrange for a pre-audit to be conducted by independent qualified auditors for the account of the syndicate.  This service will be provided by a reputable company on a contract basis at competitive rates.

9. Provision of an archiving service

The Consortium will co-ordinate the provision of an off-site archiving service that will relieve units of the responsibility of ensuring that data is stored within their units for up to 15 years.  The cost for the full period of storage (i.e. 15 years) will be deducted from syndicate revenue at the start of the period.  Syndicates therefore need to ensure that the cost of such archiving is covered in the budget agreed with the sponsor.
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