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If any aspect of the Service is subcontracted to a third Party by Supplier then Supplier shall ensure that the 
subcontractor  grants The Authority access to the systems, records and facilities of the subcontractor 
for the purpose of the audit equivalent to the access rights agreed upon herein. Such audit will require reasonable 
prior written notice by The Authority. Each Party is responsible for bearing their own costs resulting from the conduct 
or support of any audit activity. The Authority and its audit representatives will abide by Supplier’s work place rules 
and policies and may be required to sign confidentiality undertakings towards Supplier. Supplier shall provide a 
written response to findings. If Supplier performs any internal audits relating to or associated with the Service as part 
of an internal program, Supplier shall provide a summary of any findings and proposed corrective actions to The 
Authority following completion of the audit.  Should the European Medicine Agency (“EMA”) or any other 
government authority conduct any inspection at The Authority’s offices related to PVAI, or take any other action 
with respect to PVAI, then Supplier will provide adequate support.  

 
7.8 Change Management.  Any material change made to the Services will be subject to a mutually agreed change 

management process.  
 
7.9 System Changes and Assistance.  The Authority will be informed of all material system changes before they 

are implemented by Supplier. Changes must be first validated by The Authority prior to implementation in the 
production environment.  The Authority will install any Supplier provided components required for integration of 
PVAI with The Authority systems.  
 

7.10 Insurance.  At its own expense, Supplier shall maintain insurance during the term and if any policy 
if written  on a ‘claims made’ basis without interruption during the Term  of the Agreement and for a period of one 
(1) year thereafter with the insurance coverages described below, each of which must be issued by an insurance 
company having an AM Best rating of A- or better.  Supplier shall maintain deductibles that are appropriate in relation 
to the risks associated with its business and its financial strength and is responsible for all such deductibles and self-
insured retentions.  Supplier minimally shall maintain the insurance coverage types and amounts specified below.  
The Authority shall be named as additional insureds on Supplier’s commercial general liability and umbrella liability 
policies. 

• Commercial general liability insurance covering claims for bodily injury (including death), personal injury and 
broad form property damage arising out of operations in connection with the Agreement, including liability 
assumed under the Agreement, with a single limit in USD currency equivalent of not less than  

, and these insurance limits may be achieved by a combination of 
primary and/or umbrella/excess liability policies. 

• Workers compensation insurance as required by the statutes of the jurisdiction in which the Services are being 
performed covering all employees employed by Supplier in the performance of their duties who are required to 
be covered by the statutes of the jurisdiction where the Services are being performed with a single limit of the 
amount required by such statutes. 

• Employers liability insurance with limits of not less than the greater of: (a) the amount required by the statutes 
of the jurisdiction where the Services are being performed;  

 for UK for all personnel engaged in operations covered by the Agreement. 
• Errors and omissions insurance with limits of not less than  

providing coverage for negligent acts in the rendering of, or failure to render, professional services under the 
Agreement, which shall include, electronic data losses, damage or breaches of electronic data security, 
destruction of data (other than casualty exclusions) or failure to design an adequate system arising out of 
Supplier's negligent acts in the rendering of, or failure to render, professional services under the Agreement. 

• Umbrella (excess) coverage in USD currency equivalent in the amount of  
, written on a non-contributory basis for commercial general liability, automobile 

liability, and employers' liability coverage. 
Upon The Authority's request, Supplier shall furnish The Authority with certificates of insurance evidencing the 
insurance required herein.  Supplier shall provide written notice to The Authority at least thirty (30) days in advance 
of the cancellation, lapse, reduction, or other adverse change, in respect of any insurance coverage maintained by 
Supplier as required hereunder. 
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7.10 Disputes. Any dispute or claim arising out of or in connection with this Agreement, any Service Order or their 
subject matter or formation, including any non-contractual dispute or claim (each, a “Dispute”) shall be addressed 
and resolved in accordance with the following process. First, the parties’ designated personnel shall work to resolve 
the Dispute within a reasonable period of time, after which either party may escalate the Dispute for resolution to 
executives with the authority to resolve it by good faith negotiation.  Any Dispute not resolved within thirty (30) days 
after such an executive escalation shall be finally resolved by arbitration pursuant to the commercial arbitration rules 
of the London Court of International Arbitration, provided that the following provisions shall prevail over any 
conflicting provisions within such rules:  

• The arbitration shall be conducted by a sole arbitrator. If the parties cannot agree on an arbitrator within 
fourteen (14) days of the arbitration demand, then the appointment of the sole arbitrator shall be made by the 
London Court of International Arbitration;  

• The seat of the arbitration shall be in London, United Kingdom and the arbitration shall be conducted in the 
English language; 

• The arbitrator has discretion to award costs and shall issue a written decision that is final and binding on both 
parties and states the reasons for the decision. 

• All arbitration documents, hearings and proceedings shall be confidential, save to the extent necessary to 
enforce any award or to comply with any requirement of any lawful authorities or as otherwise agreed 
between the parties. 

• Judgment upon the arbitrator’s decision shall be final and binding and judgment upon the award may be 
entered by any court having jurisdiction thereof or having jurisdiction over the relevant party and its assets.  
 

7.11 Non-Solicitation.  Neither Party shall, without the express consent of the other Party in each instance, 
during the Term and for a period of  thereafter, directly or indirectly solicit, employ, offer to employ, nor 
engage as a consultant, any employee or independent consultant of the other Party with whom such Party had contact 
pursuant to this Agreement or SOW hereunder. 

7.12 Injunctive Relief; Remedies. The Parties agree that in the event of any breach or threatened breach 
of any provision of this Agreement or an applicable Order or SOW concerning (i) Confidential Information, 
(ii) intellectual property rights or (iii) other matters for which equitable rights are expressly provided in this 
Agreement, money damages would be an inadequate remedy. Accordingly, those provisions may be enforced by the 
preliminary or permanent, mandatory or prohibitory injunction or other order of the arbitrator(s) or a court of 
competent jurisdiction.  Any remedies shall be considered cumulative unless otherwise expressly stated in this 
Agreement. 

   
7.13 Further Assurances. Each Party hereto shall do or shall cause to be done all such acts, and shall 

deliver any such other agreements, Consents, access, and documents as expressly required hereunder or as reasonably 
necessary for each Party to carry out the respective obligations or requirements of this Agreement or any applicable 
SOW or Order.   

7.14 Contract Management.  Both Parties shall proactively manage risks attributed to them under the 
terms of this Agreement. Supplier shall develop, operate, maintain and amend, as agreed with the Authority, processes 
for: (a) the identification and management of risks; (b) the identification and management of issues; and (c) 
monitoring and controlling project plans.  Ongoing contract management shall be a part of the agreed Governance 
procedures mutually agreed in an applicable Order.   

7.15 Income Tax and National Insurance Contributions.  Where the Supplier or any Supplier Personnel 
are liable to be taxed in the UK or to pay national insurance contributions in respect of consideration received under 
this Agreement, the Supplier shall at all times comply with the Income Tax (Earnings and Pensions) Act 2003 and 
all other statutes and regulations, as applicable, relating to income tax, and the Social Security Contributions and 
Benefits Act 1992 and all other statutes and regulations applicable to Supplier relating to national insurance 
contributions, in respect of that consideration. 
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Exhibit F 
PVAI Pricing and Invoicing 

 
This Exhibit includes details of the Genpact Professional Service Fees and Subscription Fees for the PVAI 
Release 1 Solution as set forth in the Implementation SOW 2020-1 and the SaaS Order 2020-1.  The Payment 
Schedule shall be as set forth in the Implementation SOW 2020-1 and the SaaS Order 2020-1, and invoices shall 
be due for payment within  days of receipt. 

1) Professional Service Fees: A one-time fee of  will be paid by Authority to Genpact for 
implementation of Release 1 in accordance with the terms and payment schedule set forth in 
Implementation SOW 2020-1.  
 

2) Annual Subscription Fees: Genpact will charge  per year for Release 1 as set forth in SaaS 
Order 2020-1, invoiced quarterly in advance, commencing from the time of deployment to the production 
environment.  
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Exhibit G 
Sample  Reports 

 




