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Multinational assessment te'am

SERVICE CONTRACT

Medicines Evaluat ion Board, MEB (Rapporteur Hans Hi l lege) (hereafter:  Rapporteur Agency),  whose
registered address is Graadt van Roggenweg 500, 3531 AH Utrecht, which is represented for the
purposes of the signature of this contract by Dhr.  drs.  H.R. Hurts,  Secretary of the Medicines Evaluat ion
Board, of the one part ,

and

State Institute for Drug Control, SUKL (Contractor), whose registered address is Kvetnd 11, SK-825 08
Bratisf ava 26, represented for the purposes of the signature of this contract by PharmDr . Tuzana BatovS,
PhD. , director of SUKL, a duly authorized officer of the Contractor, of the other part,

HAVE AGREED

the Condit ions below and the Annex l ,  which forms an integral  part  of  this contract (hereinafter referred

to as "the Contract").

1. The subject of the Contract is the assessment by the Contractor of the quality data submitted to
support  the central ized market ing authorizat ion appl icat ion, H0005105 of the medicinal  product

Cirkrono (hydrocortisone) for which MEB acts as a Rapporteur Agency, drafting the respective part

of the Assessment Report  in accordance with EMA template and part ic ipat ion in any wri t ten or oral
discussions relat ing to the respect ive data during the market ing authorizat ion procedure ( the
"Services").  Rapporteur Agency also has the administrat ion responsibi l i ty,  which includes
coordinat ion of the assessment by the contractor.  Rapporteur Agency accepts to submit al l  relevant
information, templates and documents to the relevant contact persqns at the Contractor agenprT.

2. The Contractor shall provide the Services assigned to it in accordance with the'timetable set by
CHMP for the assessment Cirkrono (hydrocort isone).



3 .

4 .

The Contract shall become effective on the date on which it is signed by the last contracting party

and publ ished in the Slovak central  contract register.  Provision of the Services shal l  start  f rom the
l-9th of December 2019.

The Contractor acknowledges and agrees that the Services shal l  be provided in accordance with

European Union pharmaceut ical  legislat ion and with al l the relevant European Union and EMA
publ ished guidance documents and according to the t imetable adopted by the CHMP. Upon

complet ion of the assessment,  the Contractor shal l  provide Rapporteur Agency with the respect ive
parts of the draft assessment report.

The Contractor agrees that i t  wi l l  apply the same qual i ty control  and assurance system to the

assessment underthis contract as i t  does forthe central ized market ing authorizat ion appl icat ion

assessments where i t  acts as a Rapporteur.

6. The Contractor shal l  not subcontract the performance of the Services at any circumstances.

7 .  The Contractor shal l  ensure and is responsible that any of the Contractor 's Staff  members
performing the Contract have professional qual i f icat ions and experience required for the
performance of the Services assigned to them.

8. The Contractor shal l take al l  necessary measures and is responsible to prevent any si tuat ion that

could compromise the impart ialand object ive performance of the Contract.  Such conf l icts of
interest could ar ise in part icular as a result  of  economic interest,  pol i t ical  or nat ional af f in i ty,  family

or emotional t ies, or any other relevant connect ion or shared interest.  In the event of any such

conflict, the Contractor shall immediately take all necessary steps to resolve it.

9. The Contractor undertakes to treat in the strictest confidence and not make use of or divulge or
disclose to any third part ies any conf ident ial  information unless the permission of the Rapporteur

Agency is given.

In this Art ic le " information" shal l  include any information which is provided by the Rapporteur

Agency or EMA in documentary form or by the way of electronically accessible media or other

tangible form or by the demonstrat ions and whether created or ar is ing in connect ion with the
l r *performance of the Services.

"Conf ident ial  information" shal l  mean information which is marked or otherwlse designated to

show expressly or is created or arises as a consequence of the performance of the Services or by

necessary impl icat ion that is imparted in conf idence, even after the expiry of the Contract.



10.

'J.1.

The Contractor shal l  be bound by the undertaking concerning the conf ident ial  information after the
expiry ofthe Contract.
The Contractor shal l  ensure that i ts Staff  members wi l l  respect the conf ident ial i ty of  any of the
information or conf ident ial  information, even after expiry of the Contract.
The conf ident ial i ty obl igat ions no longer apply i f  the disclosure of the. information is required by EU
or nat ional law.

In the event of any act ion brought by a third party against the Rapporteur Agency in connect ion
with performance of the Contract,  the Contractor shal l  assist  the Rapporteur Agency. Expenditure
incurred by the Contractor to this end wi l l  be reimbursed by the Rapporteur Agency under the basis
of a mutual agreement between the part ies

EMA wi l l  perform direct fee payment to the MEB and to the Contractor based on a let ter sent to the
EMA execut ive director by the IMA (Annex 1).  The total  amount to be paid to the Contractor by EMA
shal l  be 25% of the total  fee paid by EMA on this procedure covering al l  the Services provided (" the
Charges").

I t  is agreed that the Charges include al l  other expenditure that may be incurred by the Contractor in
performance of the Contract.

Any not ice or other communicat ion relat ing to the Contract shal l  be made in wri t ing and shal l  bear
the Contract number. Ordinary mai l  shal l  be deemed to have been received by Rapporteur 's Agency
on the date on which i t  is registered by the Rapporteur Agency secretar iat .  Al l  not ices or other
communicat ions shal l  be sent to the fol lowing addresses:

Notwithstanding any other term of this Contract,  Rapporteur 's Agency may terminate the Contract
forthwith in the circumstances where the Contractor is in breach of any obl igat ions under the
Contract. 

i

t2 .

13.

Medicines Evaluat ion Board State Institute for Drug Control
Dhr .  d rs .  H .R.  Hur ts PharmDr. Zuzana Batovd, PhD.
Graadt van Roggenweg 500
3531 AH Utrecht
Netherlands

Kvetnd Ll-
SK-825 08 Bratislava 26
Slovakia
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1.6.

Should the Contractor fai l  to perform i ts obl igat ions under the Contract in accordance with the
provisions laid down therein, the Rapporteur Agency may - without prejudice to i ts r ight to

terminate the Contract -  reduce or recover payments in proport ion to the scale of the fai lure.

ln case of force majeure, notified in accordance with the Contract, eithel'contracting party may

terminate the Contract at  any t ime, where performance thereof cdnnot be ensured fol lowing the

event amounting to force majeure occurr ing.

Neither party shal l  be held in breach of i ts contractual obl igat ions i f  i t  has been prevented from
performing them by force majeure.

16.1. Where the Contractor is unable to perform its contractual obligations owing to force

majeure, i t  shal l  have the r ight to remunerat ion only for the Services actual ly executed.

16.2. lt either party is faced with force majeure, it shall notify the other party without delay by

registered let ter with acknowledgement of receipt or equivalent,  stat ing the nature, l ikely

duration and foreseeable effects.

16.3. Force majeure shal l  mean any unforeseeable and except ional s i tuat ion or event beyond

the controlof the contract ing part ies including acts of terror ism which prevents ei ther of

them from performing any of their  obl igat ions under the Contract,  was not due to an error

or negl igence on their  part  or on the part  of  a subcontractor,  and could not have been

avoided by the exercise of due di l igence.

16.4. Defects in equipment or mater ial  delays in making i t  avai lable, labour disputes, str ikes or

f inancial  problems cannot be invoked as force majeure unless they stem direct ly from a

relevant case of force majeure.

The Contract shall be governed and construed in accordance with the laws of the /Vethe rlands. Any

dispute arising out of this contract shall be referred to arbitration Midden-Nederland, Administrqtive

Low sector, in Utrecht (The Netherlands).

18. This contract and al l the documentat ion related to this contract is c lassi f ied between the contract
part ies, unless something else fol lows by the nat ional secrecy laws and regulat ion appl icable to the

Rapporteur Agency or the Contractor.

;
This Contract (together with Annex 1.) constitutes the whole agreement between fie partie5 hereto
relat ing to i ts subject matter and no var iat ions or amendments to the Contract shal l  be effect ive unless
the subject of  a wri t ten agreement concluded by the contract ing part ies.

L7.



SIGNATURES

For State Institute for Drug Control
PharmDr. Zuzana Bafov6, PhD.

signature(s)_

Done at Bratislava,

In dupl icate in Engl ish

For Medicines Evaluat ion Board
drs. H.R. Hurts

signature(s)_

Done at Utrechl,2019

Annex l: A letter sent tot[e EMA by the MEB, dated October ].Otn, 201-9


