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- Given the particularities of ERA4H8ditionalgovernancestructuresare setup to decide
on the entranceand progressiorof a moleculeandto specificallymanageand monitor the
drug developmentpipeline (orangeboxesof Fig.4).
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2.1. Management structure to manage the Consortium
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Scopeof decisionmaking The GAhasthe ultimate decisionmakingresponsibilityin matters
affecting the overall project strategy and composition of the Consortium.The GA shall be
responsiblgor the determinationof policiesin relationto the overallmanagemenbf the Action
and the finding amicable solutions for any unresolveddisputes between the Beneficiaries
relatingto the executionof the Action.

Composition:Body composedof all partner institutions participating in the project. One
representativeper partnerfor voting purposes See members in table 1 below.

Quorum Fora GeneralAssemblymeetingto be quorate there shallbe presentno fewer than
75%o0f the partners(designatedsArepresentativesr their delegateswith voting capacity).
Meetingsandvoting: TheGAwill meetat leastonceper yearandwill adoptdecisionshy simple
majority (eachpartner havinga vote), exceptin casesvhere unanimityis requiredaccordingo
IMI2 rules (e.g.new partners,major changesn scope etc.). Forthe simplemajority, the votes

of the attendeeswill be balancedto be representativeof non-EFPIABeneficiariesand EFPIA
Beneficiaries
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Scopeof decisionmaking: The SCis responsiblefor the overall execution of the Action,
alignmentacrossall Work Packagesjecisionmakingandthe initial finding of amicablesolutions
for anydisputesbetweenthe Beneficiarieselatingto the executionof the Action.It will ensure
the smoothoperationof the Actionandguaranteethat all efforts arefocusedtowardsthe Action
ObjectivesDeliverablesand Milestones.

Composition Representativeappointed as Project Leader,the Representativeappointed as
ScientificLeaderthe RepresentativappointedasCoordinator,a Representativef eachof the
Work Packagd.eaderspne Representativeof eachof the EFPlAand eachAssociatedPatners
and a Representativeof the ProjectManagementOffice (the latter if establishedshallhaveno
votingrights).SeeSOmembersin Table2 below.

Quorum 75%o0f the membersneedto attend for an SOmeetingto be quorate.
Meetingandvoting: TheSGwill meetat leastquarterlyandeachSCRepresentativédnasonevote
in the SC Decisionaill be taken by qualified majority (75%o0f attendingmembers),the Chair
havinga castingvote.
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Scopeof decisionmaking:The ExecutiveCommitteeshallbe responsiblor the preparationof
decisionswith respectto policiesand decisionmakingin relationto the overallmanagemenbf
the Project,the day-to-day operationsand the initial arbitration of any disputesbetweenthe
Beneficiarieselatingto the executionof the Project.It will ensurethe smoothoperationof the
Actionandguaranteethat all efforts arefocusedtiowardsthe objectivegincludingeffort/budget
reassignmentvithin a specificWPat the requestof the correspondingVPL).
Composition
RepresentativappointedasProjectLeader the Representativappointedas Coordinatorthe
Representativeappointed as ScientificLeader,a Representativeof the leader of WP8, two
Representative®f the EFPlAand IMI2 AssociatedPartnersthat are not alreadyrepresented
with minimum 1 representingthe Associated?artnersand a Representativdrom the Project
ManagemeniOffice(the latter non-voting). SeeECmembersin table 3 below.
Quorum At least 75%of the membersand one of the leaders(ScientificLeader,Technical
Coordinatoror ProjectLeader)needto attend for the meetingto be quorate.
Meetingandvoting TheExConwill be in constantcommunicatiorand meet at leastbi-weely
by teleconference.Decisionsare expectedto be made by consensusin casethat voting is
needed,decisionswill be madeby simplemajority.
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Teamcomposedby project managersdrom SYNAPSBE/C3Mand GSkKdealingwith the day-to-

daymanagemenbf the project,includingwork planfollow up, reportingcoordination financial
managementadministration,legaland risk managementaswell asquality control procedures
on projectdeliverablesThePMOwill report directlyto the projectleadersandthe ExComwho

are entitled to requirethe PMOto produceanyreports neededin order to fulfil their role.
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Teamdevotedto ensuringthat the data flows work smoothlyat the operationallevelfor both
datageneratorsand dataconsumersThisteamwill be composedby technicalstaff of partners
involvedin relevantWPswhere data are of criticalimportance,especiallywPland WP5,and
led by SYNAPSE.
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2.2. Management structure to manage the pipeline
t ALISEAYS 5S@St2LIYSyd /2YYAGGSS 6t5/ 0

Scope of decisiemaking The PDC will evaluate and decide on the entrance and progression of
molecules (or combination regimes) along the ERA4TB pipeline. Such decisions are expected to
be taken by the PDC with the lpeof prespecified go/no go criteria and on the basis of data
collected at the different steps of the pipeline.

Composition:The PDC will be made up of the Representatives of each of the EFPIA partners
(GSK, EVT, JANSSEN) and IMI2 Assodrstdders (BMGF, TBA, DDU), as well as 6
representatives of academic partners who are experts in TB drug development (IPP, UC3M,
SERMAS, IM4TB, UNIZAR, CNR).

Quorum 75% of members need to attend for a PDC meeting to be quorate.

Meeting and wting: The PDQvill meet as needed to evaluate on the compunds progression
and, at least every six months at venues to be agré&agpporting documents for a PDC meeting

will be circulated vith at leastone weekin advanceby the PMODecisions will be taken by a
majority of seventyfive (75) percent of the PDC members, except where a decision is related to
the progression of a specific compound. In those cases, the EFPIA, APs and only 2 of the
representatives of academic partners (I&®l UC3M) will have voting rights. The Chairperson

of the PDGwill have a casting vote.
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Scope of actionOne Asset Management Teanill be appointed to specifically monitor and
supervise the progression of each molecule or combination of molecules throughout the
pipeline.

Composition Each AMT will be composed by at least two members: one representative from
the asset owner, and onfeom ERA4TB academic partners, to be appointed specifically for each
molecule or combination. To progress in its tasks the AMT may ask for specific meetings that
might include representatives of those WPs relevant for their respective Asset Progression Pla
The team dedicated by the asset owner to its development will be allowed to be also involved
in the AMT meetings and discussions.

t ALISEAYS alylF3aSYySyid ¢SIFY otac¢ho

Scope of actionThe PMT manages and monitors performance of the modules along the
pipeline It is responsible of ensuring that the technical performance of the pipeline works
appropriately, including hanrdff between modules, capacity planning, bottleneck resolution,
etc. The PMT will be allowed to suggest budget reallocations to the SC anmdke efficient
functioning of the pipeline and will report to the PDC and SC as needed.

Composition 5-7 membersfrom Consortiumpartners, with expertisein pre-clinicalin vitro
assays,animal studies, portfolio/CMC development, FTIHstudies, and modelling activities.
Representative®f SYNAPSE/C3M,IPP,UNIZARIM4TB,SERMA&Nd CNRwill composethe

PMT.
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MEETING GOVERNANCE BODIES SCHEDULE
FREQUENCY

Biweekly Executive Committee (EC)C Every 2 weeks starting on 2
Feb 2020

Quarterly (at least) Steering Committee (SEJC/F2F Monthly TCs
Every 6 months Pipeline Development Committee  Fixed PDC meetings every
(at least) (PDC) (TC/F2F) months + aehoc as needed.

Yearly General Assembly (GA) (F2F) to be defined

Scientific Advisory Board (SAB) (FZ2  Jointly with GA meetings

Regularly Work Packages (WP)C/F2F Up to each WPL and WP

Team to decide
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2.5. How are internal conflicts resolved?
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3.1. The Grant Agreement (GTA)
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Budget transfers and re-allocation Amendment needed?

From one beneficiary to another NO

From one budget category to another NO

Addition/removal of tasks in Annex 1

Re-allocation of tasks in Annex 1 YES
Transfers between different forms of costs YES if no budget was foreseen for
(actual costs, unit costs, etc.) the 'form of cost' receiving the transfer

New subcontracts, new in-kind
contributions

¢FrofS dpd . dzRISH GNFXyaFSNBR GKFG NBIdzA NBa |
DNJ!YAINB SIWBFYiRYSyiGa FNB &adzooYAGGSR (2 GKS LalLu W
| 2y a2NIAdzYd ¢KA&a AYLXASa GKIG GKS /2y az2NIAdzy
OKlIy3dSa o0S¥2NB (GKS I YSYRYSyid Aa NBldsSaiSRo
¢KS tah gAff 0SS NRZALIZWA A OYISS RIVANIVH? ([ FENSYE Iy (
0KS LINR2SOG®
¢KS LINPOSRdA2NB Aa Fa F2ff264aY
1. ¢KS t Nr2SOG al yl3SyYySydid h¥TFAOS o6taho Attt S
2. aSSiAy3a IyR O02YYdzyAOlIGA2ya ¢AGK GKS LI NIAO
0KS ySOSaalNRE AYTF2NXNIGA2Y (2 &dzLILR NI GKS OK
3.¢CKS /22NRAYFG2NI gAftft €1 dzyOK GKS FYSYRYSyid N
4, ¢KS fAald 2F Y2RAFAOILIGAZ2ya oAff 0S OANDdzZ I 4GS
YR | LILINR @I f &
5. ¢KS tah gAff LINBLI NB K ViXKE FENREAFAOI AR 2Y&S | !
R20dzySyia ySSRSR (2 NBIldsSSaild GKS Y2RATFTAOIGAZ

~ o~ s

6. ¢tKS tah @gAff OANDdﬂIuS %RSNﬂwsyRBRURQﬁWYSKS

08 (GKS DSySNrf ! aaSvyofe gAfft 0SS NBIjdzZANBR T2
& RSFHAVIKRS DNJyG !HNSSYSYG F NI AOES ¢gpp®H 0! Y
t N2 OSRdzNB U @
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9. LaL ¢gAff YI1S OSRENABNB2FO0OE DYS2H I ¥KS SYRY!

10.¢ KS yS¢ OSNEAZ2Y 2F GKS 52! gAfft 0S Ifa2 I OO

5
Submission - *™= |innovative
Y medicines
) , A =B—> N o |INitiative
Final 6
ﬂ EG Approval

Internal Information — Documents

Review

Track of Approval preparation
changes Request list of

changes 3

CAIdzNBE pod / KlIy3aSa G2 GKS DNIXyd ! INBSYSy

3.3. Consortium Agreement

¢KS /2ya2NIliAdzy ! ANBSYSyid 6/10 Aa O2y Of dzZRSR | Y2V
£ S3Ff FNIYYSE2N] F2NJ GKSANI O2ft1 02N A2y GA0GKA
AyOf dzZRSa LINRPGAaAz2ya 2y> TFT2N WH&Il ROSESHRWISNY2
fAFOAETAGED ¢KS LalLuw W Aa y24 | LI NI®w!lie .0KS /!
AYUSNY Lt [ NB@®2zaAl2NE 0

' YSYRYSyGa (G2 GKS /! YlLe +rfta2 0SS ySOSaalNeE Ay
I 02y asSljdsSy0S 2F¥ D! | YSyRYSyiao ¢KSasS /! I|YSy
FANBSYSYy(l 27F dyRSNLIIKISA ORRINRAFEGAZ2Y 2F GKS [/ 22 NF

GAGK (GKS &adzlJL2NI 2F GKS taho

3.4. Intellectual Property Rights

I O0O2NRAY3 (2 GKS /2yaz2NIlAidzy ! ANBSYSyid 6! NIAOf S
LYRAGARdzZ £ Ly {@XGtasS @dydR® A ytiNRy1BS NilRe OA2 LISNI S 6 A G K
2F Ittt YFGOSNER NBtFdAy3a G2 GKS LINRBGSOGAZ2Y |yR S
YR 2F GKS LyGaSttSOldzat tNRPLSNI&@ wAIKGE LISNII Ay
AYYy2@8LGA2y®

2 K2 2¢ya (GKS LINRP2SO0 NBadzZ Gak
I LINR 2 S OGININBSMNNBIR (2 Fa awSadzZ 6¢ Ay GKS DNryd ! 3

Ad (GKS LINRPBLISNI& 2F (GKS tFNIAOALI Yyd GKFG OF NN
t b NIOAOALN y& &0 NBIWYNIAWRT SFNBA & 26y SNEKALI NAIKGA Ay
| 26 SOSNE Llayfe NBag@BGEH AF (KSe INB 26ySR 0& (GKS 0°
NBadzZ Gax AYYSRALFGSte F2tft26Ay3 Ada 3ASYSNI A2y >S
0KS Lat hgySN®P ¢KS &IFYS FLILXASa F2NIlFyeé [/ 2Y0AYl
2 KIFGd KFELIWLIBFacRYyOol 28y SNARKA LK

2 KSy &aSOSNIft LINIAOALIYGE KIS 3ASYySNFXGSR || NBa
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0N} yAFSNAR (G2 GKS Lat hgySNbvao O02yOSNYySR (KS ¥Fd
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¢CKS 20SNYff ljdzrf Ade O2yiNRt NBBWAISKHS AINPNRIAGF (INERayd;
aGSL) 2F GKS LINRP2SO0G AYLXSYSylldGAzys AyOf dzRAY 3
adzoYAaaAzy (2 GKS LalL W oiKEBEGABSONIONI 6f F$2 KNI K & S
2F (0KS LINR2SOiGs INB NBGASHESR IyR OKSOTSR T2NJ Jjc
¢KS LINBaSyi R20dzYSyid Aa 2yfeée F¥20dzaSR 2y (GKS 3§
2F GNRGGSY YIFGSNRITE & VSf)\QSNJSFR\LELEESOLUKSEISI;/&SLNJW'HQ 1
LINE A RS Ay"-FzNJ{qu\z)f ozy SNYyAy3 (GKS 62N} = AdGa L
R20dzySyid aKz2dzZ R (Kdza ©6S OF NBFdzZ t & RN}IFGSR gA0K
LJNSéSyGI-GA2y¢ Ly I-9év\LlJé'|CEu.aZ Fi2kNS O(dEANGROA yoI- &ljAdgr ft A G & A
O2y iSydz FLIISFENIYyOS YR GAYAYy3IdD

¢CKS O2YLX SGS ftAaiGd 2F 9w!' n¢. RdzZS RSt AOSNIoOfSa A:
LaL RStAQGSNIofSQa GSYLIXIGS | RIHLAGSR (2 9w! n¢. A2

4.1. How are project deliverables reviewed?

4.1.1. v dzI fON&K & S NR |

5SSt A0SNIroftSa Ay 9w!n¢. FNBE NBODASSH sz Ftft26Ay3 |
GAGKAY (KS tNRp2SOl® Ly GKS LINRPOSaasx GKS F2ftf2g)
l'a NB3IFNRa G2 O2yidSydy
1 / 2YLX SASYW2aNaAY GA2y LINPZARSR Ay (G(KS RSt ABSNI O
NBflIGSR G2 GKS LlzN1}2aS F2NJ g6KAOK GKS AyT2N
NBRdzy Rl yOé 2F AYyF2NXI(GA2Y Ydzad 06S | 2ARSRX |
AYVF2NYIRAZK2dEaR 0SS LINPYARSR (2 GKS RSLIK Yy
R2 OdzySy i o
9 ! OO0dzNly G XNX I A2y O2yGlFAYSR Ay GKS R20dzYSyid Y
G2 NBFrfAlGed ¢KAA YSlIya GKFG Fff o1 O13aNRdzyR
I LILINE BINE WzZLBER NIISR o0& NBFSNByOSad C2NBINRdAzyR
adzLIL2 NI SR &2 GKIG YAAAYGSNIINBGFGAZ2Y A& | @24
RFaGF Aa G2 0SS LINA2NAGAASRO®
T wSt SOLYWOSENYIFGA2Y dzaSR Ay (GKS B2D8&Syaadzka dzf |
0S GNRGOGSY Ay | FlLakKazy GKIG dFr18a Ayaz 02y
f 5SLIKY AYyTF2NNIGA2Y &dK2dZ R 0SS LINRPOARSR (2 @K
NBLR2NI FyR (G4KS LINRP2SOG®

la YSYGA2YySR Ay aSOlA2NI e-alfNB2RKOIKNBNR HKE RE®R
GAGK (KS 2SNttt 202S00GA0Sa 2F (KS LINR2SO0GT (K
GKS OGAGAGE RSAONALIIAZ2Y Fa ALISOATASR Ay G(GKS 5¢
0SS Of SIISNK & yRGI2dzaiATASRO®

l'a NBIFNRa (G2 | LIWISENFyOS yR &iNHzOG dzNB Y

T ' RKSNByYO (d2y ASFEPNGWRFINR & Y
14 NBIFNRE (G2 GAaYStaySaay

22

AT e . BILLE MELINDA Universit
)| eicees Efp|a eTB Alliance P GATES foundarion of Dundes


https://synapsemanagers.sharepoint.com/:w:/r/sites/ETB-RA/_layouts/15/Doc.aspx?sourcedoc=%7B1E776ED9-E79E-4BD8-9DB8-2DBB1E401B56%7D&file=ERA4TB_DeliverableTemplate_final.docx&action=default&mobileredirect=true

= Ve ° ~ | innovative

medicines

e o~ linitiative

T t dzy O0 dzKISA AFF 2NN GA2Yy Ydzad 06S LINRPGARSR Ay NB
LINE 2S00 Qa RSGSt 2 LIYSyaiS Gly R -G/ NFRA yRIS diA2l (iAKRSY &
0S Ot SINXfe adlrdiSR IyR 2dzaGATFTASRO®

T ¢AYXYyWH2 RStleda Ay (GKS RStAGSNIOGES adzmYAaaiz,

412. LYUGSNYylt NBOASE LINRPOSaa
2AGEWYXZCGKS NBEGASE LINRPOSaa Aa O22NRAYFGSR o6& (f

1. CAGS 6SS1a 0ST2RSEI RIKASY ShaAdvia $ aNESS) yeES2 G K S
2t [kl dziK2NDa0 (2 2ENBEREORSERKDSRHZGE SPS ¢KS 9/
NBIlj dzS& 4 @

2.2 A0KAY | YFEAYdzYy LISNA2R 2F | 6SS1 2F (KS NB
AT RATFSNBY(:Z aKlff addbdh@EFFY RS BELEBDIS NI Kt &
l0aASy0S 2F NBalLlRyaS FNBY GKS 9/ gaftf 0S8 dzyR.

3. 1LY FLIINRGIt o0& GKS ®/SSHER Y EARKZ ZI (IKSNK 2 R
AKIff ISVRNUFTS KRS 6K2fS RSEAPGSNIoOE ST LINBO
O2ftFr 02N GAY3 LINIYSNAR 2F GKS 2td ¢KAA RNI Fi
taho

4. ¢KS tah akKlff RAAa{NRBRAASS a K-SydRyWI F&BoiIRQ i tK
$S5S1 {/ Qa O2YYSydasxs AF tyes IINB 3IIFGKSN
I RRNB&da GKSY LINRPLISNI @
hLiA2yFtfes GKS | dzikK2NJ OF y i KBLIRINF @ Sdrli) IR NI K|
F2NI I LISSNI NBGASS 2F (GKS R20dzYSyiod ¢KS NBODA:
AY LINYttSt 2F GKS {/ NBOASsOD

5. ¢KS 2t [ k! dzZiK2Nbav aklff AyOo20y2N{IASRITIKR GAY
GSNEHR2YWKS tahgp2LadZEKENBFGANSE OKIy3ISa FTNRY (K
F2NI NBOASG OLINBGA2dza LRAY(HD noZad KIKISHHKBEWRA Y I |
FAYLEE @GSNEA2Y (2 (GKS DSydlSiNgS RBABWIVEE T2 NI |
dzLX 2+ RSR Ay GKS t I NIAONIRF a2 tL2aNI W F2yR G{KKS N
GKSNB INB adzmaidlydAalrt OKIFIy3aSa FTNRY GKS AyA
FRRAGAZ2YIFE NBOASe 2F GKS {/ F2NI FAYFE | LILINE.

During the whole process, it iscommended that there is one responsible author that acts on
behalf of all authors and communicates with them for evolving the document.
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mD{ / Qa LBIBRNBEYASsSNAQATO2YESy danB 3IF GKSNBR
F2NBFNRSR (2 (KS !'dz2ike8®ii® AyaSNI GKSY LINELJ

5. 2t [ k! dzii K2 NBOR0y 323 YARRA iBRY WS NEARYF YR (KS / 22NR
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5.1. Internal Communication Processes

[ FNBES LINRP2SOGa adzOK G228 Yadmy!AnO . i ANS/lj dBAENDK I AyYA(SS yF &y ARD S
I f20 2F R20dzySy il idAaz2yd /fSIENI AYGSNYyLFt O2YYdzyA
SFFAOASY(lN @GSNIAOIET R24ys6FNR YR dzZLlt NR 0O2YYdzyA
O2YYdzy AOI GA2¥2FQiKAY GKS LINJ

T /2YYdzyAOlF(iA2y &K2dZ R 065 oFaSR 2y y
T /22NRAYIFGS O02YYdzyAOF A2y S6AGK LINR2
f 9YFIAfa akKz2dzZ R y24 0SS 2@SNHz2SR 0 dzi
T
T

SRazx () NB
Ol YAf Saihz
GNJ G§S3AOIf

Q¢ U U

9y adzNB GKI (aSnsia anlyaSa G ANSSt @ Y yy SN
¢F1S IROIyGdlFr3aS 2F SEA&alGAY3a O02YYdzyAOF A2y OSKA

5.2. How should Participants communicate internally?

¢2 SyadaNB GKFG O02YYdzyAOF A2y @gAGKAY (GKS LINR2SOC
/ 2y a2NIAdeIG oiAKS #2R f 26 Ay 3 | LILINRI OK Ay GKIF G NBaL

9 Use of electronic mail as the main tool for communication within the Consortium.

1 Documentation of discussions, agreements and decisions made by phone is encouraged.
Specifically, phone conferences should always have agenda and minutes, which should be
made available through SharePoint (See section 5.2.1).

1 Several distributions listsalve been initially created which can be used by any participant
depending on the subject of the message. Additional lists may be created as the project
evolves, if necessary. The PMO will be responsible for updating the -atewtéoned lists
with the information received from Participants. When a list is used, care has to be taken by
t F NOAOALI yia G2 dzasS (GKS aNBLIX & G2 Fftfé& TSI GdzN
distribution listsONB I t SR 0@ (KS (AYS 27F LlzotAaKAy3d GKAa

¢C-of B@Mar 60t S RAAGNAOdDzIAZY fA&GA TF2N 9w!
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