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Key
† In-licence or other alliance relationship with third party
^  ViiV Healthcare, a global specialist HIV company with GSK, 

Pfizer, Inc. and Shionogi Limited as shareholders, is responsible 
for developing and delivering HIV medicines.

* Also being developed for indications in another therapeutic area
1 Option-based alliance with Ionis Pharmaceuticals  

3 Option-based alliance with OncoMed Pharmaceuticals 
4 Option-based alliance with Telethon and Ospedale San Raffaele 
5 Option-based alliance with Valneva 

S Month of first submission
BLA  Biological Licence Application
MAA Marketing Authorisation Application (Europe) 
NDA New Drug Application (US)
Phase I Evaluation of clinical pharmacology, usually conducted in volunteers
Phase II  Determination of dose and initial evaluation of efficacy, conducted in a 

small number of patients
Phase III  Large comparative study (compound versus placebo and/or established 

treatment) in patients to establish clinical benefit and safety

MAA and NDA/BLA regulatory review milestones shown in the table below are those that have been achieved. Future filing dates are not included in this list.
Achieved regulatory  

review milestones
ALB/ADNAAMesahPnoitacidnIepyTdnuopmoC

HIV^ and Infectious Diseases
dolutegravir + HIV integrase inhibitor + non-nucleoside HIV infections – two drug maintenance regimen III
  rilpivirine†   reverse transcriptase inhibitor (NNRTI)
3684934 HIV attac IIIsnoitcefni VIHrotibihni tnemh
tafenoquine† IIIairalam xaviv muidomsalPeniloniuqonima-8
Relenza i.v.† IIIazneuflni).v.i( rotibihni esadinimaruen
cabotegravir HIV integrase inhibitor (long-acting HIV pre-exposure prophylaxis II

  parenteral formulation)
IIsnoitcefni VIHedisoelcun-non + rotibihni esargetni VIH+ rivargetobac

  rilpivirine†   reverse transcriptase inhibitor (NNRTI)
  (long-acting parenteral formulations)

gepotidacin IIsnoitcefni lairetcabrotibihni esaremosiopot 2 epyt
  (2140944)

II*azneuflni2 rotpecer )fitoM C-X-C( enikomehcnixirinad
  (CXCR2) antagonist

IIsnoitcefni VIHrotibihni noitarutam VIH5972353
Isnoitcefni VIHrotibihni noitarutam VIH2328382

32288361 IB sititapeheditoelcunogilo esnesitna VBH
33894041 IB sititapeheditoelcunogilo esnesitna ACIL VBH

IC sititapeh)B5SN( B5 nietorp larutcurtsnon5718782
  polymerase inhibitor

Respiratory
fluticasone furoate glucocorticoid agonist + long-acting beta2 chronic obstructive pulmonary disease (COPD) III
  + vilanterol†   agonist + muscarinic acetylcholine antagonist
  + umeclidinium
mepolizumab interleukin 5 (IL5) monoclonal antibody III*DPOC
961081† muscarinic acetylcholine antagonist, beta2 IIDPOC

  agonist (MABA)
961081† muscarinic acetylcholine antagonist, beta2 IIDPOC
  + fluticasone furoate   agonist (MABA) + glucocorticoid agonist

IIamhtsatsinoga )7RLT( 7 rotpecer ekil-llot5305422
2269557 phosphatidylinositol 3-kinase delta (PI3K IIDPOC dna amhtsa )

  inhibitor
2586881† IIyrujni gnul etucagnitrevnoc nisnetoigna namuh tnanibmocer

   enzyme 2 (rhACE2)
IIyrujni gnul etuca)1RFNT( 1-rotpecer rotcaf sisorcen ruomut7722682

  domain antibody
danirixin chemokine (C-X-C Motif) receptor 2 (CXCR2) II*DPOC

  antagonist
fluticasone furoate glucocorticoid agonist + long-acting beta2 asthma II
  + vilanterol†   agonist + muscarinic acetylcholine
  + umeclidinium   antagonist
losmapimod p38 kinase inhibitor II*DPOC

II*sisopylop lasanydobitna lanolconom )5LI( 5 nikuelretnibamuzilopem
mepolizumab interleukin 5 (IL5) monoclonal antibody hypereosinophilic syndrome* II
sirukumab† interleukin 6 (IL6) human monoclonal antibody II*amhtsa ereves
3008348 alpha V beta 6 integrin antagonist idiopathic pulmonary fibrosis I
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Compound Type ALB/ADNAAMesahPnoitacidnI

Oncology
33777942 NY-ESO-1 autologous engineered sarcoma, multiple myeloma, non-small cell lung II

  TCR-T cells (engineered TCR)   cancer, melanoma and ovarian cancer
tarextumab3 IIrecnac gnul llec llamsydobitna lanolconom 3/2 hcton
brontictuzumab3 notch 1 monoclonal antibody solid tumours and haematological malignancies I
3174998† OX40 agonist monoclonal antibody solid tumours and haematological malignancies I
2879552 lysine-specific demethylase 1 (LSD1) acute myeloid leukemia and small cell lung cancer I

  inhibitor
2857916† Iamoleym elpitlumydobitna negitna noitarutam llec ateb

  drug conjugate
Isruomut dilos3 esanik enisoryt rotpecer 2b-bre0339482

  (ErbB3) monoclonal antibody
2816126 enhancer of zeste homologue2 solid tumours and haematological malignancies I

  (EZH2) inhibitor
2636771 phosphatidylinositol 3-kinase castration resistant prostate cancer I

  (PI3K) beta inhibitor
2256098 Iamoilehtosem rotibihni esanik noisehda lacof
525762 BET family bromodomain inhibitor solid tumours and haematological malignancies I

Immuno-inflammation
sirukumab† III*sitirhtra diotamuehrlanolconom namuh )6LI( 6 nikuelretni

  antibody
sirukumab† III*sitiretra llec tnaiglanolconom namuh )6LI( 6 nikuelretni

  antibody
Benlysta III*susotamehtyre supul cimetsyslanolconom rotalumits etycohpmyl B

  antibody (s.c.)
Benlysta III*sitilucsavlanolconom rotalumits etycohpmyl B

  antibody (i.v.)
Benlysta II*noitcejer tnalpsnartlanolconom rotalumits etycohpmyl B

  antibody (i.v.)
Benlysta + Rituxan† IIemordnys s'nergojSlanolconom rotalumits etycohpmyl B

  antibody (s.c.) + cluster of differentiation
  20 (CD20) monoclonal antibody (i.v.)

3196165† IIsitirhtra diotamuehr-ynoloc egahporcam etycolunarg
  stimulating factor monoclonal antibody

Isisorelcs cimetsysydobitna lanolconom )MSO( M nitatsocno1180332
Iemordnys s'nergojS lanolconom rotpecer )7LI( 7 nikuelretni0698162

  antibody
Iairacitru cinorhcrotibihni )kyS( esanik enisoryt neelps4626462

  (topical)
2831781† Iesaesid enummiotua)3GAL( 3 eneg noitavitca etycohpmyl

  protein monoclonal antibody
2982772 receptor-interacting protein 1 (RIP1) psoriasis, rheumatoid arthritis and ulcerative colitis I

  kinase inhibitor
3050002† Isitirhtra citairosp02 dnagil )fitom C-C( enikomehc

  (CCL20) monoclonal antibody
3117391† Isitirhtra diotamuehrenotsih detegrat egahporcam

  deacetylase inhibitor
3179106 rearranged during transfection (RET) inflammatory disorders of the bowel I

  kinase inhibitor

Rare diseases
2696273† ex-vivo stem cell gene therapy adenosine deaminase severe combined immune Submitted S: May15

  deficiency (ADA-SCID)
29987281 transthyretin (TTR) production inhibitor transthyretin-mediated amyloidosis III
mepolizumab interleukin 5 (IL5) monoclonal antibody eosinophilic granulomatosis with polyangiitis* III
2398852† + 2315698† IIsisodiolyma)PAS( tnenopmoc P diolyma mures

  monoclonal antibody + SAP depleter
  (CPHPC)

2696274† IIyhportsydokuel citamorhcatem ypareht eneg llec mets oviv-xe
2696275† IIemordnys hcirdlA-ttocsiW ypareht eneg llec mets oviv-xe
26962774 Iaimessalaht-ateb ypareht eneg llec mets oviv-xe
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ALB/ADNAAMesahPnoitacidnIepyTdnuopmoC

Vaccines
Shingrix† IIIsixalyhporp retsoZ sepreHtnanibmocer
  (Zoster Vaccine)

A/N)SU( IIIsixalyhporp allebur ,spmum ,selsaemdetaunetta evilRMM
Ebola† recombinant viral vector Ebola haemorrhagic fever prophylaxis II

IIsixalyhporp succocotperts B puorGdetagujnocB puorG
)noitasinummi lanretam(  succocotpertS  

S. pneumoniae next recombinant – conjugated Streptococcus pneumoniae disease prophylaxis II
  generation†

COPD† IIsnoitabrecaxe DPOC fo ycneuqerf eht fo noitcudertnanibmocer
  associated with non-typeable Haemophilus
  influenzae and Moraxella catarrhalis

Hepatitis C† IIsixalyhporp suriv C sititapehrotcev lariv tnanibmocer
Malaria next generation† II)murapiclaf muidomsalP( sixalyhporp airalamtnanibmocer
Men ABCWY recombinant – conjugated meningococcal A,B,C,W and Y disease prophylaxis II

  in adolescents
Pseudomonas5 IIsixalyhporp noitcefni sanomoduesptnanibmocer
Shigella† IIsixalyhporp aehrraid allegihSenarbmem retuo dna detagujnoc
Tuberculosis† IIsixalyhporp sisolucrebuttnanibmocer

IIsixalyhporp suriv laitycnys yrotaripsertnanibmocerVSR
  (maternal immunisation)

RSV replication-defective recombinant respiratory syncytial virus prophylaxis I
  viral vector

HIV† Isixalyhporp noitcefni VIHsnietorp tnanibmocer

Other pharmaceuticals
Metabolic

III ruobal mret-erp suoenatnopstsinogatna nicotyxonabisoter
daprodustat (1278863) prolyl hydroxylase inhibitor anaemia associated with chronic renal disease II

IIsutirurp citatselohcrotibihni )TABI( tropsnart dica elib laeli2760332
IIgniytpme cirtsag deyaledtsinoga rotpecer nilitomlanicimac

Eperzan/Tanzeum IIsetebaid 1 epyt)1PLG( 1 editpep ekil-nogaculg
  (albiglutide)   receptor agonist

II*sisorelcs raluremolg latnemges lacofrotibihni esanik 83pdomipamsol
IIsetebaid 1 epyt tesno wen)3DC( 3 noitaitnereffid fo retsulcbamuzixileto
Ignilaeh dnuow)lacipot( rotibihni esalyxordyh lylorp)3688721( tatsudorpad

  monoclonal antibody
Ieruliaf traehnoitac laitnetop rotpecer tneisnart5478972

tsinogatna )4VPRT( 4V lennahc   
Ignitsaw elcsumrotaludom rotpecer negordna evitceles8701882

oxytocin (inhaled)† Iegahrromeh mutraptsopnicotyxo

Dermatology
 :SdettimbuSsitilahpmo fo noitneverp)lacipot( edinaugibylop cinoitacenidixehrolhc Oct15

2894512† IIsititamred cipota)lacipot( yrotammaflni-itna ladiorets-non
2894512† IIsisairosp)lacipot( yrotammaflni-itna ladiorets-non

IIsisairosp)lacipot( tsinoga esrevni ammag ROR8721892
umeclidinium muscarinic acetylcholine antagonist (topical) II*sisordihrepyh

I*sititamred cipota erevesydobitna lanolconom )5LI( 5 nikuelretnibamuzilopem

Neurosciences
933776 beta IIyhporta laniter cihpargoegydobitna lanolconom diolyma
Benlysta II*sivarg ainehtsaymlanolconom rotalumits etycohpmyl B

  antibody (i.v.)
II esaesid s'remiehzlAesapilohpsohp detaicossa-nietorpopilbidalpalir

  A2 (Lp-PLA2) inhibitor
n/a ocular target LICA antisense geographic atrophy age-related macular disease I

  oligonucleotide1
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