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What is the ILAP
scheme ?

B A C K G R O U N D1 .
What does this mean
for manufacturers
considering enrolling
in the ILAP ?

3 .  I M P A C T
What were the key
features of the
Sotorasib
assessment and
approval via ILAP ?
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Launched by the UK MHRA in January 2021
with the aim to accelerate the marketing of
innovative medicines
Works in conjunction with the 'innovation
passport' medicine designation of the MHRA
and integrates the role of several partner
health agencies in the UK, including the
National Institute for Health and Care
Excellence (NICE), the Scottish Medicines
Consortium (SMC), All Wales Therapeutics
and Toxicology Centre (AWTTC) and NHS
England and NHS Improvement (NHSE&I)
Allows early dialogue on evidence
requirements across regulatory and HTA,
enhanced coordination and close alignment
of evaluation and access pathways in the UK
and expediated regulatory routes 
New chemical entities, biological medicines,
new indications and repurposed medicines
all fall under the scope of ILAP
MHRA Innovation Passport fee: £3,624;
Initial Target Development Profile (TDP) fee:
£4,451; additional fees for NICE office of
market access and scientific advice services
may apply

1 .  T H E  U K  M H R A  I L A P  S C H E M E  

B A C K G R O U N D
What is the ILAP scheme ?
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4 KEY FEATURES OF ILAP

INNOVATION PASSPORT

TARGET DEVELOPMENT
PROFILE (TDP)

ILAP TOOLKIT

New medicine designation from
MHRA linking directly access
pathways

Identify and plan for key regulatory
and evidence generation steps

Identify and plan for key regulatory
and evidence generation steps

mHRA, NICE, SMC, AWTTC, NHSE&I  
all working in coordinatiion

INTEGRATED PATHWAY

A s  o f  D e c e m b e r  2 0 2 1 ,  t h e  M H R A  h a d  a w a r d e d  a
t o t a l  o f  4 1  i n n o v a t i o n  p a s s p o r t  d r u g  d e s i g n a t i o n s
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B A C K G R O U N D
Criteria for MHRA innovation passports 
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A  s i n g l e  p o s i t i v e  M H R A  I n n o v a t i o n  P a s s p o r t  c a n
c o v e r  m u l t i p l e  i n d i c a t i o n s  f o r  t h e  s a m e  m e d i c i n e

CRITERIA 1
Condition is life-threatening or
seriously debilitating
There is a significant patient or
public health need

Expected submissions
Summary of the life threatening or seriously debilitating
condition
Symptoms, life span and quality of life aspects 
Current treatment landscape
Clearly defined evidence of a specific need
Magnitude of the issue(s) along with the identified gaps in
the current treatment landscape

CRITERIA 2

innovative medicine such or new chemical or
biological entity or novel drug device
combination
Medicines being developed in a clinically
significant new indication for an approved
medicine
Medicines for rare disease and/or other special
populations such as neonates and children,
elderly and pregnant women
development aligning with the objectives for UK
public health priorities 

Medicine fulfills one or more of the following: 
Full regulatory description of product
Description of new indication
Description special target population
Description of how/where public health priorities are
being fulfilled

Depending on type of medicine, the following are needed:

Expected submissions

2. CRITERIA FOR AN INNOVATION PASSPORT DESIGNATION FROM MHRA 

CRITERIA 3

The medicinal product has the
potential to offer benefits to patient

Available clinical data in a relevant population
of patients can be provided
Views from patients or patient organizations if
possible

Expected submissions
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B A C K G R O U N D
Target Development Profile (TDP) Toolkit
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T h e  M H R A  i s  p l a n n i n g  t o  b r o a d e n  t h e  s c o p e  o f
I L A P  t o  i n c l u d e  g e n o m i c  d r u g s  a n d  m e d i c a l

d e v i c e s  

Adaptive Inspections: Flexible, live phase preclinical/clinical inspection, defined
pre/post authorization inspections.
Certifications: Once defined in the original TDP application, the certification
tool provides enhanced official regulatory review of packages of Common
Technical Document (CTD) and also allows early engagements to set up batch
testing facilities for biological medicines, vaccines and blood products.  
Continuous benefit risk assessments integrating real world evidence (RWE):
Proactive data collection for post authorization safety/efficacy study execution
and scientific advice on study protocols. The tool seeks to increase the utility of
RWE to support the benefit-risk profile.
Clinical Practice Research Datalink (CPRD) Assisted Patient Recruitment and
enhanced patient engagement: The UK CPRD's patient recruitment tool will
enable easy identification and recruitment of patients for clinical trials. The
patient engagement tool will offer patient engagement facilitation across a
range of diseases. 
Flexible and innovative licensing routes: Several potential routes are available
including accelerated assessments (within 150 days of application), rolling
reviews, conditional marketing authorizations and approvals with
conditions/under exceptional circumstances when comprehensive data cannot
be provided with normal conditions of use. This also includes activities of project
Orbis, a collaboration with HTA agencies from US, Australia, Singapore,
Switzerland and Brazil allows concurrent submissions and review of oncology
products. 
Novel clinical trial design and HTA access tools: MHRA will support innovative
trial designs and facilitate acceptability of methodology with stakeholders. The
HTA access tool will aid early planning of care pathways, service delivery
systems in the NHS and confirm suitability of support drug value propositions.

3 .  T H E  T A R G E T  D E V E L O P M E N T  P R O F I L E  ( T D P )  T O O L K I T  

https://www.gov.uk/guidance/the-target-development-profile-toolkit#clinical-practice-research-datalink-cprd-assisted-patient-recruitment
https://www.gov.uk/guidance/the-target-development-profile-toolkit#enhanced-patient-engagement
https://www.gov.uk/guidance/the-target-development-profile-toolkit#novel-methodology-and-innovative-clinical-trial-design


L umyk r as  ( s o to ras ib )  i s  t h e  f i r s t  h ea l t h  tec h no lo gy  to
come th r oug h  t he  I L AP  and  rec e i v e  a  po s i t i v e
recommen dat ion  f rom N I C E .
S o t o ras ib  i s  t he  f i r s t  ava i l ab l e  t rea t ment  f o r  pa t ien t s
w i t h  KRASG1 2C mu t a ted  no n- s ma l l  c e l l  l u ng  canc e r
( NSC LC ) .  I t  was  t he  f i r s t  i n ves t iga t ion a l  K R ASG1 2C
i nh ib i t o r  w i t h  a  nove l  mec h an i s m  o f  ac t io n  t h a t
s ucces s f u l l y  p rogre s s ed  to  c l i n i c a l  t r ia l  s t age .  P r io r  to
s o to ras ib ,  t he  KRAS  onco pro t e i n  w as  c o ns idered
i mpos s ib le  to  t a rge t  w i t h  d ru gs .
P r io r  to  au tho r i za t ion  o f  s o t o r as ib ,  t h e re  w er e  no
recommen ded  t rea t men t  o p t io ns  f o r  t rea t i ng  K R ASG 1 2 C
mut a ted ,  met as ta t ic  NSCL C .
I n  t he  UK ,  s o t o ras i b  ( L u m yk ras ,  Amgen)  i s  i n d ic a t e d  a s
mon ot her apy  f o r  t he  t rea t ment  o f  adu l t  pa t ien t s  w i t h
KRAS  G12C-mut a t ed  loca l l y  adva n c ed  o r  met a s t a t ic
non- s ma l l - ce l l  l ung  canc er  ( N S C L C ) ,  w h o  h ave
progres s ed  on ,  o r  a re  i n to l e r an t  t o ,  p l a t i nu m- bas ed
chemother apy  and/or  an t i ‑ PD‑ 1 / PD‑ L 1  immu no t h e r a py .
The  UK  N I CE  appra i sa l  c o mmi t t ee  rev iew ed  a l l
s ubmi t t ed  d ata  and  con c lu ded  t h a t  s o t o ras ib  ma y  f u l f i l
i t s  end  o f  l i f e  c r i te r ia ,  h o w ever  ad d i t ion a l  da t a
co l l ec t ion  w i l l  be  needed  to  c o n f i rm  t h i s .  
N ICE  t he re f o re  r ecommended  s o t o r as ib  f o r  u s e  w i t h i n
t he  Cancer  D r ugs  Fu nd  ( C DF)  as  par t  o f  a   mana g ed
acces s  agreement .

43

A S S S E M E N T
What were the key features of the Sotorasib assessment
and approval via ILAP ?
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4 .  L U M Y K R A S  ( S O T O R A S I B )  M H R A  A P P R O V A L  A N D  N I C E  A S S E S S M E N T S

S o t o r a s i b  s p e c i f i c a l l y  t a r g e t s  a
c a n c e r  m u t a n t  p r o t e i n  t h a t  w a s  l o n g

c o n s i d e r e d  t o  b e  ' u n d r u g g a b l e '   

UK MHRA
conditional
authorization
and innovation
passport
designation

 2019
US FDA 
Orphan drug
designation and
fast track
authorization

 2020

 2021

 2022

UK NICE 
Draft scope for
single technology
appraisal

UK NICE 
Managed
access
agreement via
CDF

Sorotasib 
Approval Timeline

https://www.nice.org.uk/guidance/ta781/resources
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I M P A C T
How popular has the ILAP scheme been since its
inauguration in 2021

6
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A s  o f  M a r c h  2 0 2 2 ,  1 0 7  I L A P  a p p l i c a t i o n s
w e r e  b e i n g  c o n s i d e r e d  b y  t h e  M H R A  

Neurology
Indications

n=13

Respiratory 
 Indications

n=7

Oncology  
 Indications

n=25

Early Stage
(no clinical
data)

Mid Stage
(early clinical
and safety
data)

 Late Stage
(confirmatory
clinical and
safety data)

0 25

n=16

n=26

n=14

5 .  I M P A C T  O F  T H E  I L A P  S C H E M E

PRODUCTS EVALUATED THROUGH ILAP SINCE 2021

T he  I L AP  s cheme ha s  p r o ven  t o  be  muc h  m o r e  po pu la r  t han  o r i g i na l l y
e xpect ed  a t  t he  t i me  o f  i t s  l au n c h  i n  20
Onco logy  p roduc t  app l i c a t io ns  h ave  been  t h e  mo s t  f r equen t  fo r  t he  I L A P
s cheme an d  a  ma j o r i t y  o f  app l ic a t i o ns  a re  f ro m  pr odu c t s  w i t h  ear l y
s t age  dat a  o f  e f f i ca cy  an d  s a f e t y .
T he  MHRA i nno va t ion  p as s po r t  a l o ng  w i t h  t h e  T DP  too l k i t  p r ov i de  un i que
o ppor t un i t ie s  f o r  e a r l y  s t age  engag e ment  w i t h  r egu l a to r y  a u tho r i t i e s
and  hea l thcare  s e rv i ce  p ro v id e r s ,  a  f ea t u re  t ha t  i s  cu r r e n t l y  no t
ava i lab le  f o r  r ou t i ne  MHR A a pp l ic a t io n s .      



I M P A C T
What does this mean for manufacturers considering
enrolling in the ILAP? ?
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C ons ider  car e f u l l y ,  a t  an  ear l y  s tage ,  i f  y o u r  p r oduc t  m ay  f u l f i l l  
 e l ig ib i l i t y  c r i te r i a  f o r  an  M HR A i nno vat io n  p as s po r t .  
Ea r l y  s tage  p lan n ing  an d  engag e ment  w i t h  M HR A  pa r tne r  o r g an i za t i ons
t h rough  t he  I L A P  sc heme c o u l d  f ac i l i t a t e  t im e- e f f i c i e n t  r egu la to r y
approva l s ,  s ucces s f u l  p r i c i ng  a nd  re imbu r s em e nt  d i s c u s s i on s  m ak i ng  wa y
f o r  s moot her  acce s s  pa t h ways  fo r  yo u r  p ro du c t .
R emember  t ha t  t he  I L AP  do es  no t  r e p l ac e  t h e  a l rea dy  es t a b l i s he d ,  e ar l y
acces s  t o  med i c i nes  s ch eme ( E AMS)  and  p ro mi s i n g  i nno vat i ve  m e d i c in e
( P IM)  des ig nat i on s .  Th e  EAMS  path w ay  may  s t i l l  b e  a  v i a b le  o p t i on  fo r
p roduc t s  a t  la t e  s t ages  o f  dev e l o p ment s  f o r  h i g h  u nm et  ne ed
ind ica t ions .   

5 .  C O N S I D E R A T I O N S  F O R  F U T U R E  I L A P  A P P L I C A T I O N S



New York
Berlin 
Lyon

info@ascenian-consulting.com

www.ascenian-consulting.com

+1 585 280 0720
+49 176 151 301 42

https://www.gov.uk/government/news/the-mhra-innovative-licensing-and-access-pathway-is-open-for-business
https://www.io.nihr.ac.uk/wp-content/uploads/2022/01/27433-AMG-510-for-Non-Small-Cell-Lung-Cancer-V1.0-FEB2020-NON-
CONF.pdf
https://www.nice.org.uk/news/article/over-500-people-a-year-can-access-a-new-life-extending-lung-cancer-treatment-after-
nice-recommends-its-use-within-the-cancer-drugs-fund
https://www.nice.org.uk/guidance/ta781/chapter/2-Information-about-sotorasib
https://pink.pharmaintelligence.informa.com/PS145972/New-UK-Pathway-Use-Has-Far-Exceeded-Expectations
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https://www.gov.uk/government/news/the-mhra-innovative-licensing-and-access-pathway-is-open-for-business
https://pink.pharmaintelligence.informa.com/PS145972/New-UK-Pathway-Use-Has-Far-Exceeded-Expectations?vid=Pharma

