


S c e n d e a  i s  a  l e a d i n g  p ro d u c t  d eve l o p m e n t 
a n d  re g u l a t o r y  c o n s u l t i n g  p ra c t i c e  s e r v i n g  t he 
p h a r m a c e u t i c a l  a n d  b i o t e c h n o l o g y  i n d u s t r y.  We  a re 
c o m m i t t e d  p ro b l e m  s o l ve rs ,  re d e f i n i n g  t he  m e a n i n g 
o f  c u s t o m e r  s e r v i c e ,  w i t h  a  f o c u s  o n  re d u c i n g  t i m e -
t o - m a r ke t  a n d  m i n i m i s i n g  d eve l o p m e n t  c o s t s .  

A  c o m b i n a t i o n  o f  s c i e n t i f i c  exc e l l e n c e ,  i n d u s t r y 
ex p e r i e n c e  a n d  a  c o l l a b o ra t i ve  a p p ro a c h  e n a b l e  u s 
t o  d e l i ve r  h i g h - q u a l i t y  i n n o va t i ve  s o l u t i o n s ,  w h i c h 
a l l o w  o u r  c l i e n t s  t o  s u c c e e d .  

O u r  i n t e r n a t i o n a l  t e a m  o f f e rs  s t ra t e g i c  a n d 
o p e ra t i o n a l  s u p p o r t  i n  t he  f i e l d s  o f  q u a l i t y / C M C , 
n o n - c l i n i c a l / t o x i c o l o g y,  c l i n i c a l / m e d i c a l  a n d 
re g u l a t o r y,  w h i c h  g u i d e  p ro d u c t s  e f f i c i e n t l y  f ro m 
e a r l y  d eve l o p m e n t  t o  m a r ke t i n g  a p p ro va l .
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A B O U T
S c e n d e a  i s  a  l e a d i n g  p ro d u c t  d eve l o p m e n t 
a n d  re g u l a t o r y  c o n s u l t i n g  g ro u p  s e r v i n g  t he 
p h a r m a c e u t i c a l  a n d  b i o t e c h n o l o g y  i n d u s t r y.

COLLABORATE.
INNOVATE.
SUCCEED.

S c e n d e a  w a s  f o u n d e d  a s  a  r e s u l t  o f  a  m a n a g e m e n t  b u y o u t  o f  t he 
p ro d u c t  d ev e l o p m e n t  a n d  r e g u l a t o r y  c o n s u l t i n g  f u n c t i o n  o f  a  c l i n i c a l 
r e s e a r c h  o rg a n i s a t i o n .  O u r  o r i g i n  d a t e s  b a c k  o v e r  2 0  y e a rs ,  w i t h 
i n v o l v e m e n t  i n  o v e r  1, 0 0 0  d ev e l o p m e n t  p ro g ra m m e s .

S c e n d e a ’s  ex p e r t  t e a m  d e l i v e rs  s t ra t e g i c  a n d  o p e ra t i o n a l  s u p p o r t  i n 
t he  f i e l d s  o f  q u a l i t y / C M C ,  n o n - c l i n i c a l / t o x i c o l o g y ,  c l i n i c a l / m e d i c a l 
a n d  r e g u l a t o r y  t o  s u c c e s s f u l l y  g u i d e  p ro d u c t s  f ro m  e a r l y  d ev e l o p m e n t 
t o  m a r ke t i n g  a p p ro v a l . 

A  c o m b i n a t i o n  o f  s c i e n t i f i c  ex c e l l e n c e ,  i n d u s t r y  ex p e r i e n c e ,  c o m m e r c i a l 
a w a r e n e s s  a n d  a  c o l l a b o ra t i v e  a p p ro a c h  a l l o w  o u r  ex p e r t  t e a m  t o 
s o l v e  c o m p l ex  i s s u e s  a s s o c i a t e d  w i t h  m e d i c i n a l  p ro d u c t  d ev e l o p m e n t . 
S c e n d e a  ha s  t e a m  m e m b e rs  b a s e d  i n  t he  U K ,  t he  N e t he r l a n d s ,  Au s t ra l i a 
a n d  t he  U S ,  w ho  d e l i v e r  i n n o v a t i v e  a n d  h i g h - q u a l i t y  s o l u t i o n s  a l i g n e d 
t o  j u r i s d i c t i o n - s p e c i f i c  r e g u l a t o r y  r e q u i r e m e n t s .

A t  S c e n d e a  w e  c o l l a b o ra t e ,  i n n o v a t e ,  a n d  t o g e t he r  w i t h  o u r  c l i e n t s ,  w e 
s u c c e e d . 

Pa g e   -   0 5

PRODUCT &  
THERAPEU TIC
EXPERTISE.

S c e n d e a ’s  o r i g i n  d a t e s  b a c k  o v e r  2 0  y e a rs ,  w h i c h  i n c l u d e s  i n v o l v e m e n t 
i n  o v e r  1, 0 0 0  d ev e l o p m e n t  p ro g ra m m e s  i n  o v e r  10 0  i n d i c a t i o n s ,  i n 
25  t he ra p e u t i c  a r e a s .  S c e n d e a ’s  a r e a s  o f  ex p e r t i s e  i n c l u d e  o n c o l o g y , 
i n f e c t i o u s  d i s e a s e ,  r e s p i ra t o r y  a n d  ra r e / o r p ha n  i n d i c a t i o n s . 

M o r e  t ha n  ha l f  o f  t he  d ev e l o p m e n t  p ro g ra m m e s  s u p p o r t e d  t o  d a t e 
i n c l u d e  b i o l o g i c s .  As  s u c h ,  o u r  ex p e r t  t e a m  ho l d  ex e m p l a r y  kn o w l e d g e 
i n  c e l l  a n d  t i s s u e  e n g i n e e r e d  p ro d u c t s ,  g e n e  t he ra p i e s ,  v a c c i n e s , 
i m m u n o t he ra p i e s ,  a n t i b o d y - b a s e d  p ro d u c t s  ( m A b ,  p o l y c l o n a l ,  b i /
t r i - s p e c i f i c  a n d  a n t i b o d y - d ru g  c o n j u g a t e ) ,  p e p t i d e s  a n d  o t he r 
r e c o m b i n a n t  p ro d u c t s .

S c e n d e a ’s  t e a m  i n c l u d e s  ex p e r t s  w ho  ha v e  a  p a r t i c u l a r  f o c u s  i n 
s m a l l  m o l e c u l e  c o m p o u n d s ,  w i t h  o v e r  3 0 %  o f  p ro j e c t s  i n c l u d i n g  n e w 
c he m i c a l  e n t i t i e s .  G e n e r i c  [ A N DA ]  a n d  hy b r i d  [ 5 0 5 ( b ) ( 2 ) ]  c o m p o u n d s 
m a ke  u p  a  f u r t he r  10 %  o f  o u r  p ro j e c t s .

I n  a d d i t i o n ,  o u r  t e a m  ha v e  a  h i g h  l ev e l  o f  ex p e r t i s e  i n  o t he r  p ro j e c t 
c l a s s e s  s u c h  a s  c o m b i n a t i o n  p ro d u c t s ,  s u rg i c a l  a n d  n u t ra c e u t i c a l /
f u n c t i o n a l  f o o d  p ro d u c t s .

S c e n d e a   -   A b o u t



T E A M
S c i e n t i f i c a l l y  Q u a l i f i e d . 
Te c h n i c a l l y  M i n d e d .
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Zeb Younes

Zeb Younes is Head of Product Development & Regulatory 
Consul t ing, Pr incipal Consul tant at Scendea with over 20 
years’ experience in biopharmaceutical development. 
Zeb has experience with t issue, cel l  and gene therapies, 
vaccines, recombinant proteins including enzymes, 
hormones, monoclonal ant ibodies and their derivat ives 
and has authored and supported preparation and review 
of  scient i f ic advice brief ing packages. 

Zeb has extensive experience interact ing with the 
FDA, EMA and other regulatory agencies such as EU 
nationals,  ANVISA and Health Canada for scient i f ic 
advice discussions. Zeb holds a 1st in Class BSc (Hons) in 
Medical Biochemistry.

H e a d  o f  P ro d u c t  D eve l o p m e n t  &  R e g u l a t o r y 
C o n s u l t i n g ,  P r i n c i p a l  C o n s u l t a n t .

S c e n d e a   -   Te a m

Dr Krassimira Ourumova Dr Paul Griffin

Dr Krassimira Ourumova is a Principal Medical Consul tant 
and Deputy Chief Medical Of f icer at Scendea. 
Krassimira provides both scient i f ic,  regulatory and cl inical 
development advice and product development strategies 
to our cl ients.

Krassimira has 10 years of experience in cl inical 
pract ice and over 25 years in pharmaceutical and 
biotech industry covering al l  aspects of pharmaceutical 
product development with a focus in cl inical science 
and operations. Krassimira has extensive experience 
interact ing with the FDA, EMA and a number of nat ional 
regulatory authori t ies. Krassimira has held a variety of 
leadership posi t ions including at MSD, GSK Bio and 
Daiichi Sankyo. Krassimira is a Medical Doctor cert i f ied 
in Anaesthesiology and Intensive Care.

Dr Paul Grif f in is a Principal Medical Consul tant at 
Scendea, of fering invaluable technical,  scient i f ic,  and 
cl inical development guidance to our cl ients.  With 
extensive experience as a Principal Invest igator and 
Medical Monitor,  Paul is a renowned expert in infect ious 
diseases. 

Paul’s impressive professional port fol io includes senior 
roles such as Professor at The Universi ty of Queensland, 
as well  as the Director of Infect ious Diseases at the Mater 
Hospital .  Paul holds notable quali f icat ions, including a 
BS (Hons) in Microbiology and Immunology, an MBBS, 
and fel lowships in Infect ious Diseases and cl inical 
microbiology.

P r i n c i p a l  M e d i c a l  C o n s u l t a n t  &  
D e p u t y  C h i e f  M e d i c a l  O f f i c e r.

P r i n c i p a l  M e d i c a l  C o n s u l t a n t .

Dr Robert Dow

Dr Robert Dow is the Chief Medical Of f icer at Scendea, 
responsible for providing technical/regulatory advice 
and product development strategies. Robert was formerly 
the CMO at PPD and has over 37 years’ experience in 
pharmaceutical and biotech industry. Robert has held a 
variety of executive posi t ions including at PPD, Syntex, 
Hof fman La Roche, and Cell  Genesys.

Robert has substant ial experience in managing the 
transi t ion of medicinal products from pre-cl inical to 
cl inical development and has experience in the f ields of 
toxicology, pharmacokinet ics, cl inical science, cl inical 
operations, regulatory af fairs and drug safety. Robert 
holds a BSc (Med.Sci) ,  a MB ChB, a MRCP (UK) and is a 
Fel low of the Royal College of Physicians of Edinburgh.

C h i e f  M e d i c a l  O f f i c e r.



Dr Igor Gonda

Dr Asha Kattige Stephen Kirk

Igor Gonda is a Principal Consul tant at Scendea 
responsible for providing technical/regulatory advice and 
product development strategies. Igor has over 40 years’ 
experience in al l  aspects of pharmaceutical product 
development including extensive experience interact ing 
with the FDA and EMA as well  as patient advocacy 
groups. Igor has held a variety of executive posi t ions 
including at Genentech, Acrux and Aradigm.
 
Igor has an in-depth understanding of inhalat ion product 
development. Igor has signif icant experience in the 
respiratory and infect ious disease f ields. Igor holds a 
BSc in Chemistry, a PhD in Physical Chemistry and has 
conducted inhalat ion product research and lectured at 
several universi t ies in the USA, Europe and Austral ia.

Dr Asha Kat t ige is a Principal Consul tant at Scendea, 
responsible for providing technical advice in the areas of 
CMC, product development and international regulatory 
af fairs,  to faci l i tate the entry of cl ients’ compounds into 
cl inical t r ials and assis t  in the act ivi t ies required for 
successful international market ing approvals.

Asha has over 20 years’ experience in the pharmaceutical 
industry, holding senior posi t ions at various companies 
including UCB, Teva, Quotient Sciences and Patheon. 
Asha has substant ial experience in the f ields of CMC, 
Product Development and Regulatory Af fairs.  Asha holds 
a PhD in Pharmaceutical Technology, has conducted 
research in parenteral and inhalat ion products and 
presented at various conferences.

Stephen Kirk is a Principal Consul tant at Scendea, 
responsible for providing noncl inical scient i f ic and 
regulatory advice to our cl ients.  Stephen was formerly 
head of noncl inical science at Al lergy Therapeutics and 
prior to this,  spent over two years as a senior toxicologist 
in the research and development group at KalVista 
Pharmaceuticals.  Before joining the pharmaceutical 
industry Stephen spent over 20 years in various contract 
research organisat ions (Including Covance, Charles 
River and Aptui t)  as a study director In toxicology and 
Immunotoxicology.

Stephen has a strong scient i f ic background with more 
than 25 years experience In drug development. Stephen 
holds a BSc (Hons) in Immunology and a post-graduate 
cert i f icate In Biopharmaceutical Development. 

P r i n c i p a l  C o n s u l t a n t .

P r i n c i p a l  C o n s u l t a n t . P r i n c i p a l  C o n s u l t a n t .

Erik Doevendans Penny Field

Dan Cafaro
Dr Angeles Escarti-Nebot

Erik Doevendans is Technical Head NL &  Principal 
Consul tant at Scendea. Erik has expert ise in the ful l  range 
of EU/US product development and regulatory projects 
undertaken at Scendea. Erik’s s trength is in CMC and 
regulatory strategy associated with biologics. Er ik also 
has expert ise in the f ield of Quali ty Assurance.

Erik has over 20 years’ industry experience in 
the pharmaceutical industry holding posi t ions at 
Pharming, Xendo and Dopharma. Erik was previously a 
Pharmaceutical Assessor at the Dutch MEB, and an expert 
to the EMA. Erik holds a degree in Pharmacy.

Penny Field is Technical Head (AUS) & Principal 
Consul tant at Scendea, responsible for providing 
regulatory, CMC and cl inical development strategies to 
cl ients.  Penny has over 30 years’ regulatory experience in 
the development and registrat ion of biopharmaceuticals 
including prophylact ic and immunotherapeutic vaccines, 
recombinant proteins ( including mAB and biosimilars) 
and cel l  and gene therapies and has provided regulatory 
strategy, cl inical guidance and scient i f ic advice for a 
range of complex biologicals. 

Penny has worked with CSL, Amgen and ERA Consul t ing 
and has also consul ted to more than 30 companies to 
faci l i tate the product development and registrat ion of 
prescript ion medicines. Penny holds a BSc (Hons) in 
Biotechnology and a MMSc in Drug Development.

Dan Cafaro is a Principal Consul tant at Scendea 
responsible for defining and executing strategy for 
global regulatory af fairs for medicinal products.  Dan has 
extensive experience interact ing with the FDA and the 
EMA and has over 30 years’ experience in managing 
worldwide regulatory and development programs in the 
pharmaceutical and biotechnology industr ies. 

Dan has held several senior leadership roles at Quark 
Pharmaceuticals,  XOMA and Allergan and belongs to 
several professional societ ies including the Regulatory 
Af fairs Professional Society (RAPS), The Organisat ion 
for Professionals in Regulatory Af fairs (TOPRA), the 
Drug Information Associat ion (DIA). Dan holds a BSc in 
Chemistry.

Dr Angeles Escart i-Nebot is Head of Non-Clinical & 
Principal Consul tant  at Scendea with experience in the 
ini t iat ion, management and execution of regulatory 
projects from early development to market ing 
authorisat ion. Angeles has previously held posi t ions in 
Paraxel and PhamaLex and her areas of expert ise include 
regulatory strategy, non-cl inical and quali ty development 
programs for the EU and US markets. 

Angeles has a strong scient i f ic background with more 
than seven years’ experience on biotechnology research 
and more than 10 years’ experience in a regulatory 
environment. Angeles holds a PhD in molecular biology 
(gene and cel l-based therapies),  BA in Pharmacy, MS in 
Clinical Genetics and MS in Neuropharmacology.

Te c h n i c a l  H e a d  N L  &  P r i n c i p a l  C o n s u l t a n t . Te c h n i c a l  H e a d  ( A U S )  &  P r i n c i p a l  C o n s u l t a n t .

P r i n c i p a l  C o n s u l t a n t .

H e a d  o f  N o n - C l i n i c a l  &  P r i n c i p a l  C o n s u l t a n t .

Dr James Parsley

Dr James Parsley is Head of CMC & Principal Consul tant 
at Scendea. James is responsible for providing global 
CMC biological technical and regulatory advice to 
cl ients from early -stage development through to market ing 
authorisat ion and post market ing.

A former director at GSK, James has 20 years’ 
experience in the pharmaceutical industry with a broad 
regulatory background in terms of regulatory discipl ines 
and therapeutic areas. His main expert ise is in CMC 
biopharmaceuticals.  James holds a DPhil  in Biochemistry 
from the Universi ty of Sussex and is a member of TOPRA 
for which he has previously lectured on both noncl inical 
and CMC biopharmaceutical regulatory af fairs.

H e a d  o f  C M C  &  P r i n c i p a l  C o n s u l t a n t .

S c e n d e a   -   Te a m

Dr Maria Beatrice Panico

Dr Maria Beatr ice Panico is Head of Clinical & Principal 
Consul tant at Scendea, responsible for providing scient i f ic 
and regulatory advice to our cl ients.  Beatr ice was 
formerly a Leading Senior Medical Assessor at the MHRA 
and represented the UK in the European working groups 
on new tr ial designs, safety and In Vi tro Diagnost ics. She 
is one of the authors of the CTFG Recommendation Paper 
on the Ini t iat ion and Conduct of Complex Clinical Tr ials.

Pr ior to joining the MHRA, Beatr ice worked as a 
cl inical neurologist ,  cl inical invest igator, researcher 
in neuroscience and pharmacovigi lance expert in the 
pharmaceutical industry. Beatr ice was a member of 
the WHO working group on regulatory aspects of 
art i f icial intel l igence and won the 2023 TOPRA Li fet ime 
Achievement award for regulatory excellence. Beatr ice 
is a medical doctor, ful ly quali f ied neurologist  and has a 
PhD in neuroscience.

H e a d  o f  C l i n i c a l  &  P r i n c i p a l  C o n s u l t a n t .

Cynthia Lee

Cynthia Lee is a principal consul tant at Scendea. She 
special ises in audit ing, providing training/coaching 
for API,  f inished product pharmaceutical and contract 
laboratories in cGMP manufacturing, laboratory, and 
Quali ty Assurance operations.

Cynthia has 30 years of experience in the pharmaceutical 
industry, 20 years of service with the FDA as a 
pharmaceutical chemist and invest igative analyst 
and the past 10 years as an independent consul tant 
act ive in assis t ing f i rms with correct ive act ions from 
FDA inspections, performing mock inspections and 
gap assessments, coaching prior to and during FDA 
inspections, and providing due di l igence assessments. 

P r i n c i p a l  C o n s u l t a n t .

Shweta Menon

Shweta Menon is the Deputy Head of Product 
Development & Regulatory Consul t ing, Pr incipal 
Consul tant at Scendea, responsible for providing 
company-wide operational leadership to project 
management teams alongside strategic, technical and 
regulatory advice and services to cl ients.  Shweta has 
over 16 years’ experience working in regulatory af fairs 
including roles in GSK, Hospira and Teva. 

Shweta has considerable experience in both pre- and 
post-authorisat ion submission act ivi t ies in the EU and 
Global markets over a range of therapeutic areas for 
small  molecules and biologics in addit ion to successful ly 
project managing large scale partnerships and short- term 
engagements. Shweta holds a M.Pharm in Pharmaceutics.

D e p u t y  H e a d  o f  P ro d u c t  D eve l o p m e n t  & 
R e g u l a t o r y  C o n s u l t i n g ,  P r i n c i p a l  C o n s u l t a n t .

Dr Austin Smith

Dr Aust in Smith is a Principal Medical Consul tant at 
Scendea, responsible for providing technical,  scient i f ic 
and cl inical development advice to our cl ients.  Aust in 
has 15 years of experience in cl inical pract ice in both 
radiat ion and medical oncology and over 20 years in 
pharmaceutical industry covering al l  aspects of cl inical 
development. 

Aust in has extensive knowledge in a wide range of 
therapeutic areas. However, Aust in has a part icular peak 
of knowledge in the oncology and immunology space 
having pract iced as a medical oncologist .  Aust in has held 
a variety of industry posi t ions including at PPD, Theradex, 
Nanomab Technologies and LINK Medical.  Aust in has a 
Doctor of Medicine from the Royal College of Surgeons 
(Ireland) and is General Medical Council  (UK) cert i f ied.

P r i n c i p a l  M e d i c a l  C o n s u l t a n t .



Aarti Pattni

Aart i  Pat tni  is a Principal Consul tant at Scendea, 
responsible for the authoring and compilat ion of 
regulatory submissions to European and US agencies, in 
addit ion to providing strategic, technical and regulatory 
advice and services to cl ients within her role as project 
manager.

Aart i  has experience working in various therapeutic 
areas including oncology and general medicines. Pr ior 
to joining Scendea, Aart i  has been working with MSD 
in the Netherlands as an EU Liaison, Regulatory Af fairs 
Europe, before this she worked for GSK, as a non-
cl inical Regulatory Associate and Regulatory Operations 
Associate in Ware and Stockley Park si tes, respectively. 
Aart i  holds a BSc in Biochemistry from King’s College 
London.

P r i n c i p a l  C o n s u l t a n t .

Ian Waterson

Leanne West

Dr Bertjan Ziere

Dr Babaji Yadav

Dr Natalie Thomas

Dr Justine Ramsden

Richard Scotland

Ian Waterson is a Principal Consul tant at Scendea, 
responsible for providing noncl inical scient i f ic and 
regulatory advice to our cl ients.  Ian was formerly a 
Senior Non Clinical Assessor at the MHRA and has 
previously held posi t ions in Sanofi  and Covance working 
both as a Study Director and Toxicology Project Team 
Representat ive.

Ian has a strong scient i f ic background with more than 
29 years’ experience in drug development and 8 years’ 
experience as a MHRA regulator. Ian holds an MSc in 
Applied Toxicology and a BSc (Hons) in L i fe Sciences.

Leanne West is a Principal Consul tant at Scendea 
responsible for providing regulatory and cl inical 
development strategies to cl ients.  Leanne has over 28 
years’ experience in the biotechnology, pharmaceutical 
and CRO industr ies. Leanne has a broad level of 
experience across al l  phases of drug development and 
project management. Therapeutic areas include Infect ious 
disease, oncology, women’s health, cardiovascular 
disease and vaccines. Leanne has expert ise in f i rs t- In-
human tr ials and the regulatory hurdles required to move 
new agents into the cl inic. 
 
Leanne has held senior posi t ions at Prescient Therapeutics, 
Novotech, Clinical Network Services and Novogen 
Limited and has also consul ted mult iple biotechnology 
companies to faci l i tate their cl inical development. Leanne 
holds a BBiotechnology (Hons).

Dr Bert jan Ziere is a Principal Consul tant at Scendea, 
responsible for providing regulatory and non-cl inical 
development strategies to cl ients.  Bert jan was most 
recently VP and Head of Precl inical Development & CMC 
at Leyden Laboratories BV and has over 15 years working 
as an independent consul tant,  focussing on non-cl inical 
development, regulatory af fairs,  CMC and Quali ty 
Assurance. 

Bert jan has a strong scient i f ic background with more than 
25 years of experience in pharmaceutical development 
and has provided strategic, scient i f ic and regulatory 
guidance for a range of (bio) pharmaceuticals including 
vaccines, recombinant proteins, and gene therapies.  
He holds a PhD in BioPharmaceutical Sciences from the 
Universt i ty of Leiden, Netherlands.

Dr Babaji  Yadav is a Principal consul tant at Scendea, 
responsible for providing strategic Nonclinical/
toxicology and cl inical development advice to cl ients 
in support of global development programmes. He has 
over eight years of academic experience in pre-cl inical 
oncology drug development, and ten years of industry 
experience in early phase cl inical development and 
noncl inical consul t ing. 

Babaji  has prior experience in the Pharmaceutical, 
Biotech, and Clinical Contract Research Organization 
(CRO) industr ies, having worked at companies such 
as Sanofi-Aventis ,  Kazia Therapeutics, IQVIA , Clinical 
Network Services, and Novotech. Babaji  is a registered 
EU/UK toxicologist  and serves as an independent 
reviewer toxicologist  on the Bellberry Human Research 
Ethics Commit tee (HREC) in Austral ia. Babaji  holds a PhD 
in Pharmacology and Toxicology.

Dr Natal ie Thomas is a Principal Consul tant at Scendea. 
Natal ie provides strategic regulatory, non-cl inical and 
cl inical development advice to cl ients in support of 
global development programmes. She current ly s i ts on 
the Editorial Board of the regulatory professional journal, 
Regulatory Rapporteur. 

Natal ie began her career as a Research Scient is t  in 
the Austral ian Pharmaceutical industry. She moved into 
Medicinal Product Development and Regulatory Af fairs 
consul t ing over ten years ago, working in roles at ERA 
Consul t ing and Voisin Consul t ing, prior to joining Clinical 
Network Services in 2014. Natal ie holds a PhD in 
Biochemistry and Molecular Biology.

Dr Just ine Ramsden is a Principal Consul tant at Scendea 
responsible for providing high-quali ty regulatory 
CMC technical advice and product development 
strategies. Just ine has over 25 years of experience in 
the pharmaceutical industry, including over 22 years 
in Regulatory Af fairs and has held senior posi t ions 
in pharmaceutical companies including All iance 
Pharmaceuticals and Piramal Cri t ical Care.

Just ine has extensive experience interact ing with various 
EU regulatory bodies and has considerable experience in 
both pre- and post-authorisat ion submission act ivi t ies in 
the EU and Global markets over a range of dosage forms 
and therapeutic areas. Besides her core CMC expert ise, 
she has extensive experience in CMC wri t ing, and 
strategic guidance and holds a PhD in pharmaceutical 
drug development. 

Richard Scotland is a Principal Consul tant at Scendea, 
responsible for providing scient i f ic,  regulatory and cl inical 
development strategies to our cl ients.  Richard has over 30 
years’ experience in drug development, regulatory af fairs, 
compliance, and cl inical/medical management, within the 
f ields of hematology, oncology, rare diseases, pediatr ics 
and genetic disorders, CNS, and biologics. 

Richard has extensive global strategic leadership 
experience within the pharmaceutical and biotech industry 
and holds a BA in Biology.

P r i n c i p a l  C o n s u l t a n t .

P r i n c i p a l  C o n s u l t a n t .
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P r i n c i p a l  C o n s u l t a n t .

P r i n c i p a l  C o n s u l t a n t .

Iheoma Anosike

Polly Kennard

Iheoma Anosike is a Senior Consul tant at Scendea, 
responsible for overseeing the complet ion of del iverables 
for a number of Scendea’s cl ients.  Alongside her role as 
project manager, Iheoma works on the ful l  scope of EU 
and US regulatory act ivi t ies, managing various agency 
interact ions and authoring technical/scient i f ic documents 
for submission to regulatory authori t ies.

Whils t  s tudying for her Master’s degree in Advanced 
Chemical Engineering from Imperial College London, 
Iheoma gained experience in pharmaceutical process 
engineering and development for the production of 
medicines. Iheoma holds a BSc (Hons) in Biochemistry 
from the Universi ty of Birmingham. Iheoma is also a 
Regulatory Af fairs Cert i f icat ion (RAC) holder.

Pol ly Kennard is a Senior Consul tant at Scendea. Pol ly is 
responsible for authoring and management of regulatory 
submissions to US and European agencies, as well  as 
providing support to cl ients within her role as project 
manager. 

Pol ly has many years of experience in pre-cl inical drug 
development, in the CRO pharmaceutical and biotech 
industry. Pol ly has experience in the f ield of toxicology 
and safety pharmacology, and has worked in a number 
of therapeutic areas including neurological,  respiratory 
and infect ious diseases. Pol ly holds a BSc (Hons) in 
Pharmacology from the Universi ty of Hert fordshire and 
is a Member of the Royal Society of Biology, Bri t ish 
Toxicology Society and American College of Toxicology. 

S e n i o r  C o n s u l t a n t .

S e n i o r  C o n s u l t a n t .

S c e n d e a   -   Te a m

Kelly Burns

Kelly Burns is Team Lead (AUS) & Senior Consul tant at 
Scendea with over 8 years’ experience working on early -
phase cl inical s tudies. Kel ly has worked on regulatory 
documents across a broad range of therapeutic areas 
including infect ious disease, respiratory disease, 
haematology, oncology, neurology, and immunological 
disorders. 

Kel ly started her career as a research scient is t  in 
reproductive biology and worked in skin pathology and 
histology before moving into cl inical research. Kel ly holds 
a BSc (Med.Sci) f rom the Universi ty of Newcast le Upon 
Tyne with f i rs t  class honours in Physiology.

Te a m  L e a d  ( A U S )  &  S e n i o r  C o n s u l t a n t .

Dr Patrizia Nestby

Dr Patr izia Nestby is a Principal Consul tant at Scendea 
with over 20 years’ experience in defining and executing 
strategy for global regulatory af fairs for medicinal 
products.  Patr izia has worked within industry and 
consul tancy environments.

Patr izia is a biomedical scient is t  with a PhD in 
Neuropharmacology from the Free Universi ty of 
Amsterdam, The Netherlands. She has an MSc in 
Regulatory Af fairs (completed with dist inct ion) from the 
Universi ty of Cardif f .  Patr izia is an Honorary Fel low of 
The Organisat ion of Professionals in Regulatory Af fairs 
(TOPRA). 

P r i n c i p a l  C o n s u l t a n t .



Ellie McNamee

Mauricio Cano Mena

Dr Despoina Masmanidou

Dilsher Gill

Basia Grodyńska

Ell ie McNamee is a Consul tant at Scendea. El l ie 
is responsible for the authoring and compilat ion of 
regulatory submissions to European and US agencies and 
is also involved in creating weekly regulatory intel l igence 
brief ing reports which summarise the latest guidel ines and 
news from various parts of the world.

Prior to joining Scendea, El l ie gained experience working 
in an academic research faci l i t y and contr ibuted to a 
pre-cl inical s tudy within the area of infect ious disease. 
El l ie holds an Integrated Master’s degree in Biomedical 
Science from the Universi ty of Southampton.

Mauricio Cano is an Associate Consul tant at Scendea. 
Mauricio is responsible for the authoring and compilat ion 
of regulatory submissions to the relevant regulatory 
agencies, in addit ion to providing consul t ing and 
procedural support to cl ients within his role as project 
manager.

Pr ior to joining Scendea, Mauricio worked at the 
Mexican branch of the pharmaceutical company Abbot t 
Laboratories in the Quali ty Assurance department.  He was 
responsible for diverse tasks to ensure compliance with 
the corresponding sanitary and regulatory authori t ies. 
Mauricio holds a BSc In Chemistry, Pharmacy & 
Biotechnology from Universidad del Valle de México and 
an Msc in Molecular Biology Research Extensive from the 
Universi ty of Queensland.

Dr Despoina Masmanidou is an Associate Consul tant 
at Scendea. Despoina is responsible for the authoring 
and compilat ion of regulatory submissions to European 
and US agencies. Addit ionally, she takes on project 
management responsibi l i t ies, of fer ing consul t ing and 
procedural support to cl ients.
 
Pr ior to joining Scendea, Despoina forged a strong 
foundation in academic research environments. She 
contr ibuted to research studies within the areas of 
cardiology, neurology and immunology, gained 
experience in medical wri t ing, and created several 
electronic databases for the collect ion of cl inical data. 
Despoina holds an MD and an MSc in the f ield of 
Clinical Research.  

Di lsher Gil l  is an Associate Consul tant at Scendea, 
bringing a unique combination of scient i f ic expert ise 
and regulatory proficiency to his role. Di lsher’s career 
path transi t ioned from teaching and academic research 
in molecular biology at the Queensland Universi ty of 
Technology, providing him with strong analy t ical ski l ls . 

He holds a BBiomedSC (Molecular Biology & 
Biochemistry) and a MPhil  in Cancer Biology from 
the same inst i tut ion. Di lsher’s academic background, 
coupled with hands-on experience, equips him to excel 
in regulatory submissions and project management, 
contr ibut ing signif icant ly to cl ient success.

Basia Grodyńska is an Associate Consul tant at Scendea. 
Basia is responsible for the authoring and compilat ion of 
regulatory submissions to European and US agencies, in 
addit ion to providing consul t ing and procedural support 
to cl ients within her role as project manager. 

 Basia has experience in science research, 
communications, and wri t ing, with emphasis on 
microbiology, virology, phylogenetics and phylodynamics. 
She has worked to encourage greater career interest in 
STEM subjects,  especial ly among women. Basia holds 
a BSc (Hons I) in Human Biology from Queen Margaret 
Universi ty and an MSc in Evolut ionary Genetics from the 
Universi ty of Edinburgh.

C o n s u l t a n t .
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Dr Leticia Monjas Gómez

Aylin Pelut

Dr Let icia Monjas Gómez is a Consul tant at Scendea. 
Let icia is responsible for the authoring and compilat ion of 
regulatory submissions to European and US agencies, in 
addit ion to providing consul t ing and procedural support 
to cl ients within her role as project manager.

Let icia has experience in drug discovery from several 
academic research laboratories. She worked in various 
therapeutic areas including metabolic and infect ious 
diseases. Let icia holds a MSc in Organic Chemistry from 
the Complutense Universi ty of Madrid (Spain), and a PhD 
in Medicinal Chemistry from the Universi ty of Groningen 
(The Netherlands).

Ayl in Pelut is a Consul tant at Scendea, responsible 
for providing regulatory technical advice and product 
development strategies for Scendea’s cl ients.  Ayl in works 
on the ful l  scope of EU and US regulatory act ivi t ies, 
managing various agency interact ions and authoring 
technical/scient i f ic documents for submission to 
regulatory authori t ies.
 
Pr ior to joining Scendea, Ayl in gained experience 
within the pharmaceutical industry as a regulatory 
af fairs special is t  and has a deep understanding of the 
development process, f rom precl inical research to drug 
regulat ion and safety. Ayl in holds a BSc in Biochemistry 
from the Universi ty of East Anglia and an MRes in Clinical 
Drug Development from the Universi ty College London.

C o n s u l t a n t .

C o n s u l t a n t .

Dr Sinéad Blaber

Dr Sinéad Blaber is a Consul tant at Scendea, responsible 
for medical wri t ing and regulatory consul tancy act ivi t ies. 
She has over thir teen years’ industry experience 
special is ing in translat ional medicine. She is experienced 
in the design of cl inical and non-cl inical s tudies and in 
cl inical and regulatory document preparation. She is 
passionate about driving the development of therapies 
with promise to cure or s ignif icant ly improve patients’ 
quali ty of l i fe. 

She previously held the posi t ion of Director of Clinical 
Development and Medical Af fairs at Regeneus. Sinéad 
has a Bachelor of Biotechnology from the Universi ty of 
Technology, Sydney and a PhD in biotechnology from 
Macquarie Universi ty.

C o n s u l t a n t .

Dr Bethany Aykroyd

Dr Bethany Aykroyd is a Consul tant at Scendea providing 
product development and regulatory af fairs consul t ing 
advice to support the development programmes of 
Scendea’s cl ients.    Bethany is responsible for authoring 
and preparing a range of documents for US and 
European agencies, interact ing with regulatory authori t ies 
on behalf of cl ients and support ing them in her role as 
project manager.

Bethany holds a BSc (Hons) in Biomedical Science from 
the Universi ty of Essex, as well  as an MPhil  in Clinical 
Science special is ing in rare diseases and a PhD in 
Physiology, Development and Neuroscience from the 
Universi ty of Cambridge. Bethany is also a Regulatory 
Af fairs Cert i f icat ion (RAC) holder.

C o n s u l t a n t .

Ellen Wilkinson

Ellen Wilkinson is a Senior Consul tant at Scendea 
providing technical advice and product development 
strategies to faci l i tate the entry of products into cl inical 
t r ials and assis t  with successful international market ing 
approvals.
 
El len previously worked at the MHRA as an Assessor for 
Lower Risk Clinical Tr ials and also as a Clinical Safety 
Scient is t ,  working on pharmacovigi lance act ivi t ies for 
U.K. cl inical t r ials.  Pr ior to joining the MHRA, El len has 
experience working within in-vi t ro academic research for 
the Universi ty of Arizona, USA, and holds a BSc (Hons) in 
Biomedical Sciences from the Universi ty of Bath.

S e n i o r  C o n s u l t a n t .

Badrudiin Olow

Badrudiin Olow is a Consul tant at Scendea. Badrudiin 
is responsible for the authoring and compilat ion of 
regulatory submissions to European and US agencies and 
is also involved in creating weekly regulatory intel l igence 
brief ing reports which summarise the latest guidel ines and 
news from various parts of the world.

Prior to joining Scendea, Badrudiin gained experience 
working for the local counci l  as a COVID-19 test 
operative. Badrudiin holds a BSc (Hons) in Biochemistry 
and a MSc in Molecular Biology and Biotechnology from 
the Universi ty of Shef f ield.

C o n s u l t a n t .

Harriet Thomasson-Coombs

Harriet Thomasson-Coombs is a Senior Consul tant at 
Scendea. In her role as Senior Consul tant,  Harriet acts 
as project manager for our global cl ients,  special is ing in 
the preparation of CMC documents and interact ing with 
key regulatory authori t ies on their behalf .  Harriet has a 
wealth of experience in European and US procedures and 
enjoys support ing our cl ients in navigating these complex 
regulatory landscapes.
Prior to joining Scendea, Harriet gained experience as 
a Medicinal Chemist special is ing in small  molecule drug 
discovery. Harriet holds an Integrated Master’s Degree 
in Chemistry and a Regulatory Af fairs Cert i f icat ion 
(RAC). Harriet won the 2023 TOPRA Horizon award for 
regulatory excellence.

S e n i o r  C o n s u l t a n t .



S c e n d e a   -   Te a m

Mohammad Nohman

Mohammad Nohman is an Associate Consul tant at 
Scendea. Mohammad is responsible for authoring and 
compil ing regulatory submissions to European and 
US agencies and being involved in creating weekly 
regulatory intel l igence brief ing reports which summarise 
the latest guidel ines and news from various parts of the 
world.  

Pr ior to joining Scendea Mohammad gained experience 
as a COVID-19 PCR Scient is t  at Cignpost Diagnost ics and 
before then working at a CRO called Covance Labcorp 
as a Bioanalyt ical Study Analyst .   Mohammad holds a 
BSc (Hons) in Biochemistry and a MSc in Immunology & 
Immunotherapy.

A s s o c i a t e  C o n s u l t a n t .



S E RV IC E S
S c e n d e a ’s  ex p e r t  t e a m  d e l i ve rs  s t ra t e g i c  a n d 
o p e ra t i o n a l  s u p p o r t  i n  t he  f i e l d s  o f  q u a l i t y  /  C M C , 
n o n - c l i n i c a l  /  t o x i c o l o g y,  c l i n i c a l  /  m e d i c a l  a n d 
re g u l a t o r y  a f f a i rs .
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Ad Hoc.

Ad  H o c  c o n s u l t i n g  i s  a  p a y - a s - y o u - g o  s o l u t i o n  i d e a l 
f o r  s m a l l e r  a c t i v i t i e s  r e q u i r e d  o n  a  ra p i d  t i m e s c a l e .

Project Based.

O u r  Pro j e c t  B a s e d  s o l u t i o n  i s  i d e a l  f o r  l a rg e r 
a c t i v i t i e s  w i t h  a  c l e a r  s c o p e .  We  w o r k  c l o s e l y  w i t h 
c l i e n t s  t o  b u i l d  a  b e s p o ke  s o l u t i o n  a n d  d e f i n e  a 
b u d g e t  a c c o r d i n g l y .

Partial FTE.

Pa r t i a l  F T E  i s  a  s o l u t i o n  t ha t  o f f e r s  a  h i g he r  d e g r e e  o f 
i n t e g ra t i o n  w i t h  c l i e n t ’s  a c t i v i t i e s ,  t h ro u g h  t he  a l l o c a t i o n 
o f  a  d e d i c a t e d  ex p e r t ,  f o r  a  f l ex i b l e  p e r i o d .

HOW WE WORK
WITH OUR CLIEN TS.

S c e n d e a   -   S e r v i c e s



DIS COVER.

The  S c e n d e a  t e a m  i s  c o m p r i s e d  o f  h i g h l y  s k i l l e d 
ex - r e g u l a t o rs ,  C M C ,  t o x i c o l o g y ,  m e d i c a l  w r i t i n g , 
r e g u l a t o r y  a f f a i r s  s p e c i a l i s t s  a n d  c o n s u l t a n t 
c l i n i c i a n s  b a s e d  i n  t he  U K ,  U S  a n d  Eu ro p e . 

O u r  ha n d - p i c ke d  t e a m  w o r k  c l o s e l y  w i t h  c l i e n t s  t o 
d e s i g n  a n d  i m p l e m e n t  m a n u f a c t u r i n g ,  n o n - c l i n i c a l 
a n d  c l i n i c a l  p l a n s ,  r e m a i n i n g  m i n d f u l  o f  c o m m e r c i a l 
t i m e l i n e s  a n d  b u d g e t s  w h i l s t  a d he r i n g  t o  g l o b a l 
r e g u l a t o r y  s t a n d a r d s .

D i s c o v e r  ex a m p l e s  o f  o u r  s e r v i c e s .

S c e n d e a   -   S e r v i c e s

PA RT I A L  F T E S OLU T ION .

BE N E F I T S OF O U R PA RT I A L 
F T E S OLU T ION.

W H E N I S  A PA RT I A L F T E 
S OLU T ION R EQ U I R E D ?

S c e n d e a ’s  Pa r t i a l  F T E  a l l o w s  c l i e n t s  t o  r e t a i n  a  m e m b e r  o r  m e m b e rs 
o f  o u r  m a r ke t - l e a d i n g  Pro d u c t  D ev e l o p m e n t  &  Re g u l a t o r y  Co n s u l t i n g 
t e a m  f o r  a  f l ex i b l e  p e r i o d .  Th ro u g h  c o n s u l t a t i o n ,  w e  w o r k  w i t h  c l i e n t s 
t o  i d e n t i f y  t he  r e s o u r c e  /  ex p e r t i s e  n e e d s  o f  t he i r  o rg a n i s a t i o n  a n d 
p ro v i d e  a  b e s p o ke  s o l u t i o n  t o  b r i d g e  t he  r e s o u r c e / ex p e r t i s e  g a p .

O u r  Pa r t i a l  F T E  s o l u t i o n  i s  i d e a l  f o r  c l i e n t s  w ho  w o u l d  l i ke  a  d e d i c a t e d 
ex p e r t  o r  t e a m  o f  ex p e r t s  b u t  a r e  u n a b l e  t o  i d e n t i f y  a n d  p r e d i c t  t he 
s c o p e  o f  w o r k  u p f ro n t .  At  Scendea,  we a l low the  f lex ib i l i t y  to  ad jus t  t he 
u t i l i sa t ion  a t  any  g iven  t ime ,  w i thou t  pena l t y,  making th i s  the  idea l  so lu t ion 
fo r  c l ien t s  w i th  an  immedia te  need fo r  ex t ra  resource and/or  exper t i se .

• 	 Pro v i d e s  a c c e s s  t o  t he  r i g h t  ex p e r t i s e  r e q u i r e d  t o  a c h i ev e  y o u r 
c o m p a n y ’s  o b j e c t i v e s .

• 	 A l l o w s  c l i e n t s  t he  a b i l i t y  t o  ra p i d l y  i m p l e m e n t  a n d  t e r m i n a t e  a 
s o l u t i o n ,  i n  l i n e  w i t h  b u s i n e s s  n e e d s .

• 	 Co n s i d e ra b l y  m o r e  c o s t  e f f e c t i v e  t ha n  o t he r  s o l u t i o n s .

• 	 A l l o w s  a  h i g he r  d e g r e e  o f  i n t e g ra t i o n  a n d  a l i g n m e n t  w i t h  y o u r 
i n t e r n a l  t e a m .

• 	 A  f l ex i b l e  s o l u t i o n  a l l o w i n g  y o u  t o  a d j u s t  r e s o u r c e  a l l o c a t i o n  a n d 
p ro j e c t  l e n g t h  a t  a n y  g i v e n  t i m e .

• 	 Yo u  m a y  n e e d  a d d i t i o n a l  r e s o u r c e  w he n  f a c e d  w i t h  a  l e a v e  o f 
a b s e n c e ,  s u c h  a s ,  m a t e r n i t y / p a t e r n i t y  l e a v e  o r  s i c kn e s s .

• 	 D u r i n g  u n u s u a l  p e a ks  o f  w o r kf l o w  o r  h i g h - p r e s s u r e  p e r i o d s .

• 	 D u r i n g  a c t i v e  r e c ru i t m e n t  p e r i o d s .  O u r  Pa r t i a l  F T E  s o l u t i o n 
r e l i ev e s  p r e s s u r e  i f  y o u r  o rg a n i s a t i o n  i s  s t ru g g l i n g  t o  f i n d  t he  r i g h t 
c a n d i d a t e .

• 	 I f  y o u r  o rg a n i s a t i o n  i s  ex p e r i e n c i n g  a  g a p  i n  ex p e r t i s e  b u t  c a n n o t 
j u s t i f y  a  f u l l - t i m e  h i r e ,  s u c h  a s  a  p a r t - t i m e  he a d  o f  C M C ,  n o n -
c l i n i c a l  o r  c l i n i c a l  o r  r e g u l a t o r y .  S c e n d e a ’s  Pa r t i a l  F T E  b r i d g e s  t h i s 
g a p  w i t ho u t  l o n g - t e r m  c o m m i t m e n t .
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C MC /  Q UA L I T Y 
DEV E L OP M E N T A SPEC T S.

R E S OLV I NG PROD UC T 
DEV E L OP M E N T I S S U E S.

NON- CL I N ICA L /  T OX IC OL O GY 
DEV E L OP M E N T A SPEC T S.

DRUG DEV E L OP M E N T
PL A N N I NG.

CL I N ICA L  DEV E L OP M E N T 
A SPEC T S.

R EG U L AT ORY  S T R AT EGY 
DEV E L OP M E N T.

S c e n d e a   -   S e r v i c e s
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AG E NCY 
I N T E R AC T IONS.

T ECH N ICA L /  M E DICA L / 
R EG U L AT ORY W R I T I NG.

PA E DI AT R IC 
DEV E L OP M E N T.

CL I N ICA L T R I A L A S S O CI AT E D 
R EG U L AT ORY AC T I V I T I E S.

OR PH A N DRUG 
DE SIG NAT ION.

M A R K E T I NG A PPROVA L / 
PR E PA R AT ION A N D R EV I SIONS.

O T H E R US SPECI F IC 
R EG U L AT ORY AC T I V I T I E S.

O T H E R E U SPECI F IC  
R EG U L AT ORY AC T I V I T I E S.

PRO G R A M M E /  PROJ EC T 
M A NAG E M E N T.

V E N D OR SE L EC T ION  
& M A NAG E M E N T.



S c e n d e a   -   E x p e r t i s e
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EX P E RT I S E

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  M e d i c a l  B i o c he m i s t r y  –  2 0 01
Ro y a l  H o l l o w a y,  U n i v e rs i t y  o f  Lo n d o n ,  U K

EMPLOYMEN T
RECORD.

H e a d  o f  C M C  a n d  P r i n c i p a l  C o n s u l t a n t ,  S c e n d e a 
2 022  -  2 023

P r i n c i p a l  C o n s u l t a n t ,  S c e n d e a 
2 021  -  2 022

D i re c t o r,  R e g u l a t o r y  A f f a i rs  C M C ,  P h a r m a l ex  U K  S e r v i c e s  L t d
2 017  -  2 021

A s s o c i a t e  D i re c t o r  E R A / A c t i n g  D i re c t o r  E R S ,  E R A  C o n s u l t i n g
2 015  -  2 017

M a n a g e r,  D e p u t y  Te s t  Fa c i l i t y / R e s o u rc e s / S t a b i l i t y  S e r v i c e s ,  S G S  M - S c a n
2 013  -  2 015

S e n i o r  Te a m  L e a d e r,  P ro d u c t  S t a b i l i t y  a n d  Fo r m u l a t i o n ,  L o n za  B i o l o g i c s  P LC 
2 0 0 9  -  2 013

A s s o c i a t e  M a n a g e r,  S t a b i l i t y  a n d  R e l e a s e ,  A n a l y t i c a l  D eve l o p m e n t ,  E m e rg e n t  B i o S o l u t i o n s
2 0 0 6  -  2 0 0 9

Q C  L a b o ra t o r y  M a n a g e r,  U C B  C e l l t e c h 
2 0 0 4  -  2 0 0 9

Te a m  L e a d e r / A n a l y t i c a l  S c i e n t i s t / R e s e a rc h  A s s i s t a n t  M i c ro s c i e n c e
2 0 01  -  2 0 0 4

Zeb Younes BSc (Hons)
H e a d  o f  P ro d u c t  D eve l o p m e n t  &  R e g u l a t o r y  C o n s u l t i n g ,  P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A p r i l  2 0 2 3
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Previous Experience
D i re c t o r,  R e g u l a t o r y  A f f a i rs  C M C  -  P h a r m a L ex  U K  S e r v i c e s  L t d 
R e s p o n s i b i l i t i e s :

A s s o c i a t e  D i re c t o r  E R A / A c t i n g  D i re c t o r  E R S  -  E R A  C o n s u l t i n g 
R e s p o n s i b i l i t i e s :

M a n a g e r,  D e p u t y  Te s t  Fa c i l i t y / R e s o u rc e s / S t a b i l i t y  S e r v i c e s  -  S G S  M - S c a n 
R e s p o n s i b i l i t i e s :

S e n i o r  Te a m  L e a d e r,  P ro d u c t  S t a b i l i t y  a n d  Fo r m u l a t i o n  -  L o n za  B i o l o g i c s  P LC 
R e s p o n s i b i l i t i e s :

• 	 I n t e r n a t i o n a l  S e r v i c e  Co o r d i n a t o r,  Re g u l a t o r y  A f f a i r s  C M C 
B i o l o g i c s  f o r  g l o b a l  C M C  p ro j e c t s .

• 	 M a n a g e m e n t  o f  B i o t e c h  Re g u l a t o r y  A f f a i r s  C M C  t e a m .
• 	 Le a d i n g ,  d ev e l o p i n g  a n d  c o o r d i n a t i n g  a n  i n t e r n a t i o n a l  t e a m , 

i n t e r n a t i o n a l  p ro j e c t s  a n d  i n t e r n a t i o n a l  i n i t i a t i v e s .
• 	 Pro v i d e  ex p e r t  r e g u l a t o r y  C M C  c o n s u l t a n c y  t o  g l o b a l  b i o t e c h 

c l i e n t s .
• 	 Pr e p a r i n g  a n d  l e a d i n g  p r e - s u b m i s s i o n ,  s c i e n t i f i c  a d v i c e  a n d  f o l l o w 

u p  m e e t i n g s  w i t h  A g e n c i e s .
• 	 Pr e p a r i n g  I N D / I M P D  f o r  c l i n i c a l  t r i a l s  a n d  l e a d i n g  t e a m s 

p r e p a r i n g  E U  Ce n t ra l i s e d  MA A  a n d  B L A  d o s s i e r s .
• 	 Re g u l a t o r y  g a p  a n a l y s i s .

• 	 C M C  c o n s u l t i n g  a n d  s t ra t e g y  f o r  v a r i o u s  b i o t e c h  p ro j e c t s .
• 	 Te a m  m a n a g e m e n t .
• 	 To  p ro j e c t  m a n a g e  c l i e n t  w o r k ,  t o  e n s u r e  t i m e l i n e s  a r e  m e t .
• 	 To  a u t ho r  a n d  p r e p a r e  r e g u l a t o r y  d o s s i e r s ,  b r i e f i n g  p a c ka g e s , 

a p p l i c a t i o n s ,  s o u r c e  r e p o r t s .
• 	 To  s u p p o r t  a n d  t ra i n  c u s t o m e rs  a n d  t e a m s  i n  v a r i o u s  a s p e c t s  o f 

d ru g  d ev e l o p m e n t .
• 	 To  s e t  u p  a n d  l e a d  s c i e n t i f i c  a d v i c e  m e e t i n g s .

• 	 To  e s t a b l i s h ,  s e t  u p  a n d  m a i n t a i n  a  n e w  o f f e r i n g  f o r  s t a b i l i t y 
s e r v i c e s  ( s t a f f ,  l a b s  a n d  i n f ra s t ru c t u r e )  c ha ra c t e r i s a t i o n  a n d  m e t ho d 
d ev e l o p m e n t  t e a m s ,  t h i s  i n c l u d e s ;  o p e ra t i o n s ,  s c he d u l i n g ,  s t a f f i n g , 
n e w  o f f e r i n g  d ev e l o p m e n t ,  s a l e s  s u p p o r t  a n d  s i t e  c o m p l i a n c e 
s u p p o r t .

• 	 To  m a n a g e  a l l  r e s o u r c e s  a c ro s s  s i t e .
• 	 To  p e r f o r m  t he  ro l e  o f  G L P  d e p u t y  t e s t  f a c i l i t y  m a n a g e r.
• 	 Au d i t  S u p p o r t .
• 	 L i n e  m a n a g e m e n t .
• 	 M a n a g e m e n t  o f  a  G M P  l a b o ra t o r y  a n d  e n s u r i n g  c o m p l i a n c e .
• 	 A n a l y t i c a l  r e p r e s e n t a t i v e  f o r  v a r i o u s  c u s t o m e r  p ro j e c t s  /  p ro d u c t s 

c o v e r i n g  a l l  a s p e c t s  o f  a n a l y t i c a l  d ev e l o p m e n t  a n d  p ro v i d i n g 
c u s t o m e rs  w i t h  a d v i c e / g u i d a n c e  o n  a n a l y t i c a l  s t ra t e g i e s  a n d 
a p p ro a c he s .   M a n a g e m e n t  r ev i e w e r  o f  s t u d y  r e p o r t s  a n d  p ro t o c o l s 
a n d  f i n a l  t e c hn i c a l  r ev i e w e r  o f  d ev i a t i o n s / i n v e s t i g a t i o n s .

• 	 To  m a n a g e ,  c o - o r d i n a t e ,  s c he d u l e  a n d  r e s o u r c e  s t a b i l i t y  a n d 
f o r m u l a t i o n  s t u d i e s  f o r  v a r i o u s  r e c o m b i n a n t  p ro t e i n  p ro d u c t s  a n d 
c u s t o m e rs  i n  a  G M P  l a b o ra t o r y .

• 	 L i n e  m a n a g e m e n t  a n d  s c he d u l i n g  o p e ra t i o n s ,  e n s u r i n g  c o m p l e t i o n 
o f  G M P  a n d  n o n  G M P  t e s t i n g  f o r  v a r i o u s  s t a b i l i t y  a n d  f o r m u l a t i o n 
s t u d i e s .  M a n a g e m e n t  o f  a  G M P  l a b o ra t o r y  a n d  e n s u r i n g 
c o m p l i a n c e .

• 	 Tro u b l e  s ho o t e r  a n d  l e a d  i n  o p e ra t i o n a l  e f f i c i e n c y  a c t i v i t i e s .
• 	 S t u d y  D i r e c t o r.
• 	 A n a l y t i c a l  r e p r e s e n t a t i v e .

A s s o c i a t e  M a n a g e r,  S t a b i l i t y  a n d  R e l e a s e ,  A n a l y t i c a l  D eve l o p m e n t  - 
E m e rg e n t  B i o S o l u t i o n s 
R e s p o n s i b i l i t i e s :

Q C  L a b o ra t o r y  M a n a g e r  -  U C B  C e l l t e c h 
R e s p o n s i b i l i t i e s :

Te a m  L e a d e r / A n a l y t i c a l  S c i e n t i s t / R e s e a rc h  A s s i s t a n t  -  M i c ro s c i e n c e 
R e s p o n s i b i l i t i e s :

B i o a n a l y t i c a l  S u p e r v i s o r  -  U C B  C e l l t e c h 
R e s p o n s i b i l i t i e s :

• 	 D e s i g n ,  m a n a g e m e n t  a n d  c o - o r d i n a t i o n  o f  a l l  f o r m a l  d ev e l o p m e n t 
s t a b i l i t y  s t u d i e s  f o r  p ro t e i n  s u b u n i t  v a c c i n e s ,  l i v e  a t t e n u a t e d 
v a c c i n e s  a n d  a n c i l l a r y  p ro d u c t s  f o r  E U  s i t e .  Rev i e w  a n d  A n a l y t i c a l 
r e l e a s e  o f  B M R  f o r  c l i n i c a l  u s e  o f  p ro d u c t s .

• 	 Rev i e w  a n d  a u t ho r i s e  a n a l y t i c a l  M a s t e r  a n d  ex e c u t e d  B a t c h 
M a n u f a c t u r i n g  Re c o r d s .

• 	 Pr e p a r e  Co As  f o r  u s e  o f  p ro d u c t s  i n  c l i n i c a l  s t u d i e s .
• 	 D e s i g n  o f  s t a b i l i t y  s t u d i e s .

• 	 J u s t i f y i n g  t he  n e e d  f o r  a n d  s e t t i n g  u p  a  l a b o ra t o r y  t o  t he 
p r i n c i p a l s  o f  G M P  i n c l u d i n g  s e t t i n g  u p  t he  r e q u i r e d  d o c u m e n t a t i o n 
i n f ra s t ru c t u r e  a n d  m o v i n g  f o r w a r d  t o  m a i n t a i n  t h i s  s t a t u s  f o r  t e s t i n g 
m A b s  a n d  d e r i v a t i v e s .

• 	 S c he d u l i n g ,  l a b  m e t r i c s ,  t ro u b l e s ho o t i n g  e q u i p m e n t ,  p e r f o r m i n g 
i n v e s t i g a t i o n s  a n d  O O E / O O S / O OT  r e s u l t s .

• 	 B L A  M o d u l e  3  Pr e p a ra t i o n .

• 	 As s a y  D ev e l o p m e n t  a n d  C ha ra c t e r i s a t i o n  f o r  p ro t e i n  s u b u n i t 
v a c c i n e  c a n d i d a t e s  a n d  l i v e  a t t e n u a t e d  v a c c i n e  c a n d i d a t e s .

• 	 D ev i s e  a n d  d ev e l o p  n o v e l  a s s a ys  f o r  v a c c i n e  c a n d i d a t e s  a n d 
c a p t u r e  a s  t e s t  m e t ho d  p ro c e d u r e s .

• 	 M a n a g e  i n - ho u s e  s t a b i l i t y  a n d  f o r m u l a t i o n  s t u d i e s  f o r  p ro t e i n 
v a c c i n e  c a n d i d a t e s .

• 	 Pe r f o r m  s t a b i l i t y  t e s t i n g  f o r  p ro t e i n  s u b u n i t  v a c c i n e  c a n d i d a t e s .
• 	 S m a l l  s c a l e  p u r i f i c a t i o n .

• 	 M a n a g e m e n t  o f  p ro j e c t  o u t s o u r c i n g  a c t i v i t i e s .
• 	 M a n a g e m e n t  o f  s t a b i l i t y  s t u d i e s .
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• 	 B i o Pro c e s s  I n t e r n a t i o n a l  A r t i c l e s 
o 	 M a n u f a c t u r e  a n d  Re g u l a t i o n  o f  Ce l l ,  G e n e ,  a n d  Ti s s u e  		
	 The ra p i e s :  C he m i s t r y ,  M a n u f a c t u r i n g ,  a n d  Co n t ro l  C ha l l e n g e s ,  	
	 I s s u e  A p r  2 021 
o 	 M a n u f a c t u r e  a n d  Re g u l a t i o n  o f  Ce l l ,  G e n e ,  a n d  Ti s s u e  		
	 The ra p i e s ,  I s s u e  N o v  2 02 0

• 	 Pa r t i c l e  A g g r e g a t i o n  A n a l y s i s  –  B i o l o g i c s  &  Pa r t i c u l a t e s : 
I d e n t i f i c a t i o n  &  Co n t ro l  i n  t he  Pro d u c t  L i f e c y c l e .  D ru g  D ev e l o p m e n t 
a n d  D e l i v e r y ,  I s s u e  A p r i l  2 015.

• 	 S t a b i l i t y  Te s t i n g  Ro u n d t a b l e .  Pha r m a c e u t i c a l  O u t s o u r c i n g ,  I s s u e 
S e p t e m b e r  2 013.

• 	 N o v e l  p ro t e i n  v a c c i n e  c a n d i d a t e s  a g a i n s t  G ro u p  B  s t r e p t o c o c c a l 
i n f e c t i o n  i d e n t i f i e d  u s i n g  a l ka l i n e  p ho s p ha t a s e  f u s i o n s .  F E MS 
M i c ro b i o l o g y  Le t t e r s  2 0 0 3  222 ,  2 6 3 - 271

SELECTED 
PUBLICATIONS.

Dr Robert Dow BSc, MB ChB, FRCP, FFPM
C h i e f  M e d i c a l  O f f i c e r
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J u l y  2 0 2 0

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

PROFE S SIONAL
CERTIFICATION.

B S c  M e d . S c i  
S t  A n d r e w s  U n i v e rs i t y 

M B  C h B 
U n i v e rs i t y  o f  D u n d e e

M R C P  ( U K ) 
Ro y a l  Co l l e g e  o f  Phys i c i a n s

C h i e f  M e d i c a l  O f f i c e r  &  B o a r d  M e m b e r 
P P D  –  2 016  –  2 019

I n t e r i m  C h i e f  M e d i c a l  O f f i c e r 
P P D  –  2 016  –  2 017

S e n i o r  V i c e  Pr e s i d e n t  &  G l o b a l  H e a d  o f  M e d i c a l  A f f a i r s 
P P D  –  2 014  –  2 016

V i c e  Pr e s i d e n t  &  G l o b a l  H e a d  o f  M e d i c a l  A f f a i r s 
P P D  –  2 012  –  2 014

V i c e  Pr e s i d e n t ,  S t ra t e g i c  Pro d u c t  D ev e l o p m e n t 
P P D  -  2 0 0 9  -  2 012

C hi e f  M e d i c a l  O f f i c e r 
C e l l  G e n e sys  I n c .  -  2 0 07  -  2 0 0 8 

S e n i o r  V i c e  Pr e s i d e n t ,  M e d i c a l  A f f a i r s 
C e l l  G e n e sys  I n c .  -  2 0 0 5  -  2 0 0 6

C hi e f  E x e c u t i v e  O f f i c e r
B i o l i t e c  P h a r m a  L t d  –  2 0 0 2  -  2 0 0 5

C hi e f  E x e c u t i v e  O f f i c e r
Q u a n t a n o va  L t d  –  2 0 01  -  2 0 0 2

C hi e f  E x e c u t i v e  O f f i c e r  
S c o t i a  H o l d i n g s  P LC  -  19 98  -  2 0 01

M e d i c a l  &  D ev e l o p m e n t  D i r e c t o r 
S c o t i a  H o l d i n g s  P LC  -  19 97  -  19 98

N o n - E x e c u t i v e  B o a r d  M e m b e r 
O x f o rd  A sy m m e t r y  I n t e r n a t i o n a l  -  2 0 0 0

H e a d  o f  G l o b a l  D ru g  D ev e l o p m e n t 
F  H o f f m a n n - L a  R o c he  –  19 95  -  19 97

V i c e  Pr e s i d e n t  
R o c he  –  19 94  -  19 95

Pro g ra m  D i r e c t o r 
C e l l C e p t  - 19 93  -  19 94

V i c e  Pr e s i d e n t  &  D i r e c t o r  -  I n s t i t u t e  o f 
I m m u n o l o g y  
&  I n f e c t i o u s  D i s e a s e s  -  19 92  -  19 93

V i c e  Pr e s i d e n t 
S y n t ex  -  19 91  -  19 92

D i r e c t o r,  D ru g  S a f e t y  &  E f f i c a c y 
S y n t ex  -  1989  -  19 92

D i r e c t o r  o f  C l i n i c a l  Pha r m a c o l o g y 
S y n t ex  -  1985  -  19 92

H e a d  o f  C l i n i c a l  Pha r m a c o l o g y 
S y n t ex  -  1982  -  1985

F R C P E -  Fe l l o w  o f  t he  R o ya l 
C o l l e g e  o f  P hys i c i a n s  i n 
E d i n b u rg h

F F P M  -  Fe l l o w  o f  t he  Fa c u l t y  o f 
P h a r m a c e u t i c a l  M e d i c i n e  o f  t he 
R o ya l  C o l l e g e  o f  P hys i c i a n s  i n 
t he  U n i t e d  K i n g d o m
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Previous Experience
C h i e f  M e d i c a l  O f f i c e r  -  P h a r m a c e u t i c a l  P ro d u c t  D eve l o p m e n t  ( P P D ) 
R e s p o n s i b i l i t i e s :

B o a rd  M e m b e r  -  P P D 
R e s p o n s i b i l i t i e s :

I n t e r i m  C h i e f  M e d i c a l  O f f i c e r  -  P P D 
R e s p o n s i b i l i t i e s :

S e n i o r  V i c e  P re s i d e n t  a n d  G l o b a l  H e a d  o f  M e d i c a l  A f f a i rs  -  P P D 
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t  a n d  G l o b a l  H e a d  o f  M e d i c a l  A f f a i rs  -  P P D 
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t ,  S t ra t e g i c  P ro d u c t  D eve l o p m e n t  -  P P D 
R e s p o n s i b i l i t i e s :

As  C h i e f  M e d i c a l  O f f i c e r  r e p o r t i n g  t o  t he  C E O  I  w a s  s e n i o r  p hys i c i a n  r e s p o n s i b l e  f o r  a l l 
m e d i c a l  s a f e t y  i n  P P D ,  w h i c h  e m p l o ys  18 , 0 0 0  p e o p l e  a n d  c o n d u c t s  c l i n i c a l  r e s e a r c h  i n 
42  c o u n t r i e s  a ro u n d  t he  w o r l d .  I n  a d d i t i o n ,  I  ha v e  d i r e c t  l i n e  m a n a g e m e n t  r e s p o n s i b i l i t i e s 
d e s c r i b e d  b e l o w  f o r  SV P  a n d  G l o b a l  H e a d  o f  M e d i c a l  A f f a i r s .

N o n - ex e c u t i v e  B o a r d  M e m b e rs h i p  o f  X - Rx ,  a  p r i v a t e l y - o w n e d  b i o t e c hn o l o g y  c o m p a n y 
b a s e d  i n  N e w  Yo r k ,  U S A

I n  a d d i t i o n  t o  t he  r e s p o n s i b i l i t i e s  b e l o w  f o r  SV P  M e d i c a l  A f f a i r s ,  t he  G l o b a l 
Pha r m a c o v i g i l a n c e  G ro u p  a n d  M e d i c a l  Co m m u n i c a t i o n s  g ro u p  r e p o r t  t o  m e .  I  a m  s e n i o r 
p hys i c i a n  r e s p o n s i b l e  f o r  a l l  m e d i c a l  s a f e t y  i n  P P D ,  w h i c h  e m p l o ys  18 , 0 0 0  p e o p l e  a n d 
c o n d u c t s  c l i n i c a l  r e s e a r c h  i n  42  c o u n t r i e s  a ro u n d  t he  w o r l d

Re p o r t i n g  t o  t he  C h i e f  M e d i c a l  o f f i c e r,  l e a d i n g  t h r e e  f u n c t i o n s .  The  G l o b a l  Pro d u c t 
D ev e l o p m e n t  o rg a n i s a t i o n  p ro v i d e s  m e d i c a l ,  s c i e n t i f i c  a n d  p ro d u c t  d ev e l o p m e n t  ex p e r t i s e 
t o  P P D  c l i e n t s  a n d  i n t e r n a l  o p e ra t i o n a l  a n d  b u s i n e s s  d ev e l o p m e n t  t e a m s ,  a n d  c o m p r i s e s 
24  p hys i c i a n s  a n d  8  c l i n i c a l  s c i e n t i s t s  s e r v i c i n g  s ev e n  t he ra p e u t i c  a r e a s  –  O n c o l o g y /
H e m a t o l o g y ,  I n f e c t i o u s  D i s e a s e s ,  Ca r d i o v a s c u l a r / M e t a b o l i s m ,  I m m u n o l o g y ,  G e n e ra l 
M e d i c i n e ,  Re s p i ra t o r y  M e d i c i n e ,  N e u ro s c i e n c e s  a n d  Re a l  Wo r l d  O u t c o m e s / Ev i d e n c e 
B a s e d  M e d i c i n e .  The  G l o b a l  Co n s u l t i n g  g ro u p ,  a  t e a m  o f  24  r e g u l a t o r y  ex p e r t s  a n d 
p ro d u c t  d ev e l o p m e n t  t e a m  l e a d e rs  w ho  p ro v i d e  d ru g  d ev e l o p m e n t ,  a s s e t  m a n a g e m e n t 
a n d  r e g u l a t o r y  s t ra t e g i c  c o n s u l t i n g  t o  P P D ’s  c l i e n t s .  The  S t ra t e g i c  C l i e n t  S o l u t i o n s  G ro u p , 
a  t e a m  o f  6  i n d u s t r y  p ro f e s s i o n a l s  w i t h  b u s i n e s s  d ev e l o p m e n t  a n d  f i n a n c i a l  b a c kg ro u n d s 
w ho  p ro v i d e  s t ra t e g i c  c a p a b i l i t y  f o c u s e d  o n  t he  d ev e l o p m e n t  o f  n e w  o r  ex i s t i n g  s e r v i c e 
o f f e r i n g s  a n d  g e n e ra t i o n  o f  ev i d e n c e  w h i c h  s u b s t a n t i a t e s  o u r  d i f f e r e n t i a t e d  p o s i t i o n  i n 
t he  m a r ke t  

G l o b a l  H e a d ,  M e d i c a l  A f f a i r s  r e p o r t i n g  t o  t he  C h i e f  M e d i c a l  O f f i c e r.   Re s p o n s i b l e  f o r 
p ro v i d i n g  s t ra t e g i c  l e a d e rs h i p  a c ro s s  t he  t he ra p e u t i c  a r e a s  w i t h i n  t he  G l o b a l  Pro d u c t 
D ev e l o p m e n t  o rg a n iza t i o n .   Th i s  g ro u p  p ro v i d e d  t he  m e d i c a l ,  s c i e n t i f i c  a n d  p ro d u c t 
d ev e l o p m e n t  ex p e r t i s e  t o  P P D  c l i e n t s  a n d  i n t e r n a l  o p e ra t i o n a l  a n d  b u s i n e s s  d ev e l o p m e n t 
t e a m s

V i c e  Pr e s i d e n t ,  S t ra t e g i c  Pro d u c t  d ev e l o p m e n t ,  r e p o r t i n g  t o  t he  C h i e f  M e d i c a l  O f f i c e r. 
S t ra t e g i c  r ev i e w  a n d  i n p u t  i n t o  c l i n i c a l  p ro t o c o l s  a n d  d ru g  d ev e l o p m e n t  p l a n s ,  s e r v i c i n g 
l a rg e  p ha r m a  a n d  b i o t e c hn o l o g y  c o m p a n i e s  a n d  v e n t u r e  f u n d s .

C h i e f  M e d i c a l  O f f i c e r  
S e n i o r  V i c e  P re s i d e n t ,  M e d i c a l  A f f a i rs  -  C e l l  G e n e sys  I n c .
R e s p o n s i b i l i t i e s :

C h i e f  E xe c u t i ve  O f f i c e r  -  Q u a n t a n o va  L t d
R e s p o n s i b i l i t i e s :

C h i e f  E xe c u t i ve  O f f i c e r,  M e d i c a l  &  D eve l o p m e n t  D i re c t o r  -  S c o t i a  H o l d i n g s  P LC
R e s p o n s i b i l i t i e s :

N o n - E xe c u t i ve  B o a rd  D i re c t o r  -  O x f o rd  A sy m m e t r y  I n t e r n a t i o n a l
R e s p o n s i b i l i t i e s :

H e a d  o f  G l o b a l  D ru g  D eve l o p m e n t  -  F  H o f f m a n n - L a  R o c he
R e s p o n s i b i l i t i e s :

M e m b e r  o f  E x e c u t i v e  Co m m i t t e e  a n d  O p e ra t i o n s  M a n a g e m e n t  Co m m i t t e e .  M a n a g e d 
Re g u l a t o r y  A f f a i r s ,  M e d i c a l  A f f a i r s ,  C l i n i c a l  Re s e a r c h ,  S a f e t y ,  D a t a  M a n a g e m e n t  a n d 
c o n s u l t a n t s .  Re s p o n s i b l e  f o r  a l l  g l o b a l  c l i n i c a l ,  r e g u l a t o r y ,  r e i m b u rs e m e n t  a n d  s t ra t e g i c 
m a r ke t i n g  a c t i v i t i e s  f o r  a  p ha s e  3  p ro g ra m  o f  a   c e l l  b a s e d  t he ra p y ,  g e n e t i c a l l y  m o d i f i e d 
t o  s e c r e t e  G m C S F,  f o r  t he  t r e a t m e n t  o f  ho r m o n e  r e f ra c t o r y  p ro s t a t e  c a n c e r  a n d  p ha s e  2 
s t u d i e s  i n  b l a d d e r  a n d  p a n c r e a t i c  c a n c e r  a n d  l e u ke m i a 

Re s p o n s i b l e  f o r  r e s e a r c h ,  d ev e l o p m e n t  a n d  c o m m e r c i a l iza t i o n  o f  a  b ro a d  p ho t o d y n a m i c 
t he ra p y  ( P DT )  p o r t f o l i o ,  i n c l u d i n g  E M E A  a p p ro v a l  f o r  Fo s c a n ®  i n  t he  t r e a t m e n t  o f  he a d 
a n d  n e c k  c a n c e r.  Es t a b l i s he d  o p e ra t i n g  i n f ra s t ru c t u r e  o f  n e w  c o m p a n y.  F i n a l ize d  i n - ho u s e 
m a n u f a c t u r e  a n d  c o n t ra c t e d  d i s t r i b u t i o n  a n d  i n v o i c i n g  f o r  m a r ke t e d  p ro d u c t .  Co n d u c t e d 
p r i c i n g  a n d  r e i m b u rs e m e n t  n e g o t i a t i o n s  w i t h  a l l  m a j o r  E U  c o u n t r i e s .  Co m p l e t e d 
c o m m e r c i a l  l i c e n s i n g  d e a l s  i n  a p p ro x i m a t e l y  10  c o u n t r i e s .

Co n d u c t e d  r i g o ro u s  r ev i e w  o f  t he  c o m p a n y ’s  p ro j e c t s .   S o l d  l o s s  m a k i n g  n u t ra c e u t i c a l 
b u s i n e s s  a n d  f o c u s e d  t he  c o m p a n y  o n  r e b u i l d i n g  4  m a j o r  p l a t f o r m  t e c hn o l o g i e s :
Pho t o d y n a m i c  The ra p y - Re o rg a n ize d  t he  d ev e l o p m e n t  p ro g ra m  f o r  l e a d  p ro d u c t  Fo s c a n ® .
I n i t i a t e d  d ev e l o p m e n t  p ro g ra m s  i n  p a n c r e a t i c  c a n c e r,  p ro s t a t e  c a n c e r,  m e t a s t a t i c  b o n e 
c a n c e r  a n d  n o n - m e l a n o m a  s k i n  c a n c e rs . 
S a t i e t y  -  l i c e n s e d  l e a d  p ro d u c t ,  a  f o o d  i n g r e d i e n t ,  t o  G e n e ra l  M i l l s .
Re f o r m u l a t i o n  Te c hn o l o g i e s  –  o b t a i n e d  d ev e l o p m e n t  d e a l s  o n  m o r e  t ha n  15  p ro d u c t s .
L i p i d  B i o l o g y  -  c o n d u c t e d  g e n o m i c  r e s e a r c h  i n  r e l a t i o n  t o  s ev e ra l  t a rg e t s ,  f i l e d  p a t e n t s , 
a n d  s o l d  r i g h t s  t o  X e n o n .
Ra i s e d  f u n d s  o f  £ 5 0  m i l l i o n  i n  19 97  a n d  £ 11. 2  m i l l i o n  i n  2 0 0 0 .

Pa r t i c i p a t e d  i n  B o a r d  i n i t i a t i v e  t o  s u c c e s s f u l l y  m e rg e  c o m p a n y  w i t h  Ev o t e c .

Re s p o n s i b l e  f o r  g l o b a l  d ev e l o p m e n t  p ro g ra m s  f o r  Ro c he  p ro d u c t s ,  a n d  ex - U S 
d ev e l o p m e n t  o f  G e n e n t e c h  p ro d u c t s .  
D i r e c t  l i n e  r e s p o n s i b i l i t y  f o r  w o r l d w i d e  c l i n i c a l ,  b i o m e t r i c ,  r e g u l a t o r y ,  d ru g  s a f e t y  a n d 
p ro j e c t  m a n a g e m e n t  a c t i v i t i e s  w i t h  a  b u d g e t  o f  $ 1 b n  a n d  a  s t a f f  o f  2 , 0 0 0  p e o p l e . 
I n i t i a t e d  a n d  c o m p l e t e d  a  m a j o r  o rg a n iza t i o n a l  r ev i e w,  r e s u l t i n g  i n  a  d o w n s iz i n g 
i n v o l v i n g  t he  s a l e  o f  o n e  m a j o r  s i t e  a n d  c l o s u r e  o f  n i n e  m i n o r  s i t e s .  D e f i n e d  a  n e w 
o rg a n iza t i o n a l  s t ru c t u r e  a n d  c o m m i s s i o n e d  2 8  t a s k  f o r c e s  t o  e n s u r e  d ru g  d ev e l o p m e n t 
p ro c e s s e s  w e r e  o p t i m a l l y  a l i g n e d  t o  b e  p ro d u c t i v e ,  h i g h  q u a l i t y ,  a n d  c o s t - e f f e c t i v e 
t o  m e e t  s t ra t e g i c  t a rg e t .  F i l e d  N DAs  s i m u l t a n e o u s l y  i n  t he  U S  a n d  Eu ro p e  f o r  s i x  n e w 
c he m i c a l  e n t i t i e s :   I N V I RAS E  ( a  p ro t e a s e  i n h i b i t o r  f o r  H I V ) ;  P O S I CO R  ( a  n o v e l  c a l c i u m 
c ha n n e l  b l o c ke r  f o r  a n g i n a  a n d  hy p e r t e n s i o n ) ;  TASMA R  ( a  CO MT- i n h i b i t o r  f o r  t he 
t r e a t m e n t  o f  Pa r k i n s o n i s m ) ;  X E N I CA L  ( a  l i p a s e  i n h i b i t o r  f o r  o b e s i t y ) ;  t he  I D E C  C 2 b 8 
a n t i b o d y  ( f o r  t he  t r e a t m e n t  o f  n o n - H o d g k i n ’s  l y m p ho m a )  a n d  Z E N A PA X  ( a  hu m a n ize d 
a n t i -TAC  a n t i b o d y  f o r  t he  p r ev e n t i o n  o f  a c u t e  r e n a l  r e j e c t i o n ) .  C r e a t e d  a  s e m i -
i n d e p e n d e n t  v i r t u a l  d ru g  d ev e l o p m e n t  c o m p a n y  t o  d ev e l o p  t h r e e  Ro c he  p ro d u c t s .  S e n i o r 
Ro c he  r e p r e s e n t a t i v e  o n  t he  J o i n t  Ro c he / G e n e n t e c h  D ev e l o p m e n t  Co m m i t t e e .  



S c e n d e a   -   E x p e r t i s e

V i c e  P re s i d e n t  -  S y n t ex  D eve l o p m e n t  R e s e a rc h  C e n t e rs  ( A c q u i re d  by  R o c he  19 94 ) 
R e s p o n s i b i l i t i e s :

P ro g ra m  D i re c t o r  -  M yc o p he n o l a t e  M o f e t i l  ( C e l l C e p t )
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t  &  D i re c t o r  -  I n s t i t u t e  o f  I m m u n o l o g y  &  I n f e c t i o u s  D i s e a s e s
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t 
D i re c t o r,  D ru g  S a f e t y  &  E f f i c a c y 
D i re c t o r  o f  C l i n i c a l  P h a r m a c o l o g y  &  R e s e a rc h  S e r v i c e
H e a d  o f  C l i n i c a l  P h a r m a c o l o g y  -  S y n t ex  R e s e a rc h  S c o t l a n d  ( S R S )
R e s p o n s i b i l i t i e s :

Pro v i d e d  g e n e ra l  m a n a g e m e n t  a n d  r e s t ru c t u r i n g  o f  t he  D ev e l o p m e n t  Re s e a r c h  Ce n t e rs . 
D ev e l o p e d  a  v i r t u a l  o rg a n iza t i o n  i n  Ed i n b u rg h  t o  e n a b l e  t he  c o m p a n y ’s  f u t u r e  N C Es  t o 
ha v e  p ro o f  o f  c o n c e p t  ev a l u a t i o n  ra p i d l y  p e r f o r m e d  i n  Eu ro p e .  M e m b e r  o f  t he  Sy n t ex 
O p e ra t i n g  B o a r d  a n d  t he  Ro c he  Po r t f o l i o  M a n a g e m e n t  B o a r d

Le d  a  w o r l d w i d e  p ro g ra m - o r i e n t a t e d  t e a m  o f  210  p e o p l e  w i t h  a n  a n n u a l  b u d g e t  o f  $ 5 0 
m i l l i o n  r e s p o n s i b l e  f o r  p l a n n i n g ,  b u d g e t i n g  a n d  ex e c u t i n g  a l l  a s p e c t s  o f  t he  Ce l l Ce p t ® 
p ro g ra m  i n c l u d i n g  p r e - c l i n i c a l  a n d  Pha s e  1  t o  3  c l i n i c a l  s t u d i e s ,  w o r l d w i d e  r e g u l a t o r y 
a p p ro v a l  f o r  p r ev e n t i o n  o f  r e n a l ,  l i v e r  a n d  he a r t  t ra n s p l a n t  r e j e c t i o n ,  p ha r m a c o - e c o n o m i c 
s t ra t e g y ,  p r i c i n g  s t ra t e g y ,  c o - o r d i n a t i o n  o f  b u s i n e s s  p l a n n i n g ,  a n d  c he m i c a l  a n d 
f o r m u l a t i o n  p ro d u c t i o n .

Re s p o n s i b l e  t h ro u g h  M e d i c a l  D e p a r t m e n t  H e a d s  a n d  t he  Pro d u c t  D ev e l o p m e n t 
O rg a n iza t i o n  D i r e c t o rs  f o r  a l l  p r e - c l i n i c a l  a n d  c l i n i c a l  d ev e l o p m e n t  a c t i v i t i e s  t o  s u p p o r t 
s u c c e s s f u l  w o r l d w i d e  r e g u l a t o r y  a p p ro v a l  o f  Ce l l Ce p t ®  ( m y c o p he n o l a t e  m o f e t i l )  a n d  o ra l 
Cy t o v e n e ®  ( g a n c i c l o v i r ) .

Re s p o n s i b l e  f o r  p ha s e  1  a n d  2  c l i n i c a l  s t u d i e s ,  c o m p u t i n g ,  b i o s t a t i s t i c s ,  p ro j e c t 
m a n a g e m e n t ,  l i b ra r y  a n d  i n f o r m a t i o n  s e r v i c e s ,  t he  t o x i c o l o g y / p a t ho l o g y  g ro u p  a n d 
r e g u l a t o r y  a f f a i r s

ACADEMIC
QUALIFICATIONS.

D o c t o r  o f  M e d i c i n e
M e di c a l  U n i v e r s i t y  o f  S o f i a

Po s t  G ra d u a t e  S p e c i a l i s a t i o n  i n 
A n e s t he s i o l o g y  a n d  I n t e n s i ve  C a re
M e di c a l  U n i v e r s i t y  o f  S o f i a

EMPLOYMEN T
RECORD.

D i r e c t o r / O w n e r 
A rd e n  R e g u l a t o r y  C l i n i c a l  &  M e d i c a l  C o n s u l t i n g  - 
2 017  -  P re s e n t

S e n i o r  D i r e c t o r  Re g u l a t o r y  A f f a i r s  - 
H e a d  o f  O n c o l o g y ,  B u s i n e s s  Pa r t n e r 
D a i i c h i - S a n k yo  D eve l o p m e n t  L t d .  -  2 0 0 9  -  2 016

D i r e c t o r,  H e a d  o f  C l i n i c a l  Re g u l a t o r y  Te a m 
G S K  B i o l o g i c a l s  -  2 0 07  -  2 0 0 9

As s o c i a t e  D i r e c t o r  Re g u l a t o r y  A f f a i r s 
M S D  E u ro p e  ( I n c . )  -  2 0 04  -  2 0 07

Re g u l a t o r y  A f f a i r s  M a n a g e r 
M S D  E u ro p e  ( I n c . )  -  19 98  -  2 0 04

M e d i c a l  M a n a g e r 
M S D  I D E A / B U LGA R I A  -  19 95  -  19 98

Tu t o r  i n  A n e s t he s i o l o g y  &  I n t e n s i v e  Ca r e 
M e d i c a l  C o l l e g e  f o r  N u rs e s ,  S o f i a  -  19 91  -  19 95

D e p a r t m e n t  o f  A n e s t he s i o l o g y  &  I n t e n s i v e  Ca r e 
U n i ve rs i t y  H o s p i t a l ,  S o f i a  -  198 8  -  19 95

M a n d a t o r y  Co u n t r y  Pra c t i c e 
R e g i o n a l  H o s p i t a l ,  B u l g a r i a  -  1984  -  198 8

Dr Krassimira Ourumova MD
P r i n c i p a l  M e d i c a l  C o n s u l t a n t  a n d  D e p u t y  C h i e f  M e d i c a l  O f f i c e r
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a y  2 0 21

S O CIET Y 
MEMBERSHIP.

B u l g a r i a n  P hys i c i a n ’s  U n i o n  -  1989  t o  p re s e n t

D ru g  I n f o r m a t i o n  S o c i e t y  ( D I A )  -  19 98  t o  p re s e n t

E u ro p e a n  S o c i e t y  o f  R e g u l a t o r y  A f f a i rs  ( E S R A )  - 
19 98  t o  20 07

TO P R A 	 -  20 0 9  t o  p re s e n t
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Previous Experience
D i re c t o r / O w n e r  -  A rd e n  R e g u l a t o r y  C l i n i c a l  &  M e d i c a l  C o n s u l t i n g 
R e s p o n s i b i l i t i e s :

S e n i o r  D i re c t o r  R e g u l a t o r y  A f f a i rs  -  H e a d  o f  O n c o l o g y,  B u s i n e s s  Pa r t n e r  -
D a i i c h i - S a n k yo  D eve l o p m e n t  L t d 
R e s p o n s i b i l i t i e s :

• 	 Co n s u l t a n t  t o  Pha r m a c e u t i c a l  I n d u s t r y ,  s p e c i a l i s i n g  i n :  S t ra t e g i c 
Re g u l a t o r y  A f f a i r s  &  C l i n i c a l  D ev e l o p m e n t .

• 	 Re g u l a t o r y  I n t e l l i g e n c e  &  d u e - d i l i g e n c e .
• 	 Tra i n i n g  i n  Re g u l a t o r y  A f f a i r s ,  e . g .  Eu ro p e a n  r e g i s t ra t i o n 

p ro c e d u r e s ,  Eu ro p e a n  a n d  I C H  g u i d e l i n e s  e t c .

• 	 M e m b e r  o f  t he  We s t  D ev e l o p m e n t  Co m m i t t e e ,  t he  ex e c u t i v e  b o d y 
r e s p o n s i b l e  f o r  t he  a p p ro v a l  o f  D ev e l o p m e n t  s t ra t e g i e s / p ro g ra m s . 

• 	 M e m b e r  o f  t he  G l o b a l  Re g u l a t o r y  A f f a i r s  M a n a g e m e n t  t e a m .
• 	 Co r e  m e m b e r  o f  t he  o n e – v o i c e  t e a m  r e s p o n s i b l e  f o r  t he  b u i l d i n g , 

s t r e n g t he n i n g  a n d  r e - s ha p i n g  o f  t he  RA  f u n c t i o n  t o  e n s u r e  b u s i n e s s 
n e e d s  a r e  m e t .

• 	 Es t a b l i s h  t he  Re g u l a t o r y  A f f a i r s  f u n c t i o n  a s  a n  i n t e g ra l  p a r t  o f  t he 
c o m p o u n d  d ev e l o p m e n t  p ro c e s s .

• 	 D ev e l o p  a n d  Pro v i d e  G l o b a l / Re g i o n a l  Re g u l a t o r y  S t ra t e g y.
• 	 S u p p o r t  t he  d ev e l o p m e n t  o f  t he  G l o b a l  C l i n i c a l  S t ra t e g y  f o r  t he 

c o m p o u n d s  i n  d ev e l o p m e n t  f ro m  p r e - c l i n i c a l  u p  t o  M a r ke t i n g 
a u t ho r i s a t i o n .

• 	 S e t - u p  t he  G l o b  Re g u l a t o r y  Fu n c t i o n  a n d  l e a d  t he  Eu ro p e a n 
r e g u l a t o r y  t e a m  r e s p o n s i b l e  f o r  t he  o n c o l o g y  t he ra p e u t i c  a r e a .

• 	 E f f e c t i v e l y  l i a i s e  a n d  n e g o t i a t e  w i t h  Eu ro p e a n  Re g u l a t o r y  A g e n c i e s , 
F DA  a n d  p a r t n e rs .

• 	 Pro v i d e  r e g u l a t o r y  s u p p o r t  a c ro s s  g l o b a l  d ev e l o p m e n t  p ro j e c t s 
i n c l u d i n g  c l i n i c a l  p ro g ra m s ,  c l i n i c a l  t r i a l s ,  c o u n t r y  s e l e c t i o n , 
r e c o m m e n d a t i o n  o f  e n d  p o i n t s ,  b i o m a r ke rs ,  c o m p a ra t o rs ,  i n c l u s i o n /
ex c l u s i o n  c r i t e r i a  e t c .  w i t h  t he  v i e w  o f  g a i n i n g  r e g u l a t o r y  a p p ro v a l . 

• 	 D i r e c t / a p p ro v e  a s p e c t s  o f  a c t i v i t i e s  r e l a t i n g  t o :  p r e p a ra t i o n  o f 
p ro t o c o l s ,  c l i n i c a l  t r i a l s ,  d a t a  a n a l y s e s  a n d  w r i t t e n  s t u d y  r e p o r t s .

• 	 E f f e c t i v e l y  l i a i s e  a n d  n e g o t i a t e  w i t h  s t a ke ho l d e rs  i n v o l v e d  i n  t he 
d ev e l o p m e n t  o f  t he  p ro d u c t  d ev e l o p m e n t  p l a n s  i . e .  p r e - c l i n i c a l , 
c l i n i c a l ,  c o m m e r c i a l / m a r ke t i n g ,  H E O R ,  p ro j e c t  m a n a g e m e n t , 
M e d i c a l  A f f a i r s .

• 	 Pa r t i c i p a t e  a n d  s u p p o r t  a d v i s o r y  b o a r d s .
• 	 D i r e c t ,  c o o r d i n a t e  a n d  i m p l e m e n t  t he  p r e p a ra t i o n  o f  r e g u l a t o r y 

s u b m i s s i o n s .
• 	 M e e t  a g g r e s s i v e  d e a d l i n e s  i n  o n c o l o g y  d ev e l o p m e n t  t o  e n s u r e 

t ha t  r e g u l a t o r y  a g e n c i e s  r e c e i v e  t i m e l y  a n d  q u a l i t y  s u b m i s s i o n s 
( S c i e n t i f i c  Ad v i c e ,  C l i n i c a l  Tr i a l  A p p l i c a t i o n s ,  M a r ke t i n g 
Au t ho r i s a t i o n  A p p l i c a t i o n s ,  Pa e d i a t r i c  I n v e s t i g a t i o n a l  P l a n s , 
Co m p a n i o n  D i a g n o s t i c s ,  O r p ha n  D e s i g n a t i o n  A p p l i c a t i o n s )  l e a d i n g 
t o  s u c c e s s f u l  a p p ro v a l .

• 	 M a n a g e m e n t  o f  C RO  o v e rs i g h t  a n d  p a r t n e rs ’  r e l a t i o n s .

S t ra t e g i c  -  P l a n n i n g  f o r  t he  f u t u re

O p e ra t i o n a l  -  R u n n i n g  t he  b u s i n e s s  f ro m  d a y  t o  d a y

• 	 M e m b e r  o f  C L I RA  -  t he  ex e c u t i v e  b o d y  r e s p o n s i b l e  f o r  t he  a p p ro v a l 
o f  t he  G l o b a l  D ev e l o p m e n t  s t ra t e g i e s / p ro g ra m s .

• 	 Le a d i n g  ro l e  i n  d ev e l o p m e n t  o f  h i g h  q u a l i t y  g l o b a l  r e g u l a t o r y 
s t ra t e g y  a n d  r e s p e c t i v e  d o c u m e n t s  i n c l u d i n g  t he  d e f i n i t i o n  o f  t he 
key  m e s s a g e s ,  a l i g n m e n t  w i t h  G S K  B i o  o b j e c t i v e s ,  s t ra t e g y  a n d 
g l o b a l  r e g u l a t o r y  r e q u i r e m e n t s .

• 	 M a j o r  i n p u t  i n t o  t he  c r e a t i o n  o f  t he  G l o b a l  C l i n i c a l  Pro g ra m , 
G l o b a l  D a t a  S he e t  ( G D S )  a n d  t he  Eu ro p e a n  S u m m a r y  o f  Pro d u c t 
C ha ra c t e r i s t i c s  ( S P C ) ,  a n d  e n s u r e s  t ha t  t he  G D S  /  S P C  a r e 
c o n s i s t e n t  w i t h  t he  d a t a  p r e s e n t e d  i n  t he  c l i n i c a l  d o s s i e r.

• 	 I n t e r f a c e  w i t h  o t he r  G S K  B i o  d e p a r t m e n t s  ( C l i n i c a l ,  S a f e t y ,  R & D , 
… )  t o  e n s u r e  ha r m o n i s e d  f i l e  c o n t e n t s  a n d  o n - t i m e  s u b m i s s i o n  t o 
Re g u l a t o r y  Au t ho r i t i e s .

• 	 E f f i c i e n t  i n t e ra c t i o n s  w i t h  Re g u l a t o r y  Au t ho r i t i e s  t o  a c h i ev e 
c o m p a n y  o b j e c t i v e s  ( E M E A ,  W H O,  E U  N a t i o n a l  A g e n c i e s , 
C h i n e s e  a n d  J a p a n e s e  A g e n c i e s )  i n c l u d i n g  r e p r e s e n t a t i o n  o f  G S K 
B i o l o g i c a l s  d u r i n g  m e e t i n g s  w i t h  t he s e  Au t ho r i t i e s .

• 	 Es t a b l i s hm e n t  o f  t he  C l i n i c a l  RA  t e a m  - M a n a g e m e n t  a c c o u n t a b i l i t y : 
5  d i r e c t  r e p o r t s .

• 	 D ev e l o p m e n t  a n d  m o t i v a t i o n  o f  c o l l a b o ra t o rs  t o  a c h i ev e  q u a l i t y 
o u t p u t ,  a c c o u n t a b i l i t y  a n d  r e c o g n i t i o n  a c ro s s  t he  o rg a n i s a t i o n  a n d 
t o w a r d s  t he  r e g u l a t o r y  a u t ho r i t i e s .

• 	 E n s u r i n g  d i s s e m i n a t i o n  o f  kn o w l e d g e  o f  r e g u l a t o r y  g u i d e l i n e s , 
a d v i c e  a n d  ex p e r t i s e  t o  r e l ev a n t  d e p a r t m e n t s  /  t e a m s .

• 	 E n s u r i n g  t ha t  a l l  r e l ev a n t  p o l i c i e s  a n d  s t a n d a r d  o p e ra t i n g 
p ro c e d u r e s  ( SO P )  a r e  r e s p e c t e d .

• 	 I n t e ra c t i o n  l ev e l :  U p p e r  M a n a g e m e n t  o f  G S K  B i o ,  Re g u l a t o r y 
Au t ho r i t i e s .

D i re c t o r,  H e a d  o f  C l i n i c a l  R e g u l a t o r y  t e a m  -  G S K  B i o l o g i c a l s
R e s p o n s i b i l i t i e s :

P ro f e s s i o n a l  –  L e a d / m a n a g e  t he  re g u l a t o r y  t e a m  a n d  s u p p o r t  o t he r  f u n c t i o n s

• 	 Le a d e rs h i p  a n d  m a n a g e m e n t  a c c o u n t a b i l i t y :  6  -  10  r e p o r t s , 
i n c l u d i n g  c o n s u l t a n t s  a n d  C RO.

• 	 Le a d  a n d  g u i d e  t he  p ro f e s s i o n a l  d ev e l o p m e n t  o f  t he  Eu ro p e a n 
r e g u l a t o r y  t e a m  r e s p o n s i b l e  f o r  t he  o n c o l o g y  t he ra p e u t i c  a r e a 
t o  m e e t  t he  b u s i n e s s  r e q u i r e m e n t s  i n  r e l a t i o n  t o  t he  ev o l v i n g 
r e g u l a t o r y  s c i e n c e  a n d  t he  t he ra p e u t i c  a r e a  d i s e a s e  kn o w l e d g e .

• 	 G u i d e  t he  p ro f e s s i o n a l  d ev e l o p m e n t  o f  t he  G l o b a l  r e g u l a t o r y  t e a m .
• 	 S u p p o r t  t he  c l i n i c i a n s  t o  b e t t e r  u n d e rs t a n d  a n d  i n t e r p r e t  r e g u l a t o r y 

s c i e n c e  a n d  r e q u i r e m e n t s .

• 	 Key  m e m b e r  o f  t he  G l o b a l  Re g u l a t o r y  Te a m s .
• 	 S t ra t e g i c  i n p u t  t o  t he  g l o b a l  d ev e l o p m e n t  p ro g ra m s  f o r  AS C I ( s )  a n d 

t he  r e s p e c t i v e  d i a g n o s t i c s . 
• 	 G u i d a n c e ,  c o o r d i n a t i o n  a n d  r ev i e w  i n  t he  p r e p a ra t i o n  o f 

d o c u m e n t s  a n d  i n t e ra c t i o n s  w i t h  a g e n c i e s ,  a d v i s o r y  b o a r d s  l i ke 
s c i e n t i f i c  a d v i c e  p a c ka g e s ,  Pa e d i a t r i c  I n v e s t i g a t i o n a l  P l a n s , 
b r i e f i n g  d o c u m e n t s  e t c .

O n c o l o g y

Es t a b l i s h  a n d  l e a d  t he  Eu ro p e a n  &  G l o b a l  c l i n i c a l  r e g u l a t o r y  t e a m  r e s p o n s i b l e  f o r 
AS C I  -  A n t i g e n - S p e c i f i c  Ca n c e r  I m m u n o t he ra p e u t i c ( s )  -  c o m b i n a t i o n  t he ra p e u t i c 
v a c c i n e / d i a g n o s t i c  p ro d u c t s . 

R e s p o n s i b i l i t i e s : 



S c e n d e a   -   E x p e r t i s e

• 	 I n t e r n a l  t ra i n i n g s  f o r  t he  t e a m  m e m b e rs  t o  e n s u r e  kn o w l e d g e  a n d 
u n d e rs t a n d i n g  o f  t he  o n c o l o g y  r e g u l a t o r y  g u i d e l i n e s ,  o n c o l o g y 
r e g u l a t o r y  e n v i ro n m e n t  a n d  t he  o n c o l o g y  d i s e a s e s .

• 	 Re g u l a t o r y  A f f a i r s  E x p e r i e n c e  w i t h  M a r ke t i n g  Au t ho r i s a t i o n 
A p p l i c a t i o n s  ( MA A )  u s i n g  Re g u l a t o r y  Pro c e d u r e s  ( C P  a n d  M R P /
D C P ) ,  S c i e n t i f i c  a d v i c e  ( E M E A  a n d  n a t i o n a l ) ,  O r p ha n  d e s i g n a t i o n , 
Re g u l a t o r y  S t ra t e g y  ex p e r i e n c e  i n  v a r i o u s  t he ra p e u t i c  a r e a s  - 
o n c o l o g y ,  C N S ,  a n t i - i n f e c t i v e  e t c . ,  i n c l u d i n g  b i o t e c h  p ro d u c t s .

• 	 E x p e r i e n c e  i n  r e g u l a t o r y  t ra i n i n g  a n d  a l l  r e g u l a t o r y  a s p e c t s  f ro m 
e a r l y  s t a g e  o f  d ev e l o p m e n t  t o  m a i n t e n a n c e  o f  m a r ke t e d  p ro d u c t s .

• 	 S t ra t e g i c  a n d  r e g u l a t o r y  i n t e l l i g e n c e  s u p p o r t  t o  g l o b a l  c a n c e r 
d ev e l o p m e n t  p ro j e c t s  f ro m  a n  E U  p e rs p e c t i v e .

• 	 Co m p a n y  r e p r e s e n t a t i o n  a t  t he  E F P I A  E f f i c a c y  Wo r k i n g  G ro u p .

A s s o c i a t e  D i re c t o r  R e g u l a t o r y  A f f a i rs  -  M S D  E u ro p e  ( I n c . )
R e s p o n s i b i l i t i e s :

• 	 S t ra t e g i c  i n p u t  t o  t he  G l o b a l  RA  s t ra t e g y  f o r m  Eu ro p e a n 
p e rs p e c t i v e .

• 	 K n o w l e d g e  d i s s e m i n a t i o n ,  i n t e r p r e t a t i o n  a n d  c l a r i f i c a t i o n  o f  t he  E U 
r e q u i r e m e n t s .

• 	 E M E A  i n t e ra c t i o n s  ( e . g .  MA A ,  v a r i a t i o n s ,  S A ,  O r p ha n  d e s i g n a t i o n 
e t c . ) .

• 	 Pr e p a ra t i o n  o f  t he  E U  d o s s i e r  a n d  f i l i n g . 
• 	 Le a d i n g  t he  MS D  RA  o n c o l o g y  t e a m  -  a  t e a m  o f  r e g u l a t o r y 

D i r e c t o rs / m a n a g e rs  f ro m  t he  s u b s i d i a r i e s  t o  e n s u r e  kn o w l e d g e  o f 
t he  ev o l v i n g  o n c o l o g y  e n v i ro n m e n t ,  b u i l d i n g  ex p e r t i s e ,  c o m p i l a t i o n 
o f  d a t a b a s e  e t c . 

• 	 S t ra t e g i c  i n p u t  i n t o  t he  g l o b a l  r e g u l a t o r y  s t ra t e g y  t o  e n s u r e 
c o m p l i a n c e  w i t h  t he  Eu ro p e a n  r e q u i r e m e n t s .

O n c o l o g y

Eu ro p e a n  r e s p o n s i b i l i t i e s  f o r  a l l  o n c o l o g y  p ro d u c t s  ( s m a l l  m o l e c u l e s  a n d 
b i o l o g i c s )  i n  d ev e l o p m e n t .  

A c t i v i t i e s :

• 	 Pa n  Eu ro p e a n  r e s p o n s i b i l i t i e s  f o r  a  m i g ra i n e  ( M R P )  a n d  H I V 
( C P )  p ro d u c t s  i n c l u d i n g  MA A  s u b m i s s i o n s  a n d  m a i n t e n a n c e .

• 	 Re s p o n s i b i l i t i e s  f o r  t he  r e g u l a t o r y  a f f a i r s  i n  t he  C E E 
c o u n t r i e s .

• 	 S t ra t e g i c  g u i d a n c e  t o  r e g u l a t o r y  m a n a g e rs  i n  t he  c o u n t r i e s 
i n  r e l a t i o n  t o  t he  n e w  p ro d u c t  s u b m i s s i o n  u s i n g  p u r e l y 
n a t i o n a l  p ro c e d u r e s  a n d / o r  r e c o g n i t i o n  o f  t he  E U  C P  & 
M R P. 

• 	 Re g u l a t o r y  a c t i v i t i e s  r e l a t e d  t o  t he  p r e p a ra t i o n  o f  t he  E U 
e n l a rg e m e n t .

• 	 Re p r e s e n t a t i o n  o f  t he  c o m p a n y  a t  t he  E F P I A  E U  E n l a rg e m e n t 
G ro u p . 

R e g u l a t o r y  A f f a i rs  M a n a g e r  -  M S D  E u ro p e  ( I n c . )
R e s p o n s i b i l i t i e s :

Re s p o n s i b i l i t i e s  c o v e r i n g  c l i n i c a l ,  m e d i c a l  a n d  r e g u l a t o r y  f u n c t i o n s  i n  t he  n e w l y 
e s t a b l i s he d  MS D  o f f i c e  i n  B u l g a r i a .

M e d i c a l  M a n a g e r  -  M S D  I D E A / B U LGA R I A
R e s p o n s i b i l i t i e s :

EMPLOYMEN T
RECORD.

D i re c t o r  o f  I n f e c t i o u s  D i s e a s e s :  M a t e r  H o s p i t a l s
2 013  -  Cu r r e n t

P ro f e s s o r / C o n j o i n t  P ro f e s s o r :  S c ho o l  o f  M e d i c i n e ,  M a t e r  C l i n i c a l 
U n i t ,  U n i ve rs i t y  o f  Q u e e n s l a n d
2 013  -  Cu r r e n t

P r i n c i p a l  i nve s t i g a t o r  a n d  M e d i c a l  D i re c t o r :  Q - P h a r m  P t y  L t d / N u c l e u s 
N e t wo r k
2 011  -  2 022

M e d i c a l  M o n i t o r  a n d  S a f e t y  R ev i ew  C o m m i t t e e  M e m b e r :  G r i f f i t h 
U n i ve rs i t y,  I n s t i t u t e  o f  G l yc o m i c s
2 014  -  2 019

C o - o rd i n a t o r  o f  A d va n c e d  Tra i n i n g  f o r  I n f e c t i o u s  D i s e a s e s  f o r  Q L D
2 014  -  2 019

M i c ro b i o l o g y  A d va n c e d  Tra i n e e :  M a t e r  Pa t ho l o g y,  S u l l i va n  N i c o l a i d e s 
Pa t ho l o g y  a n d  P r i n c e s s  A l exa n d e r  H o s p i t a l
2 010  -  2 013

M e d i c a l  O f f i c e r :  The  S u n s h i n e  C o a s t  P r i va t e ,  C a l o u n d ra  P r i va t e  a n d 
N a m b o u r  S e l a n g o r  P r i va t e  H o s p i t a l s  a n d  L a s t - m i n u t e  l o c u m s 
2 0 07  -  2 012

R e g i s t ra r  G e n e ra l  M e d i c i n e :  M a t e r  H o s p i t a l
2 010  -  2 012

I n f e c t i o u s  D i s e a s e s  A d va n c e d  Tra i n e e :  R o ya l  B r i s b a n e  H o s p i t a l  a n d 
P r i n c e  C h a r l e s  H o s p i t a l
2 0 0 8  -  2 010

ACADEMIC
QUALIFICATIONS.

SPECIALIS T 
QUALIFICATIONS.

Po s t - g ra d u a t e  B a c he l o r  o f  M e d i c i n e ,  B a c he l o r  o f  S u rg e r y
U n i v e rs i t y  o f  Q u e e n s l a n d -  19 9 9  -  2 0 02

B a c he l o r  o f  S c i e n c e  ( H o n o u rs )  -  H o n o u rs  M i c ro b i o l o g y  a n d 
I m m u n o l o g y 	
U n i v e rs i t y  o f  Ad e l a i d e  -  19 9 8

B a c he l o r  o f  S c i e n c e -  M a j o rs ;  I n f e c t i o n  &  I m m u n i t y  a n d 
B i o c he m i s t r y / M o l e c u l a r  B i o l o g y. 
U n i v e rs i t y  o f  Ad e l a i d e  -  19 9 5  -  19 97

D e c  2 012  -  F R AC P  ( Fe l l o w  Ro y a l 
A u s t ra l a s i a n  C o l l e g e  o f  P h ys i c i a n s )

D e c  2 012  -  F R C PA  ( Fe l l o w  Ro y a l 
C o l l e g e  o f  Pa t ho l o g i s t s  o f  A u s t ra l a s i a )

J a n  2 013  -  FAC T M  ( Fe l l o w  A u s t ra l a s i a n 
C o l l e g e  o f  Tro p i c a l  M e di c i n e )

D e c  2 016  -  A FAC H S M  ( A s s o c i a t e 
Fe l l o w  A u s t ra l a s i a n  C o l l e g e  o f  H e a l t h 
S e r v i c e  M a n a g e m e n t )

Fe b  2 018  -  F I M L  ( Fe l l o w  I n s t i t u t e  o f 
M a n a g e rs  a n d  L e a d e rs )

Dr Paul Griffin BS (Hons), MBBS
P r i n c i p a l  M e d i c a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  N o ve m b e r  2 0 2 3
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Previous Experience

D i re c t o r  o f  I n f e c t i o u s  D i s e a s e s  -  M a t e r  H o s p i t a l s
R e s p o n s i b i l i t i e s :

P ro f e s s o r / C o n j o i n t  P ro f e s s o r :  S c ho o l  o f  M e d i c i n e ,  M a t e r  C l i n i c a l  U n i t
R e s p o n s i b i l i t i e s :

P r i n c i p a l  i nve s t i g a t o r  a n d  M e d i c a l  D i re c t o r :  Q - P h a r m  P t y  L t d / N u c l e u s  N e t wo r k
R e s p o n s i b i l i t i e s :

M e d i c a l  M o n i t o r  a n d  S a f e t y  R ev i ew  C o m m i t t e e  M e m b e r :  G r i f f i t h  U n i ve rs i t y
R e s p o n s i b i l i t i e s :

C o - o rd i n a t o r  o f  A d va n c e d  Tra i n i n g  f o r  I n f e c t i o u s  D i s e a s e s  f o r  Q L D
R e s p o n s i b i l i t i e s :

M e d i c a l  O f f i c e r :  The  S u n s h i n e  C o a s t  P r i va t e ,  C a l o u n d ra  P r i va t e  a n d  N a m b o u r 
S e l a n g o r  P r i va t e  H o s p i t a l s  a n d  L a s t - m i n u t e  l o c u m s 
R e s p o n s i b i l i t i e s :

R e g i s t ra r  G e n e ra l  M e d i c i n e :  M a t e r  H o s p i t a l
R e s p o n s i b i l i t i e s :

• 	 U n i ve rs i t y :  Re c e n t l y  p ro m o t e d  t o  Pro f e s s o r  a n d  H e a d  o f  C l i n i c a l  U n i t .  Ye a r 
4  c o o r d i n a t o r.  Re g u l a r  t u t o r i a l s  t o  3 r d  y e a r  m e d i c i n e  a n d  s u rg e r y  s t u d e n t s 
i n c l u d i n g  i n t ro d u c t i o n  o f  I n f e c t i o u s  D i s e a s e s  t u t o r i a l s  ev e r y  ro t a t i o n .  Le c t u r e s 
t o  f i r s t  a n d  s e c o n d  y e a r  s t u d e n t s .  Re g u l a r  a t t e n d a n c e  a t  D i s c i p l i n e  o f 
M e d i c i n e  E x a m i n e rs  Te a c h i n g  a n d  Le a r n i n g  M e e t i n g . 

• 	 M a t e r  R e s e a rc h :  Cu r r e n t l y  Pr i n c i p a l  I n v e s t i g a t o r  o n  o v e r  3 0  c l i n i c a l  t r i a l s 
a t  M a t e r  Re s e a r c h  i n c l u d i n g  i n v e s t i g a t o r - i n i t i a t e d  t r i a l s  a n d  c o m m e r c i a l l y 
s p o n s o r e d  t r i a l s

• 	 C l i n i c a l :  Pu b l i c  i n f e c t i o u s  d i s e a s e s  c l i n i c s  a n d  w a r d  ro u n d s  i n c l u d i n g 
i n p a t i e n t s  a n d  c o n s u l t s .  Pr i v a t e  c o n s u l t i n g  o n  i n - p a t i e n t s  a n d  i n  p r i v a t e 
ro o m s . 

• 	 D i re c t o r  o f  I n f e c t i o u s  D i s e a s e s :  O v e rs i g h t  o f  d e p a r t m e n t  i n c l u d i n g  b u d g e t 
a n d  r e c ru i t i n g .  D e p a r t m e n t  n o w  c o n s i s t s  o f  5  p hys i c i a n s .

• 	 Te a c h i n g / m e n t o r i n g :  S u p e r v i s i o n  o f  a d v a n c e d  t ra i n e e s  i n  I n f e c t i o u s 
D i s e a s e s .  Pa r t i c i p a t i o n  i n  i n t e r n / R M O  t ra i n i n g  f o r m a l  e d u c a t i o n  p ro g ra m . 
Re g u l a r  t u t o r i a l  f o r  p hys i c i a n  ex a m  c a n d i d a t e s  a s  w e l l  a s  c l i n i c a l  ex a m 
p r e p a ra t i o n  i n c l u d i n g  t u t o r i a l s ,  s ho r t  a n d  l o n g  c a s e s .  Ed u c a t i o n a l  s u p e r v i s o r 
f o r  2  b a s i c  t ra i n e e s .  Cu r r e n t l y  ha v e  m o r e  t ha n  5  d i f f e r e n t  p ro j e c t s  u n d e r w a y 
w i t h  d i f f e r e n t  g ro u p s  o f  j u n i o r  s t a f f .

• 	 A n t i m i c ro b i a l  S t ewa rd s h i p :  Re s p o n s i b l e  f o r  c r e a t i o n  a n d  i m p l e m e n t a t i o n 
o f  a n  a n t i m i c ro b i a l  s t e w a r d s h i p  p ro g ra m  f o r  t he  M a t e r  t ha t  ha s  i n c l u d e d 
g u i d e l i n e  a n d  p o l i c y  d ev e l o p m e n t . 

• 	 H o s p i t a l  i n  t he  H o m e :  I n v o l v e d  i n  t he  p l a n n i n g  a n d  i m p l e m e n t a t i o n  o f  t h i s 
s e r v i c e  a t  M a t e r,  i n c l u d i n g  g u i d e l i n e  a n d  p o l i c y  d ev e l o p m e n t .

• 	 I n f e c t i o n  C o n t ro l :  M e d i c a l  o v e rs i g h t  a n d  c ha i r  o f  t he  ho s p i t a l  a c q u i r e d 
i n f e c t i o n  t e a m .  Re g u l a r  a t t e n d a n c e  a t  m u l t i p l e  r e g u l a r  m e e t i n g s  i n c l u d e 
p u b l i c ,  p r i v a t e  a n d  m o t he r ’s  ho s p i t a l s .  O u t b r e a k  m a n a g e m e n t . 

• 	 S a f e t y  H e a l t h  a n d  We l l b e i n g :  Re s p o n s i b l e  f o r  c o o r d i n a t i n g  a n d  m a n a g i n g 
s t a f f  he a l t h .

• 	 O t he r :  Pa n d e m i c  I n f l u e n za  p l a n n i n g  c o m m i t t e e ,  Wa t e r  q u a l i t y  c o m m i t t e e , 
S e p s i s  m a n a g e m e n t  c o m m i t t e e .  Re q u i r e d  t o  a u t ho r  a n d  r ev i e w  m u l t i p l e 
g u i d e l i n e s .

• 	 H i g h l i g h t s / I n n o va t i o n s  i n c l u d e :  Es t a b l i s h i n g  t he  a n t i m i c ro b i a l  s t e w a r d s h i p 
a n d  ho s p i t a l  i n  t he  ho m e  s e r v i c e s .  Co m m e n c i n g  a  r e g u l a r  t u t o r i a l  f o r 
a l l  t h i r d  a n d  f o u r t h  y e a r  m e d i c a l  s t u d e n t s  o n  t he  b a s i c s  o f  I n f e c t i o u s 
D i s e a s e s  a n d  c o m m e n c i n g  a  w e e k l y  d e p a r t m e n t a l  c l i n i c a l  m e e t i n g  t o 
f a c i l i t a t e  c o l l a b o ra t i o n  w i t h i n  t he  d e p a r t m e n t .  Co m m e n c i n g  a n  I n f e c t i o u s 
D i s e a s e s  c l i n i c  a t  t he  r e f u g e e  he a l t h  s e r v i c e  t o  s i m p l i f y  t he  ex p e r i e n c e 
f o r  t he s e  c o m p l ex  p a t i e n t s .  Re s p o n s i b l e  f o r  t he  p l a n n i n g ,  v a l i d a t i o n  a n d 
i m p l e m e n t a t i o n  o f  a  n e w  t e s t  f o r  m u l t i - r e s i s t a n t  o rg a n i s m s  a n d  a  n o v e l 
e n v i ro n m e n t a l  c l e a n i n g  m e t ho d o l o g y  u t i l i s i n g  v a p o r i s e d  hy d ro g e n  p e ro x i d e 
w i t h  s i g n i f i c a n t  e f f e c t  o n  r e d u c i n g  t he  b u r d e n  o f  m u l t i - r e s i s t a n t  o rg a n i s m s  i n 
t he  ho s p i t a l .

Re c e n t l y  p ro m o t e d  t o  Pro f e s s o r  a n d  H e a d  o f  C l i n i c a l  U n i t .  Ye a r  4  c o o r d i n a t o r. 
Re g u l a r  y e a r  4  s t u d e n t s  a t t a c he d  t o  u n i t  w i t h  a t  l e a s t  w e e k l y  f o r m a l  t u t o r i a l s . 
Fo r m a l  I n f e c t i o u s  D i s e a s e s  t u t o r i a l  o n c e  p e r  ro t a t i o n  t o  a l l  y e a r  3  a n d  y e a r  4 
s t u d e n t s  i n  m e d i c i n e  a n d  s u rg e r y  ( i n t ro d u c e d  by  m e  3  y e a rs  a g o ) .  Lo n g  c a s e 
t u t o r i a l s  a n d  p r e p a r e d  l o n g  c a s e  t u t o r i a l s  w i t h  3 r d  y e a r  m e d i c i n e  s t u d e n t s 
( m u l t i p l e  p e r  ro t a t i o n ) .  E x a m i n e r  f o r  y e a r  3  m e d i c i n e  ro t a t i o n . 

Pr i n c i p a l  i n v e s t i g a t o r  a n d  m a n a g e r  o f  m e d i c a l  s e r v i c e s  f o r  Q - Pha r m  w h i c h 
b e c a m e  N u c l e u s  N e t w o r k ,  a  s p e c i a l i s e d  c o n t ra c t  r e s e a r c h  o rg a n i s a t i o n  w h i c h 
u n d e r t a ke s  a  b ro a d  ra n g e  o f  e a r l y  t h ro u g h  t o  l a t e  p ha s e  c l i n i c a l  t r i a l s  f o r 
c l i e n t s  i n  t he  g l o b a l  p ha r m a c e u t i c a l  a n d  b i o t e c hn o l o g y  i n d u s t r i e s  w i t h  a  f o c u s 
o n  i n f e c t i o u s  d i s e a s e s .  Tr i a l s  u n d e r t a ke n  i n c l u d e  m a n y  n e w  i n f l u e n za  v a c c i n e s 
i n c l u d i n g  n o v e l  s t ra i n s  s u c h  a s  H 7 N 9  a n d  v i a  n o v e l  d e l i v e r y  m e t ho d s ,  m a l a r i a 
t r e a t m e n t s ,  E b o l a  a n d  H SV 2  v a c c i n e s ,  i n  a d d i t i o n  t o  M a l a r i a  hu m a n  c ha l l e n g e 
s t u d i e s .  Pr i n c i p a l  i n v e s t i g a t o r  o n  o v e r  15 0  c l i n i c a l  t r i a l s  a n d  i n v e s t i g a t o r  o n  w e l l 
o v e r  2 0 0  c l i n i c a l  t r i a l s .  Re s p o n s i b l e  f o r  t he  r e c ru i t m e n t ,  t ra i n i n g  a n d  s u p e r v i s i o n 
o f  n u m e ro u s  m e d i c a l  s t a f f  i n v o l v e d  i n  t he  c o n d u c t  o f  c l i n i c a l  t r i a l s .

S a f e t y  r ev i e w  c o m m i t t e e  m e m b e r  o n  m a l a r i a  hu m a n  c ha l l e n g e  s t u d i e s .  E n s u r e 
t he  s a f e  c o n d u c t  o f  m a l a r i a  hu m a n  c ha l l e n g e  s t u d i e s  i n v e s t i g a t i n g  a n t i m a l a r i a l 
i n t e r v e n t i o n s  a t  G r i f f i t h  U n i v e rs i t y .

Co o r d i n a t i o n  o f  t he  s e l e c t i o n  p ro c e s s  a n d  a l l o c a t i o n  o f  a d v a n c e d  t ra i n e e s 
s t a t e - w i d e  f o r  I n f e c t i o u s  D i s e a s e s .

Pr i m a r i l y  t o  e n s u r e  o n g o i n g  c l i n i c a l  s k i l l  d ev e l o p m e n t  i n  m y  o w n  t i m e  w o r ke d 
12  t o  4 8  ho u r  m e d i c a l  o f f i c e r  s h i f t s  a t  a  v a r i e t y  o f  p r i v a t e  ho s p i t a l s  w i t h  d u t i e s 
i n c l u d i n g  r e s p o n d i n g  t o  m e d i c a l  e m e rg e n c i e s ,  c a r e  o f  i n t e n s i v e  c a r e  u n i t 
( i n c l u d i n g  i n t u b a t e d )  p a t i e n t s ,  a d m i s s i o n s  a n d  a s s i s t i n g  i n  t he a t r e .  Va r i o u s 
l o c u m  m e d i c a l  o f f i c e r  a s s i g n m e n t s  i n c l u d i n g  m i l i t a r y  p l a c e m e n t s  s u c h  a s  RA A F 
Ed i n b u rg h ,  S o u t h  Au s t ra l i a .  Th i s  w o r k  w a s  u n d e r t a ke n  c o n c u r r e n t l y  t o  f u l l  t i m e 
t ra i n i n g  i n  I n f e c t i o u s  D i s e a s e s  a n d  M i c ro b i o l o g y.

To  e n s u r e  m a i n t e n a n c e  o f  c l i n i c a l  s k i l l s ,  c o n t i n u e d  a  c l i n i c a l  a p p o i n t m e n t  a t  t he 
M a t e r  w h i l s t  c o m p l e t i n g  m y  f e l l o w s h i p  i n  Pa t ho l o g y

Re g u l a r  a t t e n d a n c e  a t  D i v i s i o n  o f  M e d i c i n e  E x a m i n e rs  Te a c h i n g  a n d  Le a r n i n g 
m e e t i n g  a s  w e l l  a s  p a r t i c i p a t i o n  i n  t he  2 019  I n t e g ra t i o n  a n d  S e m e s t e r i s a t i o n 
Wo r ks ho p s .  B r i e f  p r e s e n t a t i o n  a t  o r i e n t a t i o n  f o r  y e a r  3  a n d  y e a r  4  s t u d e n t s . 
A l s o ,  r e g u l a r l y  l e c t u r e  t o  y e a r  1  a n d  y e a r  2  s t u d e n t s  a n d  ha v e  v o l u n t e e r e d  t o 
ex a m i n e  m a n y  t i m e s  i n  t he  y e a r  1  ex a m s .
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Relevant Highlights and Achievements

R e c e n t  a wa rd s  i n c l u d e
• 	 I n t e r n a t i o n a l  B u s i n e s s  Aw a r d s ,  G o l d  “ S t ev i e ”  Aw a r d  Wi n n e r  i n  t he  “ M e d i a 

H e ro  o f  t he  Ye a r ”  a w a r d .
• 	 Pa u l  H a r r i s  Fe l l o w,  Ro t a r y  I n t e r n a t i o n a l  f o r  ex e m p l a r y  w o r k  i n  c o m m u n i t y 

s e r v i c e .
• 	 M a t e r  Le a d e rs h i p  E x c e l l e n c e  a w a r d  f o r  d e m o n s t ra t i n g  l e a d e rs h i p 

ex c e l l e n c e  i n  t he  a r e a s  o f  s a f e t y ,  c u l t u r e ,  i n n o v a t i o n ,  l e a d e rs h i p  a n d  c a r e 
a n d  w e l l b e i n g .

C u r re n t  a d v i s o r y  b o a rd  a p p o i n t m e n t s  i n c l u d e
• 	 As t ra Ze n e c a  I n t e r n a t i o n a l  a n d  N a t i o n a l  Ad v i s o r y  B o a r d  m e m b e r  f o r  t he i r 

CO V I D - 19  v a c c i n e 
• 	 As t ra Ze n e c a  I n t e r n a t i o n a l  Ad v i s o r y  B o a r d  m e m b e r  f o r  t he i r  CO V I D - 19 

a n t i b o d y  t he ra p y
• 	 G S K  Ad v i s o r y  B o a r d  a n d  S p o ke s p e rs o n  f o r  t he i r  CO V I D - 19  a n t i b o d y 

t he ra p y
• 	 P f ize r  N a t i o n a l  Ad v i s o r y  B o a r d  f o r  t he i r  o ra l  CO V I D - 19  t he ra p y
• 	 MS D  N a t i o n a l  Ad v i s o r y  B o a r d  f o r  t he i r  o ra l  CO V I D - 19  t he ra p y
• 	 S e q i ru s  I n f l u e n za  Va c c i n e  N a t i o n a l  Ad v i s o r y  B o a r d

• 	 D ev i s e d ,  c o n d u c t e d  a n d  p u b l i s he d  t he  f i r s t  s t u d y  u t i l i s i n g  m a s s  s p e c t ro m e t r y 
t o  i d e n t i f y  Va n c o m y c i n  Re s i s t a n c e  i n  E n t e ro c o c c i ,  a  t e c hn i q u e  t ha t  i s  s t i l l  i n 
u s e  i n  t he  c l i n i c a l  m i c ro b i o l o g y  l a b o ra t o r y .  I  ha v e  b e e n  a s ke d  t o  p r e s e n t 
o n  t h i s  w o r k  a t  m a n y  m e e t i n g s ,  i t  ha s  f e a t u r e d  i n  t he  m a i n s t r e a m  m e d i a  a n d 
w a s  t he  s u b j e c t  o f  a  b r i e f  t o  t he  Fe d e ra l  G o v e r n m e n t  by  t he  H e a l t h  Po l i c y 
Ad v i s o r y  Co m m i t t e e  o n  Te c hn o l o g y.  Fo r  t h i s  w o r k  I  w a s  t he  r e c i p i e n t  o f  t he 
Ro y a l  Co l l e g e  o f  Pa t ho l o g i s t s  o f  Au s t ra l a s i a  B e s t  Pa p e r  Aw a r d ,  a n d  t he 
p u b l i c a t i o n  ha s  n o w  b e e n  c i t e d  o v e r  2 0 0  t i m e s .

• 	 D ev i s e d ,  w ro t e  t he  p ro t o c o l ,  c o n d u c t e d  a n d  p u b l i s he d  t he  f i r s t  s t u d y  a d d i n g 
t ra n s m i s s i o n  b l o c k i n g  e n d p o i n t s  t o  a  m a l a r i a  hu m a n  c ha l l e n g e  s t u d y  t o 
b e  a b l e  t o  d e t e r m i n e  t he  t ra n s m i s s i o n  b l o c k i n g  e f f e c t s  o f  a n t i - m a l a r i a l 
d ru g s .  Fo r  t h i s  w o r k  I  w a s  t he  r e c i p i e n t  o f  t he  A m e r i c a n  S o c i e t y  o f  Tro p i c a l 
M e d i c i n e  a n d  H y g i e n e  I n t e r n a t i o n a l  C l i n i c a l  Re s e a r c h  Aw a r d .

• 	 A p p o i n t m e n t  t o  The  Ro y a l  Au s t ra l a s i a n  Co l l e g e  o f  Phys i c i a n s  Ad v a n c e d 
Tra i n i n g  Co m m i t t e e  i n  I n f e c t i o u s  D i s e a s e s .  Re c e n t l y  a p p o i n t e d  a s  c ha i r  o f  t he 
c o m m i t t e e .

• 	 D i r e c t o r  a n d  S c i e n t i f i c  Ad v i s o r y  B o a r d  m e m b e r  f o r  t he  I n f l u e n za  S p e c i a l i s t 
G ro u p / I m m u n i s a t i o n  Co a l i t i o n .

• 	 Au s t ra l a s i a n  S o c i e t y  o f  I n f e c t i o u s  D i s e a s e s ,  H o s p i t a l  I n f e c t i o n  Co n t ro l 
S p e c i a l  I n t e r e s t  G ro u p  Co m m i t t e e  M e m b e r.

• 	 E x a m i n e r  f o r  t he  Ro y a l  Au s t ra l a s i a n  Co l l e g e  o f  Phys i c i a n s .
• 	 Pro f e s s o r,  H e a d  o f  M a t e r  C l i n i c a l  U n i t ,  t he  U n i v e rs i t y  o f  Q u e e n s l a n d .
• 	 Pu b l i s he d  m o r e  t ha n  8 0  p e e r  r ev i e w e d  p u b l i c a t i o n s  a n d  10  b o o k  c ha p t e rs , 

o v e r  42 0 0  c i t a t i o n s  w i t h  h - i n d ex  o f  27  w i t h  i 10 - i n d ex  o f  4 0 .
• 	 Pr i n c i p a l  i n v e s t i g a t o r  o n  o v e r  15 0  c l i n i c a l  t r i a l s  ( I n v e s t i g a t o r  o n  o v e r  2 0 0 

c l i n i c a l  t r i a l s  i n  t o t a l ) .  I n c l u d e s  8  CO V I D - 19  v a c c i n e  s t u d i e s .
• 	 N o w  o v e r  2 0  y e a rs  p o s t  g ra d u a t e  ( M B B S  U Q )  a n d  ha v e  b e e n  e m p l o y e d  f u l l 

t i m e  s i n c e  o b t a i n i n g  t he  d u a l  f e l l o w s h i p s  o f  I n f e c t i o u s  D i s e a s e s  Phys i c i a n 
a n d  C l i n i c a l  M i c ro b i o l o g i s t  o v e r  10  y e a rs  a g o .

• 	 C l i n i c a l  Le a d / Pa t ho l o g i s t / M e d i c a l  Ad v i s o r y  B o a r d  M e m b e r,  M i c ro b a
• 	 Co n s u l t a n t  f o r  Ca l i b a  H e a l t h  Co n s u l t a n t s
• 	 I n t e r n a t i o n a l  c o n f e r e n c e  ( I C TM M )  m a n a g e m e n t  c o m m i t t e e  m e m b e r  a n d 

n a t i o n a l  c o n f e r e n c e  o rg a n i s i n g  c o m m i t t e e  m e m b e r  ( AS I D ) .
• 	 M e d i c a l  M o n i t o r  a n d  S a f e t y  Rev i e w  Co m m i t t e e  m e m b e r  f o r  n u m e ro u s 

c l i n i c a l  t r i a l s .

• 	 I n s t i t u t e  B i o S a f e t y  Co m m i t t e e  a p p o i n t m e n t  ( p r e p a r e  s u b m i s s i o n s  t o  t he 
O GT R  f o r  s t u d i e s / l i c e n c i n g  o f  g e n e t i c a l l y  m o d i f i e d  t he ra p e u t i c  p ro d u c t s ) 
f o r  C l i n i c a l  N e t w o r k  S e r v i c e s ,  N o v o t e c h  a n d  B ey o n d  D ru g  D ev e l o p m e n t , 
p ro v i d e  a d v i c e  t o  i n t e r n a t i o n a l  c l i e n t s .

• 	 C ha i r  o f  Ea r l y  Pha s e  C l i n i c a l  Tr i a l s  Co m m i t t e e
• 	 Re s p o n s i b l e  f o r  o v e rs e e i n g  a p p ro v a l s  f o r  e a r l y  p ha s e  c l i n i c a l  t r i a l s
• 	 Co n s u l t a n t  t o  H e a l t h  Ca r e  M a n a g e m e n t  Ad v i s o rs ,  N a t i o n a l  La b o ra t o r y 

Ca p a b i l i t y  Au d i t ,  M a p p i n g  a n d  S c o p i n g  p ro j e c t  f o r  t he  Fe d e ra l  G o v e r n m e n t .
• 	 H e a r t  o f  Au s t ra l i a  Ru ra l  G P  Ed u c a t i o n  p ro g ra m  s p e a ke r  ( v o l u n t e e r  t ra v e l  t o 

ru ra l  Q u e e n s l a n d  t o  p ro v i d e  e d u c a t i o n  t o  ru ra l  m e d i c a l  p ra c t i t i o n e rs ) .
• 	 S p e a ke r  a n d  c o n s u l t a n t  f o r  n u m e ro u s  p ha r m a c e u t i c a l  c o m p a n i e s , 

p r e d o m i n a n t l y  t o  e d u c a t e  a b o u t  v a c c i n e s .
• 	 I n v i t e d  l e c t u r e r  t o  t e a c h  I n f e c t i o u s  D i s e a s e s  t o  m a n y  o t he r  s p e c i a l t i e s 

i n c l u d i n g  G e n e ra l  Pra c t i c e ,  S u rg i c a l  Tra i n e e s ,  S p o r t s  M e d i c i n e  a n d 
D e r m a t o l o g y.

• 	 S t a t e  Le a d e rs h i p  G ro u p  M e m b e r  f o r  t he  J u v e n i l e  D i a b e t e s  Re s e a r c h 
Fo u n d a t i o n .

• 	 E x t e n s i v e  g o v e r n a n c e  a n d  l e a d e rs h i p  ro l e s  i n c l u d i n g  a n t i m i c ro b i a l 
s t e w a r d s h i p / i n f e c t i o n  c o n t ro l  a n d  p r ev e n t i o n / w a t e r  q u a l i t y / ha n d  hy g i e n e /
ho s p i t a l  i n  t he  ho m e / c he m i c a l  b i o l o g i c a l  a n d  ra d i o l o g i c a l  i n c i d e n t 
r e a d i n e s s / s e p s i s . 

• 	 O t he r  r e l ev a n t  c o m m i t t e e  m e m b e rs h i p s  i n c l u d e
• 	 S t a t e w i d e  I n f e c t i o n  C l i n i c a l  N e t w o r k  S t e e r i n g  Co m m i t t e e  M e m b e r
• 	 Q u e e n s l a n d  CO V I D - 19  The ra p e u t i c s  Wo r k i n g  G ro u p  ( C T WG )  M e m b e r
• 	 CO V I D - 19  M e d i c i n e s  a n d  Pha r m a c y  P l a n n i n g  Re s p o n s e  G ro u p  ( M P P R G ) 

M e m b e r
• 	 Q u e e n s l a n d  H e a l t h  D i s a s t e r  M a n a g e m e n t  Ad v i s o r y  N e t w o r k  M e m b e r
• 	 Le a d  t he  M a t e r ’s  r e s p o n s e  t o  m a n y  m a j o r  i n c i d e n t s  ( p r i o r  t o  CO V I D - 19 ) 

i n c l u d i n g  c o n c e r n  o f  ho s p i t a l  w a t e r  q u a l i t y  a n d  t he  s e t t l i n g  o f  n e w  r e f u g e e s 
p o s s i b l y  ex p o s e d  t o  E b o l a ,  r e q u i r e d  ex t e n s i v e  i n t e r n a l  a n d  ex t e r n a l 
s t a ke ho l d e r  e n g a g e m e n t  i n c l u d i n g  t he  C E O  a n d  t he  Q u e e n s l a n d  C h i e f 
H e a l t h  O f f i c e r  t o  c o m m u n i t y  g ro u p s  s u c h  a s  t he  L i b e r i a n  E b o l a  Ta s k  Fo r c e .

• 	 C l i n i c a l  i n n o v a t i o n  a s  ev i d e n c e d  by  m a n y  i n i t i a t i v e s  i n c l u d i n g  t r i a l  a n d 
i m p l e m e n t a t i o n  o f  n o v e l  e n v i ro n m e n t a l  c l e a n i n g  t e c hn o l o g y  a n d  ra p i d 
r e s i s t a n t  o rg a n i s m  t e s t i n g  m e t ho d s .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS. A F F I L I AT IONS.

D o c t o r  o f  M e d i c i n e 
Ro y a l  Co l l e g e  o f  S u rg e o n s ,  I r e l a n d

D i p l o m a  P h a r m a c e u t i c a l  M e d i c i n e

P h a r m a c e u t i c a l  M e d i c i n e  C SST

G e n e ra l  M e d i c a l  Co u n c i l  ( U K ) 
Ro y a l  Co l l e g e  o f  Phys i c i a n s  ( U K ) 
Fa c u l t y  o f  Pha r m a c e u t i c a l  M e d i c i n e
A m e r i c a n  S o c i e t y  o f  C l i n i c a l  O n c o l o g i s t s
Eu ro p e a n  S o c i e t y  o f  M e d i c a l  O n c o l o g i s t s
B r i t i s h  As s o c i a t i o n  o f  Ca n c e r  Re s e a r c h
Eu ro p e a n  As s o c i a t i o n  o f  Ca n c e r  Re s e a r c h

EMPLOYMEN T
RECORD.

V P,  C l i n i c a l  D ev e l o p m e n t 
L I N K  M e d i c a l  R e s e a rc h  AS  -  2 019  -  P re s e n t

M e d i c a l  Ad v i s o r 
N a n o m a b  Te c h n o l o g i e s  L t d  -  2 0 2 0  -  P re s e n t

M e d i c a l  D i r e c t o r 
The ra d ex  O n c o l o g y  -  2 010  -  2 019

Le a d  M e d i c a l  D i r e c t o r
P P D  -  2 0 07  -  2 010

Va r i o u s  p o s i t i o n s  e s c a l a t i n g  p o s i t i o n s  a c ro s s  a l l  
o n c o l o g y  f u n c t i o n a l  d i s c i p l i n e s  i n  b o t h  a d u l t  a n d  
p a e d i a t r i c  u n i t s . 
N H S / I n d e p e n d e n t  S e c t o r  -  15  Ye a rs

Dr Austin Smith MD
P r i n c i p a l  M e d i c a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 21 

Previous Experience
V P,  C l i n i c a l  D eve l o p m e n t  -  L I N K  M e d i c a l  R e s e a rc h  AS
R e s p o n s i b i l i t i e s :

M e d i c a l  D i re c t o r  -  The ra d ex  O n c o l o g y 
R e s p o n s i b i l i t i e s :

L e a d  M e d i c a l  D i re c t o r  -  P P D
R e s p o n s i b i l i t i e s :

A s s o c i a t e  S p e c i a l i s t  i n  M e d i c a l  O n c o l o g y  -  The  L o n d o n  C l i n i c
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n  Ea r l y  D ev e l o p m e n t  G ro u p  t o  a p p ra i s e  a n d  o p t i m i s e 
c l i n i c a l  t r i a l  p ro t o c o l s .

• 	 Ac t  a s  M e d i c a l  Le a d  f o r  b i o p ha r m a  w i t ho u t  i n t e r n a l  m e d i c a l 
r e s o u r c e  t o  s e t t  t he  v i s i o n  a n d  s t ra t e g y  f o r  t he  p o r t f o l i o  p i p e l i n e .

• 	 At t e n d  a n d  p r e s e n t  a t  b o t h  c o m p a n y - s p o n s o r e d  m e e t i n g s  a n d 
r e g i o n a l  b i o p ha r m a  m e e t i n g s ,  b o t h  i n d u s t r y  a n d  a c a d e m i c .

• 	 B e i n g  r e s p o n s i b l e  f o r  p ro f i t  a n d  l o s s  b u s i n e s s  o f  m a n a g e d  t e a m s .

Es t a b l i s h  a n d  p ro m o t e  c l i n i c a l  t r i a l  ex c e l l e n c e  i n  o u r  ex i s t i n g  c l i e n t s ,  he l p  n e w 
c l i e n t s  p l a n  a n d  o p t i m i s e  c l i n i c a l  d ev e l o p m e n t  p l a n s .  E n g a g e  KO L  n e t w o r ks  t o 
a s s i s t  a n d  a l i g n  w i t h  L I N K  M e d i c a l  t he ra p e u t i c  f o c u s  a n d  s p o n s o rs  r e s e a r c h 
g o a l s  –  O n c o l o g y ,  i m m u n o l o g y  /  i n f e c t i o u s  d i s e a s e s ,  m e t a b o l i c  m e d i c i n e s  a n d 
p ro m o t i n g  m o r e  p a e d i a t r i c  r e s e a r c h .

Eu ro p e a n  M e d i c a l  Le a d  f o r  c o r e  a c t i v i t i e s  a n d  c h i e f  a r c h i t e c t  o f  t he  c o m p a n y ’s 
Eu ro p e a n  b u s i n e s s  s t ra t e g y.  M a n a g e d  Pha r m a c o v i g i l a n c e  a n d  r e g i o n a l 
B i o s t a t i s t i c a l  S e r v i c e s .

S e r v e d  a s  a  r e g i o n a l  l e a d e r  f o r  a l l  m e d i c a l  a c t i v i t i e s  c o n d u c t e d  o u t s i d e  t he  U S . 
D i r e c t e d  m e d i c a l  m o n i t o r  o p e ra t i o n s  a n d  s a f e t y  ex p e r t i s e  i n p u t  a n d  s u p p o r t  t o 
Eu ro p e a n  a n d  g l o b a l  r e s e a r c h  a n d  c l i n i c a l  d ev e l o p m e n t  p ro j e c t s  i n  Pha s e s  I - I I I 
a c ro s s  a l l  t he ra p y  a r e a s .

As  As s o c i a t e  S p e c i a l i s t ,  D r  S m i t h  p ro v i d e d  d i r e c t  m e d i c a l  c a r e  o f  a t t e n d i n g 
p a t i e n t s ,  c o - c o o r d i n a t i n g  H a e m a t o l o g y  &  O n c o l o g y  w a r d  p hys i c i a n s .  D u r i n g 
t h i s  t i m e  a l s o  e s t a b l i s he d  a  p i o n e e r i n g  p a t i e n t  a s s e s s m e n t  t e a m  a p p ro a c h  a n d 
a l s o  p ro v i d e d  s p e c i a l i s t  i n p u t  i n t o  b u s i n e s s  d ev e l o p m e n t  i n i t i a t i v e s .

• 	 As s i s t  w i t h  t he  a c q u i s i t i o n  o f  a l l  n e w  b u s i n e s s  a n d  r e g u l a r l y 
a t t e n d s / p r e s e n t s  a t  p ha r m a c e u t i c a l / b i o t e c h  a n d  a c a d e m i c 
m e e t i n g s .

• 	 D ev e l o p e d  c o n s u l t i n g  b u s i n e s s  f o r  s p o n s o rs  w i t h  p r e - c l i n i c a l  a s s e t s .
• 	 As s i s t  s p o n s o rs  w i t h  i n t e ra c t i o n s  w i t h  r e g u l a t o r y  a n d  s c i e n t i f i c 

a d v i c e  m e e t i n g s  b o t h  a t  a  n a t i o n a l  l ev e l  i n  r e l ev a n t  Eu ro p e a n 
c o u n t r i e s  a n d  a t  b o t h  t he  E MA  a n d  F DA .

• 	 O v e r ha u l e d  p ha r m a c o v i g i l a n c e  d e p a r t m e n t  t o  b e c o m e  a n 
i n d e p e n d e n t  p ro f i t a b l e  f u n c t i o n a l  s e r v i c e  o f f e r i n g .

• 	 Pa r t  o f  S e n i o r  M a n a g e m e n t  Te a m  a n d  C l i e n t  Es c a l a t i o n  Po i n t .
• 	 E n s u r i n g  t he  c l i n i c a l  t e a m  a r e  c o m p l i a n t  w i t h  p ro c e s s e s  a n d  a u d i t -

r e a d y.

• 	 M a n a g e d  23  m u l t i d i s c i p l i n a r y  p hys i c i a n s  a n d  s u p p o r t  s t a f f  w i t h  t he 
M e d i c a l  a n d  Pha r m a c o v i g i l a n c e  G ro u p .

• 	 Ac h i ev e d  s u c c e s s f u l  o u t c o m e s  f o r  n u m e ro u s  c l i e n t s  a n d  r e p o r t e d 
t he s e  a c h i ev e m e n t s  i n t o  t he  C h i e f  M e d i c a l  O f f i c e r.

• 	 M a n a g e d  c r i t i c a l  M e d i c a l  S a f e t y  I n i t i a t i v e  t o  i d e n t i f y  a n d  t ra c k 
s i g n a l  d e t e c t i o n  a c ro s s  m a n a g e d  p o r t f o l i o s .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

P h D  i n  M o l e c u l a r  B i o l o g y  ( g e n e / c e l l - b a s e d  t he ra p i e s )  -  2 0 0 6 
U n i v e rs i d a d  Au t ó n o m a ,  M a d r i d ,  S p a i n . 

M B A  i n  H e a l t h  &  P h a r m a c e u t i c a l  I n d u s t r y  -  2 0 0 8 
I E  B u s i n e s s  S c ho o l ,  M a d r i d ,  S p a i n .

M a s t e r  o f  S c i e n c e  i n  C l i n i c a l  G e n e t i c s  -  2 0 0 2 
U n i v e rs i d a d  A l c a l á  d e  H e n a r e s ,  M a d r i d ,  S p a i n .

M a s t e r  o f  S c i e n c e  i n  N e u ro p h a r m a c o l o g y  -  2 0 0 2 
U n i v e rs i d a d  Co m p l u t e n s e ,  M a d r i d ,  S p a i n .

B a c he l o r  o f  S c i e n c e  i n  P h a r m a c y  -  2 0 0 0 
U n i v e rs i d a d  Co m p l u t e n s e ,  M a d r i d ,  S p a i n .

EMPLOYMEN T
RECORD.

D i r e c t o r,  Pr i n c i p a l  Co n s u l t a n t ,  I n t e r n a t i o n a l  S e r v i c e  Co o r d i n a t o r 
P h a r m a L ex  U K  –  2 018  -  2 0 2 0 

As s o c i a t e  D i r e c t o r / M a n a g e r 
Pa ra xe l  C o n s u l t i n g  -  2 015  -  2 018 

S c i e n t i f i c  Re g u l a t o r y  A f f a i r s  M a n a g e r 
A s p h a l i o n ,  S c i e n t i f i c  &  R e g u l a t o r y  S e r v i c e s  -  2 012  -  2 015

H e a d  o f  N o n - c l i n i c a l  D ev e l o p m e n t  D e p a r t m e n t 
P ro re t i n a  The ra p e u t i c s  -  2 011  -  2 012

D i r e c t o r  o f  La b o ra t o r y / S c i e n t i f i c  D i r e c t o r 
V i vo t e c n i a  R e s e a rc h  -  2 0 0 9  -  2 011 

B u s i n e s s  D ev e l o p m e n t  M a n a g e r  
V i vo t e c n i a  R e s e a rc h  -  2 0 0 8  -  2 0 0 9

Ph D  Re s e a r c he r 
N a t i o n a l  C e n t re  f o r  C a rd i o va s c u l a r  D i s e a s e s  R e s e a rc h  -  2 0 07  -  2 0 0 8

Ph D  Re s e a r c he r / Ph D  S t u d e n t 
N a t i o n a l  C e n t re  f o r  B i o t e c h n o l o g y  -  2 0 01  -  2 0 07

Dr Angeles Escarti-Nebot BSc (Hons), MSc, MBA, PhD
H e a d  o f  N o n c l i n i c a l  &  P r i n c i p a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 2

Previous Experience
D i re c t o r,  P r i n c i p a l  C o n s u l t a n t ,  I n t e r n a t i o n a l  S e r v i c e s  C o o rd i n a t o r  -  P h a r m a l ex  U K 
R e s p o n s i b i l i t i e s :

A s s o c i a t e  D i re c t o r / M a n a g e r  -  Pa rexe l  C o n s u l t i n g 
R e s p o n s i b i l i t i e s :

G l o b a l  r e g u l a t o r y  s t ra t e g y  p ro g ra m s . 
E x p e r i e n c e  o n  ex p e d i t i n g  p ro d u c t  d ev e l o p m e n t :  c o n d i t i o n a l  m a r ke t i n g  a p p ro v a l 
s u b m i s s i o n s ,  P R I M E  p ro g ra m .  S u b j e c t  m a t t e r  ex p e r t  f o r  e a r l y  d ev e l o p m e n t  p ro g ra m s  f o r 
b i o l o g i c a l  a n d  b i o t e c hn o l o g i c a l  p ro d u c t s ,  c e l l  a n d  g e n e - b a s e d  p ro d u c t s  a s  w e l l  a s 
t i s s u e  e n g i n e e r e d  p ro d u c t s .  M a i n  a r e a s  o f  ex p e r t i s e  i n c l u d e  Re g u a l t o r y  S t ra t e g y ,  N o n -
c l i n i c a l  a n d  Q u a l i t y  d ev e l o p m e n t  p ro g ra m s .  Ea r l y  D ev e l o p m e n t  ( Q u a l i t y  a n d  N o n c l i n i c a l ) 
I n t e r n a t i o n a l  S e r v i c e  Co o r d i n a t o r.

S c i e n t i f i c  r e g u l a t o r y  s u p p o r t  t o  b i o t e c hn o l o g y ,  p ha r m a c e u t i c a l  a n d  m e d i c a l  t e c hn o l o g y 
c o m p a n i e s  i n  t he  d e s i g n  a n d  i m p l e m e n t a t i o n  o f  i n n o v a t i v e  a n d  g l o b a l  r e g u l a t o r y 
s t ra t e g i e s  t o  ex p e d i t e  p ro d u c t  d ev e l o p m e n t .  S u p p o r t  b u s i n e s s  d ev e l o p m e n t  a n d  c o n t r i b u t e 
t o  t he  o p e ra t i o n a l  a n d  f i n a n c i a l  m a n a g e m e n t  o f  PA R E X E L  Co n s u l t i n g .   M a n a g e m e n t  o f 
p ro j e c t s / c l i e n t s  a l l o c a t i n g  r e s o u r c e s ,  c o n t ro l l i n g  b u d g e t  a n d  e n s u r i n g  o n  t i m e  f i r s t  t i m e 
q u a l i t y  d e l i v e ra b l e s .  Key  c o n t r i b u t o r  t o  t he  n e w  Pro j e c t  M a n a g e m e n t  U n i t  w i t h i n  t he 
d e p a r t m e n t .  C l i e n t  r e l a t i o n s h i p  m a n a g e m e n t  a n d  p ro j e c t  o v e rs i g h t  a c t i v i t i e s .
L i n e  m a n a g e m e n t  a c t i v i t i e s  l e a d i n g  a  t e a m  o f  7  Pro j e c t  Le a d e rs .  Pr ev i o u s l y ,  l e a d i n g  a 
t e a m  o f  u p  t o  13  i n d i v i d u a l  c o n t r i b u t o rs  –  s n r.  c o n s u l t a n t s  a n d  c o n s u l t a n t s .

• 	 Ac c o u n t  g ro w t h  f ro m  15 K  t o  4 5 0 K  G B P  i n  a  y e a r  a c t i n g  a s  t he 
p ro g ra m  d i r e c t o r  f o r  a  U S  b a s e d  c o m p a n y.  M a i n  a c t i v i t i e s  i n c l u d e : 
l e a d i n g  t he  p r e p a ra t i o n  o f  t y p e  B  a n d  t y p e  C  m e e t i n g s  w i t h  t he 
F DA ,  B r e a k t h ro u g h  d e s i g n a t i o n  r e q u e s t  i n  t he  F DA ,  E U  r e g u l a t o r y 
s t ra t e g y  a n d  O r p ha n  D ru g  D e s i g n a t i o n  i n  t he  E U ,  Re g u l a t o r y  a n d 
S c i e n t i f i c  d u e  d i l i g e n c e  o f  p o t e n t i a l  n e w  a s s e t s  f o r  t he  c o m p a n y…
e t c .

• 	 Ac c o u n t  g ro w t h  f o r  a n  o r p ha n  p ro d u c t :  i n i t i a l  r e q u e s t  o f  G l o b a l 
Re g u l a t o r y  S t ra t e g y  f o r  t he  E U  a n d  U S  m a r ke t s  ev o l v e d  t o  B L A  a n d 
MA A  p r e p a ra t i o n  i n  l i n e  w i t h  t he  p ro p o s e d  s t ra t e g y.

• 	 E U  p ro g ra m  d i r e c t o r  f o r  a  U S  b a s e d  c o m p a n y  f o r  a n  ATM P  o r p ha n 
d ru g  p ro d u c t  w i t h i n  t he  P R I M E  p ro g ra m .  M a i n  r e s p o n s i b i l i t i e s 
i n c l u d e :  l e a d i n g  t he  E U  Re g u l a t o r y  S t ra t e g y  f o r  a  Co n d i t i o n a l 
M a r ke t i n g  Au t ho r i s a t i o n  v i a  t he  c e n t ra l ize d  p ro c e d u r e ,  P I P 
p ro c e d u r e  a n d  P D CO  m e e t i n g s ,  Pro t o c o l  As s i s t a n c e  a n d  f o l l o w  u p 
p ro c e d u r e s ,  P R I M E  m e e t i n g s ,  Pro m o t i o n a l  M a t e r i a l s  r ev i e w  a n d 
G l o b a l  Re g u l a t o r y  I n t e l l i g e n c e .

• 	 Ac c o u n t  t ra n s f o r m a t i o n  f ro m  a  s e r v i c e s  p ro v i d e r  r e l a t i o n s h i p  w i t h 
t he  c l i e n t  t o  a  r e g u l a t o r y  p a r t n e rs h i p .

• 	 S c i e n t i f i c  r e g u l a t o r y  s u p p o r t  t o  b i o t e c hn o l o g y ,  p ha r m a c e u t i c a l  a n d 
m e d i c a l  t e c hn o l o g y  c o m p a n i e s  i n  t he  d e s i g n  a n d  i m p l e m e n t a t i o n 
o f  i n n o v a t i v e  a n d  g l o b a l  r e g u l a t o r y  s t ra t e g i e s  t o  ex p e d i t e  p ro d u c t 
d ev e l o p m e n t .

• 	 S u p p o r t  b u s i n e s s  d ev e l o p m e n t  a n d  c o n t r i b u t e  t o  t he  o p e ra t i o n a l 
a n d  f i n a n c i a l  m a n a g e m e n t  o f  PA R E X E L  Co n s u l t i n g .   M a n a g e m e n t 
o f  p ro j e c t s / c l i e n t s  a l l o c a t i n g  r e s o u r c e s ,  c o n t ro l l i n g  b u d g e t  a n d 
e n s u r i n g  o n  t i m e  f i r s t  t i m e  q u a l i t y  d e l i v e ra b l e s .

• 	 Key  c o n t r i b u t o r  t o  t he  n e w  Pro j e c t  M a n a g e m e n t  U n i t  w i t h i n  t he 
d e p a r t m e n t .

• 	 C l i e n t  r e l a t i o n s h i p  m a n a g e m e n t  a n d  p ro j e c t  o v e rs i g h t  a c t i v i t i e s .
• 	 L i n e  m a n a g e m e n t  a c t i v i t i e s  l e a d i n g  a  t e a m  o f  7  Pro j e c t  Le a d e rs . 

Pr ev i o u s l y ,  l e a d i n g  a  t e a m  o f  u p  t o  13  i n d i v i d u a l  c o n t r i b u t o rs  –  s n r. 
c o n s u l t a n t s  a n d  c o n s u l t a n t s .



S c e n d e a   -   E x p e r t i s e

S c i e n t i f i c  R e g u l a t o r y  A f f a i rs  M a n a g e r  -  A s p h a l i o n 
R e s p o n s i b i l i t i e s :

H e a d  o f  N o n - c l i n i c a l  D eve l o p m e n t  D e p a r t m e n t  -  P ro re t i n a  The ra p e u t i c s 
R e s p o n s i b i l i t i e s :

D e s i g n  o f  b i o l o g i c a l ,  b i o t e c hn o l o g i c a l ,  ATM P  p ro d u c t s  C M C  a n d  n o n - c l i n i c a l  r e g u l a t o r y 
s t ra t e g i e s  t o  m e e t  E MA  a n d  F DA  r e q u i r e m e n t s  f o r  c l i n i c a l  s t a g e s  a n d  m a r ke t i n g 
a u t ho r iza t i o n  a p p l i c a t i o n .  Pr e p a ra t i o n  o f  r e g u l a t o r y  d o c u m e n t a t i o n  ( O D D ,  s c i e n t i f i c /
p ro t o c o l  a s s i s t a n c e ,  I M P D ,  I B ,  C DT,  P I P ) .  Ac t i v e  p a r t i c i p a t i o n  i n  m e e t i n g s  w i t h  r e g u l a t o r y 
b o d i e s  ( CAT,  C H M P,  P D CO ) .  Re g u l a t o r y  s u p p o r t  t o  s ev e ra l  b i o t e c h  c o m p a n i e s  i n  a n  o n -
d e m a n d  b a s i s .  S c i e n t i f i c  a n d  r e g u l a t o r y  d u e  d i l i g e n c e s  f o r  v e n t u r e  c a p i t a l  c o m p a n i e s  a n d 
b i o t e c hn o l o g y / p ha r m a  c o m p a n i e s .  M a n a g e m e n t  o f  m u l t i c u l t u ra l  a n d  m u l t i d i s c i p l i n a r y 
t e a m s  ( a d  ho c  t e a m s ) .  Pro j e c t  m a n a g e m e n t .  I n t e ra c t i o n  w i t h  c l i e n t s  ( s c i e n t i f i c  a n d 
f i n a n t i a l  d e p a r t m e n t s )  a n d  r e g u l a t o r y  b o d i e s  t o  a c h i ev e  p ro j e c t  o b j e c t i v e s .

Le a d  t he  n o n - c l i n i c a l  d ev e l o p m e n t  d e p a r t m e n t  a n d  t he  b i o l o g y / p ha r m a c o l o g y 
l a b o ra t o r y ,  d e s i g n i n g  a n d  p l a n n i n g  t he  C M C  a n d  n o n - c l i n i c a l  r e g u l a t o r y  d ev e l o p m e n t 
p l a n  t o  s u p p o r t  c l i n i c a l  t r i a l s .  D e s i g n e d  a n d  s u p e r v i s e d  t he  r e g u l a t o r y  C M C  a n d  n o n -
c l i n i c a l  s t ra t e g y.  Co n t a c t  w i t h  t he  E MA  f o r  O D D ,  Pro t o c o l  As s i s t a n c e  a n d  f o l l o w  u p 
m e e t i n g s  a s  w e l l  a s  f o r  a d d i t i o n a l  r e g u l a t o r y  p a p e r w o r k  ( I M P D ,  C T D ) .  Pa r t i p a t e d  i n  t he 
s c r e e n i n g  o f  n e w  p ro d u c t s  t o  b e  a d d e d  t o  t he  c o m p a n y ’s  p i p e l i n e  c o n d u c t i n g  s c i e n t i f i c 
r e g u l a t o r y  d u e  d i l i g e n c e s .  M a n a g e  C RO  r e l a t i o n s h i p s ,  s e l e c t i o n  o f  a p p ro p r i a t e d  C RO, 
b u d g e t  n e g o t i a t i o n ,  s t u d y  d e s i g n  a n d  s t u d y  m o n i t o r i n g .  M a n a g e  a c a d e m i a  r e s e a r c h 
g ro u p  r e l a t i o n s h i p s  a c t i n g  a s  p ro j e c t  t e a m  c o o r d i n a t o r.  M a n a g e m e n t  o f  a  m u l t i c u l t u ra l 
m u l t i d i s c i p l i n a r y  t e a m  o f  5  p e o p l e .

• 	 Re s p o n s i b l e  f o r  C M C  a n d  n o n - c l i n i c a l  s e c t i o n s  ( s c i e n t i f i c  a n d 
r e g u l a t o r y  i s s u e s )  f o r  t he  C T D  p r e p a ra t i o n  f o r  a  b i o s i m i l a r 
( a n t i b o d y )  f o r  E MA  a u t ho r iza t i o n . 

• 	 G l o b a l  C T D  c o n s o l i d a t i o n  p ro j e c t  f o r  c e l l - b a s e d  m e d i c i n a l 
p ro d u c t s .  S c i e n t i f i c  a n d  s t ra t e g i c  r e g u l a t o r y  s u p p o r t  f o r  M 3 
m o d u l e .

• 	 Le a d  t he  r e n e w a l  p ro c e d u r e  a n d  C T D  c o m p i l a t i o n  f o r  c e l l - b a s e d 
m e d i c i n a l  p ro d u c t .  S c i e n t i f i c  a n d  s t ra t e g i c  r e g u l a t o r y  s u p p o r t  f o r 
M 3.

• 	 D e s i g n e d  a n d  s u p e r v i s e d  t he  n o n - c l i n i c a l  a n d  C M C  Re g u l a t o r y 
p ro g ra m  f o r  a n  m R N A  t he ra p e u t i c  v a c c i n e  f o r  H I V.  Pr e p a ra t i o n 
a n d  s u p e r v i s i o n  o f  t he  r e g u l a t o r y  d o c u m e n t a t i o n  a n d  r e g u l a t o r y 
p ro c e d u r e s .

• 	 D e s i g n e d  t he  n o n - c l i n i c a l  a n d  C M C  r e g u l a t o r y  s t ra t e g y  f o r  a 
n a n o b o d y  m e d i c i n a l  p ro d u c t .

• 	 I M P D  p r e p a ra t i o n  f o r  o n c o l y t i c  v i ru s - b a s e d  t he ra p y  i n c l u d i n g 
r e g u l a t o r y  s u p p o r t  f o r  a  p ha s e  I I  c l i n i c a l  t r i a l  a u t ho r iza t i o n 
s u b m i s s i o n .

• 	 D e s i g n e d  a n d  p r e p a r e d  t he  E MA  Pro t o c o l  As s i s t a n c e 
d o c u m e n t a t i o n  f o r  a n  O r p ha n  D ru g  d ev e l o p m e n t  p ro g ra m  f o r  a 
s u s t a i n e d  r e l e a s e  o f  a  p ro t e i n  p ro d u c t  t o  b e  a d m i n i s t e r e d  by  t he 
i n t ra v i t r e a l  ro u t e  a n d  a c h i ev e d  O D D .

• 	 D e s i g n e d  t he  q u a l i t y  ( C M C )  a n d  n o n - c l i n i c a l  r e g u l a t o r y  p ro g ra m 
f o r  a  r e c o m b i n a n t  p ro t e i n  p ro d u c t  a n d  a c h i ev e d  C H M P / E MA 
a g r e e m e n t .

D i re c t o r  o f  L a b o ra t o r y / S c i e n t i f i c  D i re c t o r  -  V i vo t e c n i a  R e s e a rc h 
R e s p o n s i b i l i t i e s :

Le a d  c o n t ra c t  r e s e a r c h  f o r  n o n - c l i n i c a l  d ev e l o p m e n t  d i v i s i o n ,  d e s i g n i n g  a n d  o v e rs e e i n g 
r e s e a r c h  p ro j e c t s  r e l a t e d  t o  t o x i c o l o g y ,  p ha r m a c o l o g y  a n d  b i o m e d i c a l  s c i e n c e s . 
Co o r d i n a t e d  a n d  s u p e r v i s e d  p ha r m a c o l o g y / t o x i c o l o g y / P K P D  G L P  a n d  n o n - G L P  s t u d i e s 
m a i n l y  f o c u s e d  o n  a d v a n c e d  t he ra p i e s .  D e s i g n e d  a n d  s u p e r v i s e d  i n  v i v o  a n d  i n  v i t ro 
a s s a ys  f o r  Q u a l i t y  p ro g ra m s  f o r  ATM Ps  a n d  b i o l o g i c s .  S c he d u l e  p ro j e c t s ,  a l l o c a t e 
r e s o u r c e s  a n d  m a n a g e  b u d g e t s .  O v e rs e e  t ra i n i n g  a n d  e d u c a t i o n  p ro g ra m s .  Rev i e w  a n d 
a p p ro v e  r e g u l a t o r y  a n d  s c i e n t i f i c  d o c u m e n t a t i o n .  S u p e r v i s e  m u l t i d i s c i p l i n a r y  p ro d u c t 
d ev e l o p m e n t  p ro j e c t s .  Co n d u c t e d  m i s s i o n - c r i t i c a l  d ev e l o p m e n t  p ro j e c t s  t o  m e e t  F DA 
a n d  E MA  r e q u i r e m e n t s .  M a n a g e m e n t  o f  a  m u l t i c u l t u ra l  a n d  m u l t i d i s c i p l i n a r y  t e a m  o f  3 0 
p e o p l e .

• 	 S t a r t e d  u p  t he  E f f i c a c y  a n d  M u l t i d i s c i p l i n a r y  N o n - C l i n i c a l 
D ev e l o p m e n t  D e p a r t m e n t  t ha t  a l s o  i n c l u d e d  i n  v i t ro  a n d  i n  v i v o 
a s s a ys  f o r  q u a l i t y  p ro g ra m s .  The  d e p a r t m e n t  w a s  f o c u s e d  o n  g e n e , 
c e l l  a n d  p ro t e i n - b a s e d  t he ra p i e s  p e r f o r m i n g  e f f i c a c y ,  P K  a n d 
t o x i c o l o g y  s t u d i e s  a n d  t he  s e t - u p  a n d  v a l i d a t i o n  o f  b i o a n a l y t i c a l 
m e t ho d s  ( ev e n  f o r  c l i n i c a l  t r i a l s )  a c c o r d i n g  t o  r e g u l a t o r y 
g u i d e l i n e s . 

• 	 S t a r t e d  u p  t he  u n i t  f o r  a n t i c a n c e r  d ru g s  a s s e s s m e n t .
• 	 Ac t i v e l y  i n v o l v e d  i n  f o l l o w - o n  c o n t ra c t s  w i t h  10 0 %  o f  c l i e n t 

c o m p a n i e s  r e c ru i t e d  i n  p r i o r  p o s i t i o n .
• 	 Re c ru i t e d  n e w  c l i e n t s  a n d  g e n e ra t e d  a d d i t i o n a l  c o n t ra c t s  v i a  c l i e n t 

n e t w o r k i n g .

B u s i n e s s  D eve l o p m e n t  M a n a g e r  -  V i vo t e c n i a  R e s e a rc h 
R e s p o n s i b i l i t i e s :

D ev e l o p e d  n e w  b u s i n e s s  o p p o r t u n i t i e s ,  c o n d u c t i n g  r e s e a r c h  o n  p o t e n t i a l  c l i e n t s  a n d 
n e t w o r k i n g  t o  m a ke  n e w  c o n t a c t s .  M a n a g e d  c l i e n t  r e l a t i o n s h i p s ,  w o r k i n g  i n  c o n j u n c t i o n 
w i t h  s c i e n c e  a n d  o p e ra t i o n s  c o l l e a g u e s  t o  d e l i v e r  t o p  q u a l i t y  s e r v i c e .  D ev e l o p e d  n e w 
b u s i n e s s  p ro p o s a l s  t o  p ro v i d e  e f f i c a c y  a n d  t o x i c o l o g y  a s s e s s m e n t s  f o r  p ha r m a c e u t i c a l 
a n d  b i o t e c h  c l i e n t s ’  d o s s i e r s  t o  f u l f i l l  F DA  a n d  E MA  r e q u i r e m e n t s .

• 	 D ev e l o p e d  e f f i c a c y  a n d  m u l t i d i s c i p l i n a r y  b u s i n e s s  u n i t  t ha t 
g e n e ra t e d  € 35 0 k  i n  1 s t  y e a r  a n d  ha s  c o n s i s t e n t l y  g ro w n  s i n c e .

• 	 E f f e c t i v e l y  ha n d l e d  c l i e n t s  w o r k i n g  i n  t a n d e m  w i t h  s c i e n c e  a n d 
o p e ra t i o n s  c o l l e a g u e s  a n d  d e l i v e r e d  b e s t  o u t p u t .

• 	 I d e n t i f i e d  n e w  b u s i n e s s  o p p o r t u n i t i e s ,  p e r f o r m e d  r e s e a r c h 
o n  p o t e n t i a l  c l i e n t s  a n d  n e t w o r k i n g  t o  a u g m e n t  t he  b u s i n e s s 
o p e ra t i o n s .

• 	 Pr e p a r e d  n e w  b u s i n e s s  p ro p o s a l s  f o r  p ha r m a c e u t i c a l  a n d  b i o t e c h 
c l i e n t s ’.
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Research Experience
P h D  R e s e a rc he r  -  N a t i o n a l  C e n re  f o r  C a rd i o va s c u l a r  D i s e a s e s  R e s e a rc h 
R e s p o n s i b i l i t i e s :

D e s i g n e d  s t u d i e s  a n d  c o n d u c t e d  r e s e a r c h  w i t h i n  t he  Ca r d i o v a s c u l a r - Re g e n e ra t i v e 
D e p a r t m e n t ,  i n c l u d i n g  m e s e n c hy m a l  s t e m  c e l l  r e s e a r c h  f o r  he a r t  d i s e a s e  t r e a t m e n t  a n d 
r e g e n e ra t i v e  t he ra p i e s  f o c u s e d  o n  d i f f e r e n t i a t i o n  p a t hw a ys  i n c l u d i n g  t ra n s c r i p t i o n a l 
ro u t e s  a n d  m i R N A  b i o l o g y.  E x e c u t e d  b e n c h  w o r k  o n  D N A  a n d  R N A  t e c hn i q u e s ,  p ro t e i n 
t e c hn i q u e s ,  c e l l  c u l t u r e  ( i n c l u d i n g  s t e m  c e l l  i s o l a t i o n  a n d  c u l t u r i n g )  a n d  c y t o m e t r y . 
S t a y e d  a b r e a s t  o f  d ev e l o p m e n t  i n  t he  f i e l d  by  r ev i e w i n g  s c i e n t i f i c  l i t e ra t u r e .  S u p e r v i s e d  a 
s t u d e n t .

• 	 D i l i g e n t l y  d e s i g n e d  a n d  a d m i n i s t e r e d  Ph D  p ro j e c t  f o r  s t u d e n t . 
• 	 O u t l i n e d  t he  o b j e c t i v e s  a n d  ex p e r i m e n t a l  a c t i v i t i e s  t o  a c c o m m o d a t e 

r e s o u r c e s .

P h D  R e s e a rc he r / P h D  S t u d e n t  -  N a t i o n a l  C e n t re  f o r  B i o t e c h n o l o g y 
R e s p o n s i b i l i t i e s :

Pe r f o r m e d  e p i d e r m a l  s t e m  c e l l  g e n e t i c a l l y  m o d i f i e d  w i t h  v i ra l  v e c t o rs  t he ra p i e s  f o r  t he 
t r e a t m e n t  o f  g e n e t i c  d i s o r d e rs  ( The s i s  t i t l e :  E p i d e r m a l  s t e m  c e l l s  g e n e t i c a l l y  m o d i f i e d 
w i t h  v i ra l  v e c t o rs  f o r  t he  t r e a t m e n t  o f  H e m o p h i l i a  B ) .  E x e c u t e d  b e n c h  w o r k ,  i n c l u d i n g 
m o l e c u l a r  b i o l o g y  a n d  p ro t e i n  t e c hn i q u e s ,  h i s t o  t e c hn i q u e s ,  a n i m a l  m o d e l s ,  t i s s u e 
e n g i n e e r i n g ,  c e l l  a n d  t i s s u e  c u l t u r e ,  e p i d e r m a l  a n d  m e s e n c hy m a l  s t e m  c e l l  c u l t u r e .  S t a y e d 
a b r e a s t  o f  d ev e l o p m e n t s  v i a  s c i e n t i f i c  l i t e ra t u r e .  O b t a i n e d  f u n d i n g  f o r  p ro j e c t s  a n d 
l a b o ra t o r y .  D i s c o v e r e d  a n d  r e s o l v e d  s c i e n t i f i c  s t ra t e g y  p ro b l e m .

• 	 Ph D  i n  m o l e c u l a r  b i o l o g y. 
• 	 D e s i g n e d  i m p ro v e d  s k i n - ex p r e s s i o n  v i ra l - b a s e d  v e c t o rs .
• 	 O b t a i n e d  a  g e n e t i c a l l y  m o d i f i e d  f a c t o r  I X  c D N A  t o  a v o i d  c o l l a g e n 

I V  b i n d i n g  t o  i m p ro v e  s y s t e m i c  l ev e l s .
• 	 D e s i g n e d  a  m e t ho d  t o  i n c r e a s e  t he  n u m b e r  o f  e p i d e r m a l  s t e m  c e l l s 

f ro m  hu m a n  s k i n  s a m p l e s  by  c e l l  s o r t i n g  t ha t  i m p ro v e d  s t e m  c e l l 
c u l t u r i n g  f o r  s u b s e q u e n t  e p i d e r m a l  t ra n s p l a n t  i n  a n  a n i m a l  m o d e l .

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

D P h i l  i n  B i o c he m i s t r y
U n i v e rs i t y  o f  S u s s ex

B S c  ( H o n s )  i n  A p p l i e d  B i o l o g y
U n i v e rs i t y  o f  B a t h

P r i n c i p a l  C o n s u l t a n t ,  S c e n d e a
2 022  –  2 023

D i re c t o r,  C M C  R e g u l a t o r y  A f f a i rs  B i o p h a r m a c e u t i c a l s ,  G l a xo S m i t h K l i n e ,  U K
2 017  –  2 022 

M a n a g e r,  C M C  R e g u l a t o r y  A f f a i rs  B i o p h a r m a c e u t i c a l s ,  G l a xo S m i t h K l i n e ,  U K
2 015  –  2 017
 
S e c o n d m e n t  t o  C M C  B i o p h a r m a c e u t i c a l s ,  G l a xo S m i t h K l i n e ,  U K
2 013  –  2 014

S u b m i s s i o n s  M a n a g e r,  N o n c l i n i c a l  R e g u l a t o r y,  G l a xo S m i t h K l i n e ,  U K
2 0 0 4  –  2 013

S e c o n d m e n t  t o  G R A  L a b e l l i n g ,  G l a xo S m i t h K l i n e ,  U K
2 011  –  2 012

R e g u l a t o r y  A f f a i rs  A s s o c i a t e  I I ,  Pa rexe l  I n t e r n a t i o n a l  L t d
2 0 0 3  –  2 0 0 4

S e n i o r  R e g u l a t o r y  A s s o c i a t e ,  G l a xo S m i t h K l i n e ,  U K
2 0 02  –  2 0 0 3

R e s e a rc h  S c i e n t i s t  a n d  D P h i l  s t u d e n t ,  I n s t i t u t e  f o r  A n i m a l  H e a l t h ,  P i r b r i g h t ,  U K
19 9 8  –  2 0 02

M e d i c a l  Te c h n i c a l  O f f i c e r,  C e n t re  f o r  A p p l i e d  M i c ro b i o l o g i c a l  R e s e a rc h
19 9 6  –  19 97

Dr James Parsley BSc (Hons), DPhil
H e a d  o f  C M C  &  P r i n c i p a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A p r i l  2 0 2 3

PROFE S SIONAL
S O CIETIE S.

The  O rg a n i s a t i o n  f o r 
P ro f e s s i o n a l s  i n  R e g u l a t o r y 
A f f a i rs  ( TO P R A )  –  MTO P RA
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Previous Experience

D i re c t o r,  C M C  R e g u l a t o r y  A f f a i rs  B i o p h a r m a c e u t i c a l s  -  G S K
R e s p o n s i b i l i t i e s :

S u b m i s s i o n s  M a n a g e r  -  G S K
R e s p o n s i b i l i t i e s :

C u r re n t  J o b  d e s c r i p t i o n : 
• 	 D i r e c t s  key ,  s t ra t e g i c  C M C  r e g u l a t o r y  a c t i v i t i e s
• 	 Re p r e s e n t s  G l o b a l  C M C  Re g u l a t o r y ,  o n  Re g u l a t o r y  N e t w o r ks 

a n d  M a t r i x  Te a m s  p ro v i d i n g  a n d  o v e rs e e i n g  s t ra t e g i c  d i r e c t i o n 
a n d  g u i d a n c e  t o  Pro j e c t  a n d  Te c hn i c a l  t e a m  s t a ke ho l d e rs  o n  b o t h 
g l o b a l  p ro j e c t  a n d  key  s t ra t e g i c  b u s i n e s s  i n i t i a t i v e s .

• 	 Ac c o u n t a b l e  f o r  f i n a l  c o n t e n t  o f  C M C  d o s s i e r s  f ro m  F T I H  t h ro u g h  t o 
M a r ke t i n g  A p p l i c a t i o n s

• 	 L i n e  m a n a g e m e n t  r e s p o n s i b i l i t y  o f  i n t e r n a l  s t a f f  u p  t o  d i r e c t o r  l ev e l 
a n d  c o n t ra c t  s t a f f  a c ro s s  t he  p o r t f o l i o . 

• 	 Pa r t i c i p a t i o n  i n  d u e  d i l i g e n c e  p ro v i d i n g  C M C  r e g u l a t o r y  s u p p o r t /
a d v i c e  t o  i n - l i c e n s i n g  a n d  d i v e s t m e n t  p ro j e c t s .

• 	 D e l i v e r  C M C  r e g u l a t o r y  s t ra t e g y  t o  s u p p o r t  q u a l i t y  i n c i d e n t s  a n d 
m a j o r  i n s p e c t i o n s  ( e . g .  PA I ’s ) . 

• 	 Le a d  c u r r e n t ,  b u s i n e s s  c r i t i c a l  a c t i v i t i e s  a c ro s s  i n t e r n a l  a n d  ex t e r n a l 
n e t w o r ks  o n  b e ha l f  o f  G S K .

E x p e r i e n c e : 
• 	 Tho ro u g h  u n d e rs t a n d i n g  o f  b i o p ha r m a c e u t i c a l  C M C  r e g u l a t i o n s 

a n d  ho w  t hey  r e l a t e  t o  d ru g  d ev e l o p m e n t ,  t o g e t he r  w i t h  a l l  m a j o r 
r e g u l a t o r y  s u b m i s s i o n s  a n d  p ro c e s s e s . 

• 	 I  ha v e  a c t e d  a s  t he  C M C  r e g u l a t o r y  m a t r i x  t e a m  l e a d e r  f o r  a 
n u m b e r  o f  key  a s s e t s ,  m o s t  r e c e n t l y  a  l a rg e  t e a m  t o  a c c e l e ra t e  a n d 
d e l i v e r  a  CO V I D  t he ra p e u t i c . 

• 	 I  ha v e  w o r ke d  o n  b o t h  e a r l y  d ev e l o p m e n t  a n d  p o s t  a p p ro v a l 
a s s e t s  w i t h  d i r e c t  ex p e r i e n c e  o f  c o o r d i n a t i n g  g l o b a l  C l i n i c a l  Tr i a l 
a n d  M a r ke t i n g  A p p l i c a t i o n s ,  a s s o c i a t e d  a g e n c y  m e e t i n g s  a n d 
q u e s t i o n s ,  g l o b a l  p o s t  a p p ro v a l  c ha n g e  m a n a g e m e n t  a n d  ex t e r n a l 
c o l l a b o ra t i o n  i n t e ra c t i o n s . 

• 	 I  ha v e  b e e n  a c c o u n t a b l e  f o r  a  c o n s i d e ra b l e  n u m b e r  o f  a s s e t s 
i n c l u d i n g  G e n e  The ra p y  a s s e t s .

The  N o n c l i n i c a l  Re g u l a t o r y  ( N C R )  G ro u p  i s  r e s p o n s i b l e  f o r  w o r k i n g 
d i r e c t l y  w i t h  t he  Re s e a r c h  a n d  D ev e l o p m e n t  S c i e n t i s t s  t o  w r i t e  t he 
n o n c l i n i c a l  c o m p o n e n t s  o f  C l i n i c a l  Tr i a l s ,  M a r ke t i n g  A p p l i c a t i o n s  a n d 
o t he r  c o m m u n i c a t i o n s  w i t h  Re g u l a t o r y  Au t ho r i t i e s  Wo r l d w i d e .

E x p e r i e n c e : 
• 	 Tho ro u g h  u n d e rs t a n d i n g  o f  n o n c l i n i c a l  r e g u l a t i o n s ,  p ha r m a c o l o g y , 

p ha r m a c o k i n e t i c s  a n d  t o x i c o l o g y  a n d  ho w  t hey  r e l a t e  t o  d ru g 
d ev e l o p m e n t ,  t o g e t he r  w i t h  a l l  m a j o r  r e g u l a t o r y  s u b m i s s i o n s  a n d 
p ro c e s s e s . 

• 	 I  a c t i v e l y  p ro j e c t  m a n a g e d  a  p o r t f o l i o  o f  p ro j e c t s  f o r  s e l f  a n d  m y 
t e a m  o f  s t a f f . 

• 	 I  w o r ke d  o n  M a r ke t i n g  Au t ho r i s a t i o n  A p p l i c a t i o n s ,  N e w  D ru g 
A p p l i c a t i o n s  a n d  i n t e r n a t i o n a l  s u b m i s s i o n s . 

S y n o p s i s : 
• 	 I  p ro v i d e d  h i g h  q u a l i t y  l a b e l l i n g  a n d  r e g u l a t o r y  p a c k  m a n a g e m e n t 

s u p p o r t  f o r  t w o  key  m a r ke t e d  p ro d u c t s  Ty ( k / v ) e r b  a n d  Vo l i b r i s
• 	 B o t h  p ro d u c t s  w e r e  a p p ro v e d  v i a  t he  c e n t ra l ize d  p ro c e d u r e  i n  E U 

a n d  I  c o m p l e t e d  a  n u m b e r  o f  Ty p e  I I  v a r i a t i o n s  t o  u p d a t e  t he  S m P C 
i n  l i n e  w i t h  i n t e r n a l  d a t a  o r  a s  a  r e s u l t  o f  E U  l e g i s l a t i o n . 

• 	 I  a c t e d  a s  a  key  m e m b e r  o f  t he  Re g u l a t o r y  M a t r i x  a n d  S a f e t y 
r ev i e w  t e a m s  w o r k i n g  c l o s e l y  w i t h  t he  s a f e t y  a n d  m e d i c a l 
p hys i c i a n s ,  s c i e n t i s t s  a n d  r e g u l a t o r y  c o l l e a g u e s .

J o b  d e s c r i p t i o n : 
• 	 Re g u l a t o r y  p ro j e c t  l e a d / m a n a g e r  o n  a s s i g n e d  p ro j e c t s . 

Co o r d i n a t e d  r e g u l a t o r y  s u p p o r t  t o  t he  p ro j e c t  t e a m ,  t ra c k i n g 
p ro j e c t  t i m e l i n e s  a n d  b u d g e t . 

• 	 Pro v i d e d  o n g o i n g  r e g u l a t o r y  s u p p o r t ,  d e s i g n e d  a n d  c o m p l e t e d /
c o m p i l e d  r e g u l a t o r y  d ev e l o p m e n t  p l a n s  a n d  s u b m i s s i o n s .

A d d i t i o n a l  E x p e r i e n c e : 
• 	 E x p o s u r e  t o  c l i n i c a l  a s p e c t s  o f  C TAs  a n d  MA As  s u c h  a s  Rev i e w  o f 

D ru g  Re l e a s e  Pa c ka g e s ,  Pa t i e n t  I n f o r m a t i o n  S he e t s  a n d  Co n s e n t 
Fo r m s  t o  e n s u r e  c o m p l i a n c e  w i t h  I C H  G C P ;  I  Pu b l i s he d  t he  f i r s t 
c e n t ra l i s e d  e C T D  f o r  Eu ro p e ;  C l i n i c a l  MA A  s u m m a r y  w r i t i n g ; 
N o n c l i n i c a l  E t h i c s  Co m m i t t e e  s a f e t y  a s s e s s m e n t s ;  La b e l l i n g  r ev i e w s ; 
Ad  ho c  c l i e n t  r e q u e s t s ;  S a l e s  a n d  p ro p o s a l  w o r k .

• 	 Au t ho r i n g  o f  ex p e r t  r e p o r t  s t y l e  s u m m a r i e s  o f  n o n c l i n i c a l  d a t a  f o r 
v e rs i o n  b a s e d  r e g u l a t o r y  d a t a b a s e  ( M a i n t e n a n c e  L i b ra r y )  a n d 
i n t e r n a t i o n a l  s u b m i s s i o n s .

• 	 Re s e a r c h  i n t o  t he  a s s e m b l y  o f  A f r i c a n  Sw i n e  Fev e r  V i ru s  ( O c t o b e r 
19 9 8  –  A p r i l  2 0 02 )

• 	 The  i n t e ra c t i o n s  a n d  s u b s e q u e n t  c o n f o r m a t i o n a l  c ha n g e s  o f  t he 
m a j o r  c a p s i d  p ro t e i n  o f  t he  v i ru s  w i t h  a  v i ra l l y  e n c o d e d ,  a n d 
c e l l u l a r  c ha p e ro n e s .

• 	 Po t e n t i a l  f o r  v a c c i n e  d ev e l o p m e n t .

S e c o n d m e n t  t o  G R A  L a b e l l i n g  -  G S K
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  A f f a i rs  A s s o c i a t e  I I ,  Pa rexe l  I n t e r n a t i o n a l  L t d
R e s p o n s i b i l i t i e s :

S e n i o r  R e g u l a t o r y  A s s o c i a t e  -  G S K
R e s p o n s i b i l i t i e s :

R e s e a rc h  S c i e n t i s t  a n d  D P h i l  s t u d e n t  -  I n s t i t u t e  f o r  A n i m a l  H e a l t h
R e s p o n s i b i l i t i e s :

• 	 I  a u t ho r e d  a n d  c o o r d i n a t e d  I n v e s t i g a t o r  b ro c hu r e s ,  I n v e s t i g a t i o n a l 
N e w  D ru g  a p p l i c a t i o n s ,  I n v e s t i g a t i o n a l  M e d i c i n a l  Pro d u c t  D o s s i e r s 
a n d  Pa e d i a t r i c  I n v e s t i g a t i o n  P l a n s ,  r e s p o n s e s  t o  q u e s t i o n s ,  b r i e f i n g 
d o c u m e n t s ,  m a r ke t e d  p ro d u c t  u p d a t e s / v a r i a t i o n s ,  r e n e w a l s  e t c . . .
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M e d i c a l  Te c h n i c a l  O f f i c e r  -  C e n t re  f o r  A p p l i e d  M i c ro b i o l o g i c a l  R e s e a rc h
R e s p o n s i b i l i t i e s :

A d d i t i o n a l  Wo r k - R e l a t e d  I n f o r m a t i o n

• 	 D ev e l o p m e n t  o f  n o v e l  a c e l l u l a r  l i p o s o m a l  v a c c i n e  f o r  Ye rs i n i a 
p e s t i s  ( t he  c a u s a t i v e  a g e n t  o f  P l a g u e ) .

• 	 Re s e a r c h  a n d  p i l o t  s c a l e  p ro d u c t i o n  o f  r e c o m b i n a n t  Ye rs i n i a  p e s t i s 
p ro t e i n s  f o r  n ex t  g e n e ra t i o n  v a c c i n e s .

• 	 AC D P 3  l a b  u s i n g  AC D P 2  r e c o m b i n a n t  o rg a n i s m s  w o r k i n g  t o  G M P 
a n d  G L P  r e g u l a t i o n s .

• 	 La b o ra t o r y  m a n a g e m e n t  a n d  p e rs o n n e l  t ra i n i n g .
• 	 As s a y  D ev e l o p m e n t .

E x t e r n a l  S p e a k i n g : 
• 	 Fo r m e r  p r e s e n t e r  a t  t he  a u t u m n  TO P RA  I n t ro d u c t i o n  t o  Re g u l a t o r y  a f f a i r s  Co u rs e  o n 

b i o p ha r m a c e u t i c a l  r e g u l a t o r y  a f f a i r s  a n d  p r ev i o u s l y  o n  n o n c l i n i c a l  d ev e l o p m e n t .

EMPLOYMEN T
RECORD.

L e a d i n g  S e n i o r  M e d i c a l  A s s e s s o r  i n  C l i n i c a l  I nve s t i g a t i o n s  a n d  Tr i a l s  Te a m  -  M H R A
2 021  –  2 022

S e n i o r  M e d i c a l  A s s e s s o r  C l i n i c a l  Tr i a l s  U n i t  ( C T U )  -  M H R A
2 019  –  2 021
 
A c c re d i t e d  M e d i c a l  A s s e s s o r  C l i n i c a l  Tr i a l s  U n i t  ( C T U )  -  M H R A
2 013  –  2 019

S a f e t y  P hys i c i a n  i n  P h a r m a c e u t i c a l  I n d u s t r y  -  N o va r t i s  P h a r m a ,  S w i t ze r l a n d  &  S e r v i e r,  I t a l y
2 011  –  2 013

C l i n i c a l  N e u ro l o g i s t  a n d  re s e a rc he r  i n  N e u ro s c i e n c e  -  U n i ve rs i t y  o f  To r  Ve rg a t a ,  R o m e
19 9 9  –  2 011

ACADEMIC
QUALIFICATIONS.

P h D  i n  N e u ro s c i e n c e  -  2 0 04 - 2 0 07
U n i v e rs i t y  o f  To r  Ve rg a t a ,  Ro m e

F u l l y  q u a l i f i e d  n e u ro l o g i s t  -  19 9 9 - 2 0 04
U n i v e rs i t y  o f  To r  Ve rg a t a ,  Ro m e

D e g re e  i n  M e d i c i n e  a n d  S u rg e r y  -  19 93 - 19 9 9
Ca t ho l i c  U n i v e rs i t y ,  Ro m e

Dr Maria Beatrice Panico MD, PhD
H e a d  o f  C l i n i c a l  &  P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J u l y  2 0 2 3

Previous Experience

L e a d i n g  S e n i o r  M e d i c a l  A s s e s s o r  i n  C l i n i c a l  I nve s t i g a t i o n s  a n d  Tr i a l s  Te a m  -  M H R A
R e s p o n s i b i l i t i e s :

• 	 La u n c h i n g  a  p i l o t  o n  r i s k - p ro p o r t i o n a t e  a s s e s s m e n t  o f  I V D s  u s e d  f o r  m e d i c a l 
p u r p o s e  i n  C l i n i c a l

• 	 Tr i a l s  o f  I n v e s t i g a t i o n a l  M e d i c i n a l  Pro d u c t s  ( C T I M Ps )
• 	 Le a d e r  o f  p i l o t  o n  c o o r d i n a t e d  a s s e s s m e n t  o f  C l i n i c a l  Tr i a l  a n d  C l i n i c a l 

I n v e s t i g a t i o n  a p p l i c a t i o n s



S c e n d e a   -   E x p e r t i s e

S a f e t y  P hys i c i a n  i n  P h a r m a c e u t i c a l  I n d u s t r y  -  N o va r t i s  P h a r m a
R e s p o n s i b i l i t i e s :

S a f e t y  P hys i c i a n  i n  P h a r m a c e u t i c a l  I n d u s t r y  -  S e r v i e r
R e s p o n s i b i l i t i e s :

S e n i o r  M e d i c a l  A s s e s s o r  C l i n i c a l  Tr i a l s  U n i t  ( C T U )  -  M H R A
R e s p o n s i b i l i t i e s :

A c c re d i t e d  M e d i c a l  A s s e s s o r  C l i n i c a l  Tr i a l s  U n i t  ( C T U )  -  M H R A
R e s p o n s i b i l i t i e s :

• 	 Re s p o n s i b l e  f o r  Eu ro p e a n  Pha r m a c o v i g i l a n c e  a c t i v i t i e s

• 	 Re s p o n s i b l e  f o r  I t a l i a n  Pha r m a c o v i g i l a n c e  a c t i v i t i e s

• 	 As s e s s m e n t  o f  c l i n i c a l  t r i a l  a p p l i c a t i o n s  a c ro s s  a l l  t he ra p e u t i c  a r e a s
• 	 Pro v i d i n g  s c i e n t i f i c  a n d  r e g u l a t o r y  a d v i c e  i n t e r n a l l y  a n d  ex t e r n a l l y
• 	 Re p r e s e n t i n g  t he  u n i t  a n d  t he  A g e n c y  a t  n a t i o n a l  a n d  i n t e r n a t i o n a l  m e e t i n g s
• 	 Le a d i n g  s a f e t y  a s s e s s o r
• 	 Le a d e r  o f  p ro j e c t  o n  c o o r d i n a t e d  a s s e s s m e n t  o f  C l i n i c a l  Tr i a l  a n d  C l i n i c a l 

I n v e s t i g a t i o n  a p p l i c a t i o n s
• 	 Le a d e r  o f  p ro j e c t  o n  a s s e s s m e n t  o f  I n -V i t ro  D i a g n o s t i c  M e d i c a l  D ev i c e s 

( I V D s )  u s e d  w i t h  m e d i c a l  p u r p o s e  i n  C T I M PS
• 	 Le a d e r  o f  p ro j e c t  o n  i n c r e a s i n g  q u a l i t y  o f  d a t a  p r e s e n t e d  i n  D ev e l o p m e n t 

S a f e t y  U p d a t e  Re p o r t s  ( D S U Rs )
• 	 Re p r e s e n t i n g  t he  A g e n c y  d u r i n g  t he  c o n s e n s u s  m e e t i n g  r e s u l t i n g  i n 

p u b l i c a t i o n  o f  i n t e r n a t i o n a l  g u i d e l i n e s  o n  A r t i f i c i a l  I n t e l l i g e n c e  ( S P I R I T - A I 
a n d  CO N SO RT- A I )

• 	 Re p r e s e n t i n g  t he  A g e n c y  a t  t he  W H O  w o r k i n g  g ro u p  o n  A I  i n  he a l t h

• 	 Ev a l u a t i n g  t he  s a f e t y  a n d  s c i e n t i f i c  v a l i d i t y  o f  c l i n i c a l  t r i a l s  a c ro s s  a l l 
t he ra p e u t i c  a r e a s  a n d  a l l  p ha s e s ,  i n c l u d i n g  b i o l o g i c a l s ,  a d v a n c e d  m e d i c i n a l 
p ro d u c t s  a n d  c he m i c a l s

• 	 Co o r d i n a t i n g  n a t i o n a l  s a f e t y  m o n i t o r i n g  a c t i v i t i e s  [ s u b s t a n t i a l  a m e n d m e n t s , 
D ev e l o p m e n t  S a f e t y  Re p o r t s  ( D S U Rs ) ,  S U S A Rs ,  Eu d ra C T  a l e r t s ,  U rg e n t  S a f e t y 
M e a s u r e s  ( U SM s )  a n d  s a f e t y  s i g n a l s ]

• 	 Co l l a b o ra t i n g  w i t h  Eu ro p e a n  N a t i o n a l  Co m p e t e n t  Au t ho r i t i e s  t h ro u g h 
Vo l u n t a r y  H a r m o n i s e d  Pro c e d u r e ,  r ev i e w  o f  n e w  s a f e t y  s i g n a l s ,  s a f e t y 
a s s e s s o r  m e e t i n g s  a n d  i n f o r m a t i o n  r e q u e s t s

• 	 Pro v i d i n g  f a s t - t ra c k  m e d i c a l  a s s e s s m e n t  o f  E b o l a  C l i n i c a l  Tr i a l  Au t ho r i s a t i o n 
a p p l i c a t i o n s  d u r i n g  t he  E b o l a  w o r l d  he a l t h  e m e rg e n c y

• 	 Ac t i n g  a s  Le a d  S a f e t y  As s e s s o r  d u r i n g  Eu ro p e a n  s a f e t y  r ev i e w  p ro c e d u r e s
• 	 Pro v i d i n g  s c i e n t i f i c  a n d  r e g u l a t o r y  a d v i c e  t o  ex t e r n a l  s t a ke ho l d e rs
• 	 Re p r e s e n t i n g  t he  C T U  a t  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s
• 	 D i s c u s s i n g  t r i a l  a p p l i c a t i o n s  w i t h  a d v i s o r y  g ro u p s  s u c h  a s  C l i n i c a l  Tr i a l s 

E x p e r t  Ad v i s o r y  G ro u p  a n d  Co m m i s s i o n  o n  H u m a n  M e d i c i n e s
• 	 Pr e p a r i n g  a n s w e rs  t o  Pa r l i a m e n t a r y  q u e s t i o n s ,  F r e e d o m  o f  I n f o r m a t i o n 

r e q u e s t s  a n d  q u e r i e s  f ro m  ex t e r n a l  s t a ke ho l d e rs .

• 	 Le a d e r  o f  d i s c u s s i o n  o n  p o t e n t i a l  l e g i s l a t i v e  c ha n g e s  t o  a s s e s s m e n t  o f  s a f e t y 
i n  C T I M Ps

• 	 Le a d e r  o f  s a f e t y  a c t i v i t i e s  f o r  c l i n i c a l  t r i a l s  i n  t he  U K
• 	 I n v o l v e d  i n  i n t e r d i v i s i o n a l  d i s c u s s i o n s  o n  A I  a n d  i n - s i l i c o  t r i a l s
• 	 Re s p o n s i b l e  f o r  s a f e t y  a s p e c t s  o f  a l l  CO V I D 19  t r i a l s  i n  t he  U K

ACADEMIC
QUALIFICATIONS.

TRAINING
COURSE S.

EMPLOYMEN T
RECORD.

Po s t - M S c  P h a r m a c y  –  19 97
U t r e c h t  U n i v e rs i t y ,  The  N e t he r l a n d s

M o l e c u l a r  B i o l o g y  –  2 0 01
U t r e c t  U n i v e rs i t y 

B i o s t a t i s t i c a l  M e t ho d s  –  2 0 0 0
N I B S C 

G M P  –  19 98
Pha r m a c e u t i c a l  Co n s u l t a n c y  S e r v i c e s
 
P ra c t i c a l  A s p e c t s  o f  P h a r m a c e u t i c a l  Va l i d a t i o n
D a v i d  B e g g  As s o c i a t e s

P r i n c i p a l  C o n s u l t a n t  -  S c e n d e a
2 019  -  2 022

O w n e r  a n d  C o n s u l t a n t  –  B D  C o n s u l t a n c y  B . V.
2 0 0 9  –  2 022

S e n i o r  D i re c t o r  R e g u l a t o r y  A f f a i rs  &  M a n u f a c t u r i n g  O p e ra t i o n s  –  P h a r m i n g  N . V.
2 0 0 5  –  2 0 07
 
S e n i o r  C o n s u l t a n t / P ro j e c t  L e a d e r  –  U n i va l i d  B . V.
S e p t e m b e r  2 0 0 3  –  2 0 0 5 

S e n i o r  A s s e s s o r  o f  B i o l o g i c a l  a n d  B i o t e c h n o l o g i c a l  M e d i c i n a l  P ro d u c t s  -  C e n t e r  o f 
B i o l o g i c a l s  a n d  M e d i c a l  Te c h n o l o g y  ( B M T ) ,  N a t i o n a l  I n s t i t u t e  f o r  P u b l i c  H e a l t h  a n d 
t he  E nv i ro n m e n t  ( R I V M )
19 9 9  –  2 0 0 3

Q C  O f f i c e r  –  I n s t i t u t e  f o r  A n i m a l  S c i e n c e  a n d  H e a l t h
19 9 8  –  19 9 9

Q A  O f f i c e r / R e s e a rc h  A s s o c i a t e  –  D o p h a r m a
19 97  –  19 9 8

Erik Doevendans MSc
Te c h n i c a l  H e a d  ( N L )  &  P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  N o ve m b e r  2 0 2 2



S c e n d e a   -   E x p e r t i s e

O w n e r  a n d  C o n s u l t a n t  –  B D - C o n s u l t a n c y  B . V.   
R e s p o n s i b i l i t i e s :

• 	 B i o l o g i c s  D ev e l o p m e n t  Co n s u l t a n c y  B . V.  ( B D - Co n s u l t a n c y )  p ro v i d e s 
a s s i s t a n c e  a n d  p ro j e c t  m a n a g e m e n t  c a p a c i t y  i n  t he  d ev e l o p m e n t  o f 
b i o p ha r m a c e u t i c a l s  a n d  i n  t he  p r e p a ra t i o n  a n d  r ev i e w  o f  E MA  a n d 
F DA  r e g u l a t o r y  a p p l i c a t i o n s . 

• 	 Cu r r e n t  a s s i g n m e n t s  i n c l u d e ;  C M C  ex p e r t  f o r  B e l g i u m 
B i o t e c hn o l o g y  c o m p a n y ,  C M C  ex p e r t  f o r  D u t c h  b i o t e c hn o l o g y 
c o m p a n y  a n d  Re g u l a t o r y  &  C M C  ex p e r t  f o r  D u t c h  B i o l o g i c s 
Co m p a n y  ( p l a s m a  d e r i v e d  p ro d u c t s ) . 

• 	 Pr ev i o u s  a s s i g n m e n t s  i n c l u d e ;  a s s e s s m e n t  o f  b u s i n e s s  p l a n s 
a n d  d ru g  d ev e l o p m e n t  p l a n s  f o r  v e n t u r e  c a p i t a l i s t s ,  w r i t i n g  o f 
ex p e r t  r e p o r t s  ( Q O S ,  M o d u l e s  2 . 4  a n d  2 . 6 )  f o r  b i o t e c hn o l o g y 
p ro d u c t s ,  p r e p a ra t i o n  a n d  a t t e n d a n c e  o f  m e e t i n g s  w i t h  r e g u l a t o r y 
a u t ho r i t i e s  ( N a t i o n a l  a n d  E MA )  f o r  c l i e n t s ,  s t ra t e g i c  a d v i c e  o n 
p ha r m a c e u t i c a l ,  p r e - c l i n i c a l  a n d  c l i n i c a l  d ev e l o p m e n t  o f  s ev e ra l 
b i o t e c hn o l o g i c a l  a n d  g e n e  t he ra p y  p ro d u c t s  a n d  i n t e r i m  d i r e c t o r 
r e g u l a t o r y  a f f a i r s .

S e n i o r  D i re c t o r  R e g u l a t o r y  A f f a i rs  &  M a n u f a c t u r i n g  O p e ra t i o n s  –  P h a r m i n g  N . V. 
R e s p o n s i b i l i t i e s :

• 	 H e a d i n g  o f  t he  d e p a r t m e n t s  o f  Re g u l a t o r y  A f f a i r s  a n d 
M a n u f a c t u r i n g  O p e ra t i o n s 

• 	 Re s p o n s i b l e  f o r  r e g u l a t o r y  p ro c e s s e s  i n  U S  a n d  Eu ro p e 
• 	 Re s p o n s i b l e  f o r  C M C  a n d  p r e - c l i n i c a l  m o d u l e s  /  s t ra t e g y 
• 	 Re g u l a t o r y  a n d  m e t ho d o l o g i c a l  i n p u t  i n t o  c l i n i c a l  p ro g ra m s  / 

s t ra t e g y 
• 	 Pa r t i c i p a t i o n  i n  p ro j e c t - t e a m s  ( n e w  i n d i c a t i o n s  C 1 I N H  a n d  n e w 

p ro d u c t s :  Pro d a rs a n  a n d  r e c o m b i n a n t  hu m a n  La c t o f e r r i n ) 
• 	 Re s p o n s i b l e  f o r  d o w n s t r e a m  p ro c e s s i n g  a n d  f i l l  a n d  f i n i s h  ( b o t h 

p e r f o r m e d  a t  C M O s ) 
• 	 Pro j e c t - m a n a g e r  f o r  Pha r m i n g  f o r  d o w n s t r e a m  p ro c e s s i n g  a n d  f i l l 

a n d  f i n i s h 

Ac h i ev e m e n t s  I n c l u d e : 

• 	 Re g u l a t o r y  v a l i d a t i o n  o f  t ra n s g e n i c  ra b b i t  p l a t f o r m .
• 	 S o l v e d  a l l  q u a l i t y  ( C M C )  a n d  p r e - c l i n i c a l  i s s u e s  t ha t  a ro s e  d u r i n g 

Ce n t ra l i s e d  Pro c e d u r e  o f  Rhu c i n .
• 	 C l i n i c a l  p ro g ra m  Rhu c i n  s u c c e s s f u l l y  ex e c u t e d .
• 	 M a n a g e m e n t  o f  t e c hn o l o g y  t ra n s f e r  a n d  v a l i d a t i o n  o f  d o w n s t r e a m 

p ro c e s s i n g  a n d  f i l l  a n d  f i n i s h .
• 	 Pha s e  I  s t u d y  f o r  Pro d a rs a n  ( f o r  t r e a t m e n t  o f  Co c ka y n e  Sy n d ro m e ;  a 

he r e d i t a r y  e a r l y  a g e i n g  d i s e a s e ) .
• 	 O b t a i n e d  m a n u f a c t u r i n g  l i c e n s e  f o r  t ra n s g e n i c  p l a t f o r m .
• 	 Va l i d a t e d  t ra n s g e n i c  c a t t l e  a n d  ra b b i t  p l a t f o r m .

Previous Experience S e n i o r  C o n s u l t a n t  /  P ro j e c t - l e a d e r  –  U n i va l i d  B . V.  ( n o w  X e n d o  B . V. ) 
R e s p o n s i b i l i t i e s :

• 	 Rev i e w e r  o f  C he m i c a l  Pha r m a c e u t i c a l  p a r t  o f  M a r ke t i n g 
Au t ho r iza t i o n  A p p l i c a t i o n s / Va r i a t i o n s  o f  r e c o m b i n a n t  D N A 
m e d i c i n a l  p ro d u c t s ,  p l a s m a  d e r i v e d  m e d i c i n a l  p ro d u c t s ,  a n d 
v a c c i n e s .

• 	 Pa r t i c i p a t i o n  i n  d ev e l o p m e n t  p ro j e c t s 
• 	 Pro v i d i n g  Re g u l a t o r y  i n p u t  f o r  b i o t e c h  c o m p a n i e s 
• 	 Rev i e w  o f  d o s s i e r s  p r i o r  t o  f i l i n g  /  G a p  a n a l y s e s  /  w r i t i n g  o f 

ex p e r t  r e p o r t s 
• 	 G e n e ra l  p ha r m a c e u t i c a l  c o u n s e l l i n g  ( Fo r m u l a t i o n  /  Q A  / 

Pro d u c t i o n  /  Re g u l a t o r y  a f f a i r s 

S e n i o r  a s s e s s o r  o f  b i o l o g i c a l  a n d  b i o t e c h n o l o g i c a l  m e d i c i n a l  p ro d u c t s  –  B M T,  R I V M .  
R e s p o n s i b i l i t i e s :

• 	 S e n i o r  a s s e s s o r  o f  C he m i c a l  Pha r m a c e u t i c a l  p a r t  o f  M a r ke t i n g 
Au t ho r iza t i o n  A p p l i c a t i o n s / Va r i a t i o n s  o f  r e c o m b i n a n t  D N A 
m e d i c i n a l  p ro d u c t s  ( i n c l u d i n g  t he  f i r s t  b i o -  s i m i l a r ;  O m n i t ro p e ) , 
p l a s m a  d e r i v e d  m e d i c i n a l  p ro d u c t s ,  a n d  v a c c i n e s . 

• 	 E x p e r t  f o r  BW P  o f  t he  Co m m i t t e e  f o r  H u m a n  M e d i c i n a l  Pro d u c t s . 
• 	 As s e s s o r  o f  d o s s i e r s  f i l e d  u n d e r  t he  I m m u n o l o g i c a l  M e d i c i n a l 

Pro d u c t  D e c r e e  ( r e l e a s e  o f  I m m u n o l o g i c a l  p ha r m a c e u t i c a l s  u n d e r 
t he  a u t ho r i t y  o f  t he  D u t c h  Pha r m a c e u t i c a l  I n s p e c t i o n ) . 

• 	 E x p e r t  f o r  t he  D u t c h  M e d i c i n e s  Ev a l u a t i o n  B o a r d .
 
Ac h i ev e m e n t s  I n c l u d e :

• 	 D ev e l o p m e n t  o f  a s s e s s m e n t  p o l i c y  f o r  r e l e a s e  o f  i n v e s t i g a t i o n a l 
m e d i c i n a l  p ro d u c t s  u n d e r  t he  I m m u n o l o g i c a l  M e d i c i n a l  Pro d u c t 
D e c r e e .

• 	 Pro m o t i o n  t o  S e n i o r  a s s e s s o r  w i t h i n  3  y e a rs ’.

Q C  O f f i c e  –  I n s t i t u t e  f o r  A n i m a l  S c i e n c e  a n d  H e a l t h  ( I D - L e l ys t a d ) 
R e s p o n s i b i l i t i e s :

Q A  O f f i c e r / R e s e a rc h  A s s o c i a t e  –  D o p h a r m a  B . V.  
R e s p o n s i b i l i t i e s :

• 	 S t u d y  d i r e c t o r  d ev e l o p m e n t ,  o p t i m i s a t i o n  a n d  v a l i d a t i o n  o f  ( Q C ) 
t e s t  m e t ho d s .

• 	 O p t i m i s a t i o n  o f  t he  f e r m e n t a t i o n / p u r i f i c a t i o n  p ro c e s s  o f  Fo o t -  a n d 
M o u t h  d i s e a s e  v a c c i n e .

• 	 Tro u b l e  s ho o t i n g  c o n c e r n i n g  Q u a l i t y  Co n t ro l  a n d  Pro d u c t i o n  o f  Fo o t 
a n d  M o u t h  d i s e a s e  v a c c i n e .

• 	 M e m b e r  o f  VM P  g ro u p  f o r  n e w  p ro d u c t i o n  s i t e  f o r  F M D  v a c c i n e .

• 	 I m p l e m e n t i n g  a n d  m o n i t o r i n g  o f  G M P  ( E U )  /  ex e c u t i n g  a n d 
r e p o r t i n g  ex t e r n a l  G M P- a u d i t s .

• 	 I n s p e c t i o n  o f  f a c i l i t i e s  a n d  m o n i t o r i n g  o f  s t u d i e s  u n d e r  G L P.
• 	 Co - o r d i n a t i o n  o f  v a l i d a t i o n  ( VM P )  –  v a l i d a t i o n  o f  p ro c e s s e s , 

e q u i p m e n t .



S c e n d e a   -   E x p e r t i s e

EMPLOYMEN T
RECORD.

S e n i o r  R e g u l a t o r y  A f f a i rs  M a n a g e r  -  S e q i ru s 
2 018  –  2 023

P r i n c i p a l  C o n s u l t a n t  -  B i o re g u l a t o r y  C o n s u l t i n g 
2 0 02  –  2 023

S e n i o r  A s s o c i a t e  C o n s u l t a n t  -  E R A  C o n s u l t i n g  ( A u s t ra l i a ) 
2 0 0 6  –  2 012

R e g u l a t o r y  C o n s u l t a n t  -  A m g e n 
19 9 9  –  2 0 01

S e n i o r  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  C S L  L i m i t e d 
19 9 6  –  19 9 9

R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  C S L  L i m i t e d 
19 9 0  –  19 9 6

ACADEMIC
QUALIFICATIONS.

M a s t e r  o f  M e d i c a l  S c i e n c e  ( D ru g  D eve l o p m e n t )  –  2 011
U n i v e rs i t y  o f  N e w  S o u t h  Wa l e s

R e s e a rc h  H o n o u rs  ( B i o t e c h n o l o g y )  –  1987
M u r d o c h  U n i v e rs i t y

B S c  ( B i o l o g y )  –  1985
M u r d o c h  U n i v e rs i t y

Penny Field BSc (Hons), MMSc
Te c h n i c a l  H e a d  ( A U S )  &  P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3

Previous Experience

S e n i o r  R e g u l a t o r y  A f f a i rs  M a n a g e r  –  S e q i ru s ,  I n - L i c e n s e d  P ro d u c t s  A s i a  Pa c i f i c 
R e s p o n s i b i l i t i e s :

• 	 Wo r k i n g  w i t h i n  t he  Co m m e r c i a l  f u n c t i o n  t o  f a c i l i t a t e  t he  s e l e c t i o n , 
r e g i s t ra t i o n ,  ex t e n s i o n  o f  i n d i c a t i o n s  a n d  m a i n t e n a n c e  o f  i n -  l i c e n s e d 
m e d i c i n e s .

• 	 Co n d u c t i n g  d u e  d i l i g e n c e ,  r ev i e w i n g  a n d  p r e p a ra t i o n  o f  m a r ke t i n g 
a u t ho r i s a t i o n s  a n d  w r i t i n g  r e s p o n s e s  t o  C M C ,  n o n c l i n i c a l  a n d  c l i n i c a l 
ev a l u a t i o n s  t o  o b t a i n  a p p ro v a l  o f  n e w  m e d i c i n e s .

• 	 Cu r r e n t l y  o n  t he  b ra n d  t e a m  r e s p o n s i b l e  f o r  t he  l a u n c h  o f  a  N C E  f o r 
t r e a t m e n t  o f  s c h izo p hr e n i a .  I n v o l v e d  i n  t he  r e g u l a t o r y  d u e  d i l i g e n c e , 
a p p ro v a l ,  a n d  p o s t - m a r ke t i n g  a c t i v i t i e s  t o  s u c c e s s f u l l y  l a u n c h  a  n o v e l  a g e n t .

• 	 M a n a g i n g  t he  l o g i s t i c a l  i s s u e  r e g a r d i n g  r e g u l a t o r y  c o m p l i a n c e  f o r  c o n t i n u i t y 
o f  s u p p l y  o f  r e g i s t e r e d  p ro d u c t s .

P r i n c i p a l  C o n s u l t a n t  –  B i o re g u l a t o r y  C o n s u l t i n g
R e s p o n s i b i l i t i e s :

S e n i o r  A s s o c i a t e  C o n s u l t a n t  –  E R A  C o n s u l t i n g  ( A u s t ra l i a )
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  C o n s u l t a n t  –  A m g e n
R e s p o n s i b i l i t i e s :

• 	 Wo r ke d  w i t h  s m a l l  a n d  m e d i u m  s ize d  b i o t e c hn o l o g y  c o m p a n i e s  p ro v i d i n g 
g l o b a l  r e g u l a t o r y  s t ra t e g y  a n d  p r e p a r i n g  s c i e n t i f i c  d o c u m e n t a t i o n  ( p r e - I N D , 
I N D ,  C T X  a n d  O r p ha n  D ru g  a p p l i c a t i o n s )  f o r  s u b m i s s i o n  t o  t he  F DA ,  E MA 
a n d  TGA .  Co n s u l t i n g  w o r k  i n c l u d e d :
• 	 Au t ho r e d  a  c l i n i c a l  t r i a l  a p p l i c a t i o n  ( C T X )  f o r  a  p ro p hy l a c t i c  H I V  v a c c i n e 

( D N A  v a c c i n e  i n  c o m b i n a t i o n  w i t h  r e c o m b i n a n t  p o x  v a c c i n e ) .
• 	 Pro v i d e d  r e g u l a t o r y  s t ra t e g y  f o r  t he  d ev e l o p m e n t  o f  m A B  a g a i n s t  v a s c u l a r 

e n d o t he l i a l  g ro w t h  f a c t o r  ( V E G F - A )  a n d  e p i d e r m a l  g ro w t h  f a c t o r  r e c e p t o r 
( E G F R ) .

• 	 Co n s u l t e d  o n  t he  d ev e l o p m e n t  a n d  r e g i s t ra t i o n  o f  E . c o l i  d e r i v e d 
r e c o m b i n a n t  p ro t e i n s  s u c h  a s  i n t e r l e u k i n - 1  r e c e p t o r  a n t a g o n i s t  ( I L - 1 RA ) , 
r e c o m b i n a n t  i n s u l i n ,  hu m a n  g ro w t h  ho r m o n e  ( r hG H ) ,  p e g y l a t e d  i n t e r f e ro n 
a l p ha  2  a n d  hu m a n  g ra n u l o c y t e – c o l o n y  s t i m u l a t i n g  f a c t o r  ( r hG - C S F ) .

• 	 Wro t e  t he  C M C  s e c t i o n  o f  a n  I N D  a n d  a n  U S  O r p ha n  D ru g  D e s i g n a t i o n 
f o r  a  N C E  f o r  t he  t r e a t m e n t  o f  o v a r i a n  c a n c e r.

• 	 Wro t e  a n  I N D  a p p l i c a t i o n  f o r  a n  i m m u n o t he ra p e u t i c  H I V  v a c c i n e  u s i n g 
r e c o m b i n a n t  f o w l  p o x  v i ru s  v a c c i n e .

• 	 S u p p o r t e d  t he  Pha s e  I  c l i n i c a l  t r i a l  o f  a n  a l l o g e n e i c  a d i p o s e 
d e r i v e d  M e s e n c hy m a l  S t e m  Ce l l s  ( MS C )  by  p r e p a ra t i o n  o f  s c i e n t i f i c 
d o c u m e n t a t i o n  a n d  p ro v i s i o n  o f  r e g u l a t o r y  g u i d a n c e .

• 	 Co n d u c t e d  g a p  a n a l y s i s  o f  a  c e l l  t he ra p y  f o r  Pro v i s i o n a l  Re g i s t ra t i o n  i n 
Au s t ra l i a .

• 	 Ad v i s e d  o n  r e g u l a t o r y  s t ra t e g y  a n d  p ro d u c t  d ev e l o p m e n t  f o r  a  CA R -T 
t he ra p y  f o r  a n  o n c o l o g y  i n d i c a t i o n .

• 	 Tra n s i t i o n e d  a  c ha n g e  o f  s p o n s o rs h i p ,  f o r  a p p ro x i m a t e l y  3 0 0  p ro d u c t s  i n  2 6 
c o u n t r i e s ,  w h i l s t  e n s u r i n g  r e g u l a t o r y  c o m p l i a n c e .

• 	 Wro t e  d o s s i e r s  f o r  f o u r  v a c c i n e s  f o r  s u b m i s s i o n  t o  U N I C E F.

• 	 Wo r ke d  i n  c o l l a b o ra t i o n  w i t h  E RA  Co n s u l t i n g  t o  p ro v i d e  g l o b a l  r e g u l a t o r y 
a d v i c e  f o r  t he  d ev e l o p m e n t  a n d  r e g i s t ra t i o n  o f  p r e s c r i p t i o n  m e d i c i n e s .

• 	 C r i t i c a l l y  ev a l u a t e d  r e g i s t ra t i o n  a p p l i c a t i o n s  a n d  c o n d u c t e d  g a p  a n a l y s i s  o f 
C M C  d a t a  f o r  b i o s i m i l a r s ,  b i o l o g i c a l s  a n d  N C E .

• 	 Pr e p a r e d  s c i e n t i f i c  d o c u m e n t a t i o n  t o  f a c i l i t a t e  t he  c o n d u c t  o f  c l i n i c a l  t r i a l s .
• 	 Pr e p a r e d  f o r,  a n d  a t t e n d e d ,  a  p r e - s u b m i s s i o n  m e e t i n g  w i t h  t he  TGA  f o r 

a  c o m b i n a t i o n  p r e s c r i p t i o n  m e d i c i n e .  S u b s e q u e n t l y  p r e p a r e d  a  hy b r i d 
l i t e ra t u r e - b a s e d  m a r ke t i n g  a p p l i c a t i o n  a n d  g a i n e d  TGA  a p p ro v a l .

• 	 Rev i e w e d  a p p ro x i m a t e l y  10 0  p u b l i s he d  p a p e rs  a n d  w ro t e  a  C l i n i c a l  S a f e t y 
S u m m a r y  f o r  a  n e w  i n d i c a t i o n  f o r  a  p r e s c r i p t i o n  m e d i c i n e .

• 	 I n v o l v e d  i n  t he  d ev e l o p m e n t  o f  f i x e d - d o s e  c o m b i n a t i o n  p ro d u c t  f o r 
n e u ro p a t h i c  p a i n  a n d  t he  p r e p a ra t i o n  o f  t he  p r e - I N D  b r i e f i n g  p a c ka g e .

• 	 Wo r ke d  w i t h  t he  U S  a n d  U K  D ev e l o p m e n t  Te a m s  t o  w r i t e  t he  C M C  s e c t i o n 
f o r  K i n e r e t ® ,  f o r  t he  t r e a t m e n t  o f  Rhe u m a t o i d  A r t h r i t i s ,  w h i c h  w a s  s u b m i t t e d 
t o  E MA  a n d  TGA .

• 	 O b t a i n e d  e t h i c s  a n d  c l i n i c a l  t r i a l  a p p ro v a l  f o r  t w o  p a e d i a t r i c  s t u d i e s  f o r 
K i n e r e t ® .



S c e n d e a   -   E x p e r t i s e

S e n i o r  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  –  C S L  L i m i t e d
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  A f f a i rs  A s s o c i a t e  –  C S L  L i m i t e d
R e s p o n s i b i l i t i e s :

• 	 Pro v i s i o n  o f  r e g u l a t o r y  g u i d a n c e  a n d  s u p p o r t  t o  t he  i n f l u e n za  v a c c i n e 
( F l u v a x )  Pro j e c t  M a n a g e m e n t  Te a m  t o  f a c i l i t a t e  t he  a n n u a l  p ro d u c t i o n  o f 
i n f l u e n za  v a c c i n e .

• 	 Rev i e w e d  a n d  r e w ro t e  t he  F l u v a x  d o s s i e r  t o  a c h i ev e  N a t i o n a l  Re g i s t ra t i o n  i n 
Sw e d e n .  Re s p o n d e d  t o  ev a l u a t i o n  q u e s t i o n s  a n d  n e g o t i a t e d  w i t h  t he  Sw e d i s h 
M e d i c a l  Pro d u c t s  A g e n c y  r e g a r d i n g  m a n u f a c t u r e ,  p ro d u c t  s p e c i f i c a t i o n  a n d 
p o s t - m a r ke t i n g  c l i n i c a l  t r i a l s .

• 	 Pro j e c t  m a n a g e d  t he  s u c c e s s f u l  r e g i s t ra t i o n  o f  F l u v a x  i n  D e n m a r k ,  t he 
N e t he r l a n d s  a n d  B e l g i u m  v i a  t he  M u t u a l  Re c o g n i t i o n  Pro c e d u r e .

• 	 Re s e a r c he d  a n d  w ro t e  D ru g  M a s t e r  F i l e s  ( D M F )  f o r  f o u r  a c t i v e  i n g r e d i e n t s 
( d i p h t he r i a  t o x o i d ,  t e t a n u s  t o x o i d ,  i n a c t i v a t e d  p e r t u s s i s  a n d  a l u m i n i u m 
a d j u v a n t )  m a n u f a c t u r e d  by  C S L  L i m i t e d .

• 	 Pr e p a r e d  f o u r  a b r i d g e d  G e n e ra l  M a r ke t i n g  A p p l i c a t i o n s ,  c ro s s - r e f e r e n c i n g 
t he s e  D M F,  t o  s u c c e s s f u l l y  e n a b l e  m a r ke t i n g  i n  N e w  Ze a l a n d .

• 	 S u b m i s s i o n  o f  M a r ke t i n g  A p p l i c a t i o n  f o r  a n  i n - l i c e n s e d  p ro d u c t  ( BCG 
Va c c i n e ) .

ACADEMIC
QUALIFICATIONS.

PROFE S SIONAL
S O CIETIE S.

B S c  i n  C he m i s t r y 
U n i v e rs i t y  o f  Ca l i f o r n i a ,  Lo s  A n g e l e s .

mTO P RA
Re g u l a t o r y  A f f a i r s  Pro f e s s i o n a l  S o c i e t y
The  O rg a n i s a t i o n  f o r  Pro f e s s i o n a l s  i n 
Re g u l a t o r y  A f f a i r s  ( Eu ro p e ) 
D ru g  I n f o r m a t i o n  As s o c i a t i o n

EMPLOYMEN T
RECORD.

C hi e f  Re g u l a t o r y  O f f i c e r  &  Pr e s i d e n t  U S  O p e ra t i o n s 
Q u a r k  P h a r m a c e u t i c a l s ,  I n c  -  2 019  -  2 0 21

E x e c u t i v e  V i c e  Pr e s i d e n t  -  Re g u l a t o r y  A f f a i i r s / Q u a l i t y / Pha r m D ev 
Q u a r k  P h a r m a c e u t i c a l s ,  I n c  -  2 018

S e n i o r  V i c e  Pr e s i d e n t  -  Re g u l a t o r y  A f f a i r s 
Q u a r k  P h a r m a c e u t i c a l s ,  I n c  -  2 017

V i c e  Pr e s i d e n t  -  Re g u l a t o r y  A f f a i r s  &  Co m p l i a n c e 
XOM A  ( U S )  L LC  -  2 0 07  -  2 016 

V i c e  Pr e s i d e n t  -  Re g u l a t o r y  A f f a i r s 
XOM A  ( U S )  L LC  -  19 9 9  -  2 0 07 

D i r e c t o r  -  Re g u l a t o r y  A f f a i r s 
XOM A  ( U S )  L LC  -  19 96  -  19 9 9 

M a n a g e r  -  Pro d u c t  D ev e l o p m e n t 
A l l e rg a n .  I n c  -  19 94  -  19 96

M a n a g e r  -  S t ra t e g i c  Re g u l a t o r y  A f f a i r s 
A l l e rg a n .  I n c  -  19 92  -  19 94

S u p e r v i s o r  t o  M a n a g e r  -  I n t e r n a t i o n a l  Re g u l a t o r y  A f f a i r s 
A l l e rg a n .  I n c  -  1987  -  19 92

As s o c i a t e  t o  S e n i o r  Re g u l a t o r y  Wr i t e r  ( U . S .  &  I n t l . ) 
A l l e rg a n .  I n c  -  1981  -  1987

Dan Cafaro BSc
P r i n c i p a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A u g u s t  2 0 21 



S c e n d e a   -   E x p e r t i s e

Previous Experience
C h i e f  R e g u l a t o r y  O f f i c e r  &  P re s i d e n t  U S  O p e ra t i o n s  -  Q u a r k  P h a r m a c e u t i c a l s ,  I n c . 
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t  -  R e g u l a t o r y  A f f a i rs  &  C o m p l i a n c e  -  XOM A  ( U S )  L LC 
R e s p o n s i b i l i t i e s :

	 S p e c i a l  Co n c u r r e n t  A s s i g n m e n t s :
		  C l i n i c a l  D eve l o p m e n t  -  XOM A  ( U S )  L LC 
		  R e s p o n s i b i l i t i e s :

		  B i o d e f e n s e  -  XOM A  ( U S )  L LC 
		  R e s p o n s i b i l i t i e s :

D i re c t o r  -  R e g u l a t o r y  A f f a i rs  -  XOM A  ( U S )  L LC 
R e s p o n s i b i l i t i e s :

• 	 S i t e  he a d  w i t h  d i r e c t  r e s p o n s i b i l i t y  f o r  w o r l d w i d e  Re g u l a t o r y 
A f f a i r s ,  Q u a l i t y ,  Pha r m a c e u t i c a l  D ev e l o p m e n t ,  B i o s t a t i s t i c s ,  D a t a 
M a n a g e m e n t .

• 	 O v e ra l l  r e s p o n s i b i l i t y  f o r  r e g u l a t o r y  a n d  q u a l i t y  p ro g ra m s  f o r 
t he  o rg a n i s a t i o n .  D i r e c t  s u p e r v i s i o n  o f  Re g u l a t o r y  A f f a i r s  & 
G x P  Co m p l i a n c e  a n d  Q u a l i t y  As s u ra n c e .  M e m b e r  o f  t he  s e n i o r 
ex e c u t i v e  m a n a g e m e n t  t e a m .

• 	 S ha r e d  r e s p o n s i b i l i t y  w i t h  C h i e f  M e d i c a l  O f f i c e r  f o r  M e d i c a l 
A f f a i r s ,  B i o m e t r i c s ,  C l i n i c a l  O p e ra t i o n s ,  D a t a  M a n a g e m e n t  a n d 
D ru g  S a f e t y .

• 	 O v e ra l l  m a n a g e m e n t  o v e rs i g h t  f o r  B i o d e f e n s e  p ro g ra m s .

• 	 D i r e c t i o n  o f  t he  w o r l d w i d e  r e g u l a t o r y  a c t i v i t i e s  f o r  t he  c o r p o ra t i o n 
a n d  e s t a b l i s hm e n t  o f  t he  r e g u l a t o r y  a n d  c o m p l i a n c e  i n f ra s t ru c t u r e . 
Pr i m a r y  r e s p o n s i b i l i t y  f o r  l e a d e rs h i p  o f  t he  o p h t ha l m i c  p ro d u c t 
d ev e l o p m e n t  a p p l i c a t i o n s .

M a n a g e r  -  P ro d u c t  D eve l o p m e n t  -  A l l e rg a n ,  I n c . 
R e s p o n s i b i l i t i e s :

• 	 I n i t i a l l y  h i r e d  t o  e s t a b l i s h  r e g u l a t o r y  c o m m u n i c a t i o n s  f o r  La t i n 
A m e r i c a .  Pr e p a ra t i o n  o f  i n t e r n a t i o n a l  r e g u l a t o r y  d o s s i e r s  f o r 
o p h t ha l m i c ,  o p t i c a l  a n d  d e r m a t o l o g i c a l  p ro d u c t s  a n d  r ev i e w 
p ro d u c t  l a b e l i n g  f o r  w o r l d w i d e  r e g u l a t o r y  c o m p l i a n c e .  
M a n a g e m e n t  o f  i n t e r n a t i o n a l  a n d  s t ra t e g i c  r e g u l a t o r y  a f f a i r s .  
L i a i s o n  f o r  S a n t e n / A l l e rg a n  J o i n t  Ve n t u r e  i n  J a p a n .  M a n a g e m e n t  o f 
n e w  p ro d u c t  d ev e l o p m e n t  a c t i v i t i e s  f o r  O p t i c a l  d i v i s i o n .

	 S p e c i a l  Co n c u r r e n t  A s s i g n m e n t s :
		  O p t i c a l  R & D  L i a i s o n  -  A l l e rg a n  J o i n t  Ve n t u re  J a p a n 
		  D e p u t y  M a n a g e m e n t  R e p re s e n t a t i ve  f o r  I S O  9 0 01  C e r t i f i c a t i o n 
		  Te a m  L e a d e r  -  H yd ro g e n  Pe ro x i d e  Te c h n o l o g i e s

Dr Igor Gonda PhD
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a y  2 0 2 0

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

PROFE S SIONAL
ACHIEVEMEN TS.

B S c  C he m i s t r y 
U n i v e rs i t y  o f  Le e d s ,  U K . 

P h D  P hys i c a l  C he m i s t r y 
U n i v e rs i t y  o f  Le e d s ,  U K .  

N o n - E x e c u t i v e  B o a r d  M e m b e r 
I n s p i r i n g  P t y  L t d  ( A u s )  -  2 0 2 0  –  P re s e n t 

Fo u n d e r  a n d  C E O 
R e s p i d ex  L LC  -  2 018  -  P re s e n t

B o a r d  D i r e c t o r
The  A l p h a - 1  P ro j e c t  –  2 013  -  2 019

C E O  a n d  Pr e s i d e n t  -  B o a r d  M e m b e r  ( 2 0 01  -  2 018 )
A ra d i g m  C o r p o ra t i o n  –  2 0 0 6  -  2 018

C E O  a n d  M a n a g i n g  D i r e c t o r 
A c rux  L i m i t e d  -  2 0 01  -  2 0 0 6

C SO 
A ra d i g m  C o r p o ra t i o n  –  2 0 0 0  -  2 0 01

V i c e  Pr e s i d e n t ,  Re s e a r c h  a n d  D ev e l o p m e n t
A ra d i g m  C o r p o ra t i o n  –  19 95  -  2 0 0 0

S e n i o r  S c i e n t i s t  &  G ro u p  Le a d e r
G e n e n t e c h  I n c .  –  19 92  -  19 94

S e n i o r  Le c t u r e r / Le c t u r e r  -  D e p a r t m e n t  o f  Pha r m a c y 
U n i ve rs i t y  o f  S yd n e y  –  198 3  -  19 92

V i s i t i n g  As s o c i a t e  Pro f e s s o r  -  S c ho o l  o f  Pu b l i c  H e a l t h 
J o h n  H o p k i n s  U n i ve rs i t y  –  19 9 0

M e m b e r  o f  ‘A d  H o c ’ 
c o m m i t t e e  o n  S t a n d a rd s  f o r 
A e ro s o l  I n h a l a t i o n s  -  B r i t i s h 
P h a r m a c o p o e i a  C o m m i s s i o n  - 
1982  -  198 8 .

M e m b e r  o f  t he  Wo r k i n g  Pa r t y 
o n  M e t e re d  D o s e  A e ro s o l s  - 
A u s t ra l i a n  D ru g  E va l u a t i o n 
C o m m i t t e e  -  1989  -  19 91

M e m b e r  o f  t he  Wo r k i n g  Pa r t y 
o n  t he  The ra p e u t i c  G o o d s  O rd e r 
f o r  M e t e re d  D o s e  P re s s u r i s e d 
I n h a l a t i o n s  -  The ra p e u t i c s  G o o d s 
A d m i n i s t ra t i o n  -  A u s t ra l i a  - 
19 9 0  -  19 91

P re s i d e n t  -  The  A u s t ra l i a n 
P h a r m a c e u t i c a l  S c i e n c e 
A s s o c i a t i o n  -  19 91  -  19 92

M e m b e r  o f  I n t e r n a t i o n a l  B o a rd 
-  I n t e r n a t i o n a l  S o c i e t y  f o r 
A e ro s o l s  i n  M e d i c i n e  -  19 91  - 
19 95 

Fo u n d i n g  M e m b e r  o f  t he  B o a rd 
o f  D i re c t o rs  -  I n t e r n a t i o n a l 
P h a r m a c e u t i c a l  A e ro s o l s 
C o n s o r t i u m  -  R e g u l a t o r y  S c i e n c e 
-  2 0 01  -  2 0 0 2

A s t ra - Ze n e c a  I n d u s t r i a l 
A c h i eve m e n t  Awa rd  -  2 0 01 

M e m b e r  o f  t he  E x t e r n a l  A d v i s o r y 
Pa n e l  -  C a l i f o r n i a  I n s t i t u t e  o f 
R e g e n e ra t i ve  M e d i c i n e  -  2 013
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Previous Experience
Fo u n d e r  a n d  C E O  -  R e s p i d ex  L LC 
R e s p o n s i b i l i t i e s :

B o a rd  D i re c t o r  -  The  A l p h a - 1  P ro j e c t 
R e s p o n s i b i l i t i e s :

C E O  a n d  P re s i d e n t  -  A ra d i g m  C o r p o ra t i o n 
R e s p o n s i b i l i t i e s :

Co n s u l t i n g  f o r  p ha r m a c e u t i c a l  a n d  m e d i c a l  d ev i c e  c o m p a n i e s .

Pro - b o n o  a d v i c e  f o r  t he  v e n t u r e  p h i l a n t h ro p y  b ra n c h  o f  t h i s  p a t i e n t  a d v o c a c y  g ro u p .

Fu n d a m e n t a l l y  t ra n s f o r m e d  t he  m i s s i o n  a n d  t he  b u s i n e s s  m o d e l  t ha t  r e q u i r e d  t o  r e s t ru c t u r e 
a n d  r e f i n a n c e  t he  c o m p a n y ,  d ev e l o p  n e w  p ro d u c t s  a n d  n e w  p a r t n e rs h i p s  a n d  p ro v i d e 
v i s i o n  a n d  m o t i v a t i o n  f o r  t he  e m p l o y e e s .  Es t a b l i s he d  a  c u l t u r e  o f  c o l l a b o ra t i o n  w i t h i n  a n d 
o u t s i d e  t he  c o m p a n y  f o c u s e d  o n  t he  p a t i e n t s  w i t h  s ev e r e  ra r e  r e s p i ra t o r y  d i s e a s e s  w i t h 
u n m e t  n e e d s  t ha t  i n c l u d e d  w o r k i n g  c l o s e l y  w i t h  p a t i e n t  a d v o c a c y  g ro u p s ,  key  o p i n i o n 
l e a d e rs ,  r e g u l a t o r y  a u t ho r i t i e s  a n d  c o n t ra c t  r e s e a r c h  a n d  m a n u f a c t u r i n g  o rg a n iza t i o n s . 
Pro v i d e d  l e a d e rs h i p  t o  o b t a i n  t he  m e a n s  f o r  t he  d ev e l o p m e n t  a n d  c o m m e r c i a l iza t i o n  o f 
a  h i g h l y  i n n o v a t i v e  t r e a t m e n t  f o r  s ev e r e  r e s p i ra t o r y  i n f e c t i o n s  t h ro u g h  f u n d i n g  w i t h  n e w 
s t ra t e g i c  i n v e s t o rs ,  i n d u s t r i a l  p a r t n e rs h i p ,  g o v e r n m e n t  s u p p o r t  ( i n c l u d i n g  f u n d i n g  o f  a 
s u b s t a n t i a l  i n t e r n a t i o n a l  b i o d e f e n s e  p ro g ra m ) ,  s a l e  o f  n o n - s t ra t e g i c  a s s e t s  a n d  R & D  t a x 
r e b a t e s .

EMPLOYMEN T
RECORD CON T.

V i s i t i n g  S c i e n t i s t  -  Ad v a n c e d  D ru g  D e l i v e r y  Re s e a r c h 
C i b a - G e i g y,  H o rs h a m ,  U K  -  1989 

Re s e a r c h  S c ho l a r,  S c ho o l  o f  M a t he m a t i c s 
M a c q u a r i e  U n i ve rs i t y  S yd n e y  -  198 3  -  198 3

S e n i o r  V i s i t i n g  Re s e a r c h  Fe l l o w  -  D e p a r t m e n t  o f  C he m i s t r y
C l a r ks o n  C o l l e g e  o f  Te c h n o l o g y,  N ew  Yo r k  –  1987

Le c t u r e r  -  D e p a r t m e n t  o f  Pha r m a c y
U n i ve rs i t y  o f  A s t o n ,  U K  -  1975  -  1982

Pro j e c t  C he m i s t 
N i c ho l a s  R e s e a rc h  L a b o ra t o r i e s  -  1974  -  1975

C E O  a n d  M a n a g a i n g  D i re c t o r  -  A c rux  L i m i t e d 
R e s p o n s i b i l i t i e s :

C S O  -  A ra d i g m  C o r p o ra t i o n 
R e s p o n s i b i l i t i e s :

V i c e  P re s i d e n t ,  R e s e a rc h  a n d  D eve l o p m e n t  -  A ra d i g m  C o r p o ra t i o n 
R e s p o n s i b i l i t i e s :

S e n i o r  S c i e n t i s t  a n d  G ro u p  L e a d e r  -  P h a r m a c e u t i c s 
S e n i o r  S c i e n t i s t  a n d  G ro u p  L e a d e r  -  A e ro s o l  D ru g  D e l i ve r y  g ro u p  R & D  -  G e n e n t e c h 
R e s p o n s i b i l i t i e s :

Le a d  t he  d ev e l o p m e n t  a n d  ra p i d  g ro w t h  o f  t he  c o m p a n y  f ro m  i t s  u n i v e rs i t y  b a s e  i n 
2 0 01  t o  b e c o m e  l i s t e d  o n  ASX  a s  o n e  o f  t he  l e a d e rs  i n  t he  e m e rg i n g  Au s t ra l i a n  l i f e 
s c i e n c e  s e c t o r.  Re s p o n s i b l e  f o r  b u i l d i n g  s ha r e ho l d e rs ’  v a l u e  t h ro u g h  d ev e l o p m e n t  a n d 
c o m m e r c i a l iza t i o n  o f  m u l t i p l e  t ra n s d e r m a l  a n d  d e r m a l  d ru g  d e l i v e r y  hu m a n  a n d  v e t e r i n a r y 
he a l t hc a r e  p ro d u c t s .  O v e ra l l  r e s p o n s i b i l i t y  f o r  d i r e c t i n g  t he  d ev e l o p m e n t ,  o p e ra t i o n s 
a n d  q u a l i t y  a s s u ra n c e  o f  t he  c o m p a n y  a n d  i t s  w ho l l y  o w n e d  s u b s i d i a r i e s .  Le a d e rs h i p  i n 
t he  key  b u s i n e s s  d ev e l o p m e n t  a c t i v i t i e s  i n c l u d i n g  p a r t n e r i n g  w i t h  o t he r  o rg a n iza t i o n s . 
S e c u r i n g  c o m p a n y ’s  f i n a n c i n g  p r i o r  t o  c o m m e r c i a l  p ro d u c t  s a l e s  t h ro u g h  p r i v a t e  a n d 
p u b l i c  e q u i t y  ra i s i n g s  ( I P O  i n  2 0 0 4 ) ,  f u n d i n g  by  p a r t n e rs  a n d  g o v e r n m e n t  g ra n t s . 
Pu b l i c  a n d  i n v e s t o r  r e l a t i o n s h i p  m a n a g e m e n t .  D ev e l o p m e n t  o f  t he  c o m p a n y ’s  w o r kf o r c e 
by  i m p l e m e n t a t i o n  o f  i n f ra s t ru c t u r e  t ha t  p ro m o t e d  a l i g n m e n t  o f  p e rs o n a l  g ro w t h  w i t h 
c o r p o ra t e  g o a l s  a n d  g e n e ra t i o n  o f  s o c i o e c o n o m i c  v a l u e .

Le a d e rs h i p  o f  t he  N e w  Pro d u c t  Re s e a r c h  D e p a r t m e n t  f o c u s e d  o n  p r e c l i n i c a l  a n d  c l i n i c a l 
ex p l o ra t i o n  o f  n e w  t he ra p e u t i c  a n d  t e c hn o l o g i c a l  o p p o r t u n i t i e s .  Re s p o n s i b l e  f o r  s t ra t e g i c 
s c i e n c e  a n d  t e c hn o l o g y  d ev e l o p m e n t ,  R & D  a l l i a n c e s ,  p u b l i c  r e l a t i o n s  w i t h  t he  s c i e n t i f i c 
a n d  c l i n i c a l  c o m m u n i t i e s ,  i n t e l l e c t u a l  p ro p e r t y  m a n a g e m e n t  i n  a  l e a d i n g  p u b l i c  p u l m o n a r y 
d ru g  d e l i v e r y  c o m p a n y.  Key  c o n t a c t  f o r  c o m p a ra t i v e  t e c hn o l o g y  a s s e s s m e n t  o f  A ra d i g m’s 
R & D  f o r  t he  i n v e s t m e n t  c o m m u n i t y .  A p p o i n t e d  t o  t he  B o a r d  o f  D i r e c t o rs ,  A p r i l  2 0 01. 
C ha i r m a n  o f  I n t e r n a t i o n a l  S c i e n t i f i c  Ad v i s o r y  B o a r d  o f  A ra d i g m  Co r p o ra t i o n  u n t i l  Au g u s t 
2 0 0 6 .

Le a d i n g  t he  R & D  o rg a n iza t i o n  c o n t a i n i n g  i n i t i a l l y  12  p e o p l e .  I n  5  y e a rs ,  R & D  a n d 
e n g i n e e r i n g  p a r t s  o f  t he  o rg a n iza t i o n  g r e w  t o  ~ 10 0  p e o p l e  e n g a g e d  i n  m u l t i d i s c i p l i n a r y 
r e s e a r c h  a n d  d ev e l o p m e n t  o f  p ro d u c t s  f o r  m a j o r  p ha r m a c e u t i c a l  m a r ke t s  s u c h  a s  d i a b e t e s 
a n d  p a i n  m a n a g e m e n t .  Pro v i d e d  c ha l l e n g i n g  c a r e e r  d ev e l o p m e n t  p ro g ra m s  f o r  t he  R & D 
e m p l o y e e s .  Key  t e c hn i c a l  p e rs o n  f o r  f o r m i n g  s t ra t e g i c  b u s i n e s s  a l l i a n c e s  w i t h  m a j o r 
p ha r m a c e u t i c a l  a n d  b i o t e c hn o l o g y  c o m p a n i e s .  Es s e n t i a l  m e m b e r  o f  t he  ex e c u t i v e  t e a m 
i n  s u c c e s s f u l  m ezza n i n e  f i n a n c i n g ,  t he  i n i t i a l  p u b l i c  o f f e r i n g  a n d  s u b s e q u e n t  p u b l i c  a n d 
p r i v a t e  f i n a n c i n g  ro u n d s .  Pr i n c i p a l  I n v e s t i g a t o r  o n  a  N a t i o n a l  I n s t i t u t e  o f  H e a l t h / N a t i o n a l 
Ca n c e r  I n s t i t u t e  S m a l l  B u s i n e s s  I n d u s t r i a l  Re s e a r c h  G ra n t  f o r  g e n e  t he ra p y.

Re s p o n s i b l e  f o r  t he  d ev e l o p m e n t  o f  n o n - p a r e n t e ra l  d e l i v e r y  o f  p ro t e i n ,  p e p t i d e s  a n d  g e n e 
p ro d u c t s .  S u p e r v i s e d  15  s c i e n t i s t s  a n d  t e c hn i c i a n s .

Prepared and execu ted the  deve lopment  p lan  fo r  pu lmonary  de l i ve ry  o f  the  f i rs t  human 
recombinan t  p ro te in  admin i s te red by  inha la t ion  ( rhDNase,  b rand name Pu lmozyme) .  The 
produc t  wen t  in  record t ime (4 .5  years )  f rom c lon ing to  FDA approva l  and i s  now used 
g lobal ly  as  a  major  par t  o f  therapy o f  cys t ic  f ib ros i s .  Founded and led a  mu l t id i sc ip l inary 
group (pro te in  and pept ide fo rmu la t ion  and ana lys i s ,  aeroso l  phys ics  and eng ineer ing , 
pu lmonary  d i sease and absorp t ion  models ,  l ung de l i ve ry  o f  v i ra l  gene vec tors )  tha t  p rov ided 
key  techn iques  and f ind ings  fo r  one o f  the  mos t  rap id ly  growing branches  o f  the  b io tech 
indus t r y.  Invo lved in  par tner ing be t ween Genen tech  and o ther  companies .  Fac i l i ta ted 
deve lopment  o f  people  who now p lay  lead ing ro les  in  indus t r ia l  and academic  R&D.
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EMPLOYMEN T
RECORD.

A s s o c i a t e  D i re c t o r,  G l o b a l  R e g u l a t o r y  C M C  S c i e n t i s t  -  U C B
2 021  –  2 022

S e n i o r  C M C  P ro j e c t  M a n a g e r  ( G ra d e  4 ) ,  R e g u l a t o r y  -  B r i t a n n i a  P h a r m a c e u t i c a l s  L t d 
2 018  –  2 019
 
I n h a l a t i o n  Fo r m u l a t i o n  a n d  A n a l y t i c s  M a n a g e r  -  L e g a c y  A c t a v i s ,  Teva 
2 015  –  2 018

P r i n c i p a l  Fo r m u l a t i o n  S c i e n t i s t -  P h a r m a t e r i a l s  L t d 
2 012  –  2 014

Fo r m u l a t i o n  S c i e n t i s t  Te a m  L e a d e r  -  Pa t he o n  U K  L t d 
2 0 07  –  2 012

Fo r m u l a t i o n  S c i e n t i s t  -  Pa t he o n  U K  L t d 
2 0 0 5  –  2 0 07

R e s e a rc h  O f f i c e r,  D e p a r t m e n t  o f  P h a r m a c y  a n d  P h a r m a c o l o g y  -  U n i ve rs i t y  o f  B a t h 
2 0 0 3  –  2 0 0 5

Po s t  d o c t o ra l  R e s e a rc h  O f f i c e r,  D e p a r t m e n t  o f  P h a r m a c y  a n d  P h a r m a c o l o g y  -  U n i ve rs i t y  o f  B a t h 
2 0 01  –  2 0 0 3 

19 95 - 19 96 :  R e s e a rc h  A s s i s t a n t  f o r  G e r m a n  R e m e d i e s  l i m i t e d 
19 9 5  -  19 9 6

ACADEMIC
QUALIFICATIONS.

P h D  -  P h a r m a c e u t i c a l  Fo r m u l a t i o n  a n d  Te c h n o l o g y
U n i v e rs i t y  o f  S u n d e r l a n d

M P h a r m  -  P h a r m a c e u t i c a l  Fo r m u l a t i o n  a n d  Te c h n o l o g y
U n i v e rs i t y  o f  M u m b a i ,  I n d i a 

Dr Asha Kattige MPharm, PhD
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A u g u s t  2 0 2 2

Previous Experience

S e n i o r  C M C  P ro j e c t  M a n a g e r,  R e g u l a t o r y,  B r i t a n n i a  P h a r m a c e u t i c a l s  L t d 
R e s p o n s i b i l i t i e s :

• 	 Re s p o n s i b l e  f o r  d ev e l o p i n g  a n d  i m p l e m e n t i n g  t he  C M C & D ev i c e s  r e g u l a t o r y 
s t ra t e g y  a n d  s u b m i s s i o n  p l a n s  f o r  a s s i g n e d  p ro j e c t s / p ro d u c t s  t o  d e l i v e r 
t i m e l y  a p p ro v a l s  t o  m e e t  b u s i n e s s  n e e d s  i n  r e g i o n s  a s s i g n e d ,  a n d  i n  l i n e  w i t h 
t he  g l o b a l  r e g u l a t o r y  s t ra t e g y.

• 	 I d e n t i f y i n g  s u p p o r t i n g  d o c u m e n t s  r e q u i r e d  f o r  ( g l o b a l )  s u b m i s s i o n s  a n d 
n e g o t i a t i n g  t he  d e l i v e r y  o f  a p p ro v e d  t e c hn i c a l  s o u r c e  d o c u m e n t s  i n 
a c c o r d a n c e  w i t h  p ro j e c t  t i m e l i n e s .

• 	 E n s u r i n g  t ha t  t he  r e g i o n a l  C M C / M e d i c a l  D ev i c e  r e g u l a t o r y  s t ra t e g y  f o r  t he 
a s s i g n e d  p ro j e c t s / p ro d u c t s  a r e  c o n s i s t e n t  w i t h  t he  G RA ,  S & TS  t e a m s  a n d  P V 
g o a l s  a n d  o b j e c t i v e s  a n d  m e e t s  H A  r e q u i r e m e n t s  i n  a s s i g n e d  r e g i o n s .

• 	 Re s p o n s i b l e  f o r  w r i t i n g  r e g i o n a l  a n d  g l o b a l  C M C / M e d i c a l  D ev i c e 
d o c u m e n t a t i o n  f o r  s u b m i s s i o n s  i n  l i n e  w i t h  a g r e e d  g l o b a l  r e g u l a t o r y 
s t ra t e g y ,  a n d  w i t h i n  a g r e e d  t i m e l i n e s .

• 	 E n s u r i n g  e f f e c t i v e  c o m m u n i c a t i o n  o f  C M C / M e d i c a l  D ev i c e  r e g u l a t o r y 
s t ra t e g y ,  r i s ks ,  a n d  o v e ra l l  p l a n  f o r  a s s i g n e d  p ro d u c t s  t o  G RA  Te a m s ,  S & TS 
Te a m s  a n d  P V  s o l u t i o n  t e a m s  a s  a g r e e d  w i t h  t he  Le a d .

• 	 Re s p o n s i b l e  f o r  h i g h l i g h t i n g  a n t i c i p a t e d  a n d  o n g o i n g  c r i t i c a l  i s s u e s  a r i s i n g 
t h ro u g h  t he  p ro d u c t  l i f e - c y c l e  i n  a  t i m e l y  m a n n e r  t o  G RA - C M C & D ev i c e s  LT 
t o  e n a b l e  c o m m u n i c a t i o n  t o  key  s t a ke ho l d e rs  a s  a p p ro p r i a t e .

• 	 I n v o l v e d  i n  p r e p a r i n g  o r  c o n t r i b u t i n g  t o  t he  p r e p a ra t i o n  o f  t he  C M C /
M e d i c a l  D ev i c e  r i s k  a n a l y s i s  ( o r  r e g u l a t o r y  R i s k  Ca p t u r e  D o c u m e n t )  a n d 
s u p p o r t i n g  a s s o c i a t e d  RA  C M C  c ha l l e n g e  s e s s i o n s .

• 	 Le d  o r  p ro v i d e d  s u p p o r t  t o  a l l  C M C / M e d i c a l  D ev i c e  r e l a t e d  i n t e ra c t i o n s 
t o  f a c i l i t a t e  a n d  e n s u r e  s a t i s f a c t o r y  r e s o l u t i o n  o f  C M C / M e d i c a l  D ev i c e 
i s s u e s  a n d  n e g o t i a t e d  a p p ro v a l s  w i t h  H As  i n  r e g i o n s  a s s i g n e d ,  f o r  a s s i g n e d 
p ro j e c t s / p ro d u c t s .

• 	 Le d  o r  p ro v i d e d  s u p p o r t  t o  c ro s s - f u n c t i o n a l  t e a m s  r e s p o n s i b l e  f o r  t he 
p r e p a ra t i o n  o f  r e s p o n s e s  t o  H A  q u e s t i o n s  ra i s e d  i n  r e g i o n s  f o r  a s s i g n e d 
p ro j e c t s / p ro d u c t s .

• 	 Re g u l a t o r y  I n t e l l i g e n c e :  M o n i t o r e d  a n d  r e a c t e d  a s  a p p ro p r i a t e  t o  c ha n g e s 
i n  t he  C M C  r e g u l a t o r y  e n v i ro n m e n t  i n  r e g i o n s  a s s i g n e d  t o  s u p p o r t  G RA -
C M C & D ev i c e s .

• 	 Re s p o n s i b l e  f o r  s u p p o r t i n g  t he  d ev e l o p m e n t  a n d  p ro j e c t  m a n a g e m e n t  o f 
p a r e n t e ra l  d o s a g e  f o r m s  f o c u s s i n g  o n  n e u ro l o g y  w i t h i n  p ha r m a c e u t i c a l 
p ro d u c t  p o r t f o l i o  f ro m  p r e c l i n i c a l  t o  c o m m e r c i a l i s a t i o n .

• 	 I n v o l v e d  i n  MA A  a n d  N DA  s u b m i s s i o n s ,  a u t ho r i n g  o f  D ru g  S u b s t a n c e  & 
D ru g  Pro d u c t  M o d u l e  3  s e c t i o n s  o f  s u b m i s s i o n s  a n d  a u t ho r i n g / r ev i e w i n g 
o f  r e s p o n s e s  t o  r e g u l a t o r y  a g e n c i e s  ( H P RA ,  Re f e r e n c e  m e m b e r  s t a t e s ,  F DA ) 
r e q u e s t s  f o r  s u p p l e m e n t a r y  i n f o r m a t i o n .

• 	 Pro v i d e d  C M C  s u p p o r t  f o r  r e g u l a t o r y  a s p e c t s  o f  s u b m i s s i o n s  f o r  p ro d u c t s 
a c ro s s  a l l  d ev e l o p m e n t  p ha s e s  ( P I - P I I I )  f o r  E U ,  U S ,  Au s t ra l i a  a n d  J a p a n .

• 	 As s i s t e d  3 - 4  I M P D  a p p l i c a t i o n s  f o r  Eu ro p e .
• 	 L i a i s i n g  w i t h  p ro d u c t  d ev e l o p m e n t ,  r e g u l a t o r y  a n d  c l i n i c a l  d ev e l o p m e n t  t o 

e n s u r e  key  p ro j e c t  m i l e s t o n e s  a r e  d e l i v e r e d  o n  t i m e  a n d  o n  b u d g e t .
• 	 As s i s t e d  g l o b a l  p ro d u c t  d ev e l o p m e n t  p ro g ra m s ,  l e d  d ev e l o p m e n t  a n d 

c l i n i c a l  m a n u f a c t u r i n g  o f  A P I  a n d  d ru g  p ro d u c t s  f o r  a s s i g n e d  p ro j e c t ( s )
• 	 Wo r ke d  t o  m a i n t a i n  a  h i g h  l ev e l  o f  G o o d  M a n u f a c t u r i n g  Pra c t i c e  ( G M P ) 

a c c o r d i n g  t o  M H RA ,  F DA  a n d  r e l ev a n t  G u i d e l i n e s .
• 	 Le a d  i n  t he  s e l e c t i o n  a n d  m a n a g e m e n t  o f  s u i t a b l e  C M O / v e n d o rs .
• 	 O v e rs i g h t  o f  Pro d u c t  S p e c i f i c a t i o n  F i l e  a n d  r e l a t e d  d o c u m e n t a t i o n ,  r ev i e w /

i n p u t  i n t o  r e g u l a t o r y  d o c u m e n t a t i o n .

A s s o c i a t e  D i re c t o r,  G l o b a l  R e g u l a t o r y  C M C  S c i e n t i s t  -  U C B
R e s p o n s i b i l i t i e s :



S c e n d e a   -   E x p e r t i s e

I n h a l a t i o n  Fo r m u l a t i o n  a n d  A n a l y t i c s  M a n a g e r,  ( L e g a c y  A c t a v i s ,  Teva ) .
R e s p o n s i b i l i t i e s :

P r i n c i p a l  Fo r m u l a t i o n  S c i e n t i s t ,  P h a r m a t e r i a l s  L t d
R e s p o n s i b i l i t i e s :

• 	 Te c hn i c a l  ex p e r t  l e a d i n g  g e n e r i c  i n ha l a t i o n  d ru g  p ro d u c t  d ev e l o p m e n t 
p ro j e c t s  v i a  o u t s o u r c e  m o d e l  a n d / o r  o f f - s i t e  i n t e r n a l  l a b o ra t o r i e s

• 	 Au t ho r i n g  o f  D ru g  S u b s t a n c e  &  D ru g  Pro d u c t  M o d u l e  3  s e c t i o n s  o f 
s u b m i s s i o n s  a n d  a u t ho r i n g / r ev i e w i n g  o f  r e s p o n s e s  t o  r e g u l a t o r y  a g e n c i e s 
( F DA )  r e q u e s t s  f o r  s u p p l e m e n t a r y  i n f o r m a t i o n

• 	 Pro v i d e d  i n p u t  a n d  r ev i e w  o f  C M C  r e g u l a t o r y  s u b m i s s i o n s ,  i n c l u d i n g  b u t  n o t 
l i m i t e d  t o  Pha r m a c e u t i c a l  D ev e l o p m e n t  Re p o r t s .

• 	 As s i s t e d  D CG I  a p p l i c a t i o n s  ( 4 )  f o r  c o n d u c t i n g  p i v o t a l  p k  s t u d i e s  i n  I n d i a 
a n d  I M P D  a p p l i c a t i o n s  f o r  Eu ro p e .

• 	 I n v o l v e d  i n  A N DA  s u b m i s s i o n s  f o r  g e n e r i c  i n ha l e d  c o m b i n a t i o n  p ro d u c t s  f o r 
U S  r e g i s t ra t i o n .

• 	 D e f i n e d  a n d  l e d  d ev e l o p m e n t  s t ra t e g i e s  f o r  n e w  p ro d u c t s  a n d  l e d  c o n t ra c t 
n e g o t i a t i o n s  t o  d e f i n e  p ro j e c t  d e l i v e ra b l e s  f o r  3 r d  p a r t y  p a r t n e rs . 

• 	 Pe r f o r m e d  g a p  a n a l y s i s ,  r i s k  a s s e s s m e n t  t o  m i n i m i s e  r i s ks  a n d  m a n a g e d 
r e m e d i a t i o n  p l a n s  w he r e  a p p l i c a b l e .

• 	 Le d  t e c hn o l o g y  t ra n s f e r s  o f  m a n u f a c t u r i n g  p ro c e s s e s  f ro m  C M O s  t o 
c o m m e r c i a l  m a n u f a c t u r i n g  s i t e s .

• 	 Re s p o n s i b l e  f o r  c r e a t i o n  o f  d e s i g n  p l a n n i n g ,  d e s i g n  i n p u t  a n d  r i s k 
m a n a g e m e n t  d o c u m e n t a t i o n  i n  a c c o r d a n c e  w i t h  r e g u l a t o r y  g u i d e l i n e s , 
i n c l u d i n g  b u t  n o t  l i m i t e d  t o  21  C F R  Pa r t  4 ,  I C H  Q 8  a n d  I C H  Q 9.

• 	 Pro v i d e d  i n p u t  a n d  r ev i e w  o f  D ev e l o p m e n t  a n d  Q u a l i t y  A g r e e m e n t s  w i t h  3 r d 
p a r t y  R & D  s i t e s .

• 	 L i a i s e d  w i t h  3 r d  Pa r t y  R & D  Q A  c o n t a c t s ,  a n d  s u p p o r t e d  Q A  t e c hn i c a l  a u d i t s 
o f  ex t e r n a l  c o n t ra c t o rs ,  n o t i f i c a t i o n  o f  c ha n g e s  a n d  c o m p l a i n t s  t ra c k i n g ,  a s 
w e l l  a s  s u p p o r t i n g  c G M P  a u d i t o r s .

• 	 Re s p o n s i b l e  t o  e n s u r e  t ha t  a l l  O O S  r e s u l t s  a n d  u n p l a n n e d  d ev i a t i o n s  a t  3 r d 
Pa r t y  R & D  s i t e s  a r e  f u l l y  i n v e s t i g a t e d  a n d  d o c u m e n t e d  a n d  a n y  c o r r e c t i v e 
a n d  p r ev e n t a t i v e  a c t i o n s  i d e n t i f i e d  a r e  t ra c ke d .

• 	 Pa r t i c i p a t e d  o n  D u e  D i l i g e n c e  r ev i e w s ,  a s  r e q u i r e d
• 	 Pr e p a r e d  f o r  a n d  p a r t i c i p a t e d  i n  H e a l t h  Au t ho r i t y  s c i e n t i f i c  a d v i c e  m e e t i n g s .

• 	 D i r e c t l y  s u p e r v i s e d ,  c o a c he d ,  a n d  d ev e l o p e d  a ro u n d  5 - 6  s t a f f  w he n 
n e c e s s a r y  i n  t he  p e r f o r m a n c e  o f  t he i r  d u t i e s  i n  t he  l a b o ra t o r y  a n d  I M P  G M P 
m a n u f a c t u r i n g  s u i t e .

• 	 I n v o l v e d  i n / M a n a g e d  6 - 7  i n ha l a t i o n  p ro j e c t s  i n v o l v i n g  f o r m u l a t i o n 
d ev e l o p m e n t  a n d  c l i n i c a l  m a n u f a c t u r e  o f  d r y  p o w d e r  f o r m u l a t i o n s  a n d 
s o l u t i o n s  f o r  n e b u l i s e r s

• 	 I n v o l v e d  i n  d ev e l o p i n g  “ s p e c i a l s ”  o ra l  f o r m u l a t i o n ,  d e s i g n i n g  p ro d u c t  l a b e l , 
p a c ka g i n g  a n d  c o m m e r c i a l  m a n u f a c t u r e

• 	 U n d e r t o o k  a n d  s u p e r v i s e d  n e w  p r e - f o r m u l a t i o n ,  p r e - c l i n i c a l ,  f o r m u l a t i o n 
d ev e l o p m e n t  a n d  s c a l e - u p  s t u d i e s  a n d  G M P  m a n u f a c t u r i n g  a c t i v i t i e s  f o r 
c l i e n t  p ro j e c t s

• 	 Pro v i d e d  t e c hn i c a l  s u p p o r t  f o r  e a r l y  p ha s e s  o f  d ru g  d ev e l o p m e n t  i n c l u d i n g 
c l i n i c a l  t r i a l s  m a n u f a c t u r e .

• 	 As s i s t e d  i n  d i r e c t i n g  a n d  m a n a g i n g  a l l  a s p e c t s  r e l a t e d  t o  t he  t ra n s f e r  o f 
t e c hn o l o g y  f ro m  t he  c l i e n t  t o  Q u o t i e n t  a n d  v i c e  v e rs a .

• 	 D o c u m e n t e d  a n d  r ev i e w e d  d ev e l o p m e n t  r e p o r t s .

Fo r m u l a t i o n  S c i e n t i s t  Te a m  L e a d e r,  Pa t he o n  U K  L t d
R e s p o n s i b i l i t i e s :

• 	 S u p e r v i s e d  a n d  m e n t o r e d / t ra i n e d  a ro u n d  6 - 8  j u n i o r  s t a f f  a n d  p ro v i d e d 
t e c hn i c a l  ex p e r t i s e  t o  v a r i o u s  Fo r m u l a t i o n  D ev e l o p m e n t  p ro j e c t s . 

• 	 Pro v i d e d  c o n s u l t a n c y  t o  c l i e n t s  s p e c i f i c a l l y  o n  p a r e n t e ra l  f o r m u l a t i o n 
p ro j e c t s .  

Fo r m u l a t i o n  S c i e n t i s t ,  Pa t he o n  U K  L t d
R e s p o n s i b i l i t i e s :

R e s e a rc h  O f f i c e r,  D e p a r t m e n t  o f  P h a r m a c y  a n d  P h a r m a c o l o g y,  U n i ve rs i t y  o f  B a t h
R e s p o n s i b i l i t i e s :

• 	 Fo r m u l a t i o n  a n d  Pro c e s s  D ev e l o p m e n t  f o r  i n t ra v e n o u s  d ru g  d e l i v e r y .
• 	 Fo r m u l a t i o n  D ev e l o p m e n t  a n d  O p t i m i s a t i o n  o f  v a r i o u s  o ra l  f o r m u l a t i o n s 

i . e .  g ra n u l a t e d  c a p s u l e  f o r m u l a t i o n ,  l i q u i d - f i l l  f o r m u l a t i o n  f o r  ha r d  g e l a t i n 
c a p s u l e s ,  s e l f  e m u l s i f y i n g  d ru g  d e l i v e r y  s y s t e m s ,  m i c ro e m u l s i o n  f o r m u l a t i o n , 
s o l i d  d i s p e rs i o n s  a n d  s u s p e n s i o n  f o r m u l a t i o n s 

• 	 M a n u f a c t u r e  o f  s t a b i l i t y  a n d  c l i n i c a l  t r i a l  b a t c he s  w i t h i n  t he  l a b o ra t o r y  a r e a 
o r  i n  t he  p i l o t  p l a n t  u n d e r  c G M P  c o n d i t i o n s .

• 	 Pr e p a r e d  t e c hn i c a l  d o c u m e n t a t i o n  t o  s u p p o r t  d ev e l o p m e n t  w o r k  a n d 
m a n u f a c t u r i n g  ( l a b o ra t o r y  n o t e b o o ks ,  b a t c h  r e c o r d s  a n d  p ro c e s s  v a l i d a t i o n 
d o c u m e n t a t i o n )  f o r  i n t e r n a l  a n d  c u s t o m e r  r e q u i r e m e n t s .

• 	 Pe r f o r m i n g  p r e f o r m u l a t i o n  s t u d i e s  o n  n e w  m o l e c u l e  e n t i t i e s

• 	 Fo r m u l a t i o n  d ev e l o p m e n t  o f  a n t i c a n c e r  d ru g  i n f u s i o n s  f o r  p a r e n t e ra l  u s e . 
• 	 I n v e s t i g a t e d  t he  s t a b i l i t y  a n d  c o m p a t i b i l i t y  o f  v a r i o u s  d ru g  i n f u s i o n s  u n d e r 

c l i n i c a l - u s e  c o n d i t i o n s  t o  f a c i l i t a t e  a n  o u t p a t i e n t  c he m o t he ra p y  d o s e -
b a n d i n g  s c he m e .

• 	 H P LC  M e t ho d  D ev e l o p m e n t  a n d  Va l i d a t i o n . 
• 	 Tra i n e d  i n  t he  ha n d l i n g  o f  c y t o t o x i c  d ru g s  a n d  w o r k i n g  t o  G L P / G M P 

r e q u i r e m e n t s .

• 	 I n v o l v e d  i n  w r i t i n g  p ro p o s a l s  a n d  q u o t e s  f o r  n e w  c l i e n t  b u s i n e s s .
• 	 Pro v i d e d  t e c hn i c a l  ex p e r t i s e  a n d  s u p e r v i s e d  p ro j e c t s  i n v o l v i n g  Fo r m u l a t i o n 

a n d  Pro c e s s  D ev e l o p m e n t  f o r  i n t ra v e n o u s ,  s u b c u t a n e o u s ,  m i c ro e m u l s i o n s , 
o p h t ha l m i c  a n d  i n t ra t he c a l ,  d ru g  d e l i v e r y  f o r  p r e c l i n i c a l  a n d  c l i n i c a l  s t u d i e s .

• 	 I n v o l v e d  i n  Fo r m u l a t i o n  D ev e l o p m e n t  f o r  n a s a l  a n d  d r y  p o w d e r  i n ha l e rs  a n d 
n e b u l ize rs .

• 	 H a n d l e d  p ro j e c t s  r e q u i r i n g  Fo r m u l a t i o n  d ev e l o p m e n t ,  Pro c e s s  o p t i m i s a t i o n  o f 
t a b l e t  a n d  c a p s u l e  f o r m u l a t i o n s  f o r  p r e c l i n i c a l  a n d  c l i n i c a l  s t u d i e s .

• 	 I m p l e m e n t e d  D e s i g n  o f  E x p e r i m e n t s  a n d  Q u a l i t y  by  D e s i g n  ( Q b D )  a p p ro a c h 
f o r  b o t h  i n t ra v e n o u s  a n d  s o l i d  d o s e  f o r m u l a t i o n s .

• 	 I n v o l v e d  i n  m a n u f a c t u r e  o f  s t a b i l i t y  a n d  c l i n i c a l  t r i a l  b a t c he s  w i t h i n  t he 
l a b o ra t o r y  a r e a  o r  i n  t he  p i l o t  p l a n t  u n d e r  c G M P  c o n d i t i o n s .

• 	 Pr e p a r e d  t e c hn i c a l  d o c u m e n t a t i o n  t o  s u p p o r t  d ev e l o p m e n t  w o r k  a n d 
m a n u f a c t u r i n g  i . e .  p ro t o c o l s ,  b a t c h  m a n u f a c t u r i n g  r e c o r d s  a n d  r e p o r t s . 

• 	 U n d e r t o o k  p r e f o r m u l a t i o n  s t u d i e s  o n  n e w  c he m i c a l  e n t i t i e s .
• 	 At t e n d e d  c l i e n t  m e e t i n g s  ( t e l e  c o n f e r e n c e s  a n d  f a c e  t o  f a c e  m e e t i n g s )  a n d 

r e s p o n s i b l e  f o r  a n s w e r i n g  r e g u l a t o r y  q u e r i e s  a s  r e q u i r e d .
• 	 Re s p o n s i b l e  f o r  t e c hn o l o g y  t ra n s f e r  b e t w e e n  m a n u f a c t u r i n g  f a c i l i t i e s .
• 	 I n v o l v e d  i n  t he  d e s i g n i n g  p ro c e s s  o f  c o n t a i n m e n t  s y s t e m s  f o r  s a f e  ha n d l i n g 

o f  h i g h l y  p o t e n t  d ru g  s u b s t a n c e s .

Po s t  d o c t o ra l  R e s e a rc h  O f f i c e r,  D e p a r t m e n t  o f  P h a r m a c y  a n d  P h a r m a c o l o g y, 
U n i ve rs i t y  o f  B a t h
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p m e n t ,  p ro c e s s i n g  a n d  o p t i m i s a t i o n  o f  n o v e l  d ru g  d e l i v e r y  s y s t e m s  f o r 
d r y  p o w d e r  i n ha l e rs . 

• 	 I n v e s t i g a t e d  t he  u s e  o f  s p he r i c a l  p e l l e t s  f o r m u l a t e d  u s i n g  E x t ru s i o n 
S p he ro n iza t i o n  t e c hn i q u e  t o  d e l i v e r  p r e c i s e  d o s i n g  a n d  i m p ro v e 
a e ro s o l iza t i o n  o f  d ru g  p a r t i c l e s .

• 	 C ha ra c t e r iza t i o n  u s i n g  Tw i n  s t a g e  i m p i n g e r,  Ae ro s ize r,  S c a n n i n g  E l e c t ro n 
M i c ro s c o p y  a n d  D y n a m i c  Va p o u r  s o r p t i o n .
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EMPLOYMEN T
RECORD.

H e a d  o f  N o n c l i n i c a l  S c i e n c e  -  A l l e rg y  The ra p e u t i c s 
2 022  –  2 023

S e n i o r  M a n a g e r,  To x i c o l o g y  -  Ka l V i s t a  P h a r m a c e u t i c a l s  L t d 
2 019  –  2 022

The  N o n - C l i n i c a l  I m m u n o t o x i c o l o g y  P r i n c i p a l  I nve s t i g a t o r  -  C o va n c e  L a b o ra t o r i e s  L t d
2 0 0 9  –  2 019

I n t e r i m  G l o b a l  L e a d ,  I m m u n o l o g y  a n d  I m m u n o t o x i c o l o g y  -  C o va n c e  L a b o ra t o r i e s  L t d
2 016  –  2 017

S t u d y  D i re c t o r  i n  t he  To x i c o l o g y  D e p a r t m e n t  -  A p t u i t  L t d 
2 0 0 6  –  2 0 0 9

S t u d y  D i re c t o r  i n  t he  I n  V i vo  V i ro l o g y  D e p a r t m e n t  -  B i o R e l i a n c e ,  I nv i t ro g e n  B i o s e r v i c e s
2 0 0 5  –  2 0 0 6

S e n i o r  R e s e a rc h  S c i e n t i s t / S t u d y  D i re c t o r,  i n  t he  D e p a r t m e n t  o f  I m m u n o l o g y / I m m u n o t o x i c o l o g y  -
C h a r l e s  R i ve r  L a b o ra t o r i e s
2 0 0 0  -  2 0 0 5

P r i n c i p a l  S c i e n t i s t / S t u d y  D i re c t o r,  i n  t he  D e p a r t m e n t  o f  I m m u n o l o g y,  a n d  M o l e c u l a r  B i o l o g y
-  I nve re s k  R e s e a rc h 
19 9 8  -  2 0 0 0

P ro j e c t  M a n a g e r  -  D a t a va u l t  P l c 
19 9 6  -  19 9 8

D e p a r t m e n t  o f  I m m u n o l o g y,  R e s e a rc h  A s s i s t a n t  -  We s t e r n  I n f i r m a r y
19 9 3  -  19 9 6

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  I m m u n o l o g y  -  1989  -  19 93
U n i v e rs i t y  o f  G l a s g o w

C e r t i f i c a t e  i n  B u s i n e s s  S t u d i e s  -  2 011  -  2 012
O p e n  U n i v e rs i t y

Po s t  G ra d u a t e  C e r t i f i c a t e  i n  B i o p h a r m a c e u t i c a l  D ru g  D eve l o p m e n t  -  2 017  -  2 019
U n i v e rs i t y  o f  Le e d s

Stephen Kirk BSc
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 3

Previous Experience

H e a d  o f  N o n c l i n i c a l  S c i e n c e  -  A l l e rg y  The ra p e u t i c s
R e s p o n s i b i l i t i e s :

S e n i o r  M a n a g e r,  To x i c o l o g y  -  Ka l V i s t a  P h a r m a c e u t i c a l s  L t d 
R e s p o n s i b i l i t i e s :

The  N o n - C l i n i c a l  I m m u n o t o x i c o l o g y  P r i n c i p a l  I nve s t i g a t o r  -  C o va n c e  L a b o ra t o r i e s  L t d
R e s p o n s i b i l i t i e s :

I n t e r i m  G l o b a l  L e a d ,  I m m u n o l o g y  a n d  I m m u n o t o x i c o l o g y  -  C o va n c e  L a b o ra t o r i e s  L t d
R e s p o n s i b i l i t i e s :

Re s p o n s i b i l i t i e s  i n c l u d e  d e s i g n  o f  n o n c l i n i c a l  s a f e t y  s t ra t e g y  f o r  c a n d i d a t e 
t he ra p i e s  i n  d ev e l o p m e n t ,  o v e rs e e i n g  s t u d y  t y p e s  i n c l u d i n g  r e p e a t  d o s e 
t o x i c o l o g y ,  r e p ro d u c t i o n  t o x i c o l o g y ,  l o c a l  t o l e ra n c e  a s  w e l l  a s  P K ,  P D  a n d  T K 
s t u d i e s  a n d  t he  e s t a b l i s hm e n t  o f  m o u s e  m o d e l s  o f  d i s e a s e .  I d e n t i f i c a t i o n  a n d 
o v e rs i g h t  o f  C RO ’s  u t i l i s e d  i n  s a f e t y  ev a l u a t i o n .  Pro v i d i n g  n o n c l i n i c a l  i n p u t  t o 
r e g u l a t o r y  d o c u m e n t a t i o n  s u c h  e . g . ,  I N D ,  C TA ,  I B  e t c .  Wo r k i n g  c l o s e l y  w i t h 
r e s e a r c h ,  a n d  C M C  g ro u p s  t o  b e t t e r  u n d e rs t a n d  p ro p e r t i e s  o f  l e a d  c o m p o u n d s . 
Pro v i d i n g  r e g u l a r  u p d a t e s  t o  Pro j e c t  t e a m s  a n d  S a f e t y  Rev i e w  t e a m s .

D u t i e s  i n c l u d e d  d e s i g n  a n d  i m p l e m e n t a t i o n  o f  n o n c l i n i c a l  s a f e t y  s t u d i e s  a t 
v a r i o u s  s t a g e s  o f  d ru g  d ev e l o p m e n t  t o  s u p p o r t  Pha s e  1  a n d  Pha s e  I I  s t u d i e s . 
I n t e ra c t i n g  w i t h  C RO ’s  a n d  t a k i n g  o v e rs i g h t  o f  p r e c l i n i c a l  p a c ka g e s  o f 
w o r k .  Tro u b l e s ho o t i n g  o n  s t u d y  c ha l l e n g e s  w he r e  n e c e s s a r y  a n d  d e s i g n i n g 
c o m p l i m e n t a r y  t e s t i n g  w he r e  r e q u i r e d .  Pro v i d i n g  n o n c l i n i c a l  i n p u t  t o  r e g u l a t o r y 
d o c u m e n t a t i o n  s u c h  e . g . ,  I N D ,  C TA ,  I B  e t c .  Wo r k i n g  c l o s e l y  w i t h  r e s e a r c h , 
A D M E  a n d  C M C  g ro u p s  t o  b e t t e r  u n d e rs t a n d  p ro p e r t i e s  o f  l e a d  c o m p o u n d s  a n d 
p ro v i d e  s u m m a r y  r e p o r t s  o f  t o x i c o l o g y ,  s a f e t y  p ha r m a c o l o g y  a n d  t o x i c o k i n e t i c 
d a t a .  Pro v i d i n g  r e g u l a r  u p d a t e s  t o  Pro j e c t  t e a m s  a n d  S a f e t y  Rev i e w  t e a m s . 

Th i s  ro l e  ha d  a n  o v e ra r c h i n g  v i e w  o f  a l l  a s p e c t s  o f  a c q u i s i t i o n ,  a n a l y s i s , 
r e p o r t i n g  a n d  i n t e r p r e t a t i o n  o f  i m m u n o t o x i c o l o g y  d a t a  f ro m  r e p e a t  d o s e  s t u d i e s , 
b i o d i s t r i b u t i o n  r e s e a r c h  a n d  P K ,  P D  a n d  T K  s t u d i e s .   Th i s  s e n i o r  p o s i t i o n  w a s 
r e s p o n s i b l e  f o r  e s t a b l i s h i n g  a n d  m a i n t a i n i n g  t he  h i g he s t  l ev e l  o f  q u a l i t y  i n  d a t a 
c a p t u r e  a n d  i n t e r p r e t a t i o n  a n d  r e p o r t i n g  a n d  p ro v i d i n g  a d v i c e  a n d  s u p p o r t  t o 
ex t e r n a l  a n d  i n t e r n a l  c u s t o m e rs  i n v o l v e d  w i t h  p r e c l i n i c a l  i m m u n o t o x i c o l o g y  a n d 
s a f e t y  a s s e s s m e n t . 

Ad d i t i o n a l  ro l e s  a l s o  i n c l u d e d  s u b j e c t  m a t t e r  ex p e r t  o n  i m m u n o l o g y  f o r  d ru g 
d ev e l o p m e n t  t e a m s ,  a s  w e l l  a s  p a r t - t i m e  t o x i c o l o g y  S t u d y  D i r e c t o r  d u t i e s . 
F r e q u e n t  i n t e ra c t i o n s  w i t h  c l i e n t s  v i a  s a l e s  v i s i t s ,  c o n f e r e n c e  a t t e n d a n c e  a n d 
p o s t e r  /  o ra l  p r e s e n t a t i o n s .

D u t i e s  i n c l u d e d ,  c o l l a t i o n  o f  r ev e n u e  / s a l e s  f i g u r e s ,  w o r k  c a p a c i t y  o f  g ro u p , 
g ro w t h  p r e d i c t i o n  a n d  n e w  b u s i n e s s  o p p o r t u n i t i e s .  Ad d i t i o n a l  d u t i e s  a l s o 
i n v o l v e d  c ha i r i n g  o f  r e g u l a r  m e e t i n g s  o f  g l o b a l  g ro u p s  t o  ev a l u a t e  n e w  s e r v i c e 
o f f e r i n g s  a n d  t ro u b l e - s ho o t  a r e a s  w i t h  c ha l l e n g e s .  
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S t u d y  D i re c t o r  i n  t he  To x i c o l o g y  D e p a r t m e n t  -  A p t u i t  L t d 
R e s p o n s i b i l i t i e s :

S t u d y  D i re c t o r  i n  t he  I n  V i vo  V i ro l o g y  D e p a r t m e n t  -  B i o R e l i a n c e ,  I nv i t ro g e n 
B i o s e r v i c e s
R e s p o n s i b i l i t i e s :

S e n i o r  R e s e a rc h  S c i e n t i s t / S t u d y  D i re c t o r,  i n  t he  D e p a r t m e n t  o f  I m m u n o l o g y /
I m m u n o t o x i c o l o g y  -  C h a r l e s  R i ve r  L a b o ra t o r i e s
R e s p o n s i b i l i t i e s :

P r i n c i p a l  S c i e n t i s t / S t u d y  D i re c t o r,  i n  t he  D e p a r t m e n t  o f  I m m u n o l o g y,  a n d  M o l e c u l a r 
B i o l o g y  -  I nve re s k  R e s e a rc h 
R e s p o n s i b i l i t i e s :

P ro j e c t  M a n a g e r  -  D a t a va u l t  P l c 
R e s p o n s i b i l i t i e s :

D e p a r t m e n t  o f  I m m u n o l o g y,  R e s e a rc h  A s s i s t a n t  -  We s t e r n  I n f i r m a r y
R e s p o n s i b i l i t i e s :

Re s p o n s i b i l i t i e s  i n c l u d e d  s t u d y  m a n a g e m e n t ,  r e p o r t  w r i t i n g ,  s t u d y  d e s i g n  a n d 
i m p l e m e n t a t i o n ,  v a l i d a t i o n  o f  i m m u n o t o x i c o l o g y  t e s t  s y s t e m s ,  f a m i l i a r i t y  w i t h 
p r e s e n t  g u i d a n c e  a n d  r e g u l a t i o n s ,  a t t e n d i n g  s a l e s  t r i p s  a n d  c o n f e r e n c e s  a n d 
l i a i s i n g  w i t h  p o t e n t i a l  s p o n s o rs  a n d  c u r r e n t  c l i e n t s .

Re s p o n s i b i l i t i e s  i n c l u d e d ,  e n s u r i n g  t he  d a y  t o  d a y  ru n n i n g  o f  a n i m a l - b a s e d 
s t u d i e s ,  p ro t o c o l  a n d  r e p o r t  p r e p a ra t i o n ,  l i a i s i n g  w i t h  c l i e n t s  a s  w e l l  a s  p e e rs 
a n d  m a n a g e rs . 

Re s p o n s i b i l i t i e s  i n c l u d e d  v a l i d a t i o n  o f  i m m u n o a s s a ys  a n d  i m m u n o t o x i c o l o g y  t e s t 
s y s t e m s ,  e n s u r i n g  t he  s m o o t h  d a y  t o  d a y  ru n n i n g  o f  t he  l a b o ra t o r y ,  i n c l u d i n g 
s u p e r v i s i n g  o v e r  t h i r t y  s c i e n t i s t s  a n d  a n a l y s t s ,  p ro j e c t  m a n a g e m e n t ,  l a b o ra t o r y 
w o r k  s c he d u l e s ,  r e p o r t  w r i t i n g ,  ex p e r i m e n t a l  d e s i g n  a n d  i m p l e m e n t a t i o n .

D u t i e s  i n c l u d e d  v a l i d a t i o n  o f  t he  f l o w  c y t o m e t e r  a n d  i m m u n o a s s a ys , 
ex p e r i m e n t a l  d e s i g n  a n d  i m p l e m e n t a t i o n ,  d a t a  c o l l a t i o n ,  r e p o r t  w r i t i n g  a n d 
p ro v i d i n g  s p o n s o rs  w i t h  u p d a t e s  a n d  r e p o r t s .

D u t i e s  i n c l u d e d  o rg a n i s i n g  r e m o v a l  a n d  a r c h i v i n g  o f  s e n s i t i v e  d a t a  f o r  c l i e n t s , 
m a i n l y  f ro m  t he  m e d i c a l  a n d  f i n a n c i a l  s e c t o rs .

D u t i e s  i n v o l v e d  ex p e r i m e n t a l  d e s i g n  a n d  i m p l e m e n t a t i o n ,  a n i m a l  ha n d l i n g  a n d 
w e l f a r e ,  a s  w e l l  a s  r e p o r t  w r i t i n g  a n d  d a t a  a n a l y s i s .   D u t i e s  a l s o  i n c l u d e d  p a r t -
t i m e  w o r k  a s  a  t e a c h i n g  a s s i s t a n t  i n  u n d e r - g ra d u a t e  l a b o ra t o r i e s .

ACADEMIC
QUALIFICATIONS.

B S c  C he m i s t r y 
U n i v e rs i t y  o f  Wa s h i n g t o n ,  S e a t t l e ,  WA .

M S c  Fo o d  S c i e n c e  a n d  Te c h n o l o g y 
U n i v e rs i t y  o f  Wa s h i n g t o n ,  S e a t t l e ,  WA .

EMPLOYMEN T
RECORD.

Pr e s i d e n t  a n d  Pr i n c i p a l  Co n s u l t a n t 
Cy n m i c i a n ,  I n c .  -  2 010  -  C u r re n t

Pr i n c i p a l  Co n s u l t a n t 
F DA  Q u a l i t y  &  R e g u l a t o r y  C o n s u l t a n t s  -  2 0 2 0  -  C u r re n t

Pr i n c i p a l  Co n s u l t a n t 
P r i c ewa t e r ho u s e C o o p e rs  -  2 017  -  2 019 

Pr i n c i p a l  Co n s u l t a n t 
S t e p  C h a n g e  P h a r m a ,  I n c .  -  2 014  -  2 017

Pr i n c i p a l  Co n s u l t a n t 
N S F  I n t e r n a t i o n a l  -  2 013  -  2 016

M a n a g i n g  Co n s u l t a n t 
Tu n n e l l  C o n s u l t i n g ,  I n c .  -  2 013  -  2 014

As s o c i a t e  Co n s u l t a n t 
F DA  C o m p l i a n c e  G ro u p  L LC  -  2 013  -  2 016

As s o c i a t e  A n a l y t i c a l  C he m i s t 
J e s s  Yu e n  A s s o c i a t e s  -  2 010  -  2 013

M e m b e r  o f  Te c hn i c a l  Rev i e w  B o a r d
N S F  I n t e r n a t i o n a l  -  2 011  -  2 013

A n a l y t i c a l  C he m i s t / I n v e s t i g a t o r 
U S  Fo o d  a n d  D ru g  A d m i n i s t ra t i o n ,  Pa c i f i c  R e g i o n a l  L a b  -  19 9 0  -  2 010

Cynthia Lee BSc (Hons), MSc
P r i n c i p a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J a n u a r y  2 0 21
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Previous Experience
P re s i d e n t  &  P r i n c i p a l  C o n s u l t a n t  -  Cy n m i c i a n ,  I n c . 
R e s p o n s i b i l i t i e s :

Pr e s i d e n t  a n d  Pr i n c i p a l  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t 
p ha r m a c e u t i c a l  m a n u f a c t u r e rs  i n  c G M P  m a n u f a c t u r i n g ,  l a b o ra t o r y ,  a n d  Q u a l i t y  As s u ra n c e 
o p e ra t i o n s .

• 	 N o v  2 019 :   Pro v i d e d  g a p  a s s e s s m e n t  f o r  v i r t u a l  p ha r m a c e u t i c a l 
c o m p a n y.   As s e s s m e n t  o b j e c t i v e s  i n c l u d e d  r e a d i n e s s  t o  c o m m e r c i a l 
m a n u f a c t u r i n g ,  F DA  a u d i t ,  a n d  d a t a  i n t e g r i t y  a u d i t .   Re s p o n s i b i l i t i e s 
i n c l u d e d  r ev i e w i n g  a n a l y t i c a l  d a t a ,  l a b o ra t o r y  p ro c e d u r e s  a n d 
p ra c t i c e s .   The  Q u a l i t y  M a n a g e m e n t  Sys t e m  w a s  r ev i e w e d  a t  t he 
s a m e  t i m e  a n d  i n  p a ra l l e l .

• 	 M a r  2 019  –  M a y  2 019 :   Pro v i d e d  a  c o m p r e he n s i v e  a s s e s s m e n t  o f  a 
c o r p o ra t i o n ’s  s t a b i l i t y  p ro g ra m  a c ro s s  s i x  s i t e s  t o  i d e n t i f y  p o t e n t i a l 
g a p s  a n d  i m p ro v e m e n t  o p p o r t u n i t i e s  n e e d e d  t o  d e s i g n  a  f u t u r e 
s t a t e  p ro g ra m  a n d  d ev e l o p  i m p l e m e n t a t i o n  p l a n s  t o  a c h i ev e  f u t u r e 
s t a t e .

• 	 J a n  2 018  –  S e p t  2 018 :   Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  c o a c h i n g /
t ra i n i n g  t o  l o c a l  s u b j e c t  m a t t e r  ex p e r t s  ( LSM E )  a t  a  m a n u f a c t u r i n g 
s i t e  t o  e n s u r e  t ha t  LSM Es  a r e  c a p a b l e  a n d  r e a d y  f o r  e f f e c t i v e l y 
c o m m u n i c a t i n g  w i t h  r e g u l a t o r y  i n s p e c t o rs .   Th i s  c o a c h i n g 
c u l m i n a t e d  i n  a  s u c c e s s f u l  F DA  i n s p e c t i o n .

• 	 M a y  2 017  –  D e c  2 017:   Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  t e c hn i c a l 
a s s e s s m e n t s  a n d  r e m e d i a t i o n  t o  f o u r  p ha r m a c e u t i c a l  m a n u f a c t u r i n g 
s i t e s  t o  e n s u r e  t ha t  p ro c e d u r e s  a n d  p ro c e s s e s  a r e  f o l l o w e d  a n d 
t ha t  p e o p l e  a r e  o p e ra t i n g  a c c o r d i n g  t o  t he  w r i t t e n / a p p ro v e d 
p ro c e d u r e s  a n d  f o l l o w i n g  c G M Ps .   As s e s s m e n t  o b j e c t i v e s  i n c l u d e d 
r e a d i n e s s  t o  c o m m e r c i a l  m a n u f a c t u r i n g ,  c o n f o r m a n c e  t o  t he 
a p p l i c a t i o n ,  a n d  d a t a  i n t e g r i t y  a u d i t .   Re s p o n s i b i l i t i e s  i n c l u d e d 
r ev i e w i n g  a n a l y t i c a l  d a t a ,  l a b o ra t o r y  p ro c e d u r e s  a n d  p ra c t i c e s .  
Pro v i d e d  t e c hn i c a l  ex p e r t i s e  t o  m a n a g e m e n t  t o  r e s o l v e  c o m p l i a n c e 
i s s u e s .

• 	 Fe b  2 016  –  Au g u s t  2 016 :  Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  3 r d  p a r t y 
b a t c h  r e c o r d  r ev i e w  a n d  c e r t i f i c a t i o n  f o r  p ha r m a c e u t i c a l s  a t  a 
f i n i s he d  p ro d u c t  m a n u f a c t u r i n g  s i t e .

P r i n c i p a l  C o n s u l t a n t  -  Cy n m i c i a n ,  I n c . 
R e s p o n s i b i l i t i e s :

P r i n c i p a l  C o n s u l t a n t  -  F DA  Q u a l i t y  &  R e g u l a t o r y  C o n s u l t a n t s 
R e s p o n s i b i l i t i e s :

P r i n c i p a l  C o n s u l t a n t  -  F DA  Q u a l i t y  &  R e g u l a t o r y  C o n s u l t a n t s 
R e s p o n s i b i l i t i e s :

Pr i n c i p a l  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g  f o r  a n  OTC  m a n u f a c t u r e r  i n  c G M P 
m a n u f a c t u r i n g ,  l a b o ra t o r y ,  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n s .

Pr i n c i p a l  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t  p ha r m a c e u t i c a l 
m a n u f a c t u r e rs  i n  c G M P  m a n u f a c t u r i n g ,  l a b o ra t o r y ,  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n s .

Pr i n c i p a l  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t  p ha r m a c e u t i c a l 
m a n u f a c t u r e rs  i n  c G M P  m a n u f a c t u r i n g ,  l a b o ra t o r y ,  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n s .

• 	 D e c  2 014 :   Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  d u e  d i l i g e n c e  a s s e s s m e n t 
f o r  t he  p u r p o s e s  o f  ev a l u a t i n g  t he  c o m p l i a n c e  s t a t u s  o f  ex i s t i n g 
A N DAs ,  A N DAs  u n d e r  r ev i e w  a n d  A N DAs  u n d e r  d ev e l o p m e n t  f o r 
c o m p l i a n c e  w i t h  F DA  c G M P  s t a n d a r d s .   As s e s s m e n t  o b j e c t i v e s 
i n c l u d e d  r e a d i n e s s  t o  c o m m e r c i a l  m a n u f a c t u r i n g ,  c o n f o r m a n c e  t o 
t he  a p p l i c a t i o n ,  a n d  d a t a  i n t e g r i t y  a u d i t .   Re s p o n s i b i l i t i e s  i n c l u d e d 
r ev i e w i n g  a n a l y t i c a l  d a t a  p r i m a r i l y  i n  t he  s t a b i l i t y  a r e a ,  l a b o ra t o r y 
p ro c e d u r e s  a n d  p ra c t i c e s ,  a n d  t he  Q u a l i t y  M a n a g e m e n t  Sys t e m .

P r i n c i p a l  C o n s u l t a n t  -  N S F  I n t e r n a t i o n a l 
R e s p o n s i b i l i t i e s :

Pr i n c i p a l  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t  p ha r m a c e u t i c a l 
m a n u f a c t u r e rs  i n  c G M P  l a b o ra t o r y  o p e ra t i o n  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n .

• 	 J u l y  2 015  –  A p r i l  2 016 :   Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  G M P 
o v e rs i g h t  t o  s i x  p ha r m a c e u t i c a l  m a n u f a c t u r i n g  s i t e s  t o 
e n s u r e  t ha t  p ro c e d u r e s  a n d  p ro c e s s e s  a r e  b e i n g  f o l l o w e d 
a n d  t ha t  p e o p l e  a r e  o p e ra t i n g  a c c o r d i n g  t o  t he  w r i t t e n /
a p p ro v e d  p ro c e d u r e s  a n d  f o l l o w i n g  c G M Ps .

• 	 Pa r t  o f  a  t e a m  t ha t  p ro v i d e d  t e c hn i c a l  a s s e s s m e n t  o f  A b b r ev i a t e d 
N e w  D ru g  A p p l i c a t i o n s  f o r  Pr e - A p p ro v a l  I n s p e c t i o n .   As s e s s m e n t 
o b j e c t i v e s  i n c l u d e d  r e a d i n e s s  t o  c o m m e r c i a l  m a n u f a c t u r i n g , 
c o n f o r m a n c e  t o  t he  a p p l i c a t i o n ,  a n d  d a t a  i n t e g r i t y  a u d i t .  
Re s p o n s i b i l i t i e s  i n c l u d e d  r ev i e w i n g  a n a l y t i c a l  d a t a ,  l a b o ra t o r y 
p ro c e d u r e s  a n d  p ra c t i c e s .   The  Q u a l i t y  M a n a g e m e n t  Sys t e m  w a s 
r ev i e w e d  a t  t he  s a m e  t i m e  a n d  i n  p a ra l l e l .   Pro v i d e d  t e c hn i c a l 
ex p e r t i s e  t o  m a n a g e m e n t  t o  r e s o l v e  c o m p l i a n c e  i s s u e s . 

• 	 M a n a g e d  m e t ho d  v a l i d a t i o n  p ro j e c t  f o r  R  &  D  l a b o ra t o r y  f o r 
m e t ho d  v a l i d a t i o n / v e r i f i c a t i o n  c e r t i f i c a t i o n  o f  f i n i s he d  p ro d u c t , 
d ru g  s u b s t a n c e ,  a n d  ex c i p i e n t  m e t ho d s .   Re s p o n s i b i l i t i e s  i n c l u d e d 
r ev i e w i n g  g a p  a s s e s s m e n t s ,  m e t ho d  v a l i d a t i o n / v e r i f i c a t i o n 
p ro t o c o l s ,  a n a l y t i c a l  m e t ho d s ,  p r ev i o u s  v a l i d a t i o n / v e r i f i c a t i o n 
r e p o r t s ,  a n d  c u r r e n t  v a l i d a t i o n / v e r i f i c a t i o n  r e p o r t s  t o  p ro v i d e 
c e r t i f i c a t i o n .   Pro v i d e d  t e c hn i c a l  f e e d b a c k  f o r  p ro t o c o l s  a n d 
r e p o r t s  i n  o r d e r  t o  c o m p l y  w i t h  c G M Ps .   Tra c ke d  t he  p ro g r e s s  o f  t he 
p ro j e c t  a n d  ro u t i n e l y  r e p o r t e d  t o  m a n a g e m e n t .   Pro v i d e d  t e c hn i c a l 
ex p e r t i s e  t o  m a n a g e m e n t  t o  r e s o l v e  c o m p l i a n c e  i s s u e s .

• 	 Pro v i d e d  m o c k  F DA  a u d i t  f o r  Q u a l i t y  Co n t ro l  l a b o ra t o r y  f o r  f i n i s he d 
p ro d u c t  p ha r m a c e u t i c a l  m a n u f a c t u r e r.

• 	 Pro v i d e d  f o l l o w  u p  a u d i t  f o r  Q u a l i t y  Co n t ro l  l a b o ra t o r y  f o r  f i n i s he d 
p ro d u c t  p ha r m a c e u t i c a l  m a n u f a c t u r e r.

M a n a g i n g  C o n s u l t a n t  -  Tu n n e l l  C o n s u l t i n g ,  I n c . 
R e s p o n s i b i l i t i e s :

M a n a g i n g  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t  p ha r m a c e u t i c a l 
m a n u f a c t u r e rs  i n  c G M P  l a b o ra t o r y  o p e ra t i o n  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n .



S c e n d e a   -   E x p e r t i s e

A s s o c i a t e  C o n s u l t a n t  -  F DA  C o m p l i a n c e  G ro u p  L LC 
R e s p o n s i b i l i t i e s :

As s o c i a t e  Co n s u l t a n t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g  f o r  f i n i s he d  p ro d u c t  p ha r m a c e u t i c a l 
a n d  d i e t a r y  s u p p l e m e n t  m a n u f a c t u r e rs  a n d  c o n t ra c t  l a b o ra t o r i e s ,  i n  c G M P  l a b o ra t o r y 
o p e ra t i o n  a n d  Q u a l i t y  As s u ra n c e  o p e ra t i o n .

A s s o c i a t e  A n a l y t i c a l  C he m i s t  -  J e f f  Yu e n  a n d  A s s o c i a t e s 
R e s p o n s i b i l i t i e s :

As s o c i a t e  A n a l y t i c a l  C he m i s t  p ro v i d i n g  c o n s u l t i n g / a u d i t i n g / t ra i n i n g  f o r  A P I  a n d  f i n i s he d 
p ro d u c t  p ha r m a c e u t i c a l  a n d  v a c c i n e  m a n u f a c t u r e rs  i n  c G M P  l a b o ra t o r y  o p e ra t i o n  a n d 
Q u a l i t y  As s u ra n c e  o p e ra t i o n .

• 	 N o v e m b e r  2 010  –  A p r i l  2 011 :   M a n a g e d  m e t ho d  v a l i d a t i o n 
r e m e d i a t i o n  p ro j e c t  b e t w e e n  c l i e n t  a n d  C RO  l a b o ra t o r i e s .  
Re s p o n s i b i l i t i e s  i n c l u d e d  w r i t i n g  a n d  a p p ro v a l  o f  a l l  m e t ho d 
v a l i d a t i o n  p ro t o c o l s  a n d  r e p o r t s ,  p ro v i d i n g  t e c hn i c a l  ex p e r t i s e 
a n d  a d v i c e  t o  C RO  l a b o ra t o r i e s  t o  r e s o l v e  a l l  t e c hn i c a l  i s s u e s , 
m a n a g i n g  d a t a  r ev i e w e rs  t o  e n s u r e  t ha t  t he  p ro j e c t  ha d  a n 
a d e q u a t e  n u m b e r  o f  q u a l i f i e d  r ev i e w e rs ,  a n d  t ra c ke d  t he  p ro g r e s s 
o f  t he  p ro j e c t  a n d  ro u t i n e l y  r e p o r t e d  t o  m a n a g e m e n t .

• 	 J u l y  2 011  –  D e c e m b e r  2 011 :   M a n a g e d  l a b o ra t o r y  r e m e d i a t i o n 
p ro j e c t  f o r  a  s t e r i l e  f i n i s he d  p ro d u c t  m a n u f a c t u r e r.   Re s p o n s i b i l i t i e s 
i n c l u d e d  ev a l u a t i n g  m e t ho d  v a l i d a t i o n  p a c ka g e s  o f  a n a l y t i c a l 
m e t ho d s ,  p ro v i d i n g  t e c hn i c a l  ex p e r t i s e  a n d  a d v i c e  t o  l a b o ra t o r y 
s t a f f  a n d  u p p e r  m a n a g e m e n t ,  r e - w r i t i n g  key  l a b o ra t o r y  s t a n d a r d 
o p e ra t i n g  p ro c e d u r e s ,  a n d  t ra c ke d  t he  p ro g r e s s  o f  t he  p ro j e c t  a n d 
ro u t i n e l y  r e p o r t e d  t o  m a n a g e m e n t .

M e m b e r  o f  t he  Te c h n i c a l  R ev i ew  B o a rd  -  J e f f  Yu e n  a n d  A s s o c i a t e s 
R e s p o n s i b i l i t i e s :

A n a l y t i c a l  C he m i s t / I nve s t i g a t o r  -  US Food & Drug Adminis t ra t ion,  Pac i f ic  Regional  Lab 
R e s p o n s i b i l i t i e s :

M e m b e r  o f  t he  Te c hn i c a l  Rev i e w  B o a r d  f o r  t he  Re f e r e n c e  S t a n d a r d s  Pro g ra m  p ro v i d i n g 
t e c hn i c a l  a s s i s t a n c e  f o r  t he  r ev i e w  a n d  ev a l u a t i o n  o f  t he  q u a l i f i c a t i o n  o f  r e f e r e n c e 
s t a n d a r d s  t ra c e a b l e  t o  U S P  a n d  E P  r e f e r e n c e  s t a n d a r d s .

M e m b e r  o f  t he  Te c hn i c a l  Rev i e w  B o a r d  f o r  t he  Re f e r e n c e  S t a n d a r d s  Pro g ra m  p ro v i d i n g 
t e c hn i c a l  a s s i s t a n c e  f o r  t he  r ev i e w  a n d  ev a l u a t i o n  o f  t he  q u a l i f i c a t i o n  o f  r e f e r e n c e 
s t a n d a r d s  t ra c e a b l e  t o  U S P  a n d  E P  r e f e r e n c e  s t a n d a r d s .

• 	 G M P  a n d  Pr e - A p p ro v a l  D ru g  i n s p e c t i o n s  ( 10 0 + )  a t  f i n i s he d 
d ru g  p ro d u c t  m a n u f a c t u r e rs ,  A P I  m a n u f a c t u r e rs ,  a n d  c o n t ra c t 
l a b o ra t o r i e s  d o m e s t i c a l l y  a n d  i n t e r n a t i o n a l l y .

• 	 Pro v i d e d  n a t i o n a l  a n d  l o c a l  t ra i n i n g  o n  c o n d u c t i n g  l a b o ra t o r y 
i n s p e c t i o n s  t o  F DA  c he m i s t s  a n d  c o n s u m e r  s a f e t y  o f f i c e rs  a t  F DA 
c o u rs e s .  Le c t u r e d  a b o u t  l a b o ra t o r y  G M Ps  a t  i n d u s t r y  w o r ks ho p s 
a n d  r e g i o n a l  AOAC  m e e t i n g s .   S e e  A t t .  A .    

• 	 M e m b e r  o f  t he  Co u rs e  Ad v i s o r y  G ro u p  p l a n n i n g  t he  a g e n d a , 
s p e a ke rs ,  c o u rs e  d e s c r i p t i o n ,  a n d  c r i t e r i a  f o r  a t t e n d a n c e  o f  a  F DA 
t ra i n i n g  c o u rs e  e n t i t l e d  “ I n t ro d u c t i o n  t o  Pha r m a c e u t i c a l  I n s p e c t i o n s 
f o r  A n a l y s t s ” .  

• 	 Pe r f o r m e d  a n a l y s i s  o f  c o m p l ex  d ru g  s a m p l e s ,  i n c l u d i n g 
c o n s u m e r  c o m p l a i n t s ,  i m p o r t e d  d ru g s ,  f ra u d u l e n t  d ru g s , 
s u r v e i l l a n c e  s a m p l e s ,  a n d  U S P  r e f e r e n c e  s t a n d a r d s 
( c o l l a b o ra t i v e  t e s t i n g  p ro g ra m ) .

• 	 E x p e r i e n c e  w i t h  i n s t ru m e n t a t i o n  i n c l u d e s  H P LC  w i t h 
F l u o r e s c e n c e ,  U V,  R I ,  MS  d e t e c t o rs ,  G C - MS D , 
- N P D ,  D i s s o l u t i o n ,  F T I R / AT R  S p e c t ro s c o p y,  U V-V i s 
S p e c t ro p ho t o m e t e r,  Ka r l  F i s he r  Ti t ra t o r,  Po l a r i m e t e r,  a n d 
Ca p i l l a r y  E l e c t ro p ho r e s i s .

• 	 Co n d u c t e d  a n  a u d i t  o f  t he  Q u a l i t y  M a n a g e m e n t  Sys t e m 
f o r  t he  Pa c i f i c  Re g i o n a l  La b o ra t o r y  N o r t hw e s t  a s  p a r t  o f 
A m e r i c a n  As s o c i a t i o n  f o r  La b o ra t o r y  Ac c r e d i t a t i o n  f o r  I SO 
17025  r e q u i r e m e n t s .

• 	 Pe r f o r m e d  m e t ho d  v e r i f i c a t i o n  a n d  s c i e n t i f i c  ev a l u a t i o n 
o f  N e w  D ru g  A p p l i c a t i o n s  a n d  A b b r ev i a t e d  N e w  D ru g 
A p p l i c a t i o n s .

• 	 Re p r e s e n t e d  F DA  a s  a  s e n i o r  c he m i s t  i n  p ro v i d i n g 
c o n s u l t a t i o n  t o  i n t e r n a l  c u s t o m e rs  s u c h  t he  Ce n t e r  f o r  D ru g 
Ev a l u a t i o n ,  O f f i c e  o f  C r i m i n a l  I n v e s t i g a t i o n s ,  o t he r  d i s t r i c t 
l a b o ra t o r i e s ,  a n d  ex t e r n a l  c u s t o m e rs  s u c h  a s  t he  Lo s 
A n g e l e s  C r i m e  La b ,  Cu s t o m s  l a b o ra t o r y ,  D ru g  E n f o r c e m e n t 
A g e n c y  l a b s ,  a n d  o t he r  a n a l y t i c a l  t e s t i n g  l a b o ra t o r i e s . 

• 	 Pe r f o r m e d  a  t h r e e - m o n t h  d e t a i l  a t  t he  D i v i s i o n  o f  F i e l d 
S c i e n c e  i n  Ro c kv i l l e ,  M D  a s  a  S c i e n t i f i c  Co o r d i n a t o r 
d ra f t i n g  a n d  r ev i e w i n g  r e g u l a t o r y  p o l i c y ,  c o o r d i n a t i n g  o f 
a s s i g n m e n t s  t o  t he  F DA  f i e l d  l a b o ra t o r i e s ,  c o m p i l i n g  a n d 
a s s e s s i n g  o f  f i e l d  l a b o ra t o r y  r e s u l t s  f o r  n a t i o n a l  q u a l i t y 
c o n t ro l  s a m p l e s .   

• 	 Pe r f o r m e d  a  o n e - m o n t h  d e t a i l  a t  t he  S e a t t l e  D i s t r i c t  O f f i c e 
a s  a  Co m p l i a n c e  O f f i c e r  r ev i e w i n g  c a s e s ,  w r i t i n g  w a r n i n g 
l e t t e r s ,  r e s p o n d i n g  t o  c o n s u m e r  c o m p l a i n t s ,  a n d  p ro v i d i n g 
t e c hn i c a l  a s s i s t a n c e  t o  i n d u s t r y  a n d  t he  p u b l i c .

• 	 Pro v i d e d  c o u r t  t e s t i m o n y  a s  a  f a c t  w i t n e s s .
• 	 Co n d u c t e d  m e t ho d  d ev e l o p m e n t  a n d  r e s e a r c h  w i t h 

c a p i l l a r y  e l e c t ro p ho r e s i s  a n d  G C / MS .   S e e  A t t .  A .
• 	 Pe r f o r m e d  d e t a i l s  a s  a  S u p e r v i s o r y  D ru g  C he m i s t 

r ev i e w i n g  a n a l y t i c a l  w o r ks he e t s ,  w r i t i n g  s u m m a r y  o f 
r e s u l t s ,  a n d  d e t e r m i n i n g  i f  a n y  r e g u l a t o r y  a c t i o n  n e e d s  t o 
b e  t a ke n .

• 	 Au t ho r  a n d  Co - a u t ho r  o n  m u l t i p l e  p u b l i c a t i o n s  a n d 
p r e s e n t a t i o n s .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

PROFE S SIONAL
S O CIETIE S.

M P h a r m  -  P h a r m a c e u t i c s 
The  Ta m i l  N a d u  D r.  M . G . R .  M e d i c a l  U n i v e rs i t y ,  I n d i a .

TO P R A  M e m b e r.

EMPLOYMEN T
RECORD.

As s o c i a t e  Pro g ra m  D i r e c t o r 
Pa rexe l  I n t e r n a t i o n a l  -  2 018  -  2 0 21

S e n i o r  Co n s u l t a n t 
Pa rexe l  I n t e r n a t i o n a l  -  2 015  -  2 018

S e n i o r  Re g u l a t o r y  A f f a i r s  As s o c i a t e  ( Eu ro p e ,  M i d d l e  Ea s t  &  N o r t h  A f r i c a )

H o s p i ra  U K  -  2 012  -  2 015

S e n i o r  Re g u l a t o r y  A f f a i r s  O f f i c e r  ( N e w  S u b m i s s i o n s - Eu ro p e ) 
Teva  E u ro p e  -  2 0 0 9  -  2 012

S e n i o r  Re g u l a t o r y  A f f a i r s  O f f i c e r  ( Po s t  A p p ro v a l - Eu ro p e ) 
Teva  E u ro p e  -  2 0 07  -  2 0 0 9

Re g u l a t o r y  E x e c u t i v e  ( F i r s t  Re g i s t ra t i o n  a n d  Po s t - A p p ro v a l - E m e rg i n g  M a r ke t s ) 
G l a xo S m i t h K l i n e  -  2 0 0 5  -  2 0 07

Re g u l a t o r y  E x e c u t i v e  ( Ca n a d a  a n d  U K ) 
O rc h i d  H e a l t h c a re ,  I n d i a  -  2 0 04  -  2 0 0 5

Shweta Menon MPharm
D e p u t y  H e a d  o f  P ro d u c t  D eve l o p m e n t  &  R e g u l a t o r y  C o n s u l t i n g ,  P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A p r i l  2 0 2 3

Previous Experience
A s s o c i a t e  P ro g ra m  D i re c t o r  -  Pa rexe l  I n t e r n a t i o n a l 
R e s p o n s i b i l i t i e s :

S e n i o r  C o n s u l t a n t  -  Pa rexe l  I n t e r n a t i o n a l 
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  t e a m  g o a l s  a n d  s t ru c t u r e  f o r  p ro g ra m  w i t h  s e n i o r  l e a d e rs h i p / c l i e n t ,  i n s p i r e 
i n d i v i d u a l  o w n e rs h i p  a n d  a c c o u n t a b i l i t y  t o  a c h i ev e  h i g h  c l i e n t  s a t i s f a c t i o n  a n d 
s u c c e s s f u l  d e l i v e r y .

• 	 E n s u r e  c o n s i s t e n c y  a c ro s s  p ro j e c t s  i n  p ro g ra m ,  p ro v i d e  o v e rs i g h t ,  m a n a g e  s e n i o r 
s t a ke ho l d e rs  i n t e r n a l l y  a n d  ex t e r n a l l y .

• 	 Le a d  a n d  p a r t i c i p a t e  i n  a p p l i c a b l e  g o v e r n a n c e  c o m m i t t e e  m e e t i n g s  a n d  o v e rs e e  Key 
Pe r f o r m a n c e  I n d i c a t o rs  ( K P I ) s .

• 	 Pro v i d e  o v e rs i g h t  o n  o n g o i n g  p ro j e c t s  t o  e n s u r e  q u a l i t y ,  d e l i v e r y  a n d  o n g o i n g  c l i e n t 
s a t i s f a c t i o n .

• 	 Co n d u c t  o n g o i n g  f i n a n c i a l  a n d  p ro c e s s  a n a l y s i s  a n d  d ev e l o p  s t ra t e g y  t o  m e e t 
p ro f i t a b i l i t y  t a rg e t s  a c ro s s  t he  p ro g ra m .

• 	 Ac t  a s  s e n i o r  p o i n t  o f  e s c a l a t i o n  f o r  i s s u e s  a n d  a r ra n g e  f o r  f o l l o w  t h ro u g h  o f 
r e s o l u t i o n s  v i a  t he  a p p ro p r i a t e  d e p a r t m e n t s .

• 	 M a i n t a i n  g o o d  o n g o i n g  c l i e n t  r e l a t i o n s h i p s  t o  d r i v e  r e p e a t  b u s i n e s s .
• 	 M a i n t a i n  a  p o s i t i v e ,  r e s u l t s  o r i e n t a t e d  w o r k  e n v i ro n m e n t ,  b u i l d i n g  p ro g ra m s  a n d 

m o d e l i n g  t e a m w o r k ,  c o m m u n i c a t i n g  t o  t he  t e a m  i n  a n  o p e n ,  b a l a n c e d  a n d  o b j e c t i v e 
m a n n e r.

• 	 Pro v i d e  r e l i a b l e  a s s u m p t i o n s  o n  b u s i n e s s  g ro w t h  a n d  a c h i ev a b l e  o b j e c t i v e s .
• 	 L i a i s e  w i t h  o t he r  Pro g ra m  D i r e c t o rs  /  As s o c i a t e  Pro g ra m  D i r e c t o rs  t o  d r i v e  c ro s s -

f e r t i l i s a t i o n  o f  i d e a s  a n d  g ro w t h  o f  a c c o u n t s .
• 	 Pro v i d e  l e a d e rs h i p ,  m e n t o r i n g  a n d  c o a c h i n g  t o  t e a m  m e m b e rs .

Pro j e c t  M a n a g e m e n t :
• 	 Ac c o u n t a b l e  f o r  d e l i v e ra b l e s ,  p o i n t  o f  c o n t a c t  f o r  i s s u e  e s c a l a t i o n ,  t ra c k i n g  a n d 

i m p l e m e n t a t i o n  o f  p ro j e c t  m a n a g e m e n t  t o o l s .
• 	 H e l p  w i t h  i s s u e  r e s o l u t i o n  a n d  f i r s t  p o i n t  o f  c o n t a c t  f o r  w o r k  s t r e a m .
• 	 To  i d e n t i f y  a n d  t ra c k  K P I ’s .
• 	 E n g a g e  a n d  d r i v e  d i s c u s s i o n s  o n  d e f i n i n g  p ro c e s s e s ,  ro l e s  a n d  r e s p o n s i b i l i t i e s  a n d 

p ro c e s s  i m p ro v e m e n t .
• 	 U n d e rs t a n d i n g  a n d  o u t l i n i n g  t he  s c o p e  o f  w o r k  a n d  ex p e c t a t i o n s .
• 	 U n i t  t ra c k i n g  a n d  b i - w e e k l y  o r  m o n t h l y  s t a t u s  u p d a t e s  f o r  Pro j e c t  S t a t u s  Re p o r t s  a n d 

f i n a n c i a l  p l a n n i n g  t ra c ke rs .
• 	 I d e n t i f y  a n d  a d d r e s s  g a p s  i n  r e s o u r c e .
• 	 Fa c i l i t a t e  c l i e n t  d e c i s i o n  m a k i n g  by  f ra m i n g  i s s u e s ,  p r e s e n t i n g  o p t i o n s  a n d  p ro v i d i n g 

o b j e c t i v e  b u s i n e s s  a d v i c e .
• 	 D ev e l o p  b u s i n e s s  s o l u t i o n s  a d d r e s s i n g  s p e c i f i c  c l i e n t  n e e d s  u s i n g  b e s t  p ra c t i c e s  a n d 

kn o w l e d g e  o f  t he  c l i e n t ’s  b u s i n e s s  a n d  key  i n d u s t r y  d r i v e rs .
• 	 Ac t i v e l y  p a r t i c i p a t e s  i n  p ro j e c t  s c o p i n g  c a l l s  a n d  p ro p o s a l  p r e p a ra t i o n .

Q u a l i t y  D e l i v e ra b l e s :
• 	 Pro d u c e  q u a l i t y  w o r k  t ha t  m e e t s  t he  ex p e c t a t i o n s  o f  t he  c l i e n t .
• 	 Pro v i d e  a  b ro a d  ra n g e  o f  c o n s u l t i n g  s e r v i c e s  a n d  w o r ks  w i t h i n  b ro a d  p ro j e c t 

g u i d e l i n e s  t o  i d e n t i f y ,  r e f i n e ,  a n d  a d d r e s s  c l i e n t  i s s u e s  a n d  t o  a c h i ev e  t he  c l i e n t ’s 
o b j e c t i v e s .

• 	 Pro v i d e s  g u i d a n c e  t o  p ro j e c t  t e a m  m e m b e rs  o n  t e c hn i c a l / p ro c e s s  i s s u e s .
• 	 Te c hn i c a l  ex p e r t  a s  r e q u i r e d  by  t he  p ro j e c t  d e l i v e ra b l e s  a n d  p ro v i d e  c o n t e n t 

ex p e r t i s e ,  s t ra t e g i c  i n p u t  a n d  q u a l i t y  r ev i e w.



S c e n d e a   -   E x p e r t i s e

S e n i o r  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  H o s p i ra  U K 
R e s p o n s i b i l i t i e s :

S e n i o r  R e g u l a t o r y  A f f a i rs  O f f i c e r  -  Teva  E u ro p e 
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  E xe c u t i ve  -  G l a xo S m i t h K l i n e 
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  E xe c u t i ve  -  O rc h i d  H e a l t h c a re 
R e s p o n s i b i l i t i e s :

• 	 S u b m i s s i o n  o f  m a r ke t i n g  a u t ho r iza t i o n  a p p l i c a t i o n s  v i a  t he  Eu ro p e a n  Ce n t ra l i s e d , 
D e c e n t ra l i s e d  a n d  M u t u a l  Re c o g n i t i o n  ( M R )  p ro c e d u r e s .

• 	 C r e a t i o n  o f  Re g i o n a l  Re g u l a t o r y  S t ra t e g y  f o r  s u b m i s s i o n s .
• 	 Pa r t i c i p a t i o n  i n  S c i e n t i f i c  Ad v i c e  m e e t i n g s  w i t h  r e g u l a t o r y  a g e n c i e s
• 	 Rev i e w  o f  M o d u l e  3 -  C he m i s t r y ,  M a n u f a c t u r i n g  a n d  Co n t ro l s  ( C M C ) .
• 	 D u e  d i l i g e n c e  o f  M o d u l e  2 -  Q u a l i t y ,  c l i n i c a l  a n d  n o n - c l i n i c a l  o v e r v i e w s .
• 	 Pr e p a ra t i o n  o f  M o d u l e  1  i n c l u d i n g  t he  a d m i n i s t ra t i v e  d o c u m e n t s  a n d  p ro d u c t 

i n f o r m a t i o n  t ex t .
• 	 Pro j e c t  m a n a g e m e n t  o f  n e w  s u b m i s s i o n s  t o  t he  M i d d l e  Ea s t  a n d  N o r t h  A f r i c a n  m a r ke t s .

• 	 Pr e p a ra t i o n  a n d  s u b m i s s i o n  o f  Ce n t ra l i s e d  Pro c e d u r e  ( C P )  a p p l i c a t i o n s  ( i n c l u d i n g 
p r e - s u b m i s s i o n  a c t i v i t i e s  l i ke  e l i g i b i l i t y  a n d  N R G  r e q u e s t ) .

• 	 Pr e p a ra t i o n  a n d  s u b m i s s i o n  o f  D e c e n t ra l i s e d  Pro c e d u r e  ( D C P )  a p p l i c a t i o n s .
• 	 Pr e p a ra t i o n  o f  r e s p o n s e s  t o  q u e s t i o n s  f o r  t he  a b o v e  p ro c e d u r e s  a n d  f o l l o w  t h ro u g h  t o 

a p p ro v a l .
• 	 Co o r d i n a t i o n  o f  l i n g u i s t i c  r ev i e w  f o r  Ce n t ra l i s e d  Pro c e d u r e  a p p l i c a t i o n s .
• 	 Rev i e w  a n d  d u e  d i l i g e n c e  o f  C M C  s e c t i o n s  o f  d o s s i e r s  b e i n g  p r e p a r e d  f o r 

s u b m i s s i o n .

• 	 C r e a t i o n  o f  w o r k  p l a n ,  l o g g i n g  a n d  t ra c k i n g  t he  p ro g r e s s  o f  a l l  Es t a b l i s he d  Pro d u c t s .
• 	 Po i n t  o f  c o n t a c t  f o r  Re n e w a l s ,  Re g u l a t o r y  Q u e s t i o n s  a n d  Te n d e rs  a n d  r e s p o n s i b l e  f o r 

t he  c o o r d i n a t i o n  a n d  p r e p a ra t i o n  o f  t he s e  f i l i n g s .
• 	 L i a i s o n  w i t h  m a n u f a c t u r i n g  s i t e s  t o  d e t e r m i n e  t he  a v a i l a b i l i t y  o f  d o c u m e n t s  a n d 

a c c e s s i n g  r e q u i r e m e n t s .
• 	 L i a i s o n  w i t h  d o c u m e n t  a u t ho r i n g  g ro u p s  t o  o b t a i n  C M C  d a t a  f o r  r e g u l a t o r y 

s u b m i s s i o n s .
• 	 L i a i s o n  w i t h  i n t e r n a l  g ro u p s  r e g a r d i n g  S a m p l e s ,  Ce r t i f i c a t e s  o f  Pha r m a c e u t i c a l  Pro d u c t 

a n d  a r ra n g i n g  t he  p u b l i s h i n g  o f  d o c u m e n t s .
• 	 Pr e p a ra t i o n  o f  a l l  s u p p o r t i n g  d o c u m e n t s  f o r  t he  r e g i s t ra t i o n  o f  N e w  C he m i c a l  E n t i t i e s , 

L i n e  E x t e n s i o n s ,  S o u r c e  t ra n s f e r s  a n d  v a r i a t i o n s .
• 	 The ra p y  r e p r e s e n t a t i v e  o n  i n t e r n a l  m a t r i x  g ro u p s .

• 	 Pr e p a ra t i o n  a n d  s u b m i s s i o n  o f  A b b r ev i a t e d  N e w  D ru g  S u b m i s s i o n s  a n d  M a r ke t i n g 
Au t ho r i s a t i o n  A p p l i c a t i o n ’s  t o  c o n c e r n e d  a g e n c i e s  i n  Ca n a d a  a n d  U K .

• 	 Rev i e w  o f  Pro d u c t  I n f o r m a t i o n  t ex t ,  p a t i e n t  i n f o r m a t i o n  l e a f l e t s  a n d  o u t e r  p a c ka g i n g 
a s s o c i a t e d  w i t h  s u b m i s s i o n .

• 	 Pr e p a ra t i o n  o f  r e s p o n s e  t o  q u e r i e s  r e c e i v e d  f ro m  r e s p e c t i v e  H e a l t h  Au t ho r i t i e s .
• 	 Co - c o o r d i n a t i n g  a c t i v i t i e s  w i t h  o t he r  d e p a r t m e n t s  t o  o b t a i n  d o c u m e n t s  r e l a t e d  t o 

s u b m i s s i o n s .
• 	 Rev i e w  o f  s u b m i s s i o n  r e l a t e d  d o c u m e n t s  t o  e n s u r e  t ha t  I C H  a n d  G M P  c o m p l i a n c e  i s 

m a i n t a i n e d .
• 	 Rev i e w  o f  m a n u f a c t u r i n g  a n d  p ro d u c t i o n  d o c u m e n t s .
• 	 I n i t i a t i o n  a n d  c o o r d i n a t i o n  w i t h  Pha r m a  Re s e a r c h  a n d  Co n t ra c t  Re s e a r c h 

O rg a n i s a t i o n ’s  t o  p ro c u r e  s a m p l e s  f o r  B i o a v a i l a b i l i t y  t e s t i n g .

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

PROFE S SIONAL
S O CIETIE S.

M S c  R e g u l a t o r y  A f f a i rs  –  2 0 0 5
U n i v e rs i t y  o f  Wa l e s ,  U K .

P h D  i n  N e u ro p h a r m a c o l o g y  –  19 98
Fr e e  U n i v e rs i t y  o f  A m s t e r d a m ,  The  N e t he r l a n d s .

M S c  B i o m e d i c a l  S c i e n c e s  –  19 94
U n i v e rs i t y  o f  Le i d e n ,  The  N e t he r l a n d s . 

R e g u l a t o r y  A f f a i rs  C o n s u l t a n t ,  D i re c t o r  &  Fo u n d e r  –  P i o n e e r  R e g u l a t o r y  L t d
2 018  -  Cu r r e n t 

D i re c t o r  R e g u l a t o r y  A f f a i rs  –  A l n y l a m  U K  L t d
2 016  –  2 018

P r i n c i p a l  C o n s u l t a n t  –  Pa rexe l  C o n s u l t i n g
2 0 0 8  -  2 016

A s s o c i a t e  D i re c t o r  R e g u l a t o r y  A f f a i rs  –  E R A  C o n s u l t i n g  L t d
2 0 07  –  2 0 0 8 

M u l t i p l e  Po s i t i o n s  w i t h i n  R e g u l a t o r y  Po s i t i o n s  –  N V  O rg a n o n
19 9 8  -  2 0 07

The  O rg a n i s a t i o n  f o r 
P ro f e s s i o n a l s  i n  R e g u l a t o r y 
A f f a i rs  ( TO P R A )  –  Fe l l o w 
M e m b e r  ( F TO P RA ) .

Dr Patrizia Nestby PhD, MSc, FTOPRA
P r i n c i p a l  C o n s u l t a n t
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Previous Experience
R e g u l a t o r y  A f f a i rs  C o n s u l t a n t ,  D i re c t o r  a n d  Fo u n d e r  -  P i o n e e r  R e g u l a t o r y  L t d 
R e s p o n s i b i l i t i e s :

D i re c t o r  R e g u l a t o r y  A f f a i rs  –  A l n y l a m  U K  L t d  
R e s p o n s i b i l i t i e s :

P r i n c i p a l  C o n s u l t a n t  -  PA R E X E L  C o n s u l t i n g 
R e s p o n s i b i l i t i e s :

• 	 Pro v i d i n g  c o n s u l t a n c y  s e r v i c e s  i n  t he  a r e a  o f  s t ra t e g i c  a n d 
o p e ra t i o n a l  g l o b a l  r e g u l a t o r y  a f f a i r s ,  i n c l u d i n g  r e g u l a t o r y  w r i t i n g 
s e r v i c e s .

• 	 Le a d i n g  g l o b a l  r e g u l a t o r y  p ro j e c t  t e a m s  f o r  e a r l y  a n d  l a t e - s t a g e 
i n v e s t i g a t i o n a l  m e d i c i n a l  p ro d u c t s ,  c o n s i s t i n g  o f  s m a l l  i n t e r f e r i n g 
R N A ,  a n d  p ro v i d i n g  s t ra t e g i c  g l o b a l  r e g u l a t o r y  l e a d e rs h i p  a s  w e l l 
a s  o p e ra t i o n a l  r e g u l a t o r y  s u p p o r t .

Ac h i ev e m e n t s  I n c l u d e : 

• 	 D e f i n i n g  a n  i n n o v a t i v e  p a t hw a y  o f  d ru g  d ev e l o p m e n t  f o r  a  ra r e 
d i s e a s e ,  p r e p a r i n g  b r i e f i n g  d o c u m e n t s  a n d  l e a d i n g  t he  E U  m u l t i -
s t a ke ho l d e r  s c i e n t i f i c  a d v i c e  p ro c e d u r e . 

• 	 Le a d i n g  a  P I P  p ro c e d u r e  f o r  a  ra r e  d i s e a s e  p ro d u c t  u p  t o  a p p ro v a l . 
• 	 As  g l o b a l  r e g u l a t o r y  l e a d ,  l e a d i n g  t he  t ra n s i t i o n  f o r  a  m e d i c i n a l 

p ro d u c t  f ro m  Pha s e  I I  t o  Pha s e  I I I ,  i n c l u d i n g  ex e c u t i o n  o f  s t ra t e g y 
f o r  g l o b a l  c l i n i c a l  t r i a l  a p p l i c a t i o n s  f o r  c o n f i r m a t o r y  s t u d i e s . 
E f f i c i e n t l y  r e s o l v e d  a  c l i n i c a l  ho l d  s i t u a t i o n ,  a s  i m p o s e d  by  t he 
F DA ,  i n c l u d i n g  p r e p a r i n g  f o r / l e a d i n g  t he  m e e t i n g  w i t h  t he  A g e n c y.

• 	 Le a d i n g  m u l t i d i s c i p l i n a r y  a n d  i n t e r n a t i o n a l  t e a m s ;  p ro v i d i n g 
r e g u l a t o r y  ex p e r t i s e  o n  a  b ro a d  ra n g e  o f  p ro j e c t s  t h ro u g h  t o 
s u p p o r t i n g  r e g i s t ra t i o n . 

• 	 D e f i n i n g  a n d  i m p l e m e n t i n g  g l o b a l  s t ra t e g y  f o r  MA A / N DA 
s u b m i s s i o n s ;  c o r e  d o s s i e r  a n d  l o c a l  a d a p t i o n  w r i t i n g  a n d  r ev i e w 
( I C H  r e g i o n s ) . 

• 	 Pr e p a r i n g  f o r  a n d  l e a d i n g  E U  S c i e n t i f i c  Ad v i c e  p ro c e d u r e  a n d  F DA 
m e e t i n g s ,  i n c l u d i n g  a u t ho r i n g  a n d  r ev i e w  o f  b r i e f i n g  d o c u m e n t s . 

• 	 Au t ho r i n g  a n d  r ev i e w  o f  r e s p o n s e s  t o  q u e s t i o n s  f ro m  r e g u l a t o r y 
a u t ho r i t i e s  d u r i n g  r e g i s t ra t i o n  p ro c e s s ,  I B s ,  n o n - c l i n i c a l  a n d  c l i n i c a l 
I M P D s ,  I N D  a p p l i c a t i o n s ,  P I Ps ,  R M Ps ,  p ro v i d i n g  r e g u l a t o r y  s u p p o r t 
f o r  p ha r m a c o v i g i l a n c e  r e l a t e d  a s  w e l l  a s  p o s t - m a r ke t i n g  a c t i v i t i e s .

Ac h i ev e m e n t s  I n c l u d e : 

• 	 Le a d i n g  r e g u l a t o r y  a n d  m e d i c a l  w r i t i n g  t e a m  t a s ke d  w i t h 
p r e p a ra t i o n  a n d  s u b m i s s i o n  o f  a  c o m p l ex  N DA  s u b m i s s i o n  t o  F DA 
f o r  a  C N S  p ro d u c t . 

• 	 O n - s i t e  c l i e n t  a s s i g n m e n t  ( 2 . 5  y e a rs )  a s  g l o b a l  r e g u l a t o r y  l e a d  f o r 
e a r l y / l a t e  s t a g e  p ro d u c t s . 

• 	 Le a d i n g  p r e p a ra t i o n  a n d  s u b m i s s i o n  o f  a  J - N DA  t o  t he  J a p a n e s e 
r e g u l a t o r y  a g e n c y  f o r  a n  a n t i c o a g u l a n t  p ro d u c t . 

• 	 S u p p o r t i n g  t he  a p p ro v a l  o f  t he  MA A  f o r  t he  f i r s t  b i o s i m i l a r 
m o n o c l o n a l  a n t i b o d y  i n  t he  E U .

A s s o c i a t e  D i re c t o r  R e g u l a t o r y  A f f a i rs  –  E R A  C o n s u l t i n g  L t d  
R e s p o n s i b i l i t i e s :

D i re c t o r  R e g u l a t o r y  A f f a i rs ,  G l o b a l  Ve n t u re  Te a m  Fe r t i l i t y  -  N V  O rg a n o n  
R e s p o n s i b i l i t i e s :

D i re c t o r  C N S  D ru g s ,  M e d i c a l  B i o l o g i c a l  S e c t i o n  -  N V  O rg a n o n
R e s p o n s i b i l i t i e s :

D i re c t o r  Fe r t i l i t y  D ru g s ,  M e d i c a l  B i o l o g i c a l  S e c t i o n  -  N V  O rg a n o n 
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  A f f a i rs  S c i e n t i s t ,  C N S  Te a m  -  N V  O rg a n o n  
R e s p o n s i b i l i t i e s :

• 	 Le a d i n g  p r e p a ra t i o n  o f  MA A  a n d  a u t ho r i n g  s e c t i o n s  o f  C T D 
m o d u l e s ,  p ro v i d i n g  s t ra t e g i c  r e g u l a t o r y  a d v i c e ,  c o n d u c t i n g  d u e 
d i l i g e n c e  a c t i v i t i e s ,  s c i e n t i f i c  a d v i c e  p ro c e d u r e s ;  a u t ho r i n g  o f 
r e g u l a t o r y  d o c u m e n t s  s u c h  a s  I M P D s  f o r  C TAs ,  o r p ha n  m e d i c i n a l 
p ro d u c t  a p p l i c a t i o n s . 

• 	 The  G l o b a l  Ve n t u r e  Te a m  Fe r t i l i t y  w a s  a  p ro j e c t  t e a m  r e s p o n s i b l e 
f o r  t he  d ev e l o p m e n t  a n d  r e g i s t ra t i o n  o f  t w o  l a t e  s t a g e 
b i o p ha r m a c e u t i c a l  p ro d u c t s . 

• 	 Le a d i n g  g l o b a l  r e g u l a t o r y  a f f a i r s  t e a m s  ( E U ,  U S ,  J a p a n )  a n d 
d e f i n i n g  a n d  i m p l e m e n t i n g  w o r l d w i d e  r e g u l a t o r y  s t ra t e g y. 

• 	 E x e c u t i n g  g l o b a l  r e g u l a t o r y  a n d  m e d i c a l  w r i t i n g  t a s ks ,  i n c l u d i n g 
t ho s e  r e l a t e d  t o  c l i n i c a l  t r i a l s  a n d  a u t ho r i n g  o f  r e g u l a t o r y 
d o c u m e n t s  s u c h  a s  b r i e f i n g  d o c u m e n t s  f o r  A g e n c y  i n t e ra c t i o n s . 

• 	 Le a d i n g  i n t e ra c t i o n s  w i t h  E MA  i n  t he  E U  a n d  t he  F DA  i n  t he  U S .

• 	 M a n a g i n g  C N S  t e a m  c o n s i s t i n g  o f  5  a c a d e m i c  r e g u l a t o r y 
p ro f e s s i o n a l s . 

• 	 Le a d e rs h i p  o f  g l o b a l  r e g u l a t o r y  a f f a i r s  t e a m s  f o r  a  n u m b e r  o f  C N S 
c o m p o u n d s . 

• 	 E x e c u t i n g  s t ra t e g i c  a n d  o p e ra t i o n a l  g l o b a l  r e g u l a t o r y  a c t i v i t i e s 
d u r i n g  d ev e l o p m e n t  a n d  p o s t - m a r ke t i n g . 

• 	 Pa r t i c i p a t i n g  i n  p ro c e s s  i m p ro v e m e n t  t e a m s ,  i n c l u d i n g  p ro d u c t 
i n f o r m a t i o n  m a n a g e m e n t ,  d ru g  s a f e t y ,  c l i n i c a l  r i s k  m a n a g e m e n t  a n d 
I n f o r m a t i o n  Te c hn o l o g y. 

• 	 I n  a d d i t i o n  t o  r e s p o n s i b i l i t i e s  a s  l i s t e d  a b o v e  u n d e r  D i r e c t o r  C N S 
D ru g s ,  r e g u l a t o r y  l e a d  f o r  a u t ho r i n g  a n d  a p p ro v a l  p ro c e s s  o f  a 
J - N DA  t o  J a p a n e s e  r e g u l a t o r y  a g e n c y.  D e f i n i n g  a n d  i m p l e m e n t i n g 
s t ra t e g y  f o r  J - N DA  s u b m i s s i o n  a s  w e l l  a s  d o s s i e r  w r i t i n g  a n d 
r ev i e w.  The  p ro d u c t  p o r t f o l i o  i n c l u d e d  s m a l l  m o l e c u l e s  a s  w e l l  a s 
b i o t e c hn o l o g i c a l l y  p ro d u c e d  p ro t e i n s .

• 	 Pe r f o r m i n g  r e g u l a t o r y  a f f a i r s  a n d  m e d i c a l  w r i t i n g  a c t i v i t i e s  a s 
g l o b a l  p ro j e c t  l e a d  f o r  e a r l y  p ha s e  d ev e l o p m e n t  p ro d u c t s  a n d  f o r 
p o s t - m a r ke t i n g  m a i n t e n a n c e  o f  ex i s t i n g  r e g i s t ra t i o n s .
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Aarti Pattni BSc (Hons)
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J u l y  2 0 2 3

EMPLOYMEN T
RECORD.

R e g u l a t o r y  C o n s u l t a n t  -  D L R C ,  U K
2 02 0  –  2 022 

S e n i o r  S p e c i a l i s t ,  R e g u l a t o r y  A f f a i rs  E u ro p e ,  A s s o c i a t e  L i a s o n  -  M e rc k , 
S h a r p e  &  D o h m e ,  The  N e t he r l a n d s
2 017  -  2 02 0

N o n  C l i n i c a l  R e g u l a t o r y  A s s o c i a t e ,  G l o b a l  R e g u l a t o r y  A f f a i rs  -  G l a xo S m i t h K l i n e ,  U K
2 015  –  2 017
 
R e g u l a t o r y  A s s o c i a t e ,  G l o b a l  R e g u l a t o r y  A f f a i rs  -  G l a xo S m i t h K l i n e
2 015  –  2 017

C a n c e r  Pa t h wa y  Tra c ke r  &  D a t a  M a n a g e r,  U ro l o g y  C e n t re  -  G uy ’s  &  S t  Tho m a s ’  H o s p i t a l ,  U K
2 011  –  2 014

C he m o t he ra p y  A d m i n i s t ra t i ve  M a n a g e r  -  G uy ’s  &  S t  Tho m a s ’  H o s p i t a l ,  U K
2 0 07  –  2 011

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  B i o  C he m i s t r y  ( 2 i i )
U n i v e rs i t y  o f  Lo n d o n ,  K i n g ’s  Co l l e g e  Lo n d o n

Current Experience

S e n i o r  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Pro j e c t  M a n a g e m e n t  ex p e r i e n c e ,  r e s p o n s i b l e  f o r  b e i n g  t he  C l i e n t 
p r i m a r y  p o i n t  o f  c o n t a c t  e n s u r i n g

• 	 B u d g e t a r y  c o n t ro l  a n d  a d he r e n c e
• 	 G e n e ra t i o n  o f  a c t i v i t y - s p e c i f i c  t i m e l i n e s  a n d  s t ra t e g y
• 	 Re s o u r c e  a l l o c a t i o n  a n d  m a n a g e m e n t  w i t h i n  i n  s c o p e  a n d 

b u d g e t  f o r  t he  C l i e n t
• 	 Ad he r e n c e  t o  a g r e e d  p ro j e c t  t i m e l i n e s  a n d  b e i n g  a b l e  t o 

i d e n t i f y ,  f l a g  a n d  r e s o l v e  p o t e n t i a l  i s s u e s  e a r l y  o n
• 	 Co m m u n i c a t i o n  a n d  s c he d u l i n g  i m p l e m e n t a t i o n
• 	 Wo r k i n g  w i t h  o u r  Te c hn i c a l  Le a d s  t o  i n f o r m  s t ra t e g i c 

a c c o u n t  d ev e l o p m e n t  p l a n s
• 	 Wr i t i n g  o f  I N D  s e c t i o n s ,
• 	 Pro v i d i n g  r e g u l a t o r y  s t ra t e g y  a n d  p ro j e c t  m a n a g e m e n t  f o r 

ATM P  p ro d u c t s ,
• 	 S c i e n t i f i c  Ad v i c e
• 	 O D D s ,  SM Es ,  p I N D s ,  g a p  a n a l y s i s  a n d  D D Ps .

S e n i o r  S p e c i a l i s t ,  R e g u l a t o r y  A f f a i rs  E u ro p e ,  A s s o c i a t e  L i a s o n  -  M e rc k , 
S h a r p e  &  D o h m e ,  The  N e t he r l a n d s 
R e s p o n s i b i l i t i e s :

N o n  C l i n i c a l  R e g u l a t o r y  A s s o c i a t e ,  G l o b a l  R e g u l a t o r y  A f f a i rs  -  G l a xo S m i t h K l i n e ,  U K
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  A s s o c i a t e ,  G l o b a l  R e g u l a t o r y  A f f a i rs  -  G l a xo S m i t h K l i n e ,  U K
R e s p o n s i b i l i t i e s :

• 	 M a n a g e  s u b m i s s i o n s  a n d  i n t e ra c t i o n s  w i t h  t he  E U  r e g u l a t o r y 
a g e n c i e s .  Tro u b l e s ho o t  a n d  r e s o l v e  a n y  p ro b l e m  o n  t he  c r i t i c a l 
p a t h  t o  p ro d u c t  r e g i s t ra t i o n .

• 	 Pro v i d e  r e g u l a t o r y  s u p p o r t ,  g u i d a n c e  a n d  ex p e r t i s e  t o  H Q  U S -
b a s e d  i n t e r n a l  g ro u p s  t o  e n s u r e  t ha t  a l l  a p p l i c a b l e  r e g u l a t o r y 
r e q u i r e m e n t s  a r e  c o n s i d e r e d  a n d  a p p ro p r i a t e l y  i n c o r p o ra t e d 
i n t o  d ev e l o p m e n t  p ro g ra m s  a n d  t ha t  p ro d u c t s  a r e  d ev e l o p e d  i n 
c o m p l i a n c e  w i t h  a p p ro p r i a t e  r e g u l a t i o n s  a n d  g u i d e l i n e s .

• 	 Co o r d i n a t e  o r  o v e rs e e  p r e p a ra t i o n  o f  r e g u l a t o r y  d o c u m e n t a t i o n  i n 
a  t i m e l y  m a n n e r  t o  m e e t  c o r p o ra t e  o b j e c t i v e s .  M a n a g e  c e n t ra l ize d 
p ro c e d u r e s ,  w o r k  i n  c o n j u n c t i o n  w i t h  r e g i o n a l  s u b s i d i a r y  s t a f f 
f o r  d e c e n t ra l ize d  p ro c e d u r e s  a n d  p ro v i d e  c r i t i c a l  a s s i s t a n c e  f o r 
n a t i o n a l  s u b m i s s i o n s  i n  t he  a b o v e - m e n t i o n e d  r e g i o n .

• 	 S e r v e  a s  t he  Re g u l a t o r y  A f f a i r s  r e p r e s e n t a t i v e  o n  a s s i g n e d  n o n -
p ro d u c t  r e l a t e d  c ro s s - f u n c t i o n a l  t e a m s .

• 	 Re s p o n s i b l e  f o r  c o o r d i n a t i n g  t he  p r e p a ra t i o n ,  r ev i e w  a n d 
s u b m i s s i o n  o f  r e g u l a t o r y  d o s s i e r s  i n  s u p p o r t  o f  p o s t - a p p ro v a l 
s u b m i s s i o n s  i n  t he  E E A ,  Sw i t ze r l a n d  a n d  n o n -  E U  C E S  c o u n t r i e s .

• 	 M a n a g e  Es t a b l i s he d  D ru g  Pro d u c t s  Po r t f o l i o
• 	 Co m p i l a t i o n  o f  n e w  N o n - C l i n i c a l  c o m p o n e n t s  o f  d o s s i e r s  a n d 

c o m p l e t i o n  o f  p e r i o d i c  u p d a t e s  o f  d o c u m e n t s  t o  e n s u r e  t ha t  t hey 
r e f l e c t  a  c o n t e m p o ra r y  u n d e rs t a n d i n g  o f  e a c h  p ro d u c t

• 	 Te c hn i c a l  a u t ho r i n g  o f  n e w  n o n - c l i n i c a l  d o s s i e r  c o m p o n e n t s  t o 
s u p p o r t  i n - l i c e n s e d / c o l l a b o ra t i v e  p ro d u c t s .

• 	 G e n e ra t i o n  o f  n o n c l i n i c a l  s u b m i s s i o n  c o m p o n e n t s  t o  s u p p o r t 
e s t a b l i s he d  p ha r m a c e u t i c a l  p ro d u c t s  a n d  a d  ho c  r e q u e s t s  f o r 
i n f o r m a t i o n .

• 	 Co - o r d i n a t e  t he  p r e p a ra t i o n  o f  r e g u l a t o r y  s u b m i s s i o n s  f o r  r e n e w a l s 
t e n d e rs ,  s i t e  r e g i s t ra t i o n s  a n d  c o u n t r y  s p e c i f i c  i n i t i a t i v e s  f o r 
d e l i v e r y  t o  t he  E m e rg i n g  M a r ke t s  a n d  As i a  Pa c i f i c  r e g i o n  a n d 
s p e c i f i c  Eu ro p e a n  M a r ke t s .

Previous Experience
R e g u l a t o r y  C o n s u l t a n t  -  D L R C ,  U K 
R e s p o n s i b i l i t i e s :

• 	 Pro j e c t  Le a d  f o r  E U  O r p ha n  D ru g  D e s i g n a t i o n  A p p l i c a t i o n
• 	 P I P  a n d  PS P  a p p l i c a t i o n s
• 	 D ra f t i n g  o f  N o n - C l i n i c a l  c o m p o n e n t s  f o r  U S  I N D  s u b m i s s i o n s ,  E U 

MA As  a n d  I B s
• 	 Po s t  a p p ro v a l  p ro c e d u r e s  i n c l u d i n g  v a r i a t i o n s ,  PS U R / P B R E R / D S U R , 

a r t i c l e  61. 3  n o t i f i c a t i o n s ,  e t c .
• 	 E U  Re g u l a t o r y  c o n t a c t  f o r  C l i n i c a l  Tr i a l s
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C a n c e r  Pa t h wa y  Tra c ke r  &  D a t a  M a n a g e r,  U ro l o g y  C e n t re  -  G uy ’s  &  S t  Tho m a s ’ 
H o s p i t a l ,  U K 
R e s p o n s i b i l i t i e s :

C he m o t he ra p y  A d m i n i s t ra t i ve  M a n a g e r  -  G uy ’s  &  S t  Tho m a s ’  H o s p i t a l ,  U K 
R e s p o n s i b i l i t i e s :

• 	 Tra c k i n g  c a n c e r  d i a g n o s t i c  a n d  t r e a t m e n t  p a t hw a ys  f o r  a l l  U ro l o g y 
p a t i e n t s

• 	 L i a i s i n g  w i t h  Co n s u l t a n t  s u rg e o n s  a n d  n u rs e s  t o  d i s c u s s  p a t i e n t 
m a n a g e m e n t

• 	 Wo r ke d  w i t h  O n c o l o g y  C l i n i c a l  Tr i a l s  l e a d s  ( c o n s u l t a n t s  a n d 
s p e c i a l i s t  n u r s e s )  t o  e n s u r e  c o m p l i a n c e  w i t h  t a rg e t s  s e t  by  t he 
D e p a r t m e n t  o f  H e a l t h .

• 	 I n i t i a t e d  a  p ro j e c t  t o  c r e a t e  a  t ra c k i n g  s y s t e m  f o r  p a t i e n t s
• 	 E n s u r i n g  d e p a r t m e n t a l  c o m p l i a n c e  w i t h  G o v e r n m e n t  t a rg e t s  f o r 

d i a g n o s i s  a n d  t r e a t m e n t  –  t he s e  t a rg e t s  w e r e  d i r e c t l y  l i n ke d  t o 
f u n d i n g  f o r  t he  N H S  Tru s t

• 	 At t e n d e d  m e e t i n g s  f o r  he a l t hc a r e  p ro f e s s i o n a l s  a c ro s s  Lo n d o n 
w he r e  a d v i c e  a n d  g u i d a n c e  w a s  s ha r e d  r e g a r d i n g  t r e a t m e n t s  f o r 
c a n c e r  p a t i e n t s .

• 	 I m p l e m e n t e d  c ha n g e s  t o  i m p ro v e  t he  o n c o l o g y  s e r v i c e .  Po s i t i v e 
f e e d b a c k  f ro m  s t a f f  a n d  i m p ro v e d  p a t i e n t  ex p e r i e n c e  by  70 % . 
As  a  d i r e c t  r e s u l t ,  t he  Ca n c e r  U n i t  w a s  r e c o g n ize d  by  i n d u s t r y 
p ro f e s s i o n a l s  a s  o n e  o f  t he  b e s t  i n  S o u t h  Lo n d o n .

• 	 Ra n  d a i l y  c he m o t he ra p y  c l i n i c s
• 	 L i a i s i n g  b e t w e e n  a  ra n g e  o f  p ro f e s s i o n a l s  f ro m  D o c t o rs  t o  Wa r d 

M a n a g e rs  a n d  l i a i s e d  w i t h  o t he r  m e d i c a l  d e p a r t m e n t s  a t  b o t h 
G u y ’s  a n d  S t .  Tho m a s ’  ho s p i t a l s  f o r  p a t i e n t s ’  m e d i c a t i o n ,  d i a g n o s t i c 
r e s u l t s ,  d ru g  c ha r t s ,  b l o o d  r e s u l t s  e t c .

• 	 Tra i n i n g  o f  a d m i n i s t ra t i v e  m e m b e rs  o f  s t a f f  a t  c he m o t he ra p y  u n i t s 
a c ro s s  s i t e s

• 	 M a n a g e d  t e a m  o f  f o u r  -  i n c l u d i n g  a p p ra i s a l s  a n d  p e r f o r m a n c e 
t ra c k i n g

• 	 Fi r s t  p o i n t  o f  c o n t a c t  f o r  p a t i e n t  l i a i s o n .

• 	 C he c ks  w i t h  r e l ev a n t  g ro u p s  ( G l o b a l  C he m i s t r y  M a n u f a c t u r i n g  a n d 
Co n t ro l s ,  G l o b a l  La b e l l i n g ,  G RA  The ra p e u t i c  G ro u p s )  t o  u n d e rs t a n d 
a n y  o n g o i n g  r e g u l a t o r y  a c t i v i t i e s  t ha t  m a y  a f f e c t  t he  s u b m i s s i o n 
p a c ka g e .  A g r e e  d o c u m e n t  s t ra t e g y.

• 	 L i a i s e  w i t h  t he  d i f f e r e n t  t e a m s  t o  e n s u r e  c o m p o n e n t s  ( d o s s i e r s , 
s a m p l e s ,  a n d  c e r t i f i c a t i o n )  a r e  d e l i v e r e d  i n  a  t i m e l y  f a s h i o n .  Ad m i n 
MS Rs  ( M a r ke t  S p e c i f i c  Re q u i r e m e n t s ) .

• 	  S a m p l e s  –  r e q u e s t i n g  d ru g  s u b s t a n c e ,  d ru g  p ro d u c t  s a m p l e s  a n d 
Co As  ( Ce r t i f i c a t e  o f  A n a l y s i s ) .  Re q u e s t i n g  p u b l i s h i n g  o f  d o s s i e r s

• 	 Pr e p a r e  t he  l i s t e d  d a t a  p a c ka g e  c o m p o n e n t s  a c c o r d i n g  t o  t he 
t i m e l i n e  i n  i n t e r n a l  d a t a  s y s t e m s  o r  o t he r w i s e  d e f i n e d .

• 	 Re s p o n s i b i l i t y  f o r  e n s u r i n g  t ha t  a l l  s t a n d a r d  l i c e n s e  s u b m i s s i o n s 
a r e  c o o r d i n a t e d  a n d  p ro v i d e d  t o  t he  c o u n t r i e s  w i t h i n  r e q u i r e d 
t i m e l i n e s .

• 	 Es c a l a t e  a l l  q u e r i e s ,  u rg e n t  r e q u e s t s  a n d  d e l a ys  t o  m a n a g e m e n t  f o r 
r e s o l u t i o n  w he r e  r e q u i r e d .

EMPLOYMEN T
RECORD.

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  P i ra m a l  C r i t i c a l  C a re  L t d
2 021  -  2 023

H e a d  o f  R e g u l a t o r y  -  A l l i a n c e  P h a r m a c e u t i c a l s 
2 016  -  2 021

R e g u l a t o r y  A f f a i rs  M a n a g e r  -  A l l i a n c e  P h a r m a c e u t i c a l s 
2 0 0 8  -  2 016
 
S e n i o r  R e g u l a t o r y  A f f a i rs  O f f i c e r  -  A l l i a n c e  P h a r m a c e u t i c a l s 
2 0 0 6  -  2 0 0 8

M a n a g e r,  I n t e r n a t i o n a l  R e g u l a t o r y  A f f a i rs  -  E - Z - E M  L t d
2 0 0 5  -  2 0 0 6

A d va n c e d / S e n i o r  R e g u l a t o r y  O f f i c e r  -  3 M  H e a l t h  C a re  L t d 
2 0 02  -  2 0 0 5

R e g u l a t o r y  A f f a i rs  O f f i c e r  -  S i m b e c  R e s e a rc h  L t d 
2 0 01  -  2 0 02

D a t a  C o - o rd i n a t o r  -  C o va n c e  CA P S  L t d 
19 9 6  -  19 97

S t u d e n t  A n a l ys t  -  Pa r ke - D a v i s  &  C o .  L t d 
19 9 3  -  19 9 4

ACADEMIC
QUALIFICATIONS.

P h D  -  S c ho o l  o f  P h a r m a c y  &  P h a r m a c e u t i c a l  S c i e n c e s 
D e  M o n t f o r d  U n i v e rs i t y  -  19 97  -  2 0 02

B S c  ( H o n s )  P h a r m a c e u t i c a l  &  C o s m e t i c  S c i e n c e s 
D e  M o n t f o r d  U n i v e rs i t y  -  19 92  -  19 9 6

Dr Justine Ramsden PhD, BSc (Hons)
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3
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Previous Experience

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  P i ra m a l  C r i t i c a l  C a re  L t d
R e s p o n s i b i l i t i e s :

A l l i a n c e  P h a r m a c e u t i c a l s 
R e s p o n s i b i l i t i e s :

• 	 Re s p o n s i b l e  f o r  l e a d i n g  a n d  d ev e l o p i n g  c o m p l ex  E U  r e g u l a t o r y  s t ra t e g y 
f o r  n e w  a p p l i c a t i o n s  a c ro s s  m u l t i p l e  r e g i o n s  a n d  d e l i v e r i n g  w i t h i n  t he  t i g h t 
d e a d l i n e s .

• 	 Re s p o n s i b l e  f o r  d e l i v e r i n g  a l l  r e g u l a t o r y  a s p e c t s  a c ro s s  m u l t i p l e  a p p l i c a t i o n 
t y p e s  ( Ce n t ra l i s e d ,  M R P,  D C P  o r  n a t i o n a l ) ,  f ro m  i n i t i a t i o n  t o  l a u n c h .

• 	 Wo r k i n g  w i t h  c o m m e r c i a l  t e a m s  t o  ev a l u a t e  a n d  i d e n t i f y  p o t e n t i a l  f o r  n e w 
a n d  ex i s t i n g  p o r t f o l i o  a n d  e n s u r i n g  s u c c e s s f u l  ex e c u t i o n  o f  t he  p l a n s .

• 	 C M C  ex p e r t  r e s p o n s i b l e  f o r  p ro v i d i n g  t e c hn i c a l  r e g u l a t o r y  s t ra t e g y ,  r ev i e w 
a n d  m e n t o r i n g  f o r  C M C  r e q u i r e m e n t s .

• 	 Re s p o n s i b l e  f o r  m a n a g i n g  E U  Re g u l a t o r y  A f f a i r s  t e a m  a c ro s s  m u l t i - r e g i o n s .
• 	 E x t e n s i v e  c o m m u n i c a t i o n  w i t h  a l l  E U  r e g u l a t o r y  a u t ho r i t i e s
• 	 M a n a g e m e n t  o f  C l a s s  I  d ev i c e s  a c ro s s  E U  a n d  r e s p o n s i b l e  f o r  c ro s s -

d e p a r t m e n t  l e a d e rs h i p  t o  e n s u r e  t he  c o m p a n y  i s  M D R  c o m p l i a n t .
• 	 Re g u l a t o r y  l e a d  f o r  m u l t i - d i s c i p l i n a r y  p ro d u c t  a n d  p ro j e c t  t e a m s ,  p ro v i d i n g 

ex p e r t  r e g u l a t o r y  s t ra t e g y  a n d  a d v i c e .
• 	 M a n a g e m e n t  o f  r e g u l a t o r y  r e s o u r c e  a c ro s s  t he  t e a m s  t o  e n s u r e  d e l i v e r y  o f 

t he  s t ra t e g i c a l l y  i m p o r t a n t  r e g u l a t o r y  p ro j e c t s  a n d  o p t i m i s i n g  t he  b u d g e t  f o r 
o u t s o u r c e d  v e n d o r  a c t i v i t i e s .

• 	 Le a d i n g  t he  c o m p l i a n c e  a c t i v i t i e s  t o  e n s u r e  r e g u l a t o r y  c o m p l i a n c e  w i t h 
i n t e r n a l  a n d  ex t e r n a l  r e q u i r e m e n t s .

• 	 Re s p o n s i b l e  f o r  e n s u r i n g  t he  d ev e l o p m e n t  o f  t he  t e a m  a n d  d e l i v e r i n g  a  n e w 
d ev e l o p m e n t  p l a n  a c ro s s  t he  t e a m .

• 	 Re s p o n s i b l e  f o r  l e a d i n g  a  G l o b a l  r e g u l a t o r y  t e a m  f o r  Rx  a n d  OTC 
m e d i c i n e s ,  m e d i c a l  d ev i c e s ,  c o s m e t i c s ,  f o o d  s u p p l e m e n t s  a n d  c he m i c a l s .

• 	 Re s p o n s i b l e  f o r  l e a d i n g  a n d  c o o r d i n a t i n g  a c q u i s i t i o n  t e a m s  d u r i n g  d u e 
d i l i g e n c e  a n d  i n t e g ra t i o n  o f  b o t h  s m a l l  a n d  t ra n s f o r m i n g  a c q u i s i t i o n s  w i t h i n 
a  v e r y  h i g h  p a c e d  e n v i ro n m e n t .

• 	 S t ra t e g i c  d ev e l o p m e n t  o f  t he  t e a m s  a s  r e g u l a t o r y  d e p a r t m e n t  i n c r e a s e d  f ro m 
a  t e a m  o f  9  t o  22  p e rs o n n e l .  Re s p o n s i b i l i t y  f o r  i m p l e m e n t i n g  t he  c ha n g i n g 
t e a m  s t ru c t u r e s ,  m a n a g i n g  t he  w o r k l o a d ,  p r i o r i t i e s ,  d e p a r t m e n t  b u d g e t , 
t ra i n i n g  a n d  d ev e l o p m e n t  o f  t he  t e a m s .

• 	 E x t e n s i v e  ex p e r i e n c e  o f  p ro j e c t  m a n a g i n g  c o m p l ex  C M C  v a r i a t i o n s  a n d 
p ro v i d i n g  s t ra t e g i c  s u p p o r t  a n d  o p e ra t i o n a l  l e a d e rs h i p  f o r  C M C  c ha l l e n g e s , 
a s  w e l l  a s  a u t ho r i n g  C M C  d o c u m e n t a t i o n .

• 	 E x t e n s i v e  RA  s t ra t e g y  i n c l u d i n g  M R P  a p p l i c a t i o n s ,  Re g u l a t o r y  Au t ho r i t y 
m e e t i n g s / d i s c u s s i o n s

• 	 D ev e l o p m e n t  o f  t he  Re g u l a t o r y  s t ra t e g y  f o r  t he  i m p l e m e n t a t i o n  o f  M D R ,  f o r 
b o t h  C l a s s  I  a n d  C l a s s  I I  d ev i c e s .

• 	 B ro a d  I n t e r n a t i o n a l  ex p e r i e n c e  f o r  n e w  p ro d u c t  r e g i s t ra t i o n s  a n d 
m a i n t e n a n c e  o f  d i f f e r e n t  c l a s s i f i c a t i o n s  o f  p ro d u c t s  a c ro s s  m a n y  r e g i o n s 
i n c l u d i n g  M E N A  a n d  A PAC .

• 	 Re s p o n s i b l e  f o r  t he  m a n a g e m e n t  a n d  i m p l e m e n t a t i o n  o f  p ro j e c t s  a c ro s s  t he 
r e g u l a t o r y  d e p a r t m e n t ,  i n c l u d i n g  a  d o c u m e n t  m a n a g e m e n t  s y s t e m ,  p ro d u c t 
i n f o r m a t i o n  d a t a b a s e ,  F M D  a n d  E VM P D .

• 	 D ev e l o p m e n t  o f  t he  c o m p a n y  s t ra t e g y  a n d  r e s p o n s e s  f o r  E C H A  a n d  t he 
Eu ro p e a n  Co m m i s s i o n  c o n s u l t a t i o n s  f o r  s p e c i f i c  i n g r e d i e n t  c ha l l e n g e s ,  s u c h 
a s  m i c ro p l a s t i c s .

M a n a g e r,  I n t e r n a t i o n a l  R e g u l a t o r y  A f f a i rs  -  E - Z - E M  L t d
R e s p o n s i b i l i t i e s :

R e g u l a t o r y  A f f a i rs  O f f i c e r  -  S i m b e c  R e s e a rc h  L t d 
R e s p o n s i b i l i t i e s :

A d va n c e d / S e n i o r  R e g u l a t o r y  O f f i c e r  -  3 M  H e a l t h  C a re  L t d 
R e s p o n s i b i l i t i e s :

• 	 Re g u l a t o r y  p ro j e c t  m a n a g e r  r e s p o n s i b l e  f o r  t he  p r e p a ra t i o n  o f  M o d u l e  3 
d o c u m e n t s  a n d  c o o r d i n a t i o n  o f  d o s s i e r s ,  i n  C T D  f o r m a t ,  f o r  s u b m i s s i o n  t o 
Wo r l d w i d e  c o u n t r i e s  f o r  b o t h  n a t i o n a l  p ro c e d u r e s  a n d  M R P.

• 	 Pro v i d i n g  t ra i n i n g  a n d  m e n t o r i n g  t o  t he  r e g u l a t o r y  a f f a i r s  t e a m .
• 	 D ev e l o p m e n t  o f  g l o b a l  r e g u l a t o r y  s t ra t e g y  p l a n s  a n d  e n s u r e d  t he  s u c c e s s f u l 

a n d  t i m e l y  d e l i v e r y  o f  v a r i a t i o n s ,  r e n e w a l s  a n d  c l i n i c a l  t r i a l  a p p ro v a l s  o f 
d i a g n o s t i c  p ro d u c t s  i n  Eu ro p e  a n d  o t he r  RO W  c o u n t r i e s .

• 	 Re s p o n s i b i l i t i e s  i n c l u d e d  d ev e l o p i n g  r e g u l a t o r y  s t ra t e g y  f o r  ex t e r n a l 
c l i e n t s ,  d o s s i e r  p r e p a ra t i o n  f o r  a l l  m a r ke t s  a n d  t he  p r e p a ra t i o n ,  r ev i e w  a n d 
m a i n t e n a n c e  o f  c l i n i c a l  t r i a l  a p p l i c a t i o n s  ( C T X  a p p l i c a t i o n s )  i n  t he  U K .

• 	 The  ro l e  a s  a l s o  i n c l u d e d  p ro v i d i n g  r e g u l a t o r y  a d v i c e  a n d  t ra i n i n g  s e r v i c e s 
f o r  r e g u l a t o r y  a f f a i r s  w i t h i n  t he  c o m p a n y  a n d  f o r  ex t e r n a l  c l i e n t s

• 	 G l o b a l  c o o r d i n a t o r  f o r  t he  Re g u l a t o r y  D ru g  D e l i v e r y  Sys t e m s  g ro u p 
p ro v i d i n g  r e g u l a t o r y  a d v i c e  a n d  s t ra t e g y  a t  a l l  s t a g e s  o f  t he  p ro j e c t 
l i f e c y c l e  f o r  G l o b a l  s u b m i s s i o n s .

• 	 Re s p o n s i b l e  f o r  d ev e l o p i n g  t he  r e g u l a t o r y  s t ra t e g y  a n d  p ro j e c t  p l a n s  f o r  t he 
p a r t n e r  c o m p a n i e s  a n d  m a n a g i n g  t he  e n s u r i n g  t he  r e s o u r c e  a n d  p ro j e c t s 
w e r e  d e l i v e r e d  a c c o r d i n g  t o  t he  p l a n s .

• 	 Re s p o n s i b l e  f o r  t he  l i n e  m a n a g e m e n t  o f  t he  r e g u l a t o r y  t e a m .
• 	 Re g u l a t o r y  t e a m  l e a d e r  f o r  t he  p r e p a ra t i o n  a n d  c o o r d i n a t i o n  o f  MA A  a n d 

N DA  d o s s i e r s ,  i n  C T D  f o r m a t ,  f o r  s u b m i s s i o n  t o  Eu ro p e a n  c o u n t r i e s  v i a  t he 
M R  p ro c e d u r e ,  a n d  o t he r  c o u n t r i e s  i n c l u d i n g  t he  U S  a n d  Ca n a d a .

• 	 Re s p o n s i b l e  f o r  t he  m a i n t e n a n c e  o f  i n ha l a t i o n  p ro d u c t s ,  i n c l u d i n g  C M C  a n d 
l a b e l l i n g  v a r i a t i o n s  a n d  r e n e w a l s .

• 	 Pro v i d e d  r e g u l a t o r y  s u p p o r t  f o r  t he  i m p l e m e n t a t i o n  o f  t he  C l i n i c a l  Tr i a l 
D i r e c t i v e ,  i n c l u d i n g  o b t a i n i n g  t he  I M P  M L ,  f o r  3 M  i n  Lo u g h b o ro u g h . 
Pr e p a ra t i o n  o f  c l i n i c a l  t r i a l  a p p l i c a t i o n s  f o r  b o t h  Eu ro p e  ( I M P D )  a n d  t he  U S 
( I N D )  i n  C T D  f o r m a t .

• 	 Re s p o n s i b l e  f o r  p r e p a ra t i o n  o f  t he  r e g u l a t o r y  s e c t i o n  o f  t he  g l o b a l  n e w 
p ro d u c t  d ev e l o p m e n t  p l a n s  a n d  e n s u r i n g  t he  a c t i v i t i e s  a r e  c a r r i e d  o u t  i n 
a c c o r d a n c e  w i t h  t he  p ro j e c t  p l a n s .

• 	 Eu ro p e a n  c o o r d i n a t o r  f o r  t he  m a i n t e n a n c e  o f  3 M s  i n ha l a t i o n  a e ro s o l 
p ro d u c t s ,  i n c l u d i n g  v a r i a t i o n s  a n d  r e n e w a l s .  E x p e r i e n c e  o f  w o r k i n g  w i t h  t he 
M H RA .  Eu ro p e a n  t ra i n e r  f o r  D o c u m e n t u m .

• 	 Key  t e a m  m e m b e r  f o r  t he  c o m p a n y - w i d e  Q u a l i t y  M a n a g e m e n t  Sys t e m , 
i n c l u d i n g  r e s p o n s i b i l i t y  f o r  t he  c o r e  c ha n g e  c o n t ro l  p ro c e d u r e .

• 	 Re s p o n s i b l e  f o r  m a n a g i n g  i n t e r n a l  a n d  ex t e r n a l  c o n t ra c t o rs .
• 	 Re p r e s e n t e d  A l l i a n c e  v i a  t ra d e  a s s o c i a t i o n s  ( PAG B ) ,  p ro v i d i n g  c o m p a n y 

i n p u t  f o r  B r ex i t ,  p a ra f f i n  a n d  o t he r  i n g r e d i e n t  i s s u e s ,  a n d  v a r i o u s  Re g u l a t o r y 
Au t ho r i t y  c o n s u l t a t i o n s .
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D a t a  C o - o rd i n a t o r  -  C o va n c e  CA P S  L t d 
R e s p o n s i b i l i t i e s :

S t u d e n t  A n a l ys t  -  Pa r ke - D a v i s  &  C o .  L t d 
R e s p o n s i b i l i t i e s :

• 	 Rev i e w i n g  o f  c l i n i c a l  d a t a ,  i n t e r p r e t i n g  a n d  r ev i e w i n g  c l i n i c a l  t r i a l  p ro t o c o l s , 
w i t h i n  a  f ra m e w o r k  o f  G C P.

• 	 Pro j e c t  c o - o r d i n a t i o n  a n d  m a n a g e m e n t  o f  s ev e ra l  Pha s e  I I I  c l i n i c a l  t r i a l s , 
m a i n t e n a n c e  o f  s t u d y  d o c u m e n t a t i o n ,  l i a i s i n g  w i t h  c l i e n t s  a n d  s u p e r v i s i n g  t he 
w o r k  c a r r i e d  o u t  by  t he  D a t a  Co -  o r d i n a t o rs  a n d  D a t a  Te c hn i c i a n s .

• 	 Fo r m u l a t i o n  o f  OTC  p ro d u c t s ,  a n a l y t i c a l  q u a l i t y  c o n t ro l  t e s t i n g ,  s t a b i l i t y  o f 
f o r m u l a t e d  p ro d u c t s ,  s e t  u p  a n d  c o n d u c t i n g  o f  c o n s u m e r  ev a l u a t i o n  t r i a l s , 
w r i t i n g  r e p o r t s  a n d  SO Ps ,  l i a i s i n g  w i t h  s t a f f  i n  o t he r  d e p a r t m e n t s  s u c h  a s 
m i c ro b i o l o g y ,  Q A ,  m e d i c a l  i n f o r m a t i o n  a n d  p ro d u c t i o n .

EMPLOYMEN T
RECORD.

I n d e p e n d e n t  R e g u l a t o r y  a n d  P h a r m a c e u t i c a l 
C o n s u l t a n t
2 018  -  Pr e s e n t

S e n i o r  V i c e  P re s i d e n t ,  R e g u l a t o r y  A f f a i rs ,  D ru g 
S a f e t y / P h a r m a c o v i g i l a n c e ,  B i o m e t r y  &  M e d i c a l 
Wr i t i n g  ( 2 016 )  -  L F B  U S A ,  I n c . 
2 0 02  -  2 018

S V P,  R e g u l a t o r y  A f f a i rs  &  D ru g  S a f e t y  / 
P h a r m a c o v i g i l a n c e  ( 07 / 10 )  -  L F B  U S A ,  I n c . 
2 0 02  -  2 018
 
S V P,  R e g u l a t o r y  A f f a i rs  &  E xe c u t i ve  O f f i c e r 
( 3 / 0 6 )  -  L F B  U S A ,  I n c . 
2 0 02  -  2 018

V i c e  P re s i d e n t ,  R e g u l a t o r y  A f f a i rs  ( 4 / 0 3 )  -  L F B 
U S A ,  I n c . 
2 0 02  -  2 018

S e n i o r  D i re c t o r,  R e g u l a t o r y  A f f a i rs  ( 7 / 0 2 )  -  L F B 
U S A ,  I n c . 
2 0 02  -  2 018

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  S e ro n o  L a b o ra t o r i e s
19 9 5  -  2 0 02

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  G e n z y m e
19 9 3  -  19 9 5

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  D a r by 
P h a r m a c e u t i c a l s 
19 91  -  19 9 3

M a n a g e r,  R e g u l a t o r y  &  C l i n i c a l  A f f a i rs  - 
O rg a n o g e n e s i s
19 91

ACADEMIC
QUALIFICATIONS.

B A . ,  B i o l o g y
S t  J o s e p h ’s  Co l l e g e ,  N o r t h  Wi n d ha m ,  M E  -  1978

Richard Scotland BA
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  A s t ra 
P h a r m a c e u t i c a l  P ro d u c t s
19 9 0

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  S e ro n o 
L a b o ra t o r i e s
19 87  -  19 9 0

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  D a m o n  B i o t e c h
19 85  -  19 87

D ru g  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  D e l m e d
19 8 4  -  19 85

D ru g  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  R ev l o n  H e a l t h 
C a re  G ro u p
19 81  -  19 8 4

D ru g  R e g u l a t o r y  A f f a i rs  A s s i s t a n t  -  A s t ra 
P h a r m a c e u t i c a l  P ro d u c t s
1979  -  19 81



S c e n d e a   -   E x p e r t i s e

Previous Experience

L F B  U S A ,  I n c .
R e s p o n s i b i l i t i e s :

• 	 Le a d  a n  i n t e r n a t i o n a l  t e a m  o f  Re g u l a t o r y ,  C l i n i c a l  a n d  R & D  p e rs o n n e l  t o 
s e e k  a n d  o b t a i n  t he  f i r s t  ev e r  Eu ro p e a n  a p p ro v a l  o f  a  c o m p l ex  r e c o m b i n a n t 
D N A - d e r i v e d  hu m a n  g l y c o p ro t e i n  p ro d u c e d  i n  t ra n s g e n i c  a n i m a l s .  The 
p ro d u c t  w a s  a p p ro v e d  t h ro u g h  t he  Ce n t ra l ize d  Pro c e d u r e  w h i c h  e n a b l e d 
m a r ke t i n g  o f  t he  p ro d u c t  i n  a l l  E U  m e m b e r  S t a t e s .  Le a d  a l l  d i r e c t  i n t e ra c t i o n s 
w i t h  E MA ,  ex p e r t s  a n d  c o n s u l t a n t s .

• 	 Le a d  a  t e a m  i n  t he  U . S .  i n  p r e p a ra t i o n  a n d  s u b m i s s i o n  o f  t he  Co m p a n y ’s  f i r s t 
B i o l o g i c s  L i c e n s e  A p p l i c a t i o n  ( a n  e l e c t ro n i c  a p p l i c a t i o n )  w h i c h  w a s  g ra n t e d 
Fa s t  t ra c k  d e s i g n a t i o n  a n d  Pr i o r i t y  r ev i e w.  N e g o t i a t e d  w i t h  F DA  a c c e p t a n c e 
o f  s u b m i s s i o n  o f  t he  B L A  o n  a  ro l l i n g  b a s i s  w h i c h  e n a b l e d  a  m o r e  e f f i c i e n t 
r ev i e w  p ro c e s s  a n d  a l l o w e d  u s  t o  u t i l i ze  o u r  l i m i t e d  r e s o u r c e s  i n  a  f o c u s e d 
m a n n e r.

• 	 D ev e l o p e d  t he  s t ra t e g y  f o r  a n d  l e a d  a l l  i n t e ra c t i o n s  w i t h  E MA  a n d  F DA 
p e r t a i n i n g  t o  S c i e n t i f i c  Ad v i c e ,  p r e - I N D  m e e t i n g s ,  e n d - o f - Pha s e  I I  m e e t i n g s , 
a s  w e l l  a s  o t he r  m e e t i n g s  i n c l u d i n g  Ty p e  A ,  B  &  C  m e e t i n g s .

• 	 Ac t i v e l y  p a r t i c i p a t e d  i n  a n d  d ro v e  w he n  n e c e s s a r y  t he  d e s i g n  o f  c l i n i c a l 
t r i a l s  t o  s e c u r e  p ro d u c t  r e g i s t ra t i o n .

• 	 Co o r d i n a t e d  a n d  l e a d  t he  F DA  Ad v i s o r y  Co m m i t t e e  w h i c h  s u c c e s s f u l l y 
s u p p o r t e d  t he  p ro d u c t  l i c e n s u r e  f o r  t h i s  p ro d u c t .  The  d e - r i s ke d  a s s e t  i s  n o w 
b e i n g  d ev e l o p e d  f o r  a n o t he r  s e r i o u s  a n d  l i f e - t h r e a t e n i n g  ra r e  d i s o r d e r 
a f f e c t i n g  p r e g n a n t  w o m e n  a n d  t he i r  n e o n a t e s .

• 	 O b t a i n e d  o r p ha n  d ru g  d e s i g n a t i o n  i n  t he  U . S .  f o r  t he  l i c e n s e d  p ro d u c t 
ev e n  t ho u g h  a  s i m i l a r  hu m a n  p l a s m a - d e r i v e d  p ro d u c t  ha d  b e e n  g ra n t e d 
s u c h  d e s i g n a t i o n .  The  b a s i s  f o r  t he  d e s i g n a t i o n  w a s  t ha t  t he  r e c o m b i n a n t 
p ro d u c t  w a s  i n he r e n t l y  s a f e r  t ha n  hu m a n  p l a s m a - d e r i v e d  p ro d u c t .  The 
o r p ha n  d e s i g n a t i o n  ha s  a f f o r d e d  t he  f i r m  w a i v e rs  f ro m  E n v i ro n m e n t a l  I m p a c t 
As s e s s m e n t s  a n d  a p p l i c a t i o n , p ro d u c t  a n d  e s t a b l i s hm e n t  u s e r  f e e s ,  a s  w e l l  a s 
m a r ke t  ex c l u s i v i t y .

• 	 D ev e l o p e d  t he  s t ra t e g y  a n d  p ro c e s s  f o r  a l l  e l e c t ro n i c  s u b m i s s i o n s  t o  F DA 
a n d  E MA .

• 	 Le a d  a  t e a m  i n  p r e p a ra t i o n  a n d  s u b m i s s i o n  o f  t he  f i r s t  ev e r  N e w  A n i m a l  D ru g 
A p p l i c a t i o n  f o r  t he  D N A  c o n s t ru c t  u s e d  t o  g e n e ra t e  t he  t ra n s g e n i c  a n i m a l s . 
Th i s  N A DA  w a s  a p p ro v e d  o n  t he  s a m e  d a y  a s  t he  B L A .  Ti m e  f ro m  s u b m i s s i o n 
o f  t he  N A DA  t o  a p p ro v a l  w a s  6  d a ys .

• 	 As s u m e d  r e s p o n s i b i l i t y  i n  a  l e a d  ro l e  f o r  e s t a b l i s h i n g  t he  Pha r m a c o v i g i l a n c e 
a n d  M e d i c a l  I n f o r m a t i o n  s e r v i c e s  o n  a  g l o b a l  b a s i s .  The  s y s t e m  w a s 
e s t a b l i s he d  i n  a  v e r y  s ho r t  p e r i o d  o f  t i m e  a n d  w a s  i n s p e c t e d  by  i n t e r n a t i o n a l 
he a l t h  a u t ho r i t i e s  w i t ho u t  s u b s t a n t i a l  i s s u e s .  H a v e  a l s o  ha d  t he  P V  s y s t e m 
a u d i t e d  by  i n t e r n a t i o n a l l y  r e c o g n ize d  P V  ex p e r t s  t o  e n s u r e  c o m p l i a n c e 
w i t h  E U  a n d  U S  r e q u i r e m e n t s .  Es t a b l i s he d  Co m p a n y - w i d e  P V  a n d  p ro d u c t 
c o m p l a i n t  t ra i n i n g .

• 	 As s u m e d  r e s p o n s i b i l i t y  f o r  h i r i n g ,  b u i l d i n g  a n d  m a n a g i n g  t he  U . S . - b a s e d 
B i o m e t r y  a n d  M e d i c a l  Wr i t i n g  f u n c t i o n s  w h i c h  e n a b l e d  t he  s u b m i s s i o n  o f  a 
B L A  w i t ho u t  a n y  B i o m e t r y  o r  M e d i c a l  Wr i t i n g  i s s u e s

• 	 Le a d  c G M P  i n s p e c t i o n s  o f  o u r  f i r m  by  Eu ro p e a n  a n d  F DA  ( C B E R  a n d 
C VM )  i n s p e c t o rs  o n  m u l t i p l e  o c c a s i o n s .  E n s u r e d  c o m p l i a n c e  w i t h  g l o b a l 
r e q u i r e m e n t s .

• 	 Es t a b l i s he d  Ad v e r t i s i n g  a n d  Pro m o t i o n  Rev i e w  Co m m i t t e e  ( w h i c h  i n c l u d e s 
r ev i e w  o f  p u b l i c a t i o n s )  t o  e n s u r e  o p t i m a l  m e s s a g i n g  a n d  c o m p l i a n c e .

• 	 M a n a g e d  a  g ro u p  o f  p e rs o n n e l  t o  d e l i v e r  o n  t he  p ro d u c t  d ev e l o p m e n t  a n d 
r e g i s t ra t i o n  g o a l s .  G u i d e d  p e rs o n n e l  f ro m  t he  p a r e n t  c o m p a n y  w i t h  r e s p e c t 
t o  U . S .  r e g i s t ra t i o n  a c t i v i t i e s  f o r  p ro d u c t s  a l r e a d y  m a r ke t e d  i n  Eu ro p e .

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  S e ro n o  L a b o ra t o r i e s
R e s p o n s i b i l i t i e s :

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  G e n z y m e
R e s p o n s i b i l i t i e s :

• 	 Le a d  p r e p a ra t i o n ,  s u b m i s s i o n  a n d  p ro d u c t  l i c e n s u r e  o f  Re b i f ® ,  t he  f i r s t  ev e r 
p ro d u c t  ( a n d  r e m a i n s  t o  b e  t he  o n l y  p ro d u c t )  t o  b e  l i c e n s e d  i n  t he  U . S . 
ha v i n g  o v e r c o m e  o r p ha n  d ru g  m a r ke t  ex c l u s i v i t y  b a s e d  o n  a  d e m o n s t ra t i o n 
o f  c l i n i c a l  s u p e r i o r i t y  f ro m  a n  e f f i c a c y  p e rs p e c t i v e .  The  p ro d u c t  w a s  s ho w n 
i n  a  d i r e c t  he a d - t o - he a d  s t u d y  t o  b e  c l i n i c a l l y  s u p e r i o r  t o  B i o g e n’s  l e a d 
p ro d u c t ,  Av o n ex ® .  The  s t u d y  w a s  d e s i g n e d  a n d  p o w e r e d  t o  d e m o n s t ra t e 
c l i n i c a l  s u p e r i o r i t y  o f  Re b i f  o v e r  Av o n ex  o n  p r i m a r y  a n d  c o - p r i m a r y  s t u d y 
e n d p o i n t s .

• 	 O b t a i n e d  l i c e n s u r e  o f  Re b i f  a p p ro x i m a t e l y  18  m o n t hs  p r i o r  t o  ex p i ra t i o n 
o f  U . S .  m a r ke t  ex c l u s i v i t y  f o r  Av o n ex .  Wi t h  a n n u a l  U . S .  s a l e s  o f  Re b i f  n o w 
i n  ex c e s s  o f  o n e  b i l l i o n  d o l l a r s ,  t he  c ha l l e n g e  a n d  a c c o m p l i s hm e n t  o f  t h i s 
Re g u l a t o r y  m i l e s t o n e  w a s  s i g n i f i c a n t .  Pe rs o n a l l y ,  I  w a s  o n e  o f  a  f e w  w i t h i n 
t he  o rg a n iza t i o n  w ho  r e c e i v e d  a  s i g n i f i c a n t  b o n u s  f ro m  t he  C E O  ( o n e  o f  t he 
77 t h  r i c he s t  m e n  i n  t he  w o r l d ) .  The  a c h i ev e m e n t  o f  p ro d u c t  l i c e n s u r e  o f  Re b i f 
w a s  t he  r e s u l t  o f  c o n t i n u o u s  n e g o t i a t i o n  a n d  a g r e e m e n t s  w i t h  t he  F DA .

• 	 Wa s  a c t i v e l y  i n v o l v e d  i n  t he  p r e p a ra t i o n ,  s u b m i s s i o n  o f  N e w  D ru g 
A p p l i c a t i o n s  a n d  a p p ro v a l  o f  s ev e ra l  o f  t he  f i r m s  o t he r  r e c o m b i n a n t  D N A -
d e r i v e d  p ro d u c t s  w h i c h  w e r e  d ev e l o p e d  t o  r e p l a c e  ex i s t i n g  hu m a n  t i s s u e 
ex t ra c t e d  p ro d u c t s .  D ev e l o p m e n t  o f  t he s e  p ro d u c t s  r e s u l t e d  i n  i m p ro v e m e n t s 
i n  ro u t e s  o f  a d m i n i s t ra t i o n  w h i c h  w e r e  w e l l  r e c e i v e d  by  t he  p a t i e n t 
c o m m u n i t y .

• 	 Wa s  a l s o  a c t i v e l y  i n v o l v e d  i n  t he  d ev e l o p m e n t  a n d  i n t ro d u c t i o n  i n t o  t he 
m a r ke t p l a c e  o f  a  n e e d l e - f r e e  d ev i c e  f o r  t he  a d m i n i s t ra t i o n  o f  hu m a n 
g ro w t h  ho r m o n e  t o  p e d i a t r i c  p a t i e n t s .  Th i s  c o m b i n a t i o n  w a s  w e l l  r e c e i v e d 
by  p a t i e n t s  a n d  p a r e n t s  a n d  o f f e r e d  a  c o m p e t i t i v e  a d v a n t a g e  f o r  t h i s  ra r e 
p a t i e n t  p o p u l a t i o n .

R e s p o n s i b i l i t i e s :
• 	 D a y - t o - d a y  i n t e ra c t i o n s  w i t h  d o m e s t i c  a n d  i n t e r n a t i o n a l  he a l t h  a u t ho r i t i e s
• 	 Co n t r i b u t i o n  t o  a n d  i m p l e m e n t a t i o n  o f  g l o b a l  d ru g  d ev e l o p m e n t  s t ra t e g y
• 	 M a n a g e m e n t  o f  s t a f f  a n d  s y s t e m s  t o  f a c i l i t a t e  e f f i c i e n t  p r e p a ra t i o n  o f 

r e g u l a t o r y  d o s s i e r s  f o r  p ro d u c t  d ev e l o p m e n t  a n d  c o m m e r c i a l iza t i o n
• 	 Rev i e w  a n d  a p p ro v a l  o f  p ro d u c t  a d v e r t i s i n g  a n d  p ro m o t i o n a l  m a t e r i a l s

• 	 M e n t o r e d  p e rs o n n e l  o n  a n  i n t e r n a t i o n a l  b a s i s  a c ro s s  a l l  l ev e l s  o f  t he 
o rg a n iza t i o n  w h i l e  e s t a b l i s h i n g  a  p o s i t i v e ,  “c a n  d o”  a t t i t u d e .  A l s o  l e a d 
t he  s u c c e s s f u l  s u b m i s s i o n  o f  t w o  B L As  ( o n e  a  c o m b i n a t i o n  b i o l o g i c / d ev i c e 
p ro d u c t )  a n d  o n e  N e w  A n i m a l  d ru g  A p p l i c a t i o n  ( f o r  t he  D N A  c o n s t ru c t 
s t a b l y  i n t e g ra t e d  i n t o  t he  g e n o m e  o f  a n i m a l s )  w i t ho u t  a n y  s i g n i f i c a n t  i s s u e s 
f o r  F DA  a c c e p t a n c e  o f  t he  a p p l i c a t i o n s .

A t  G e n z y m e ,  I  w a s  r e s p o n s i b l e  f o r  a l l  r e g u l a t o r y  a c t i v i t i e s  r e l a t e d  t o  t he 
d ev e l o p m e n t  o f  v i ra l  a n d  n o n - v i ra l  g e n e  t he ra p y  p ro d u c t s ,  a s  w e l l  a s  t ra n s g e n i c 
p ro d u c t  d ev e l o p m e n t .  The s e  r e s p o n s i b i l i t i e s  i n c l u d e d  i n t e ra c t i o n  w i t h  t he  Fo o d 
a n d  D ru g  Ad m i n i s t ra t i o n  a n d  t he  N a t i o n a l  I n s t i t u t e s  o f  H e a l t h  w h i c h  i n c l u d e d 
s u b m i s s i o n s  a n d  p u b l i c  d i s c u s s i o n s  o f  o u r  g e n e  t he ra p y  p ro t o c o l s  b e f o r e  t he 
Re c o m b i n a n t  D N A  Ad v i s o r y  Co m m i t t e e .  O n  a  d a y - t o - d a y  b a s i s ,  m y  t e a m  i n t e ra c t e d 
w i t h  F DA  a n d  N I H  p e rs o n n e l ,  R  &  D  p e rs o n n e l  a n d  m a n a g e m e n t  t o  e n s u r e  d e l i v e r y 
o n  t he  s t ra t e g i c  g o a l s  o f  t he  f i r m .
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D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  D a r by  P h a r m a c e u t i c a l s
R e s p o n s i b i l i t i e s :

M a n a g e r,  R e g u l a t o r y  &  C l i n i c a l  A f f a i rs  -  O rg a n o g e n e s i s
R e s p o n s i b i l i t i e s :

D i re c t o r,  R e g u l a t o r y  A f f a i rs  -  A s t ra  P h a r m a c e u t i c a l  P ro d u c t s
R e s p o n s i b i l i t i e s :

D ru g  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  D e l m e d
R e s p o n s i b i l i t i e s :

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  D a m o n  B i o t e c h
R e s p o n s i b i l i t i e s :

M a n a g e r,  R e g u l a t o r y  A f f a i rs  -  S e ro n o  L a b o ra t o r i e s
R e s p o n s i b i l i t i e s :

At  D a r by ,  I  w a s  t he  H e a d  o f  Re g u l a t o r y  a n d  ha d  r e s p o n s i b i l i t y  f o r  a l l  i n t e ra c t i o n 
w i t h  F DA .  I  w a s  r e s p o n s i b l e  f o r  t he  s c he d u l i n g ,  p r e p a ra t i o n  o f  s u b m i s s i o n s  a n d 
f o r  s e c u r i n g  t he  a p p ro v a l  o f  N e w  D ru g  A p p l i c a t i o n s .  Ad d i t i o n a l  r e s p o n s i b i l i t i e s 
i n c l u d e d  ke e p i n g  m a n a g e m e n t  i n f o r m e d  o f  c ha n g e s  i n  t he  Re g u l a t o r y  e n v i ro n m e n t .

Pr i m a r y  r e s p o n s i b i l i t i e s  w e r e  t o  p l a n  a n d  i n i t i a t e  c l i n i c a l  s t u d i e s  f o r  b i o l o g i c a l 
m e d i c a l  d ev i c e s  t o  b e  u s e d  i n  s u p p o r t  o f  510 ( k )  n o t i c e s  a n d  p r e m a r ke t  a p p ro v a l 
a p p l i c a t i o n s .  Ad d i t i o n a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  p r e p a ra t i o n  a n d  m a i n t e n a n c e 
o f  i n v e s t i g a t i o n a l  d ev i c e  ex e m p t i o n  a p p l i c a t i o n s .

Pr i n c i p a l  r e s p o n s i b i l i t i e s  w e r e  t o  m a n a g e  p e rs o n n e l  a n d  r e g u l a t o r y  p ro j e c t s 
l e a d i n g  t o  t he  s u b m i s s i o n  o f  I N D s ,  N DAs  a n d  A N DAs  i n  a c c o r d a n c e  w i t h  p l a n n e d 
s t ra t e g i e s .

Pr i n c i p a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  c o o r d i n a t i o n ,  c o m p i l a t i o n ,  r ev i e w  a n d 
s u b m i s s i o n  o f  Co m p a n y  r e g u l a t o r y  f i l i n g s  t ha t  i n c l u d e d  D M Fs ,  I N D s  a n d  N DAs  f o r 
d ru g s  a n d  510 ( k )  n o t i c e s  a n d  I D E  s  f o r  m e d i c a l  d ev i c e s .

Pr i n c i p a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  c o o r d i n a t i o n ,  c o m p i l a t i o n ,  r ev i e w  a n d 
s u b m i s s i o n  o f  a l l  Co m p a n y  r e g u l a t o r y  d o c u m e n t s  i n  a c c o r d a n c e  w i t h  Fe d e ra l , 
S t a t e  a n d  l o c a l  l a w s ,  ru l e s  r e g u l a t i o n s  a n d  g u i d e l i n e s .  S u c h  s u b m i s s i o n s  i n c l u d e d 
D M Fs ,  I N D s ,  E L As  a n d  P L As  a n d  m i s c e l l a n e o u s  p e r m i t  a n d  l i c e n s e  a p p l i c a t i o n s .
Ad d i t i o n a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  c o o r d i n a t i o n  a n d  p r e p a ra t i o n  o f  a d e q u a t e 
r e s p o n s e s  t o  r e q u e s t s  m a d e  by  g o v e r n m e n t  he a l t h  a u t ho r i t i e s  p e r t a i n i n g  t o 
Co m p a n y  a p p l i c a t i o n s .

Pr i n c i p a l  r e s p o n s i b i l i t y  w a s  t o  m a n a g e  Re g u l a t o r y  p e rs o n n e l  w ho ,  u n d e r  m y 
d i r e c t i o n ,  p r e p a r e d  a n d  f i l e d  I N D s ,  N DAs ,  I D Es ,  PMAs ,  D M Fs  a n d  o t he r  d o s s i e r s 
a s  r e q u i r e d  t o  p e r m i t  i n v e s t i g a t i o n  a n d / o r  r e g i s t ra t i o n  o f  Co m p a n y  p ro d u c t s  i n  t he 
U . S .  a n d  Ca n a d a .  A n  a d d i t i o n a l  p r i m a r y  r e s p o n s i b i l i t y  w a s  t o  l i a i s e  w i t h  t he  Fo o d
a n d  D ru g  Ad m i n i s t ra t i o n  t o  f a c i l i t a t e  t he  t i m e l y  d ev e l o p m e n t  a n d  r e g i s t ra t i o n  o f 
p ro d u c t s .

I t  w a s  m y  r e s p o n s i b i l i t y  t o  i n f o r m  Co m p a n y  p e rs o n n e l  a b o u t  G L P,  G M P  a n d  G C P 
r e q u i r e m e n t s  t o  e n s u r e  t ha t  p ro d u c t s  w e r e  d ev e l o p e d  a n d  p ro d u c e d  i n  a  s o u n d 
a n d  s a f e  m a n n e r.  B y  w a y  o f  p e r i o d i c  a u d i t s  a g a i n s t  w r i t t e n  Co m p a n y  p o l i c i e s /
p ro c e d u r e s  a n d  g o v e r n m e n t  r e g u l a t i o n s  c o m p l i a n c e  w a s  a s s u r e d .

D ru g  R e g u l a t o r y  A f f a i rs  A s s o c i a t e  -  R ev l o n  H e a l t h  C a re  G ro u p
R e s p o n s i b i l i t i e s :

D ru g  R e g u l a t o r y  A f f a i rs  A s s i s t a n t  -  A s t ra  P h a r m a c e u t i c a l  P ro d u c t s
R e s p o n s i b i l i t i e s :

Pr i n c i p a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  c o o r d i n a t i o n ,  p r e p a ra t i o n  a n d  r ev i e w  o f 
t he  p ha r m a c y  a n d  c he m i s t r y  s e c t i o n s  o f  I N D s ,  N DAs ,  A N DAs  a n d  s u b s e q u e n t 
a m e n d m e n t s / s u p p l e m e n t s .  Ad d i t i o n a l  r e s p o n s i b i l i t i e s  i n c l u d e d  t he  c o o r d i n a t i o n , 
p r e p a ra t i o n  a n d  r ev i e w  o f  p r e c l i n i c a l  a n d  c l i n i c a l  s e c t i o n s  o f  I N D s  a n d  N DAs .

Pr i n c i p a l  r e s p o n s i b i l i t i e s  w e r e  t o  c o o r d i n a t e ,  c o m p i l e  a n d  r ev i e w  I N D s ,  N DAs 
a n d  A N DAs .  S u p e r v i s e d  c l e r i c a l  p e rs o n n e l  n e c e s s a r y  f o r  t he  p r e p a ra t i o n  o f  l a rg e 
r e g u l a t o r y  s u b m i s s i o n s .  Wa s  r e s p o n s i b l e  f o r  g a t he r i n g  a n d  a s s e m b l i n g  i n f o r m a t i o n 
r e q u i r e d  f o r  p r e p a r i n g  a n n u a l  a n d  p e r i o d i c  I N D ,  N DA  a n d  A N DA  u p d a t e  r e p o r t s .
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P h D  B i o c he m i s t r y  a n d  M o l e c u l a r  B i o l o g y  -  2 010 
M o n a s h  U n i v e rs i t y ,  Au s t ra l i a

G ra d u a t e  C e r t i f i c a t e  o f  C o m m e rc i a l i s i n g  R e s e a rc h  -  2 010
M o n a s h  U n i v e rs i t y ,  Au s t ra l i a

R e s e a rc h  H o n o u rs  ( B i o c he m i s t r y  &  M o l e c u l a r  B i o l o g y )  -  2 0 04
M o n a s h  U n i v e rs i t y ,  Au s t ra l i a

B S c  ( H o n s )  B i o m e d i c a l  S c i e n c e  ( M e d i c i n a l  C he m i s t r y )  -  2 0 0 3
M o n a s h  U n i v e rs i t y ,  Au s t ra l i a

D i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t  -  S c e n d e a
2 019  -  2 023

S e n i o r  C o n s u l t a n t -  C l i n i c a l  N e t wo r k  S e r v i c e s 
2 014  –  2 019 

C o n s u l t a n t  E d i t o r  &  R e g u l a t o r y  R a p p o r t e u r  -  TO P R A
2 014  –  2 014

S e n i o r  R e g u l a t o r y  S c i e n t i s t  -  Vo i s i n  C o n s u l t i n g  L i f e  S c i e n c e s
2 013  –  2 014

S e n i o r  P ro j e c t  M a n a g e r  -  E R A  C o n s u l t i n g
2 012  –  2 013
 
P ro j e c t  M a n a g e r  -  E R A  C o n s u l t i n g
2 010  –  2 012
 
R e s e a rc h  S c i e n t i s t  ( Pa r t - t i m e )  -  A l c he m i a  L t d
2 0 0 6  –  2 010
 
R e s e a rc h  A s s i s t a n t  -  M o n a s h  U n i ve rs i t y
2 0 0 4  –  2 0 0 6
 
L a b o ra t o r y  Te s t e r  ( Pa r t - t i m e )  -  S i l l i ke r  M i c ro t e c h
2 0 0 0  –  2 0 0 4

R e g u l a t o r y  A f f a i rs  P ro f e s s i o n a l s 
S o c i e t y  ( R A P S )  -  Re g u l a t o r y 
A f f a i r s  Ce r t i f i c a t i o n  ( E U )

The  O rg a n i s a t i o n  f o r 
P ro f e s s i o n a l s  i n  R e g u l a t o r y 
A f f a i rs  ( TO P R A )  -  M e m b e r 

Previous Experience
S e n i o r  R e g u l a t o r y  S c i e n t i s t  -  Vo i s i n  C o n s u l t i n g  L i f e  S c i e n c e s 
R e s p o n s i b i l i t i e s :

S e n i o r  R e g u l a t o r y  A f f a i rs  P ro j e c t  M a n a g e r  -  E R A  C o n s u l t i n g  ( U K )  L t d . 
R e s p o n s i b i l i t i e s :

R e s e a rc h  S c i e n t i s t –  A l c he m i a  L t d . 
R e s p o n s i b i l i t i e s :

• 	 Pro d u c t  d ev e l o p m e n t  p l a n  a n d  s t ra t e g i c  r e g u l a t o r y  a d v i c e ,  f o c u s i n g 
o n  Ad v a n c e d  The ra p y  M e d i c i n a l  Pro d u c t s  ( ATM Ps ) .

• 	 Pr e p a ra t i o n  o f  b r i e f i n g  d o c u m e n t s  f o r  Eu ro p e a n  n a t i o n a l  s c i e n t i f i c 
a d v i c e ,  E MA  c e n t ra l  s c i e n t i f i c  a d v i c e / p ro t o c o l  a s s i s t a n c e  a n d 
r e g u l a t o r y  a p p l i c a t i o n s  f o r  O r p ha n  D ru g  D e s i g n a t i o n s  a n d 
Pa e d i a t r i c  I n v e s t i g a t i o n  P l a n s .

• 	 Re g u l a t o r y  a u t ho r i t y  i n t e ra c t i o n s  i n c l u d i n g  w i t h  t he  E MA 
( a t t e n d a n c e  a t  s c i e n t i f i c  a d v i c e  p r e -  s u b m i s s i o n  m e e t i n g s  a n d 
d i s c u s s i o n  m e e t i n g s ,  CO M P  o ra l  he a r i n g s ,  P I P  p r e - s u b m i s s i o n 
m e e t i n g s ) . 

• 	 N o n - c l i n i c a l / c l i n i c a l  d u e  d i l i g e n c e ,  g a p  a n a l y s e s  a n d  r e g u l a t o r y 
s t ra t e g y  d ev e l o p m e n t  a c t i v i t i e s .

• 	 Au t ho r i n g  a n d  r ev i e w  o f  r e g u l a t o r y  d o c u m e n t a t i o n :  C l i n i c a l  Tr i a l 
A p p l i c a t i o n s ,  I M P D  ( n o n c l i n i c a l / c l i n i c a l ) ,  I B  a n d  s t u d y  p ro t o c o l 
( r ev i e w ) ;  a n d  Pa e d i a t r i c  I n v e s t i g a t i o n  P l a n s  ( P I Ps ) .

• 	 Pr e p a ra t i o n  o f  b r i e f i n g  d o c u m e n t s  f o r  Eu ro p e a n  n a t i o n a l  s c i e n t i f i c 
a d v i c e ,  E MA  c e n t ra l  s c i e n t i f i c  a d v i c e / p ro t o c o l  a s s i s t a n c e ,  F DA 
m e e t i n g  p a c ka g e s  ( p r e - I N D  m e e t i n g s ) ;  p r e p a ra t i o n / s t ra t e g i c 
d e s i g n  o f  l i s t  o f  q u e s t i o n s ,  r ev i e w  o f  c o m p a n y  p o s i t i o n  s t a t e m e n t s .

• 	 Re g u l a t o r y  a u t ho r i t y  i n t e ra c t i o n s  w i t h  t he  E MA  ( i n c l u d i n g 
a t t e n d a n c e  a t  s c i e n t i f i c  a d v i c e  p r e - s u b m i s s i o n  m e e t i n g s  a n d 
d i s c u s s i o n  m e e t i n g s ,  CO M P  o ra l  he a r i n g s ,  P I P  p r e - s u b m i s s i o n 
m e e t i n g s )  a n d  n a t i o n a l  r e g u l a t o r y  a g e n c i e s  ( i n c l u d i n g  a t t e n d a n c e 
a t  M H RA ,  M PA  m e e t i n g s )  a n d  t he  N I B S C  ( m e e t i n g  a t t e n d a n c e ) .

• 	 D o s s i e r  p r e p a ra t i o n  f o r  2  MA As  i n  C T D  f o r m a t ;  c o - a u t ho r e d /
r ev i e w e d  M o d u l e s  2 . 5  a n d  2 . 7,  a u t ho r e d  M o d u l e s  2 . 4  a n d  2 . 6 ) ; 
p r e p a r e d  O r p ha n  D ru g  D e s i g n a t i o n  ( O D D )  a p p l i c a t i o n s .

• 	 N o n - c l i n i c a l / c l i n i c a l  d u e  d i l i g e n c e ,  g a p  a n a l y s e s  a n d  r e g u l a t o r y 
s t ra t e g y  d ev e l o p m e n t  a c t i v i t i e s .

• 	 Co n f e r e n c e  p r e s e n t a t i o n s  ( o f f - s i t e  c o n f e r e n c e  p r e s e n t a t i o n s  a n d 
t ra i n i n g  w o r ks ho p s ) .

• 	 S c r e e n i n g  o f  c a n d i d a t e  m o l e c u l e s  f o r  c o l o n  c a n c e r  t r e a t m e n t .
• 	 Ev a l u a t i o n  o f  d ru g  c a n d i d a t e  e f f i c a c y / s a f e t y  i n  v i v o .
• 	 D ra f t i n g  o f  d o c u m e n t a t i o n  t o  s u p p o r t  a p p l i c a t i o n s  t o  r e g u l a t o r y 

a u t ho r i t i e s .
• 	 D e s i g n  a n d  p ro j e c t  m a n a g e m e n t  o f  n o n - c l i n i c a l  o n c o l o g y  t he ra p y 

s t u d i e s .
• 	 Re s e a r c h ,  d a t a  c o l l e c t i o n ,  e n t r y  a n d  s t a t i s t i c a l  a n a l y s i s .
• 	 Pr e p a ra t i o n  o f  ex t e n s i v e  r e p o r t i n g  d o c u m e n t a t i o n  ( s t u d y  p ro t o c o l s , 

s t u d y  r e p o r t s ,  s t a n d a r d  o p e ra t i n g  p ro c e d u r e s  e t c . )
• 	 S c i e n t i f i c  t e c hn i q u e s :  Ce l l  b a s e d  c y t o t o x i c i t y  a s s a ys , 

i m m u n o h i s t o c he m i s t r y ,  h i s t o l o g y ,  s m a l l  a n i m a l  m o d e l  g e n e ra t i o n 
a n d  u s e  ( p r e d o m i n a n t l y  x e n o g ra f t  m o d e l s ) .



S c e n d e a   -   E x p e r t i s e

R e s e a rc h  A s s i s t a n t  -  M o n a s h  U n i ve rs i t y,  M e l b o u r n e ,  A u s t ra l i a . 
R e s p o n s i b i l i t i e s :

• 	 Co n t r i b u t i o n  t o  t he  d e s i g n  a n d  ex e c u t i o n  o f  s t u d i e s  t o  s u p p o r t  t he 
n o n - c l i n i c a l  ev a l u a t i o n  o f  n o v e l  c he m o t he ra p e u t i c  f o r m u l a t i o n s .

• 	 S c i e n t i f i c  t e c hn i q u e s :  Ce l l  b a s e d  c y t o t o x i c i t y  a s s a ys , 
i m m u n o h i s t o c he m i s t r y ,  h i s t o l o g y ,  i n  s i t u  hy b r i d i s a t i o n ,  s m a l l  a n i m a l 
m o d e l  g e n e ra t i o n  a n d  u s e  ( p r e d o m i n a n t l y  x e n o g ra f t  m o d e l s ) ,  a n d 
h i g h - p e r f o r m a n c e  l i q u i d  c hro m a t o g ra p hy  ( H P LC ) .

• 	 Pr e p a ra t i o n  o f  r e p o r t i n g  d o c u m e n t a t i o n  a n d  c o m p l i a n c e  w i t h  G L P.

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

M S c  A p p l i e d  To x i c o l o g y  -  2 0 0 2  -  2 0 07
U n i v e rs i t y  o f  S u r r ey

B S c  ( H o n s )  L i f e  S c i e n c e s  -  19 93  -  19 96
N a p i e r  U n i v e rs i t y ,  Ed i n b u rg h

H . N . C .  A p p l i e d  B i o l o g y  -  19 91  -  19 93
S u n d e r l a n d  U n i v e rs i t y

S e n i o r  N o n - C l i n i c a l  A s s e s s o r,  M H R A
2 018  –  2 022 

A c c re d i t e d  N o n - C l i n i c a l  A s s e s s o r,  M H R A
2 015  –  2 018
 
N o n - C l i n i c a l  A s s e s s o r,  M H R A
2 014  –  2 015

S e n i o r  R e s e a rc h  I nve s t i g a t o r,  To x i c o l o g y  -  C o va n c e  L a b o ra t o r i e s  L t d 
2 010  –  2 014

S e n i o r  R e s e a rc h  I nve s t i g a t o r,  D ru g  S a f e t y  E va l u a t i o n  -  S a n o f i - Ave n t i s 
2 010  –  2 010

R e s e a rc h  I nve s t i g a t o r,  D ru g  S a f e t y  E va l u a t i o n  -  S a n o f i - Ave n t i s 
2 0 0 5  –  2 0 0 9

P r i n c i p a l  R e s e a rc h  S c i e n t i s t ,  To x i c o l o g y  -  S a n o f i - S y n t hé l a b o
2 0 02  –  2 0 0 5

S e n i o r  R e s e a rc h  S c i e n t i s t ,  Zo o t e c h n i e  -  S a n o f i - S y n t hé l a b o
2 0 0 0  –  2 0 02

A s s o c i a t e  R e s e a rc h  S c i e n t i s t / R e s e a rc h  S c i e n t i s t ,  To x i c o l o g y  - S a n o f i  R e s e a rc h  D i v i s i o n
19 9 4  -  2 0 0 0

S e n i o r  R e s e a rc h  Te c h n i c i a n / P r i n c i p a l  R e s e a rc h  Te c h n i c i a n ,  To x i c o l o g y  -  S t e r l i n g - W i n t h ro p 
19 9 0  -  19 9 4

Tra i n e e  A n i m a l  Te c h n i c i a n  t o  L e a d i n g  A n i m a l  Te c h n i c i a n  -  H az l e t o n  L a b o ra t o r i e s 
19 85  -  19 9 0

Ian Waterson BSc (Hons), MSc
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 2

PROFE S SIONAL
S O CIETIE S.

M e m b e r  o f  t he  B r i t i s h  To x i c o l o g y 
S o c i e t y.



S c e n d e a   -   E x p e r t i s e

Previous Experience

S e n i o r  N o n - C l i n i c a l  A s s e s s o r,  M H R A
R e s p o n s i b i l i t i e s :

A c c re d i t e d  N o n - C l i n i c a l  A s s e s s o r,  M H R A
R e s p o n s i b i l i t i e s :

• 	 Ca r r y  o u t  t he  a s s e s s m e n t  o f  n o n - c l i n i c a l  d a t a  p ro v i d e d  i n  m a r ke t i n g 
a u t ho r i s a t i o n  i n i t i a l  a n d  v a r i a t i o n  a p p l i c a t i o n s  o r  c l i n i c a l  t r i a l 
a p p l i c a t i o n s  a n d  a m e n d m e n t s  i n c l u d i n g  t ho s e  w i t h  n e w,  w i d e -
ra n g i n g  o r  c o m p l ex  i s s u e s  m a k i n g  a p p ro p r i a t e  r e c o m m e n d a t i o n s 
a n d  d e c i s i o n s  i n  l i n e  w i t h  t he  p ro t e c t i o n  o f  p u b l i c  he a l t h .

• 	 M a n a g e  o w n  w o r k l o a d  w o r k i n g  i n  c o n j u n c t i o n  w i t h  s e r v i c e 
c o o r d i n a t o rs  a n d  o t he r  a s s e s s o rs  t o  m e e t  Eu ro p e a n ,  A g e n c y  o r 
D i v i s i o n a l  d e a d l i n e s

• 	 Pro m p t l y  u p d a t e  A g e n c y ,  d i v i s i o n a l  o r  t e a m  w o r k  m a n a g e m e n t 
d a t a b a s e s  t o  r e f l e c t  t he  p ro g r e s s  o f  o w n  w o r k

• 	 Pr e p a r e  a n d  p r e s e n t  o b j e c t i v e  a s s e s s m e n t s  o r  o t he r  s c i e n t i f i c 
p a p e rs  t o  ex p e r t  a d v i s o r y  b o d i e s

• 	 Ta ke  a  l e a d  i n  p ro v i d i n g  r e l i a b l e ,  t i m e l y  a n d  a p p ro p r i a t e  s c i e n t i f i c 
a n d  r e g u l a t o r y  a d v i c e  t o  c o m p a n i e s  a t  m e e t i n g s  a n d  i n  w r i t i n g 
r e f l e c t i n g  c o n t e m p o ra r y  r e g u l a t o r y  g u i d a n c e  a n d  r e l ev a n t

• 	 M e n t o rs  o r  c o a c he s  o t he r  s t a f f  t o  e n ha n c e  t he i r  kn o w l e d g e  a n d 
c o n t r i b u t i o n

• 	 Pro v i d e s  a d  ho c  a d v i c e  t o  c o l l e a g u e s  i n  t he  d i v i s i o n  o r  A g e n c y
• 	 Co n t i n u e s  t o  ex t e n d  a n d  d e e p e n  s k i l l s  a n d  kn o w l e d g e  i n  r e l ev a n t 

s c i e n t i f i c  o r  p ro f e s s i o n a l  a r e a s
• 	 Co n t r i b u t e  t o  a n d  i n f l u e n c e  a s s e s s m e n t  p o l i c y  a n d  p ra c t i c e  a n d 

p ro a c t i v e l y  i d e n t i f y  w he r e  s u c h  c o n t r i b u t i o n s  w o u l d  b e  b e n e f i c i a l
• 	 Co n t r i b u t e  t o  a n d  i n f l u e n c e  d i v i s i o n a l  p ro c e d u r e s  a n d  p ro a c t i v e l y 

i d e n t i f y  w he r e  s u c h  c o n t r i b u t i o n s  w o u l d  b e  b e n e f i c i a l
• 	 M a ke  i n d i v i d u a l  c o n t r i b u t i o n s  t o  r e p r e s e n t a t i o n a l  o r  p ro f e s s i o n a l 

a c t i v i t i e s  i n s i d e  o r  o u t s i d e  t he  A g e n c y.
• 	 D ev e l o p  g o o d  w o r k i n g  r e l a t i o n s h i p s  w i t h  c o l l e a g u e s  a n d  w i t h 

i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs .
• 	 D e a l  e f f e c t i v e l y  w i t h  o f f i c i a l  c o r r e s p o n d e n c e  t o  a g r e e d  t i m e l i n e s .
• 	 U s e  o w n  a n d  A g e n c y  r e s o u r c e s  i n  l i n e  w i t h  A g e n c y  a n d  d i v i s i o n a l 

s t ra t e g y  t o  m e e t  t a rg e t s .

• 	 As s e s s m e n t  o f  n e w  a n d  v a r i a t i o n  a p p l i c a t i o n s  a n d / o r  s u b s t a n t i a l 
a m e n d m e n t s  f o r  n a t i o n a l  a n d  Eu ro p e a n  p ro c e d u r e s .

• 	 As s e s s m e n t  o f  r e s p o n s e s  f o r  n a t i o n a l  a n d  Eu ro p e a n  p ro c e d u r e s .
• 	 Pro v i d e  s o u n d ,  ro b u s t ,  c a r e f u l l y  c o n s i d e r e d  s c i e n t i f i c  a n d 

r e g u l a t o r y  a d v i c e  t o  Ad v i s o r y  Co m m i t t e e s ,  Co m p a n i e s ,  E MA ,  o t he r 
Co m p e t e n t  Au t ho r i t i e s  a n d  o t he r  r e l ev a n t  s t a ke ho l d e rs .

• 	 M a i n t a i n  a l l  A g e n c y  i n f o r m a t i o n  m a n a g e m e n t  s y s t e m s  w i t h  u p  t o 
d a t e  i n f o r m a t i o n ,  c o n t r i b u t e  t o  t he  a c c u ra c y  o f  t he  d a t a b a s e  a n d 
c o m p l y  w i t h  D a t a  As s u ra n c e  Pro t o c o l  a n d  r e l ev a n t  SO Ps .

• 	 Pro v i d e  r e g u l a t o r y  a n d  s c i e n t i f i c  a d v i c e  t o  c o l l e a g u e s  a n d 
s t a ke ho l d e rs  a n d  d e a l i n g  w i t h  e n q u i r i e s  i n c l u d i n g  p r e p a ra t i o n  o f 
a n s w e rs  t o  o f f i c i a l  c o r r e s p o n d e n c e .

• 	 Co n t i n u e  p ro f e s s i o n a l  d ev e l o p m e n t  i n  o r d e r  t o  m a i n t a i n  a n d 
i m p ro v e  g o o d  r e g u l a t o r y  a n d  s c i e n t i f i c  /  n o n - c l i n i c a l  /  c l i n i c a l 
ex p e r t i s e  ( a s  a p p ro p r i a t e ) .

• 	 Re p r e s e n t  t he  D i v i s i o n  o r  A g e n c y  a t  c ro s s - d i v i s i o n a l  o r  ex t e r n a l 
m e e t i n g s  a n d  w o r k i n g  g ro u p s .

• 	 As s e s s m e n t  o f  n e w  a n d  v a r i a t i o n  a p p l i c a t i o n s  a n d / o r  s u b s t a n t i a l 
a m e n d m e n t s  f o r  n a t i o n a l  a n d  Eu ro p e a n  p ro c e d u r e s .

• 	 As s e s s m e n t  o f  r e s p o n s e s  f o r  n a t i o n a l  a n d  Eu ro p e a n  p ro c e d u r e s .
• 	 Pro v i d e  s o u n d ,  ro b u s t ,  c a r e f u l l y  c o n s i d e r e d  s c i e n t i f i c  a n d 

r e g u l a t o r y  a d v i c e  t o  Ad v i s o r y  Co m m i t t e e s ,  Co m p a n i e s ,  E MA ,  o t he r 
Co m p e t e n t  Au t ho r i t i e s  a n d  o t he r  r e l ev a n t  s t a ke ho l d e rs .

• 	 M a i n t a i n  a l l  A g e n c y  i n f o r m a t i o n  m a n a g e m e n t  s y s t e m s  w i t h  u p  t o 
d a t e  i n f o r m a t i o n ,  c o n t r i b u t e  t o  t he  a c c u ra c y  o f  t he  d a t a b a s e  a n d 
c o m p l y  w i t h  D a t a  As s u ra n c e  Pro t o c o l  a n d  r e l ev a n t  SO Ps .

• 	 Pro v i d e  r e g u l a t o r y  a n d  s c i e n t i f i c  a d v i c e  t o  c o l l e a g u e s  a n d 
s t a ke ho l d e rs  a n d  d e a l i n g  w i t h  e n q u i r i e s  i n c l u d i n g  p r e p a ra t i o n  o f 
a n s w e rs  t o  o f f i c i a l  c o r r e s p o n d e n c e .

• 	 Co n t i n u e  p ro f e s s i o n a l  d ev e l o p m e n t  i n  o r d e r  t o  m a i n t a i n  a n d 
i m p ro v e  g o o d  r e g u l a t o r y  a n d  s c i e n t i f i c  /  n o n - c l i n i c a l  /  c l i n i c a l 
ex p e r t i s e  ( a s  a p p ro p r i a t e ) .

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	  S t u d y  D i r e c t o r :  To  p l a n ,  d e s i g n ,  m a n a g e  a n d  r e p o r t  ro u t i n e  a n d 

n o n - ro u t i n e  t o x i c i t y  s t u d i e s  i n  a c c o r d a n c e  w i t h  c l i e n t ’s  r e s e a r c h 
s t ra t e g y.  To  e n s u r e  t ha t  t o x i c i t y  s t u d i e s  a r e  c o n d u c t e d  t o  t he  h i g he s t 
s c i e n t i f i c  s t a n d a r d  a n d  i n  f u l l  c o m p l i a n c e  w i t h  t he  p r i n c i p l e s  o f  G L P 
t o  p ro m o t e  p ro d u c t  a d v a n c e m e n t .

• 	 Pro j e c t  Te a m  Re p r e s e n t a t i v e :  Whe r e  r e q u i r e d ,  t o  p a r t i c i p a t e  i n 
c o m p o u n d - s p e c i f i c ,  m u l t i - d i s c i p l i n a r y  Pro j e c t  Te a m s  f o r  c l i e n t s .   
Pr e p a r e  a n d / o r  r ev i e w  t e c hn i c a l  a n d  s c i e n t i f i c  d o c u m e n t a t i o n  t ha t 
c o n t r i b u t e s  t o  s a f e t y  a s s e s s m e n t  o f  c o m p o u n d s  ( e . g  N o n C l i n i c a l 
s e c t i o n s  o f  I M P D s ,  C T D s  e t c . ) .   To  s u p p o r t  a  m u l t i - d i s c i p l i n a r y 
a p p ro a c h  t o  s a f e t y  a s s e s s m e n t ,  i n c l u d i n g  p ro a c t i v e  i n v o l v e m e n t 
i n  p ro b l e m  r e s o l u t i o n  p ro j e c t s  w i t h i n  S a f e t y  As s e s s m e n t  a n d 
c o l l a b o ra t i o n  w i t h  c o l l e a g u e s  a t  ex t e r n a l  f a c i l i t i e s  t o  a c h i ev e  c o -
o r d i n a t e d  p ro g r e s s i o n  o f  p ro j e c t s .

• 	 D e p u t y  Le a d  f o r  Ta rg e t  O c c u p a n c y  ( i n  v i v o  p ha r m a c o l o g y )  s t u d i e s : 
M a n a g e  t he  v a l i d a t i o n  a n d  r e p o r t i n g  o f  n e w  TO  a s s a ys .   P l a n , 
c o n d u c t ,  m a n a g e  a n d  r e p o r t  ro u t i n e  a n d  n o n - ro u t i n e  Ta rg e t 
O c c u p a n c y  s t u d i e s .

• 	 Tra i n i n g :  O v e rs e e  t he  t ra i n i n g  o f  n e w  S t u d y  D i r e c t o rs .
• 	 O p e ra t i o n a l  I m p l e m e n t a t i o n  M a n a g e r :  M a n a g e  t he  i n s t a l l a t i o n  a n d 

v a l i d a t i o n  o f  t he  I n - L i f e  d a t a  c a p t u r e  a n d  Re p o r t i n g  s o f t w a r e ,  f ro m 
a n  o p e ra t i o n a l  p e rs p e c t i v e .

• 	 Lo c a l  r e p r e s e n t a t i v e  i n  S a f e t y  As s e s s m e n t  f o r  GT I  ev a l u a t i o n 
s t ra t e g y :  Pro v i d e  a d v i c e  t o  c l i e n t s  b o t h  i n t e r n a l l y  a n d  ex t e r n a l l y  o n 
t he  a p p ro a c h  t o  t a ke  f o r  GT I  a s s e s s m e n t .

• 	 S i t e  r e p r e s e n t a t i v e  i n  G l o b a l  Re p o r t  Fo r m a t  Te a m :  To  p a r t i c i p a t e  i n 
a  G l o b a l  t e a m  t o  ha r m o n i s e  G L P  r e p o r t  a n d  p ro t o c o l  t e m p l a t e s  a n d 
t he  p ro c e s s e s  i n v o l v e d  i n  p ro t o c o l  a n d  r e p o r t  p ro d u c t i o n ,  i n c l u d i n g 
e S u b m i s s i o n  f o r m a t t i n g .

• 	 S i t e  To x i c o l o g y  Re p r e s e n t a t i v e  o n  N C 3 Rs  p ro j e c t  o n  m i c ro s a m p l i n g .

N o n - C l i n i c a l  A s s e s s o r,  M H R A
R e s p o n s i b i l i t i e s :

S e n i o r  R e s e a rc h  I nve s t i g a t o r,  To x i c o l o g y  -  C o va n c e  L a b o ra t o r i e s
R e s p o n s i b i l i t i e s :

R e s e a rc h  I nve s t i g a t o r,  D ru g  S a f e t y  E va l u a t i o n  -  S a n o f i - Ave n t i s 
R e s p o n s i b i l i t i e s :

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	  S t u d y  D i r e c t o r :  To  p l a n ,  d e s i g n ,  m a n a g e  a n d  r e p o r t  ro u t i n e  a n d 

n o n - ro u t i n e  t o x i c i t y  s t u d i e s  i n  a c c o r d a n c e  w i t h  t he  c o m p a n y ’s 
r e s e a r c h  s t ra t e g y  f o r  d ru g  d ev e l o p m e n t .  To  e n s u r e  t ha t  t o x i c i t y 
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P r i n c i p a l  R e s e a rc h  S c i e n t i s t ,  To x i c o l o g y  -  S a n o f i - S y n t hé l a b o
R e s p o n s i b i l i t i e s :

S e n i o r  R e s e a rc h  S c i e n t i s t ,  Zo o t e c h n i e  -  S a n o f i - S y n t hé l a b o
R e s p o n s i b i l i t i e s :

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	 S t u d y  D i r e c t o r :  To  p l a n ,  d e s i g n ,  m a n a g e  a n d  r e p o r t  ro u t i n e  a n d 

n o n - ro u t i n e  t o x i c i t y  s t u d i e s  i n  a c c o r d a n c e  w i t h  t he  c o m p a n y ’s 
r e s e a r c h  s t ra t e g y  f o r  d ru g  d ev e l o p m e n t .  To  e n s u r e  t ha t  t o x i c i t y 
s t u d i e s  a r e  c o n d u c t e d  t o  t he  h i g he s t  s c i e n t i f i c  s t a n d a r d  a n d  i n 
f u l l  c o m p l i a n c e  w i t h  t he  p r i n c i p l e s  o f  G L P  t o  p ro m o t e  p ro d u c t 
a d v a n c e m e n t .  Pr e p a r e  a n d / o r  r ev i e w  t e c hn i c a l  a n d  s c i e n t i f i c 
d o c u m e n t a t i o n  t ha t  c o n t r i b u t e s  t o  s a f e t y  a s s e s s m e n t  o f  c o m p o u n d s . 
S u p p o r t  a  m u l t i - d i s c i p l i n a r y  a p p ro a c h  t o  s a f e t y  a s s e s s m e n t .

• 	 D e p u t y  Pro j e c t  L i c e n c e  H o l d e r.

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	 M a n a g e m e n t :  Re s p o n s i b l e  f o r  m a n a g e m e n t  o f  a n i m a l  u n i t  a n d 

i t s  s t a f f ,  i n c l u d i n g  p ro v i d i n g  f u l l y  r e s o u r c e d  r e a m s  a n d  t ra i n e d 
p e rs o n n e l  t o  c o m p l e t e  a l l  n o n - c l i n i c a l  s t u d y  t a s ks .

• 	 Tra i n i n g :  Re s p o n s i b l e  f o r  t ra i n i n g  a n d  s u p e r v i s i o n / c o - o r d i n a t i o n  o f 
s u b o r d i n a t e  s t a f f ,  i n c l u d i n g  u s e  o f  I n - L i f e  d a t a  c o l l e c t i o n  s y s t e m

• 	 Re p o r t i n g :  Re s p o n s i b l e  f o r  p ro d u c t i o n  o f  p ro t o c o l s  a n d  i s s u a n c e  o f 
r e p o r t s  f o r  i n t e r n a l  p ro j e c t s .

• 	 Te c hn i c a l  S k i l l s :  Co m p e t e n t  t o  c o m p l e t e  a n d  d e m o n s t ra t e  ro u t i n e 
a n d  n o n - ro u t i n e  i n t ru s i v e  p ro c e d u r e s  r e q u i r i n g  a  H o m e  O f f i c e 
L i c e n c e .

• 	 D e p u t y  Pro j e c t  L i c e n c e  H o l d e r
• 	 Co - o r d i n a t i o n  o f  l a b o ra t o r y  a n i m a l  p u r c ha s i n g
• 	 M a n a g e m e n t  o f  ro d e n t  s e n t i n e l  p ro g ra m m e .

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	  S t u d y  D i r e c t o r :  To  p l a n ,  d e s i g n ,  m a n a g e  a n d  r e p o r t  ro u t i n e  a n d 

n o n - ro u t i n e  t o x i c i t y  s t u d i e s  i n  a c c o r d a n c e  w i t h  t he  c o m p a n y ’s 
r e s e a r c h  s t ra t e g y  f o r  d ru g  d ev e l o p m e n t .  To  e n s u r e  t ha t  t o x i c i t y 
s t u d i e s  a r e  c o n d u c t e d  t o  t he  h i g he s t  s c i e n t i f i c  s t a n d a r d  a n d  i n 
f u l l  c o m p l i a n c e  w i t h  t he  p r i n c i p l e s  o f  G L P  t o  p ro m o t e  p ro d u c t 
a d v a n c e m e n t .  Pr e p a r e  a n d / o r  r ev i e w  t e c hn i c a l  a n d  s c i e n t i f i c 
d o c u m e n t a t i o n  t ha t  c o n t r i b u t e s  t o  s a f e t y  a s s e s s m e n t  o f  c o m p o u n d s . 
S u p p o r t  a  m u l t i - d i s c i p l i n a r y  a p p ro a c h  t o  s a f e t y  a s s e s s m e n t .

• 	 Pro j e c t  Te a m  Re p r e s e n t a t i v e :  Pa r t i c i p a t e  i n  c o m p o u n d - s p e c i f i c , 
m u l t i - d i s c i p l i n a r y  Pro j e c t  Te a m s .    Pr e p a r e  a n d / o r  r ev i e w  t e c hn i c a l 
a n d  s c i e n t i f i c  d o c u m e n t a t i o n  t ha t  c o n t r i b u t e s  t o  s a f e t y  a s s e s s m e n t 
o f  c o m p o u n d s  ( e . g  N o n C l i n i c a l  s e c t i o n s  o f  I M P D s ,  C T D s  e t c . ) .  
S u p p o r t  a  m u l t i - d i s c i p l i n a r y  a p p ro a c h  t o  s a f e t y  a s s e s s m e n t , 
i n c l u d i n g  p ro a c t i v e  i n v o l v e m e n t  i n  p ro b l e m  r e s o l u t i o n  p ro j e c t s 
w i t h i n  D ru g  S a f e t y  Ev a l u a t i o n .

• 	 Le a d  U s e r  f o r  i n - l i f e  d a t a  c a p t u r e  c o m p u t e r  s y s t e m :  M a n a g e  t he 
i n s t a l l a t i o n  a n d  v a l i d a t i o n  o f  t he  I n - L i f e  d a t a  c a p t u r e  s y s t e m  f ro m  a 
U s e r ’s  p e rs p e c t i v e .

• 	 Lo c a l  r e p r e s e n t a t i v e  i n  S a f e t y  As s e s s m e n t  f o r  GT I  ev a l u a t i o n 
s t ra t e g y :  Wo r k i n g  o n  a  m u l t i - d i s c i p l i n a r y  t e a m  t o  t ra i n i n g  a n d 
c o n d u c t  GT I  a s s e s s m e n t  f ro m  a  To x i c o l o g y  p e rs p e c t i v e .

• 	 Lo c a l  r e p r e s e n t a t i v e  i n  D S E  G l o b a l  E x p e r t  G ro u p  f o r  G e n e t i c 
To x i c o l o g y :  Ac t i n g  a s  a  s i t e  c o n t a c t  f o r  g l o b a l  d ev e l o p m e n t s  i n 
g e n e t i c  t o x i c o l o g y  s t ra t e g y.

A s s o c i a t e  R e s e a rc h  S c i e n t i s t / R e s e a rc h  S c i e n t i s t ,  To x i c o l o g y  -  S t e r l i n g - W i n t h ro p
R e s p o n s i b i l i t i e s :

Tra i n e e  A n i m a l  Te c h n i c i a n  t o  L e a d i n g  A n i m a l  Te c h n i c i a n  -  H az l e t o n  L a b o ra t o r i e s 	
R e s p o n s i b i l i t i e s :

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	 D a y - t o - d a y  m a n a g e m e n t  o f  I n - L i f e  p ha s e s  o f  n o n - c l i n i c a l  s t u d i e s , 

t ra i n i n g ,  s u p e r v i s i o n  o f  s t a f f

S p e c i f i c  r e s p o n s i b i l i t i e s :
• 	 Tra i n e e / j u n i o r  t e c hn i c i a n :  Re s p o n s i b i l i t i e s  i n c l u d e d  m a i n t e n a n c e 

a n d  g e n e ra l  a n i m a l  hu s b a n d r y ;  c o n d u c t  o f  s t u d y  p ro c e d u r e s  t o  G L P 
s t a n d a r d s ;  c o n d u c t  o f  H o m e  O f f i c e  l i c e n c e d  p ro c e d u r e s .

• 	 A n i m a l  Te c hn i c i a n / Le a d i n g  A n i m a l  t e c hn i c i a n :  As  a b o v e ,  b u t  a l s o 
d ev e l o p m e n t  o f  s u p e r v i s o r y  s k i l l s ,  t ra i n i n g ,  d e p u t i s i n g  f o r  S e n i o r 
A n i m a l  Te c hn i c i a n  a n d ,  ev e n t u a l l y ,  m a n a g e m e n t  o f  t he  I n ha l a t i o n 
U n i t  f ro m  a n  a n i m a l  s e r v i c e s  a s p e c t .

• 	 B a l d r i c k ,  P,  Co s e n za ,  M . E ,  A l a p a t t ,  T,  B o l o n ,  B ,  Rho d e s ,  M ,  & 
Wa t e rs o n ,  I .  To x i c o l o g y  Pa ra d i s e :  S o r t i n g  O u t  Ad v e rs e  a n d  N o n -
a d v e rs e  F i n d i n g s  i n  A n i m a l  To x i c i t y  S t u d i e s .  The  I n t e r n a t i o n a l 
J o u r n a l  o f  To x i c o l o g y.  2 02 0 ;  1 - 14 

• 	 S e w e l l ,  F,  Wa t e rs o n ,  I ,  J o n e s ,  D ,  Tr i c k l e b a n k ,  M . D ,  Ra g a n ,  I . 
Pr e c l i n i c a l  s c r e e n i n g  f o r  a n t i d e p r e s s a n t  a c t i v i t y  -  s h i f t i n g  f o c u s 
a w a y  f ro m  t he  Fo r c e d  Sw i m  Te s t  t o  t he  u s e  o f  t ra n s l a t i o n a l 
b i o m a r ke rs .  Re g u l .  To x i c o l .  Pha r m a c o l .  2 021 ;  125 : 10 5 0 02 .

SELECTED 
PUBLICATIONS.



S c e n d e a   -   E x p e r t i s e

EMPLOYMEN T
RECORD.

D i re c t o r  C l i n i c a l  A f f a i rs  a n d  O p e ra t i o n s -  P re s c i e n t  The ra p e u t i c s ,  B r i s b a n e
2 021  -  2 023

P ro j e c t  D i re c t o r  -  N o vo t e c h ,  B r i s b a n e
2 02 0  -  2 021

C l i n i c a l  O p e ra t i o n s  M a n a g e r  -  C N S ,  B r i s b a n e
2 018  –  2 02 0
 
S e n i o r  P ro j e c t  M a n a g e r  -  C N S ,  B r i s b a n e
2 016  –  2 018

P ro j e c t  M a n a g e r  -  C N S ,  B r i s b a n e
2 014  –  2 016

C l i n i c a l  R e s e a rc h  C o n s u l t a n t -  S e l f  E m p l o ye d
2 011  -  2 014

C l i n i c a l  a n d  Te c h n i c a l  A f f a i rs  M a n a g e r  -  N o vo g e n  L i m i t e d ,  S yd n e y 
2 0 0 3  -  2 010

C l i n i c a l  a n d  Te c h n i c a l  A f f a i rs  M a n a g e r  ( U K / E u ro p e )  -  N o vo g e n  L i m i t e d ,  U K
2 0 0 0  -  2 0 0 3

C l i n i c a l  L o g i s t i c s  M a n a g e r  -  Pa r ke  D a v i s  P t y  L t d ,  S yd n e y
19 9 9  -  2 0 0 0

C l i n i c a l  R e s e a rc h  C o o rd i n a t o r  -  N o vo g e n  L i m i t e d ,  S yd n e y
19 97  -  19 9 9 

C l i n i c a l  R e s e a rc h  A s s o c i a t e -  N o vo g e n  L i m i t e d ,  S yd n e y
19 9 6

S c i e n t i f i c  O f f i c e r  -  Wo l l o n g o n g  H o s p i t a l  ( H a e m a t o l o g y  D e p a r t m e n t ) 
19 9 5  -  19 9 6

S c i e n t i f i c  O f f i c e r  -  I l l a wa r ra  M e d i c a l  L a b o ra t o r i e s ,  Wo l l o n g o n g 
19 91  -  19 9 6

ACADEMIC
QUALIFICATIONS.

H o n o u rs  P ro j e c t
The s i s  T i t l e :  G e n e t i c  f i n g e r p r i n t i n g  by  R A P D  P C R  o f  D u n a l i e l l a  s p e c i e s
U n i v e rs i t y  o f  Wo l l o n g o n g  -  19 9 4

B a c he l o r  o f  B i o t e c h n o l o g y
U n i v e rs i t y  o f  Wo l l o n g o n g  -  19 91  -  19 9 3

Leanne West BSc
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  N o ve m b e r  2 0 2 3

S e n i o r  P ro j e c t  M a n a g e r  -  C N S
P ro j e c t  M a n a g e r  -  C N S
R e s p o n s i b i l i t i e s :

C l i n i c a l  re s e a rc h  c o n s u l t a n t  -  S e l f  E m p l o ye d
R e s p o n s i b i l i t i e s :

C l i n i c a l  a n d  Te c h n i c a l  A f f a i rs  M a n a g e r  -  N o vo g e n  L i m i t e d
R e s p o n s i b i l i t i e s :

Previous Experience

D i re c t o r  C l i n i c a l  A f f a i rs  a n d  O p e ra t i o n s  -  P re s c i e n t  The ra p e u t i c s
R e s p o n s i b i l i t i e s :

P ro j e c t  D i re c t o r -  N o vo t e c h
C l i n i c a l  O p e ra t i o n s  M a n a g e r  -  C N S
R e s p o n s i b i l i t i e s :

• 	 Re s p o n s i b l e  f o r  C l i n i c a l  O p e ra t i o n s ,  Re g u l a t o r y ,  C M C  O p e ra t i o n s
• 	 M a n a g i n g  a l l  a s p e c t s  i n  t he  c l i n i c a l  d ev e l o p m e n t  o f  t w o  t a rg e t e d  t he ra p i e s 

( P T X - 10 0  a n d  P T X - 2 0 0 )  a n d  t he  c l i n i c a l  d ev e l o p m e n t  o f  O m n i CA R ,  CA R -T.
• 	 Re g u l a t o r y  m a n a g e m e n t  o f  t w o  I N D s  a n d  p r e p a ra t i o n  o f  t he  C TA  i n  Au s t ra l i a 

f o r  O m n i CA R
• 	 S u c c e s s f u l l y  p r e p a r e d  a n d  r e c e n t l y  a w a r d e d  t w o  O r p ha n  d ru g  a p p l i c a t i o n s 

f o r  P TC L  a n d  TC L .
• 	 G a i n e d  2  y e a rs  o f  ex p e r i e n c e  i n  CA R -T  r e g u l a t i o n s  a n d  s u p p o r t i n g  t e a m  o n 

C M C  a s p e c t s  i n  t h i s  ra p i d l y  c ha n g i n g  f i e l d .

• 	 S p e c i a l  i n t e r e s t  i n  Ea r l y  Pha s e  s t u d i e s
• 	 L i n e  m a n a g e r  f o r  Pro j e c t  M a n a g e rs  p ro v i d i n g  m e n t o rs h i p  a n d  s u p p o r t  f o r  f u l l 

s e r v i c e  s t u d i e s .
• 	 Pro t o c o l  d ev e l o p m e n t ,  c l i n i c a l  t r i a l s ,  d a t a  m a n a g e m e n t ,  a n a l y s i s  a n d  C S R .

• 	 S p e c i a l  i n t e r e s t  i n  Ea r l y  Pha s e  s t u d i e s
• 	 Fu l l  s e r v i c e  PM  m a n a g i n g  -  Pro t o c o l  d ev e l o p m e n t ,  c l i n i c a l  t r i a l s ,  d a t a 

m a n a g e m e n t ,  a n a l y s i s  a n d  C S R .  B u d g e t s ,  t i m e l i n e s ,  r i s k  a n d  c l i e n t  s e r v i c i n g .

• 	 C N S  B i o d e s k  ( J a n  2 014  t o  M a y  2 014 )  –  Pro t o c o l  w r i t i n g
• 	 M a rs ha l l  Ed w a r d s  I n c ,  S a n  D i e g o ,  U S A .  ( J a n  2 011  –  M a y  2 014 )
• 	 C l i n t ra c e  S A E  r e c o n c i l i a t i o n ,  n a r ra t i v e  Q C  a n d  c l o s u r e  f o r  o n c o l o g y 

p ro d u c t s  t o  c l o s e  o u t  I N D .
• 	 C l o s e d  o u t  C l i n t r i a l  d a t a b a s e  a n d  p ro d u c e d  d a t a  t a b l e s  a n d  l i s t i n g s  t o 

p r e p a r e  C l i n i c a l  S t u d y  Re p o r t  f o r  a  Pha s e  I I I  o v a r i a n  c a n c e r  s t u d y. 
• 	 Re s p o n s i b l e  f o r  Pha s e  I I I  O v a r i a n  Ca n c e r  C l i n i c a l  s t u d y  r e p o r t
• 	 Pr e p a ra t i o n  o f  M E - 34 4  I N D .
• 	 S i n g l e  r e m a i n i n g  c o n t a c t  o n  b e ha l f  o f  N o v o g e n  R & D  d e p a r t m e n t .

• 	 S e n i o r  M a n a g e m e n t  -  C l i n i c a l  a n d  Te c hn i c a l  A f f a i r s  M a n a g e r  ( M a y  2 0 0 3  – 
D e c e m b e r  2 010 )

• 	 M a n a g e d  c l i n i c a l  p ro g ra m  a n d  s t a f f  f o r  o n c o l o g y  s t u d i e s -  i n c l u d i n g 
p r e p a ra t i o n  o f  c l i n i c a l  d o c u m e n t a t i o n ,  p ro t o c o l  d e s i g n ,  w r i t i n g ,  b u d g e t s , 
m a n a g i n g  v e n d o rs  a n d  C RO s ,  t i m e l i n e s ,  s i t e s  a n d  m o n i t o r i n g .
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C l i n i c a l  a n d  Te c h n i c a l  A f f a i rs  M a n a g e r  ( U K / E u ro p e )  -  N o vo g e n  L i m i t e d
R e s p o n s i b i l i t i e s :

C l i n i c a l  R e s e a rc h  A s s o c i a t e  -  N o vo g e n  L i m i t e d
C l i n i c a l  Tr i a l s  C o o rd i n a t o r  -  N o vo g e n  L i m i t e d
R e s p o n s i b i l i t i e s :

S c i e n t i f i c  O f f i c e r  -  Wo l l o n g o n g  H o s p i t a l  ( H a e m a t o l o g y  D e p a r t m e n t )
R e s p o n s i b i l i t i e s :

S c i e n t i f i c  O f f i c e r -  I l l a wa r ra  M e d i c a l  L a b o ra t o r i e s
R e s p o n s i b i l i t i e s :

• 	 M a n a g e d  c l i n i c a l  p ro g ra m  i n  U K / Eu ro p e  ( H o m e  o f f i c e  i n  O x f o r d ) .
• 	 Re g u l a t o r y  -  m a n a g e d  C T D  s u b m i s s i o n  o f  Pro m e n s i l  t o  U K  r e g u l a t o r y  a g e n c y.
• 	 M e d i c a l  L i a i s o n  f o r  M a r ke t i n g  t h ro u g ho u t  Eu ro p e
• 	 Pro v i d e d  c l i n i c a l  a n d  t e c hn i c a l  s u p p o r t  f o r  Phy t o e s t ro g e n  p ro d u c t s

• 	 M a n a g e d  a l l  o f  t he  c l i n i c a l  t r i a l s  f o r  t he  m e n o p a u s e  a n d  p r e m e n o p a u s a l 
i n d i c a t i o n s  f o r  p hy t o e s t ro g e n  p ro d u c t  d ev e l o p m e n t ,  N o v o g e n s  c o r e  R & D 
p ro g ra m .

• 	 D ev e l o p e d  s y s t e m s  a n d  p ro c e d u r e s  f o r  t he  c l i n i c a l  t r i a l  p ro g ra m .
• 	 Pro v i d e  c l i n i c a l  a n d  t e c hn i c a l  s u p p o r t  f o r  Pro m e n s i l ,  N o v o g e n s  m a j o r 

p ro d u c t .

• 	 G a i n e d  t ra i n i n g  i n  p h l e b o t o m y  a n d  t ra n s f u s i o n  m e d i c i n e .

• 	 E x p e r i e n c e d  i n  H a e m a t o l o g y ,  B i o c he m i s t r y ,  I m m u n o l o g y ,  M i c ro b i o l o g y 
a n d  H i s t o l o g y  w i t h  a  s t ro n g  c o m m a n d  o f  p a t ho l o g y  t e r m i n o l o g y  a n d 
u n d e rs t a n d i n g .

• 	 Re s p o n s i b l e  f o r  s t u d y  r e p o r t  w r i t i n g  f o r  a l l  s t u d i e s -  m a r ke t i n g  a n d 
t he ra p e u t i c  p ro g ra m s .

• 	 C l i n i c a l  r e g u l a t o r y  m a n a g e m e n t  f o r  F DA  a n d  Eu ro p e a n  c o m p o n e n t s  o f  Pha s e 
I I I  I N D  s t u d y.

• 	 Re s p o n s i b l e  f o r  w r i t i n g  I N D  s u b m i s s i o n s ,  S p e c i a l  Pro t o c o l  As s e s s m e n t 
A p p l i c a t i o n  a n d  a  s u c c e s s f u l  F DA  O r p ha n  D ru g  a p p l i c a t i o n  f o r  p a n c r e a t i c 
c a n c e r.

• 	 M e d i c a l  L i a i s o n  f o r  M a r ke t i n g  a n d  M e d i c a l  I n f o r m a t i o n  t o  p ro v i d e 
i n t e r p r e t a t i o n  o f  c l i n i c a l  r e s u l t s  o r  r e s u l t s  f ro m  o t he r  p u b l i c a t i o n s .

• 	 Pro v i d e d  c l i n i c a l  a n d  t e c hn i c a l  s u p p o r t  f o r  Phy t o e s t ro g e n  p ro d u c t s  a s  w e l l  a s 
c o m p i l e  d o s s i e r  i n  C T D  f o r m a t  f o r  t he  TGA .

• 	 The ra p e u t i c  a r e a s  –  o n c o l o g y ,  c a r d i o v a s c u l a r,  e n d o c r i n o l o g y ,  a n t i -
i n f l a m m a t o r y .

EMPLOYMEN T
RECORD.

A s s o c i a t e  D i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t  ( N o n c l i n i c a l / To x i c o l o g y )  -  N o vo t e c h  -  S yd n e y
2 021  –  2 023

S e n i o r  C o n s u l t a n t  -  N o vo t e c h  -  S yd n e y
2 021  –  2 023

C o n s u l t a n t  -  C l i n i c a l  N e t wo r k  S e r v i c e s  -  A u s t ra l i a
2 018  –  2 021
 
A s s o c i a t e  C l i n i c a l  P ro j e c t  m a n a g e r  -  I QV I A  -  S yd n e y
2 017  –  2 018

P ro j e c t  m a n a g e r  -  Kaz i a  t he ra p e u t i c s  ( f o r m e r l y  N o vo g e n  l t d )  -  S yd n e y
2 015  –  2 017

Po s t - d o c t o ra l  R e s e a rc h  Fe l l o w  -  C h i l d re n ’s  C a n c e r  I n s t i t u t e  L e u k a e m i a  B i o l o g y  P ro g ra m  - 
S yd n e y
2 012  -  2 015

L e c t u re r  -  A l a rd  C o l l e g e  o f  P h a r m a c y,  a f f i l i a t e d  t o  U n i ve rs i t y  o f  P u n e  -  I n d i a
2 0 07  -  2 0 0 8

L e c t u re r  -  V i s h a l  I n s t i t u t e  o f  P h a r m a c e u t i c a l  e d u c a t i o n  a n d  re s e a rc h ,  a f f i l i a t e d  t o  U n i ve rs i t y  o f  P u n e  - 
I n d i a
2 0 07  -  2 0 0 8

R e s e a rc h  Tra i n e e  -  S a n o f i - Ave n t i s  L t d ,  A n a l y t i c a l  D eve l o p m e n t  D e p a r t m e n t  -  I n d i a
2 0 07  -  2 0 0 8

ACADEMIC
QUALIFICATIONS.

PROFE S SIONAL
S O CIETIE S

P h D  -  D e p a r t m e n t  o f  P h a r m a c o l o g y  a n d  To x i c o l o g y
U n i v e rs i t y  o f  O t a g o ,  N e w  Ze a l a n d  -  2 0 0 8  -  2 011

M P h a r m  -  D e p a r t m e n t  o f  P h a r m a c o g n o sy / N a t u ra l  P ro d u c t s
B ha ra t i  V i d y a p e e t h  U n i v e rs i t y ,  I n d i a  -  2 0 0 3  -  2 0 0 5

B P h a r m  -  Po o n a  c o l l e g e  o f  P h a r m a c y
U n i v e rs i t y  o f  Pu n e ,  I n d i a  -  19 9 9  -  2 0 0 3

U K  R e g i s t e re d  To x i c o l o g i s t  - 
Ro y a l  S o c i e t y  o f  B i o l o g y  a n d 
B r i t i s h  To x i c o l o g y  S o c i e t y

E u ro t o x  R e g i s t e re d  To x i c o l o g i s t  -
Eu ro t o x

Dr Babaji Yadav PhD, MPharm, BPharm
P r i n c i p a l  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3



S c e n d e a   -   E x p e r t i s e

Previous Experience

A s s o c i a t e  D i re c t o r  a n d  P r i n c i p a l  To x i c o l o g i s t  -  N o vo t e c h
R e s p o n s i b i l i t i e s :

A s s o c i a t e  C l i n i c a l  P ro j e c t  m a n a g e r  -  I QV I A
R e s p o n s i b i l i t i e s :

• 	 Pro v i d e d  s t ra t e g i c  a d v i c e  a n d  t e c hn i c a l  ex p e r t i s e  t o  c l i e n t s  w ho  w e r e  m a i n l y 
p ha r m a c e u t i c a l  o r  b i o t e c hn o l o g y  c o m p a n i e s .

• 	 G u i d e d  p ro j e c t  a n d  p ro g ra m  a c t i v i t i e s . 
• 	 Re s p o n s i b l e  f o r  r ev i e w  o f  n o n c l i n i c a l  t o x i c o l o g y  p a c ka g e s ,  c o n d u c t i n g 

g a p  a n a l y s e s  a n d  r i s k  a s s e s s m e n t s  a n d  p r e p a r i n g  d ru g  d ev e l o p m e n t 
p l a n  t o  s u p p o r t  t he  c o n d u c t  o f  c l i n i c a l  t r i a l s  a n d  t o  s u p p o r t  m a r ke t i n g 
a p p l i c a t i o n s  f o r  v a r i o u s  m o d a l i t i e s  ( e . g .  s m a l l  m o l e c u l e s ,  p ro t e i n / p e p t i d e s , 
o l i g o n u c l e o t i d e s ,  v a c c i n e s ,  m o n o c l o n a l  a n t i b o d i e s ,  L B Ps ,  he r b a l  d ru g s ,  a n d 
c e l l  a n d  g e n e  t he ra p i e s  e t c . )  a n d  t he ra p e u t i c  i n d i c a t i o n s  ( e . g .  o n c o l o g y , 
d e r m a t o l o g y ,  i n f e c t i o u s  d i s e a s e s ,  m e t a b o l i c  d i s e a s e s ,  n e u ro s c i e n c e  e t c . ) 
m a i n l y  f o r  Au s t ra l i a  a n d  U S A . 

• 	 Pe r f o r m e d  l i t e ra t u r e  r ev i e w s  r e l a t e d  t o  p ha r m a c o l o g y  a n d  n o n c l i n i c a l 
t o x i c o l o g y  f o r  t he  d ru g  a n d  o r  ex c i p i e n t ( s )  u n d e r  d ev e l o p m e n t  i n  o r d e r  t o 
s u p p o r t  t he i r  u s e  i n  t he  c l i n i c a l  s t u d i e s . 

• 	 I n v o l v e d  i n  w r i t i n g  r e g u l a t o r y  d o c u m e n t s  s u c h  a s  i n v e s t i g a t o rs  b ro c hu r e 
a n d  c l i n i c a l  p ro t o c o l  f o r  s u b m i s s i o n  t o  v a r i o u s  r e g u l a t o r y  b o d i e s  a c ro s s  t he 
g l o b e  a n d  w r i t i n g  o f  n o n c l i n i c a l  m o d u l e s  o f  I N D  a p p l i c a t i o n s  f o r  s u b m i s s i o n 
t o  t he  U S  F DA . 

• 	 As s i s t e d  i n  p r e p a r i n g  w r i t t e n  r e s p o n s e s  t o  q u e r i e s  ra i s e d  by  r e g u l a t o r y 
a g e n c i e s  a c ro s s  t he  g l o b e .

• 	 Rev i e w e d  a n d / o r  d e s i g n e d  a n d  m a n a g e d  n e w  d ru g  t o x i c o l o g y  p ro g ra m s , 
i n c l u d i n g  a  ra n g e  o f  t o x i c o l o g y  s t u d i e s  s u c h  a s  d o s e - ra n g e / MT D  f i n d i n g 
s t u d i e s ,  r e p e a t  d o s e  s t u d i e s ,  a c u t e  s i n g l e  d o s e  s t u d i e s ,  s a f e t y  p ha r m a c o l o g y , 
g e n o t o x i c i t y  s t u d i e s  a n d  c o m b i n a t i o n  t o x i c o l o g y. 

• 	 Pro j e c t  m a n a g e m e n t  a c t i v i t i e s ,  i n c l u d i n g  c o m m u n i c a t i o n  a n d  c o - o r d i n a t i o n 
w i t h i n  t he  p ro j e c t  t e a m  a n d  t he  c l i e n t  t o  e n a b l e  m e e t i n g  p ro j e c t  d e a d l i n e s 
a n d  b u d g e t  t a rg e t s . 

• 	 Aw a r e  o f  v a r i o u s  r e g u l a t o r y  g u i d e l i n e s  by  I C H ,  F DA ,  E M E A  a n d  W H O 
f o r  r e q u i r e m e n t s  o f  n o n - c l i n i c a l  p ha r m a c o l o g y  a n d  t o x i c o l o g y  s t u d i e s  f o r 
c o n d u c t  o f  c l i n i c a l  s t u d i e s . 

• 	 S u p p o r t e d  b u s i n e s s  d ev e l o p m e n t  a c t i v i t i e s  t o  w i n  b u s i n e s s  a n d  p a r t i c i p a t e  i n 
m a r ke t i n g  a c t i v i t i e s  e . g .  p r e s e n t a t i o n s  a t  n a t i o n a l / i n t e r n a t i o n a l  c o n f e r e n c e s , 
a n d  p a r t i c i p a t i o n  i n  w e b i n a rs  a n d  p a n e l  d i s c u s s i o n s . 

• 	 M a n a g e d  f o u r  l i n e  r e p o r t s  i n  l a s t  t w o  y e a rs  a n d  i n v o l v e m e n t  i n  p ro v i d i n g 
l e a d e rs h i p  a n d  m a n a g e m e n t  s u p p o r t  t o  t he  n o n c l i n i c a l / t o x i c o l o g y  g ro u p .

• 	 Pro j e c t  m a n a g e d  Pha s e  I  a n d  I I  c l i n i c a l  d ev e l o p m e n t  o f  i m m u n o - o n c o l o g y 
d ru g s  f o r  b i o t e c h  c o m p a n i e s  a c ro s s  t he  g l o b e .

• 	 N e g o t i a t e d  b u d g e t  a n d  c o n t ra c t  w i t h  t he  s p o n s o r.
• 	 Rev i e w e d ,  o r  d ev e l o p e d  a s  n e e d e d ,  a l l  key  d o c u m e n t s / d e l i v e ra b l e s  i n  t he 

t r i a l ,  e . g .  r e g u l a t o r y  a n d  E t h i c s  s u b m i s s i o n s ,  e C R F,  D a t a  M a n a g e m e n t  P l a n , 
C l i n i c a l  O p e ra t i o n a l  P l a n ,  I n t e g ra t e d  Pro j e c t  M a n a g e m e n t  P l a n ,  S a f e t y  P l a n , 
Pha r m a c y  M a n u a l ,  Ra n d o m i s a t i o n  P l a n ,  S t a t i s t i c a l  A n a l y s i s  P l a n  a n d  C l i n i c a l 
S t u d y  Re p o r t .

• 	 E n s u r e d  f r e q u e n t  a n d  e f f e c t i v e  c o m m u n i c a t i o n  w i t h  a l l  s t u d y  s i t e s , 
c o n s u l t a n t s  a n d  o t he r  v e n d o rs  i n  Au s t ra l i a  a n d  o v e rs e a s  i f  n e c e s s a r y .

• 	 M a n a g e d  i n v e s t i g a t i o n a l  p ro d u c t  d i s t r i b u t i o n .
• 	 Pro a c t i v e l y  m a n a g e d  t he  t i m e l y  r e s o l u t i o n  o f  a n y  i d e n t i f i e d  p ro b l e m s  w i t h 

s t u d y  s i t e s ,  C RAs ,  c o n s u l t a n t s ,  o t he r  v e n d o rs  a n d  i n t e r n a l  t e a m .
• 	 S u p p o r t e d  s p o n s o rs  i n  s e t - u p ,  i m p l e m e n t a t i o n ,  a n d  ex e c u t i o n  o f  t he  a s s i g n e d 

c l i n i c a l  s t u d y.

R e s e a rc h  P ro j e c t  m a n a g e r  -  Kaz i a  t he ra p e u t i c s
R e s p o n s i b i l i t i e s :

• 	 S u c c e s s f u l l y  p l a n n e d  a n d  c o m p l e t e d  I N D  e n a b l i n g  n o n - c l i n i c a l 
p ha r m a c o l o g y  a n d  t o x i c o l o g i c a l  s t u d i e s  f o r  a  l e a d  o n c o l o g y  l e a d  m o l e c u l e 
w i t h  c o n t ra c t  r e s e a r c h  o rg a n i s a t i o n s  ( C RO s ) .  The s e  s t u d i e s  i n c l u d e d 
a c u t e / r e p e a t  d o s e  t o x i c i t y  s t u d i e s  i n  ro d e n t  a n d  n o n - ro d e n t  s p e c i e s , 
t o x i c o k i n e t i c  s t u d i e s ,  s a f e t y  p ha r m a c o l o g y  s t u d i e s ,  g e n o t o x i c i t y  s t u d i e s , 
a n d  i m m u n o t o x i c i t y  s t u d i e s .  M o r e o v e r,  i n  v i t ro /  i n  v i v o  p ha r m a c o l o g y  a n d 
p ha r m a c o k i n e t i c  s t u d i e s  w e r e  a l s o  c o n d u c t e d  u s i n g  v a r i o u s  m o d e l s .

• 	 As s i s t e d  i n  r ev i e w i n g  a n d  q u a l i t y  c o n t ro l l i n g  I N D  a p p l i c a t i o n  f o r  Ca n t r i x i l , 
a n o t he r  l e a d  m o l e c u l e  f o r  o v a r i a n  c a n c e r.  Ca n t r i x i l  I N D  a p p l i c a t i o n  w a s 
s u c c e s s f u l  i n  J u n e  2 016 .

• 	 As s i s t e d  c l i n i c a l / r e g u l a t o r y  d i r e c t o r  i n  r ev i e w i n g  p ha s e  I  c l i n i c a l  t r i a l 
p ro t o c o l  f o r  Ca n t r i x i l .  The  p ha s e  I  c l i n i c a l  t r i a l  o f  Ca n t r i x i l  c o m m e n c e d  i n 
D e c  2 016 . 

• 	 As s i s t e d  i n  m a n a g i n g  a n d  q u a l i t y  c o n t ro l l i n g  H R E C  a p p l i c a t i o n  f o r  p ha s e  1 
s t u d y  o f  Ca n t r i x i l .

• 	 As s i s t e d  c l i n i c a l  r e s e a r c h  d i r e c t o r  i n  s e t t i n g  u p  a  p ha s e  I I  g l i o b l a s t o m a  s t u d y
• 	 L i a i s e d  w i t h  i n t e r n a l  a n d  ex t e r n a l  c ro s s  f u n c t i o n a l  t e a m s  ( c he m i s t s , 

b i o l o g i s t s ,  c l i n i c i a n s ,  c h i e f  m e d i c a l  o f f i c e r,  c h i e f  b u s i n e s s  d ev e l o p m e n t 
o f f i c e r  a n d  C RO s )  t o  r e m a i n  a b r e a s t  o f  t he  p ro j e c t  d ev e l o p m e n t  a n d 
e n s u r e  p ro j e c t  s u c c e s s .  Wo r ke d  w i t h  c o n t ra c t  r e s e a r c h  a n d  m a n u f a c t u r i n g 
o rg a n i s a t i o n s  ( C RO s  a n d  C M O s )  a c ro s s  t he  g l o b e  ( U S A ,  C h i n a ,  I n d i a  & 
U K ) .

• 	 Pr e p a r e d  a n d  p r e s e n t e d  t o x i c o l o g i c a l / d ru g  s a f e t y  d a t a  t o  i n t e r n a l  ( s c i e n t i f i c 
a d v i s o r y  b o a r d )  a n d  ex t e r n a l  s t a ke ho l d e rs .

• 	 D e m o n s t ra t e d  c r i t i c a l  t h i n k i n g  a n d  c r e a t i v e  p ro b l e m  s o l v i n g  s k i l l s  t o  e n s u r e 
t i m e l y  a n d  s u c c e s s f u l  i m p l e m e n t a t i o n  o f  p ro j e c t s .

• 	 Pa r t i c i p a t e d  i n  w r i t i n g  t he  p ha r m a c o l o g y  a n d  t o x i c o l o g i c a l  s e c t i o n  o f  t he 
i n v e s t i g a t o r ’s  b ro c hu r e  ( I B )  a n d  I N D  a p p l i c a t i o n  f o r  r e g u l a t o r y  s u b m i s s i o n s .

• 	 Pa r t i c i p a t e d  i n  w r i t i n g  F DA  a n n u a l  r e p o r t s  f o r  o r p ha n  d ru g s  u n d e r 
d ev e l o p m e n t .

• 	 M a n a g e d  a n d  c o l l e c t e d  a l l  p r e - c l i n i c a l  r e s e a r c h  d a t a  f ro m  c o n t ra c t 
r e s e a r c h  o rg a n i s a t i o n s  a n d  p r e p a r e d  I C H  c o m p l i a n t  r e p o r t s  f o r  I N D 
a p p l i c a t i o n .

• 	 S e t  u p  a n d  m a i n t a i n e d  b u d g e t s  i n  l i a i s o n  w i t h  t he  p ro j e c t  d i r e c t o r.

• 	 Pr e p a r e d  a n d  p r e s e n t e d  p ro j e c t  i n f o r m a t i o n  a t  i n t e r n a l  a n d  ex t e r n a l 
m e e t i n g s .

• 	 S u p p o r t e d  f e a s i b i l i t y  a n d  s i t e  i d e n t i f i c a t i o n  a c t i v i t y .
• 	 S u p p o r t e d  m e d i c a l  w r i t i n g  a c t i v i t y  ( P K / P D  a n d  B i o m a r ke r  s e c t i o n 

o f  t he  c l i n i c a l  p ro t o c o l ) .
• 	 Pro d u c e d  a n d  d i s t r i b u t e d  s t a t u s ,  t ra c k i n g  a n d  f i n a n c i a l  r e p o r t s  f o r 

i n t e r n a l  a n d  ex t e r n a l  t e a m  m e m b e rs  a n d  s e n i o r  m a n a g e m e n t .
• 	 Co o r d i n a t e d  w i t h  o t he r  s u p p o r t  s t a f f  w i t h i n  a n d  a c ro s s  t he  g l o b a l 

p ro j e c t  m a n a g e m e n t  u n i t  t o  i d e n t i f y  a n d  c o n s o l i d a t e  s u p p o r t 
p ro c e s s e s .

• 	 S e r v e d  a s  t he  p r i m a r y  c o n t a c t  f o r  i n t e r n a l  p ro j e c t  t e a m  a n d  f o r 
ex t e r n a l  s t a ke ho l d e rs .

• 	 U n d e r t o o k  r e s p o n s i b i l i t i e s  f o r  f i n a n c i a l  r e p o r t i n g  o n  t he  p ro j e c t 
i n c l u d i n g  t ra c k i n g ,  r ev e n u e  r e c o g n i t i o n  a n d  i n v o i c i n g .

• 	 Tra i n e d  a n d  m e n t o r e d  j u n i o r  p ro j e c t  s u p p o r t  s t a f f .
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Po s t - d o c t o ra l  re s e a rc h  f e l l o w  -  CC I ,  L e u k a e m i a  B i o l o g y  p ro g ra m
R e s p o n s i b i l i t i e s :

L e c t u re r  -  A l a rd  C o l l e g e  o f  P h a r m a c y,  a f f i l i a t e d  t o  U n i ve rs i t y  o f  P u n e
R e s p o n s i b i l i t i e s :

M y  p o s t - d o c t o ra l  r e s e a r c h  w a s  f o c u s e d  o n  i m p ro v i n g  t r e a t m e n t s  a n d  s t u d y i n g 
m e c ha n i s m  o f  r e l a p s e  i n  h i g h  r i s k  a c u t e  l y m p ho b l a s t i c  l e u ka e m i a  ( A L L )  p a t i e n t s .
• 	 Co n d u c t e d  p r e - c l i n i c a l  t e s t i n g  o f  F DA  a p p ro v e d  a n t i c a n c e r  d ru g s  i n 

c o n s u l t a t i o n  w i t h  ha e m a t o l o g i s t s  f ro m  t he  Sy d n ey  C h i l d r e n ’s  H o s p i t a l  f o r 
p e rs o n a l i s e d  m e d i c i n e  p ro g ra m m e .

• 	 As s e s s e d  m i n i m a l  r e s i d u a l  d i s e a s e  ( M R D )  i n  p a t i e n t  d i a g n o s i s  a n d  r e l a p s e 
s a m p l e s  u s i n g  RT- P C R  b a s e d  c l o n a l  b i o m a r ke rs .

• 	 S t u d i e d  t he  m e c ha n i s m  o f  r e s i s t a n c e  t o  t he  s t a n d a r d  o f  c a r e  d ru g s  a n d  f o u n d 
a n  a l t e r n a t i v e  t r e a t m e n t  t o  o v e r c o m e  t he  r e s i s t a n c e  i n  s e l e c t i v e  h i g h  r i s k  A L L 
p a t i e n t s  e n ro l l e d  i n  i n t e r n a t i o n a l  A N ZC H O G  s t u d y  8 ,  A N ZCC S G  s t u d y  7, 
CO G - A A L L 0 434  a n d  I n t e r f a n t  0 6  c l i n i c a l  t r i a l s  u s i n g  p a t i e n t  d e r i v e d  p r e -
c l i n i c a l  m o d e l s .

• 	 M a n a g e d  a n d  p e r f o r m e d  w ho l e  g e n o m e  s e q u e n c i n g ,  R N A  s e q u e n c i n g  a n d 
g e n e  ex p r e s s i o n  a n a l y s i s  t o  i d e n t i f y  m e c ha n i s m  o f  r e l a p s e  i n  h i g h  r i s k  A L L 
p a t i e n t s  u s i n g  t u m o u r  s a m p l e s  o b t a i n e d  a t  d i a g n o s i s  a n d  r e l a p s e .

• 	 Tra i n e d  a n d  s u p e r v i s e d  p o s t - g ra d u a t e  s t u d e n t s  a n d  r e s e a r c h  a s s i s t a n t s  i n 
r e l ev a n t  t e c hn i c a l  s k i l l s  a n d  r e s e a r c h  p ro j e c t s .

• 	 Wo r ke d  i n  c o l l a b o ra t i o n  w i t h  n a t i o n a l  a n d  i n t e r n a t i o n a l  c o l l a b o ra t o rs  o n 
o n c o l o g y  p ro j e c t s .

• 	 M a i n t a i n e d  b u d g e t  f o r  t he  g ra n t s  a n d  a s s i s t e d  i n  g ra n t  a p p l i c a t i o n  a n d  w r i t e 
a n n u a l  r e p o r t s  t o  f u n d i n g  b o d i e s .

• 	 I n v i t e d  s p e a ke r  a t  G a v a n  I n s t i t u t e  o f  M e d i c a l  Re s e a r c h ,  Sy d n ey  t o  d e l i v e r  a 
s e m i n a r  o n  p a t i e n t - d e r i v e d  x e n o g ra f t s  f o r  c a n c e r  t he ra p e u t i c s  d ev e l o p m e n t .

• 	 Pu b l i s he d  t w o  f i r s t  a u t ho r  s c i e n t i f i c  m a n u s c r i p t s  i n  i n t e r n a t i o n a l  r e f e r e e d 
j o u r n a l s .

• 	 A p p o i n t e d  a s  a n  ex a m i n e r  by  t he  S c ho o l  o f  M e d i c a l  S c i e n c e s ,  U N SW  t o 
ex a m i n e  ho n o u rs  t he s i s  a n d  s e m i n a rs .

• 	 I n v i t e d  t o  d e l i v e r  a  p r e s e n t a t i o n  a t  C h i l d r e n ’s  Ca n c e r  I n s t i t u t e  s e m i n a r  s e r i e s
• 	 I n v i t e d  by  C h i l d r e n ’s  Ca n c e r  I n s t i t u t e  t o  b e  a  p a r t  o f  a  v i d e o  p ro d u c e d  f o r 

t he  f u n d  ra i s i n g  a n d  p ro m o t i o n a l  a c t i v i t i e s  o f  t he  i n s t i t u t e .

• 	 D ev e l o p e d  a n d  d e l i v e r e d  l e c t u r e  m a t e r i a l s  a n d  c o n d u c t e d  p ra c t i c a l  c o u rs e s 
f o r  u n d e rg ra d u a t e  s t u d e n t s  o f  p ha r m a c y  f o r  p ha r m a c o l o g y  a n d  a n a t o m y /
p hys i o l o g y.

• 	 As  a n  i n  c ha rg e  o f  t he  s c i e n t i f i c  c o m m i t t e e ,  t ra i n e d  a n d  m e n t o r e d 
s ev e ra l  s t u d e n t s  t o  p a r t i c i p a t e  a n d  p r e s e n t  s e a r c h  w o r k  a t  n a t i o n a l  l ev e l 
c o n f e r e n c e s .

• 	 Pro v i d e d  a d m i n i s t ra t i v e  s u p p o r t  i n c l u d i n g  m o d u l e  c o - o r d i n a t i o n  a n d 
p a r t i c i p a t i o n  i n  Co l l e g e  g o v e r n a n c e  s t ru c t u r e s .

• 	 Pa r t i c i p a t e d  i n  p l a n n i n g  a n d  o rg a n iz i n g  a  o n e - d a y  w o r ks ho p  o n  “ Re c e n t 
t r e n d s  i n  p ha r m a c e u t i c a l  B i o t e c hn o l o g y ”  a t  A l a r d  Co l l e g e  o f  Pha r m a c y.  Wa s 
p e rs o n a l l y  i n v o l v e d  i n  s e l e c t i n g  a n d  i n v i t i n g  ex p e r t s / s p e a ke rs  i n  t he  f i e l d  o f 
p ha r m a c e u t i c a l  b i o t e c hn o l o g y.

• 	 Pr e s e n t e d  r e s e a r c h  p a p e rs  i n  s ev e ra l  n a t i o n a l  c o n f e r e n c e s .
• 	 S e l e c t e d  t o  a t t e n d  a  g o v e r n m e n t  f u n d e d  n a t i o n a l  l ev e l  q u a l i t y  i m p ro v e m e n t 

p ro g ra m  ( Q I P )  by  A l l  I n d i a  Co u n c i l  f o r  Te c hn i c a l  Ed u c a t i o n  ( A I C T E ) ,  I n d i a .

R e s e a rc h  Tra i n e e  -  A n a l y t i c a l  D eve l o p m e n t  D e p a r t m e n t ,  S a n o f i -  Ave n t i s  L t d 
R e s p o n s i b i l i t i e s :

• 	 S u c c e s s f u l l y  d ev e l o p e d  a n d  v a l i d a t e d  n e w  a n a l y t i c a l  m e t ho d s  f o r  t e s t i n g  o f 
t he  n o v e l  f i n i s he d  p ro d u c t s  i n  p i p e l i n e  ( d i a b e t e s  a n d  hy p e r t e n s i o n )  a s  p e r 
I C H  g u i d e l i n e s .

• 	 A n a l y s e d  p i l o t  s c a l e  b a t c he s  f ro m  t he  m a n u f a c t u r i n g  d e p a r t m e n t  f o r  i n 
p ro c e s s  q u a l i t y  c o n t ro l .

• 	 Pr e p a r e d  s t a n d a r d  o p e ra t i n g  p ro c e d u r e s  ( SO Ps )  a s  p e r  G L P  g u i d e l i n e s .
• 	 Co n d u c t e d  s t a b i l i t y  t e s t i n g  s t u d i e s  f o r  m a r ke t e d  f i n i s he d  p ro d u c t s .
• 	 Pro v i d e d  t e c hn i c a l  s u p p o r t  t o  t he  q u a l i t y  c o n t ro l  d e p a r t m e n t  f o r  t e s t i n g 

a n d  t i m e l y  r e l e a s e  o f  t he  m a r ke t e d  p ro d u c t s  f o r  d i a b e t e s  a n d  hy p e r t e n s i o n 
( S a n o f i  t ra d e  n a m e s -  Ca r d a c e ,  D a o n i l  a n d  Fr i s i u m ) .
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ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

P h D  D e g re e  -  D i v i s i o n  o f  B i o p h a r m a c e u t i c s , 
L e i d e n - A m s t e rd a m  C e n t e r  f o r  D ru g  R e s e a rc h
U n i v e rs i t y  o f  Le i d e n ,  t he  N e t he r l a n d s

M a s t e r  D e g re e :  B i o - P h a r m a c e u t i c a l  S c i e n c e s  ( B F W )
U n i v e rs i t y  o f  Le i d e n ,  t he  N e t he r l a n d s

V P  o f  P re c l i n i c a l  D eve l o p m e n t  &  C M C  -  L e yd e n  L a b o ra t o r i e s  BV
2 021  -  2 024

M a n a g i n g  d i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t -  Z i e re  C o n s u l t a n c y  BV
2 016  –  2 024 

M a n a g i n g  d i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t -  B i o l o g i c s  D eve l o p m e n t  C o n s u l t a n c y  BV 
2 0 07  -  2 016
 
M a n a g i n g  D i re c t o r  -  Z i e re  C o n s u l t a n c y  BV
2 0 0 6  -  2 0 07

S e n i o r  D i re c t o r  O p e ra t i o n s  -  B i o t e c h  C o m p a n y
2 0 0 3  -  2 0 0 6

D i re c t o r  R e s e a rc h  &  D eve l o p m e n t  -  B i o t e c h  C o m p a n y
2 0 01  -  2 0 0 3

S e n i o r  S c i e n t i s t  P re c l i n i c a l  R e s e a rc h  a n d  D eve l o p m e n t  -  P h a r m a c e u t i c a l  C o m p a n y
19 9 9  -  2 0 01

Po s t - d o c t o ra l  f e l l o w  -  U n i ve rs i t y  o f  L e i d e n  a n d  G i b a  G e i g y,  A D D R ,  U K
19 9 3  -  19 9 9

Dr Bertjan Ziere PhD, MSc
P r i n c i p a l  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a y  2 0 24

Previous Experience

V P  o f  P re c l i n i c a l  D eve l o p m e n t  &  C M C  -  L e yd e n  L a b o ra t o r i e s  BV
R e s p o n s i b i l i t i e s :

M a n a g i n g  d i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t  -  Z i e re  C o n s u l t a n c y  BV
R e s p o n s i b i l i t i e s :

M a n a g i n g  d i re c t o r  a n d  P r i n c i p a l  C o n s u l t a n t  -  B i o l o g i c s  D eve l o p m e n t  C o n s u l t a n c y  BV 
R e s p o n s i b i l i t i e s :

M a n a g i n g  D i re c t o r  -  Z i e re  C o n s u l t a n c y  BV
R e s p o n s i b i l i t i e s :

• 	 M e m b e r  o f  l e a d e rs h i p  t e a m  o f  Ley d e n  La b o ra t o r i e s  BV
• 	 Pha r m a c o l o g y  &  t o x i c o l o g y  o f  a l l  p ro d u c t s
• 	 C he m i s t r y ,  M a n u f a c t u r i n g  a n d  Co n t ro l  o f  a l l  p ro d u c t s
• 	 Fo r m u l a t i o n  a n d  d e l i v e r y  o f  p ro d u c t s  t o  n a s a l  a n d  l u n g  m u c o s a
• 	 B i o a n a l y t i c a l  a s s a y  d ev e l o p m e n t  a n d  v a l i d a t i o n  t o  m e a s u r e 

c o m p o u n d  ( a n d  m e t a b o l i t e s )  i n  c o m p l ex  m a t r i c e s  ( s e ru m ,  n a s a l 
m u c u s ,  B A L F,  e t c . )  f ro m  p r e c l i n i c a l  a n d  c l i n i c a l  s t u d i e s

• 	 S t ra t e g i c  a d v i c e  o n  p ha r m a c e u t i c a l  d ev e l o p m e n t  a n d 
p ha r m a c o l o g y / t o x i c o l o g y

• 	 Re g u l a t o r y  s t ra t e g y
• 	 G u i d a n c e  o n  ( s c i e n t i f i c  a d v i c e )  m e e t i n g s  w i t h  r e g u l a t o r y  a u t ho r i t i e s
• 	 As s e s s m e n t  o f  b u s i n e s s - p l a n s  a n d  d ev e l o p m e n t - p l a n s  ( V Cs , 

c o m p a n i e s )
• 	 Wr i t i n g  o f  ex p e r t - r e p o r t s  ( Q O S ,  m o d u l e s  3 ,  2 . 4  a n d  2 . 6 )  f o r 

b i o t e c h  p ro d u c t s
• 	 Au d i t i n g  o f  C M O ’s  /  C RO ’s  f o r  B i o t e c h  a n d  Pha r m a c e u t i c a l 

c o m p a n i e s
• 	 I n t e r i m  /  p ro j e c t  m a n a g e m e n t  o f  c o m p l ex  s c i e n t i f i c  a n d 

p ha r m a c e u t i c a l  p ro g ra m s
• 	 M a n a g e m e n t  a n d  o u t s o u r c i n g  o f  n o n c l i n i c a l  s t u d i e s

• 	 S t ra t e g i c  a d v i c e  o n  p ha r m a c e u t i c a l  d ev e l o p m e n t  a n d 
p ha r m a c o l o g y / t o x i c o l o g y

• 	 Re g u l a t o r y  s t ra t e g y
• 	 G u i d a n c e  o n  ( s c i e n t i f i c  a d v i c e )  m e e t i n g s  w i t h  r e g u l a t o r y  a u t ho r i t i e s
• 	 As s e s s m e n t  o f  b u s i n e s s - p l a n s  a n d  d ev e l o p m e n t - p l a n s  ( V Cs , 

c o m p a n i e s )
• 	 Wr i t i n g  o f  ex p e r t - r e p o r t s  ( Q O S ,  m o d u l e s  3 ,  2 . 4  a n d  2 . 6 )  f o r 

b i o t e c h  p ro d u c t s
• 	 Au d i t i n g  o f  C M O ’s  /  C RO ’s  f o r  B i o t e c h  a n d  Pha r m a c e u t i c a l 

c o m p a n i e s
• 	 I n t e r i m  /  p ro j e c t  m a n a g e m e n t  o f  c o m p l ex  s c i e n t i f i c  a n d 

p ha r m a c e u t i c a l  p ro g ra m s
• 	 M a n a g e m e n t  a n d  o u t s o u r c i n g  o f  n o n c l i n i c a l  s t u d i e s

• 	 As s e s s m e n t  o f  b u s i n e s s -  a n d  d ev e l o p m e n t  p l a n s  ( g a p - a n a l y s e s )  f o r 
b i o t e c h  c o m p a n i e s

• 	 S t ra t e g i c  a d v i c e  o n  p ha r m a c e u t i c a l  d ev e l o p m e n t  ( i n 
b i o p ha r m a c e u t i c a l  i n d u s t r y )
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S e n i o r  D i re c t o r  O p e ra t i o n s  -  B i o t e c h  C o m p a n y
R e s p o n s i b i l i t i e s :

D i re c t o r  R e s e a rc h  &  D eve l o p m e n t  -  B i o t e c h  C o m p a n y
R e s p o n s i b i l i t i e s :

S e n i o r  S c i e n t i s t  P re c l i n i c a l  R e s e a rc h  a n d  D eve l o p m e n t  -  P h a r m a c e u t i c a l  C o m p a n y
R e s p o n s i b i l i t i e s :

• 	 H e a d  o f  f i v e  p ha r m a c e u t i c a l  d e p a r t m e n t s :
• 	 Pro d u c t i o n :  U p s t r e a m  Pro c e s s i n g  ( U S P )
• 	 Pro d u c t i o n :  D o w n s t r e a m  Pro c e s s i n g  ( D S P )
• 	 Re s e a r c h  a n d  D ev e l o p m e n t  ( R & D )
• 	 Pr e c l i n i c a l  D ev e l o p m e n t  ( t o x i c o l o g y / p ha r m a c o l o g y )
• 	 Re g u l a t o r y  A f f a i r s

• 	 G e n e ra l  m a n a g e m e n t ,  p l a n n i n g  a n d  b u d g e t  c o n t ro l  o f  O p e ra t i o n s 
( U S P / D S P,  R & D ,

• 	 Pr e c l i n i c a l  D ev e l o p m e n t ,  Re g u l a t o r y  A f f a i r s ) ,  i n c l u d i n g  o u t s o u r c e 
m a n a g e m e n t  a n d  c o n t ra c t s  ( C M O ’s  /  C RO ’s )

• 	 L i n e  m a n a g e m e n t  o f  d i r e c t o rs  a n d  m a n a g e rs
• 	 D ev e l o p m e n t  a n d  i m p l e m e n t a t i o n  o f  q u a l i t y  s y s t e m s  w i t h i n  t he 

c o m p a n y  ( G L P, G M P )
• 	 M e m b e r  o f  O p e ra t i o n a l  M a n a g e m e n t  Te a m :  S t ra t e g y ,  Pa r t n e r i n g , 

F i n a n c i n g ,  Pro j e c t  M a n a g e m e n t

• 	 M a n a g e m e n t  o f  R & D  o rg a n i s a t i o n
• 	 S u p p o r t  o f  M a n u f a c t u r i n g  O p e ra t i o n s  d ev e l o p m e n t  a n d  Q C  t e s t i n g
• 	 D e s i g n  a n d  m a n a g e m e n t  o f  Pr e c l i n i c a l  D ev e l o p m e n t  s t u d i e s

• 	 D e s i g n  a n d  m a n a g e m e n t  o f  Pr e c l i n i c a l  Re s e a r c h  a n d  D ev e l o p m e n t 
s t u d i e s  ( p ha r m a c o l o g y ,  t o x i c o l o g y  s t u d i e s )

• 	 Wr i t i n g  o f  ex p e r t  r e p o r t s
• 	 I n t e r i m  m a n a g e m e n t
• 	 Au d i t i n g  o f  C M O ’s  a n d  C RO ’s  f o r  B i o t e c h  a n d  Pha r m a c e u t i c a l 

c o m p a n i e s
• 	 M a n a g e m e n t  a n d  o u t s o u r c i n g  n o n c l i n i c a l  s t u d i e s

Iheoma Anosike BSc (Hons), MSc
S e n i o r  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J u l y  2 0 2 3

EMPLOYMEN T
RECORD.

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
2 019  –  2 021

C u s t o m e r  G e n e ra t i o n  E xe c u t i ve  –  M V F
2 018  –  2 019 

A d m i s s i o n s  C o m p l i a n c e  a n d  D eve l o p m e n t  Te a m  M e m b e r  –  U n i ve rs i t y  o f  We s t m i n s t e r
2 017  –  2 017

ACADEMIC
QUALIFICATIONS.

M S c  A d va n c e d  C he m i c a l  E n g i n e e r i n g  –  2 019 
I m p e r i a l  Co l l e g e  Lo n d o n ,  U K

B S c  B i o c he m i s t r y  ( H o n s )  –  2 018
U n i v e rs i t y  o f  B i r m i n g ha m ,  U K

C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s hm e n t  a n d  m a i n t e n a n c e  o f  a  h i g h  l ev e l  o f  t e c hn i c a l 
kn o w l e d g e  i n  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s  .

• 	 C r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  f o r 
c l i e n t s . 
E x a m p l e s  i n c l u d e :
• 	 MA A / B L A  M o d u l e  3  a u t ho r i n g  ( m A b  B i o s i m i l a r )
• 	 I n i t i a l  I N D  a u t ho r i n g  f o r  a  ra n g e  o f  p ro d u c t  c l a s s e s ,  i n c l u d i n g 

b i o l o g i c s
• 	 I M P D  a u t ho r i n g  f o r  a  ra n g e  o f  p ro d u c t  c l a s s e s ,  i n c l u d i n g  s m a l l 

m o l e c u l e s
• 	 D ev e l o p m e n t  o f  s t ra t e g i c  d ru g  d ev e l o p m e n t  a p p ro a c he s  f o r 

r e g u l a t o r y  a n d  C M C .
E x a m p l e s  i n c l u d e :
• 	 Au t ho r i n g  o f  r e g u l a t o r y  s t ra t e g y  r e p o r t s  f o r  b i o l o g i c s  a n d  s m a l l 

m o l e c u l e s
• 	 M a n a g e m e n t  o f  p ro j e c t s  a n d  p ro v i s i o n  o f  p ra c t i c a l  s u p p o r t  t o 

e n s u r e  t i m e l y  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he 
a l l o c a t e d  t i m e l i n e s  a n d  b u d g e t s .

Current Experience

PROFE S SIONAL
S O CIETIE S.

R e g u l a t o r y  A f f a i rs  P ro f e s s i o n a l s 
S o c i e t y  ( R A P S ) :  Re g u l a t o r y  A f f a i r s 
Ce r t i f i c a t e  ( RAC )  –  D ru g s



S c e n d e a   -   E x p e r t i s e

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  a  h i g h  l ev e l  o f  t e c hn i c a l 
kn o w l e d g e  i n  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s .

• 	 S u p p o r t  c r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  b i l l a b l e  r e l a t e d 
d o c u m e n t a t i o n  f o r  c l i e n t s .

• 	 S u p p o r t  s t ra t e g i c  d ru g  d ev e l o p m e n t  s t ra t e g i e s  i n  t he  a r e a  o f 
r e g u l a t o r y  a f f a i r s .

• 	 C r e a t e  t i m e l i n e s  a n d  o rg a n i s e  i n t e r n a l  r e s o u r c i n g  f o r  p ro j e c t s  t o 
e n s u r e  t he  t i m e l y  c o m p l e t i o n  o f  p ro j e c t  r e l a t e d  a c t i v i t i e s .

• 	 S u p p o r t  t he  p r e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s  a n d 
c o n t ra c t s  f o r  c l i e n t s .

• 	 E n s u r e  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he 
a l l o c a t e d  t i m e l i n e s  a n d  b u d g e t s .

• 	 G e n e ra t e  a n d  s u m m a r i s e  r e l ev a n t  i n f o r m a t i o n  f ro m  i n / ex t e r n a l 
m e e t i n g s  a n d  d i s s e m i n a t e  t o  t he  S c e n d e a  t e a m  a n d  ex t e r n a l 
s t a ke ho l d e rs .

• 	 As s i s t  d ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  S t a n d a r d  O p e ra t i n g 
Pro c e d u r e s  ( SO P )  a n d  o t he r  r e l ev a n t  t ra i n i n g  m a t e r i a l s .

• 	 Rev i e w  a n d  c o l l a t e  i n f o r m a t i o n  p e r t a i n i n g  t o  t he  l a t e s t 
d ev e l o p m e n t s  i n  r e g u l a t o r y  a f f a i r s  f o r  i n t e r n a l  a n d  ex t e r n a l 
d i s t r i b u t i o n .

• 	 E n s u r e  a l l  c l i e n t  m a t e r i a l  i s  t r e a t e d  a n d  m a i n t a i n e d  i n  f u l l  r e s p e c t 
o f  c l i e n t  c o n f i d e n t i a l i t y .

E x a m p l e s  i n c l u d e :
• 	 MA A / B L A  M o d u l e  3
• 	 I N D  a n d  C TAs  ( Pha s e  1  t o  Pha s e  3 )
• 	 E U  s c i e n t i f i c  a d v i c e  m e e t i n g s  ( E MA  a n d  n a t i o n a l  a g e n c i e s )  a n d 

I n n o v a t i o n  Ta s k  Fo r c e  B r i e f i n g  M e e t i n g s  ( I T F  B M )
• 	 F DA  m e e t i n g s 
• 	 E U  Pa e d i a t r i c  I n v e s t i g a t i o n  P l a n s ,  O r p ha n  D ru g  D e s i g n a t i o n s , 

P R I M E ,  SM E  s t a t u s
• 	 Ac t i v e  p a r t i c i p a t i o n  i n  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  t o  o b t a i n 

r e l ev a n t  i n f o r m a t i o n  f o r  d i s s e m i n a t i o n  t o  t he  S c e n d e a  t e a m  a n d 
ex t e r n a l  s t a ke ho l d e rs .

• 	 Pa r t i c i p a t i o n  i n  m e e t i n g s  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  o n 
m a t t e r s  r e l a t e d  t o  c u r r e n t  a n d  f u t u r e  p ro j e c t s ,  c o n t ra c t s  a n d  n e w 
b u s i n e s s  o p p o r t u n i t i e s .

• 	 Pr e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s  a n d  c o n t ra c t s  f o r 
C l i e n t s  a s  r e q u i r e d .

• 	 As s i s t  i n  t he  d ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  S t a n d a r d  O p e ra t i n g 
Pro c e d u r e s  ( SO P )  a n d  o t he r  r e l ev a n t  t ra i n i n g  m a t e r i a l s .  E x a m p l e s 
i n c l u d e :
• 	 D e l i v e r y  o f  f o r m a l  t ra i n i n g  s e s s i o n s  t o  t he  S c e n d e a  t e a m
• 	 Re g u l a r  a d  ho c  t ra i n i n g  p ro v i d e d  t o  n e w  t e a m  m e m b e rs  a s 

r e q u i r e d
• 	 E n s u r e  t ha t  a l l  c l i e n t  m a t e r i a l  i s  t r e a t e d  a n d  m a i n t a i n e d  i n  f u l l 

r e s p e c t  o f  c l i e n t  c o n f i d e n t i a l i t y .

Previous Experience

Kelly Burns BSc

EMPLOYMEN T
RECORD.

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  P hys i o l o g i c a l  S c i e n c e
U n i v e rs i t y  o f  N e w c a s t l e  U p o n  Ty n e

Te a m  L e a d  ( A U S )  &  S e n i o r  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3

C o n s u l t a n t  -  S c e n d e a
2 022  -  2 023

M e d i c a l  Wr i t e r  -  N o vo t e c h  A u s t ra l i a  ( P rev i o u s l y  C l i n i c a l  N e t wo r k  S e r v i c e s )
2 013  –  2 022 

C l i n i c a l  Tr i a l s  A s s i s t a n t  -  N o vo t e c h  A u s t ra l i a  ( P rev i o u s l y  C l i n i c a l  N e t wo r k  S e r v i c e s )
2 013  –  2 014 ,  2 015  -  2 017

H i s t o l o g y  S c i e n t i s t  -  S u l l i va n  N i c o l a i d e s  Pa t ho l o g y
2 012  –  2 013
 
R e p ro d u c t i ve  B i o l o g y  S t u d e n t  -  U n i ve rs i t y  o f  N ewc a s t l e  U p o n  Ty n e
2 011  –  2 012

Previous Experience

C o n s u l t a n t  -  S c e n d e a 
R e s p o n s i b i l i t i e s :

• 	 C r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n 
f o r  c l i e n t s .  E xa m p l e s  I n c l u d e :  I n i t i a l  I N D  a u t ho r i n g  f o r  a  ra n g e  o f 
p ro d u c t  c l a s s e s

• 	 i PS P,  P I P,  a n d  I M P D  a u t ho r i n g  f o r  a  ra n g e  o f  p ro d u c t  c l a s s e s
• 	 C r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  c l i n i c a l  d o c u m e n t a t i o n 

f o r  c l i e n t s .  E xa m p l e s  I n c l u d e :  Au t ho r i n g  o f  C S Rs ,  a u t ho r i n g  o f 
I n v e s t i g a t o r  B ro c hu r e s ,  a u t ho r i n g  o f  D S U Rs

• 	 Co n s u l t a t i o n  f o r  t he  d ev e l o p m e n t  o f  a  s t u d y  d e s i g n  b a s e d  o n 
p r e c l i n i c a l  d a t a ,  t he ra p e u t i c  a r e a ,  a n d  p ha s e  o f  d ev e l o p m e n t  – 
i n c l u d i n g  a u t ho r i n g  o f  c l i n i c a l  s t u d y  p ro t o c o l s  –  a c ro s s  a  ra n g e  o f 
t he ra p e u t i c  a r e a s .  E xa m p l e s  I n c l u d e :  Va c c i n e s ,  o n c o l o g y ,  n e u ro l o g y , 
d e r m a t o l o g y ,  a n d  r e s p i ra t o r y ,  m u s c u l o s ke l e t a l ,  c a r d i o v a s c u l a r, 
i n f l a m m a t o r y ,  a n d  o r p ha n  d i s e a s e s



S c e n d e a   -   E x p e r t i s e

S e n i o r  M e d i c a l  Wr i t e r  -  N o vo t e c h  ( P rev i o u s l y  C N S )  
R e s p o n s i b i l i t i e s :

P ro j e c t  A d m i n i s t ra t o r / C l i n i c a l  Tr i a l s  A s s i s t a n t  -  N o vo t e c h  ( P rev i o u s l y  C N S )  
R e s p o n s i b i l i t i e s :

H i s t o l o g y  S c i e n t i s t  -  S u l l i va n  N i c o l a i d e s  Pa t ho l o g y 
R e s p o n s i b i l i t i e s :

• 	 Wo r k i n g  c l o s e l y  w i t h  t he  p ro j e c t  t e a m  t o  e n s u r e  a d he r e n c e  t o  p ro j e c t 
p l a n s ,  t i m e l i n e s ,  a n d  b u d g e t s .

• 	 M a i n t a i n  a w a r e n e s s  o f  c u r r e n t  t r e n d s  i n  p ro t o c o l  d e s i g n  a n d  d ru g 
d ev e l o p m e n t  s t ra t e g i e s .

• 	 I d e n t i f y  o p p o r t u n i t i e s  f o r  i m p ro v e m e n t  a n d  a d v a n c e m e n t  w i t h i n  t he 
o rg a n i s a t i o n .

• 	 Pro f e s s i o n a l  d ev e l o p m e n t  o f  n e w  a n d  j u n i o r  m e d i c a l  w r i t e r s ,  i n c l u d i n g 
t ra i n i n g ,  s u p p o r t ,  a n d  m e n t o r i n g .

• 	 To  a s s i s t  i n  i m p l e m e n t a t i o n  a n d  c o o r d i n a t i o n  o f  c l i n i c a l  t r i a l s .
• 	 M a i n t e n a n c e  a n d  m a n a g e m e n t  o f  a l l  s t u d y  d o c u m e n t a t i o n .
• 	 Pro v i d i n g  a d m i n i s t ra t i v e  s u p p o r t  t o  p ro j e c t  m a n a g e rs ,  c l i n i c a l 

r e s e a r c h  a s s i s t a n t s ,  a n d  b i o m e t r i c s .
• 	 M a n a g e m e n t  a n d  i n v e n t o r y  o f  t r i a l  s u p p l i e s .
• 	 E n s u r e  c o m p l i a n c e  w i t h  a l l  g u i d e l i n e s  a n d  l o c a l  r e g u l a t i o n s .

• 	 S t a i n i n g ,  o r i e n t a t i o n ,  m a c ro  d e s c r i p t i o n ,  a n d  b l o c k i n g  o f  s p e c i m e n s .
• 	 Pro c e s s i n g  o f  s p e c i m e n s .
• 	 M a i n t e n a n c e  o f  l a b o ra t o r y  e q u i p m e n t .

Ke y  A c h i eve m e n t s :

The ra p e u t i c  A re a s :

• 	 D ev e l o p i n g  a n d  r ev i e w i n g  S t a n d a r d  O p e ra t i n g  Pro c e d u r e s ,  w o r k 
i n s t ru c t i o n s ,  s y s t e m s ,  a n d  p ro c e s s e s  t o  e n s u r e  c o n s i s t e n c y ,  q u a l i t y , 
a n d  e f f i c i e n c y  t o  a c c o m m o d a t e  4 - f o l d  g ro w t h  w i t h i n  t he  m e d i c a l 
w r i t i n g  t e a m .

• 	 N o m i n a t e d  by  m y  c o l l e a g u e s  t h r e e  t i m e s  f o r  a  c o m p a n y  a w a r d  b a s e d 
o n  o u t s t a n d i n g  b e ha v i o u r  a n d  a c h i ev e m e n t .

• 	 Va c c i n e s ,  o n c o l o g y ,  r e s p i ra t o r y ,  n e u ro l o g i c a l ,  o p h t ha l m o l o g y , 
m u s c u l o s ke l e t a l ,  c a r d i o v a s c u l a r,  d e r m a t o l o g y ,  i n f l a m m a t o r y  d i s e a s e s , 
g a s t ro i n t e s t i n a l .

M e d i c a l  Wr i t e r  -  N o vo t e c h  ( P rev i o u s l y  C N S )  
R e s p o n s i b i l i t i e s :

• 	 Pr e p a ra t i o n  o f  c l i n i c a l  a n d  r e g u l a t o r y  d o c u m e n t s ,  i n c l u d i n g  b u t  n o t 
l i m i t e d  t o  i n t e g ra t e d  s t a t i s t i c a l / c l i n i c a l  s t u d y  r e p o r t s ,  p ro t o c o l s , 
i n v e s t i g a t o r  b ro c hu r e s ,  r e g u l a t o r y  s u b m i s s i o n s ,  d ru g  d ev e l o p m e n t 
p l a n s ,  d ru g  s a f e t y  u p d a t e  r e p o r t s ,  m a n u s c r i p t s  f o r  p u b l i c a t i o n ,  a n d 
o t he r  d o c u m e n t s  a s  r e q u i r e d . 

• 	 L i a i s o n  w i t h  c l i e n t s ,  ex t e r n a l  c o n s u l t a n t s ,  c o l l e a g u e s ,  a n d  r ev i e w 
o f  c u r r e n t  l i t e ra t u r e  s o u r c e s  t o  e n s u r e  d o c u m e n t  d ev e l o p m e n t  i s  i n 
a l i g n m e n t  w i t h  c l i e n t  g o a l s ,  l o c a l  r e g u l a t i o n s ,  a n d  G o o d  C l i n i c a l 
Pra c t i c e .

• 	 Co n s u l t a t i o n  f o r  t he  d ev e l o p m e n t  o f  a  s t u d y  d e s i g n  b a s e d  o n 
p r e c l i n i c a l  d a t a ,  t he ra p e u t i c  a r e a ,  a n d  p ha s e  o f  d ev e l o p m e n t .

• 	 Wo r k i n g  a c ro s s  m u l t i p l e  t he ra p e u t i c  a r e a s  b a s e d  o n  l o c a l  a n d 
i n t e r n a t i o n a l  c l i e n t  r e q u i r e m e n t s .

EMPLOYMEN T
RECORD.

S e n i o r  To x i c o l o g y  S c i e n t i s t  -  B e n evo l e n t  A I
2 022  –  2 023

S e n i o r  A s s o c i a t e  To x i c o l o g y  S c i e n t i s t  -  P re - C l i n i c a l  D e p a r t m e n t ,  J az z  P h a r m a c e u t i c a l s 
( Fo r m e r l y  G w  P h a r m a c e u t i c a l s )
2 02 0  –  2 022
 
S c i e n t i s t  -  P h a r m a c o l o g y  D e p a r t m e n t ,  C o va n c e  ( Fo r m e r l y  E nv i g o ) 
2 017  –  2 02 0

A s s i s t a n t  -  D e p a r t m e n t  O f  P h a r m a c y,  P h a r m a c o l o g y  a n d  Po s t g ra d u a t e  M e d i c a l 
R e s e a rc h ,  U n i ve rs i t y  O f  H e r t f o rd s h i re
2 015

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  P h a r m a c o l o g y  -  2 013  -  2 017
U n i v e rs i t y  o f  H e r t f o r d s h i r e

Polly Kennard BSc
S e n i o r  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 3

Previous Experience

S e n i o r  To x i c o l o g y  S c i e n t i s t  -  B e n evo l e n t  A I
R e s p o n s i b i l i t i e s :

S e n i o r  A s s o c i a t e  To x i c o l o g y  S c i e n t i s t  -  P re - C l i n i c a l  D e p a r t m e n t ,  J az z  P h a r m a c e u t i c a l s
R e s p o n s i b i l i t i e s :

Pa r t  o f  t he  s a f e t y  t e a m  w i t h i n  t he  p r e - c l i n i c a l  d e p a r t m e n t .  I  he l p e d  o v e rs e e  t he 
t o x i c o l o g y  s t u d i e s  i n  l i n e  w i t h  t he  c o m p a n y ’s  r e g u l a t o r y  s u b m i s s i o n s .  I  a n a l y s e d 
a n d  i n t e r p r e t e d  d a t a  t ha t  c a m e  t h ro u g h  f ro m  c ro s .  I  a s s e s s e d  t he  s a f e t y  o f 
p o t e n t i a l  d ru g  t a rg e t s  p r i o r  t o  d ev e l o p m e n t

I  w a s  p a r t  o f  t he  t o x i c o l o g y  t e a m  w i t h i n  t he  p r e - c l i n i c a l  d e p a r t m e n t .  I  he l p e d  t o 
o v e rs e e  t he  t o x i c o l o g y  s t u d i e s  i n  l i n e  w i t h  t he  c o m p a n y ’s  r e g u l a t o r y  s u b m i s s i o n s . 
I  a n a l y s e d  a n d  i n t e r p r e t e d  d a t a  t ha t  c o m e s  t h ro u g h  f ro m  c ro s .
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S c i e n t i s t  -  P h a r m a c o l o g y  D e p a r t m e n t ,  C o va n c e  ( Fo r m e r l y  E nv i g o ) 
R e s p o n s i b i l i t i e s :

A s s i s t a n t  -  D e p a r t m e n t  O f  P h a r m a c y,  P h a r m a c o l o g y  a n d  Po s t g ra d u a t e  M e d i c a l 
R e s e a rc h ,  U n i ve rs i t y  O f  H e r t f o rd s h i re
R e s p o n s i b i l i t i e s :

I  w a s  p a r t  o f  t he  d ru g  d i s c o v e r y  a n d  s a f e t y  t e a m ,  s p e c i a l i s i n g  i n  r e s p i ra t o r y 
a n d  i n f e c t i o u s  d i s e a s e s .  I  ha v e  d ev e l o p e d  n e w  i n - v i v o  m o d e l s  i n  ro d e n t s  f o r 
i n f e c t i o n s  s u c h  a s  m rs a  a n d  i n f l u e n za .  I  ha v e  a l s o  d ev e l o p e d  a  p y r e t i c  m o d e l 
i n  t he  ra t .  I  w o u l d  ru n  s a f e t y  p ha r m a c o l o g y  s t u d i e s  i n  l i n e  w i t h  o e c d  g u i d e l i n e s 
a n d  g o v e r n m e n t  r e g u l a t i o n s .

I  w a s  p a r t  o f  a  t e a m  i n v e s t i g a t i n g  t he  e f f e c t  o f  s o c i a l  ho u s i n g  o n  r e f l ex 
a l l o d y n i a  o n  d i a b e t i c  a n d  c o n t ro l  ra t s .  M y  ro l e  w o u l d  i n c l u d e  m e a s u r i n g 
s u c ro s e  i n t a ke ,  f o o d  a n d  w a t e r  c o n s u m p t i o n  a n d  t he  a m o u n t  o f  g ra v e l  d i s p l a c e d 
d u r i n g  b u r ro w i n g .  I  t he n  p r e s e n t e d  o u r  f i n d i n g s  a t  t he  n a t i o n a l  p ha r m a c o l o g y 
c o n f e r e n c e  2 015.

S e n i o r  C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 2

EMPLOYMEN T
RECORD.

A s s o c i a t e  C o n s u l t a n t  –  C N S  ( R e b ra n d e d  t o  S c e n d e a )
2 018  –  2 019

A s s o c i a t e  S c i e n t i s t  ( C he m i s t r y )  –  D o m a i n ex  L t d
2 016  –  2 018

I n d u s t r i a l  Tra i n e e  –  M R C T  ( N o w  L i f e A rc )
2 015  –  2 016 

ACADEMIC
QUALIFICATIONS.

M C he m ,  M a s t e r  o f  C he m i s t r y  w i t h  a  ye a r  i n  I n d u s t r y  -  2 016
U n i v e rs i t y  o f  Yo r k 

PROFE S SIONAL
S O CIETIE S.

R e g u l a t o r y  A f f a i rs  P ro f e s s i o n a l s 
S o c i e t y  ( R A P S )  -  Re g u l a t o r y 
A f f a i r s  Ce r t i f i c a t e  ( RAC )  D ru g s

C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s hm e n t  a n d  m a i n t e n a n c e  o f  a  h i g h  l ev e l  o f  t e c hn i c a l 
kn o w l e d g e  i n  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s 

• 	 C r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  f o r 
c l i e n t s . 
E x a m p l e s  i n c l u d e :
• 	 MA A / B L A  M o d u l e  3  a u t ho r i n g  ( m A b  B i o s i m i l a r,  Ce l l  The ra p y )
• 	 I n i t i a l  I N D  a u t ho r i n g  f o r  a  ra n g e  o f  p ro d u c t  c l a s s e s ,  p r i m a r i l y 

b i o l o g i c s
• 	 I M P D  a u t ho r i n g  f o r  a  ra n g e  o f  p ro d u c t  c l a s s e s ,  i n c l u d i n g  s m a l l 

m o l e c u l e s
• 	 D ev e l o p m e n t  o f  s t ra t e g i c  d ru g  d ev e l o p m e n t  a p p ro a c he s  f o r 

r e g u l a t o r y  a n d  C M C
E x a m p l e s  i n c l u d e :
• 	 Au t ho r i n g  o f  r e g u l a t o r y  s t ra t e g y  r e p o r t s  f o r  b i o l o g i c s  a n d  s m a l l 

m o l e c u l e s
• 	 Ac t i v e  d i s c u s s i o n  o f  s t ra t e g i c  o p t i o n s  w he n  a u t ho r i n g  o f 

r e s p o n s e s  t o  c l i n i c a l  ho l d  a n d  a g e n c y  i n f o r m a t i o n  r e q u e s t s

Previous Experience

Harriet Thomasson-Coombs MChem
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A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  a  h i g h  l ev e l  o f  t e c hn i c a l 
kn o w l e d g e  i n  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s .  Co m p l e t i o n  o f  o t he r  t a s ks  r e l ev a n t  t o  S c e n d e a  p ro j e c t 
d e l i v e r y  u n d e r  s u p e r v i s i o n

• 	 S u p p o r t  c r e a t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  b i l l a b l e  r e l a t e d 
d o c u m e n t a t i o n  f o r  c l i e n t s

• 	 S u p p o r t  s t ra t e g i c  d ru g  d ev e l o p m e n t  s t ra t e g i e s  i n  t he  a r e a  o f 
r e g u l a t o r y  a f f a i r s 

• 	 S u p p o r t  t he  p r e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s  a n d 
c o n t ra c t s  f o r  c l i e n t s

• 	 E n s u r e  t i m e l y  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he 
a l l o c a t e d  t i m e l i n e s  a n d  b u d g e t s

• 	 G e n e ra t e  a n d  s u m m a r ize  r e l ev a n t  i n f o r m a t i o n  f ro m  i n / ex t e r n a l 
m e e t i n g s  a n d  d i s s e m i n a t e  t o  t he  S c e n d e a  t e a m  a n d  ex t e r n a l 
s t a ke ho l d e rs

• 	 As s i s t  d ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  S t a n d a r d  O p e ra t i n g 
Pro c e d u r e s  ( SO P )  a n d  o t he r  r e l ev a n t  t ra i n i n g  m a t e r i a l s

• 	 E n s u r e  a l l  c l i e n t  m a t e r i a l  i s  t r e a t e d  a n d  m a i n t a i n e d  i n  f u l l  r e s p e c t 
o f  c l i e n t  c o n f i d e n t i a l i t y

• 	 M a n a g e m e n t  o f  p ro j e c t s  a n d  p ro v i s i o n  o f  p ra c t i c a l  s u p p o r t  t o 
e n s u r e  t i m e l y  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he 
a l l o c a t e d  t i m e l i n e s  a n d  b u d g e t s
E x a m p l e s  i n c l u d e :
• 	 MA A / B L A  M o d u l e  3
• 	 I N D  ( Pha s e  1  t o  Pha s e  3 )
• 	 E U  s c i e n t i f i c  a d v i c e  m e e t i n g s  ( E MA  a n d  n a t i o n a l  a g e n c i e s )
• 	 F DA  m e e t i n g s 
• 	 E U  Pa e d i a t r i c  I n v e s t i g a t i o n  P l a n s ,  O r p ha n  D ru g  D e s i g n a t i o n s , 

P R I M E ,  SM E  s t a t u s
• 	 M H RA  s c i e n t i f i c  a d v i c e  m e e t i n g s  a n d  a p p l i c a t i o n  t o  t he 

I n n o v a t i v e  L i c e n s i n g  a n d  Ac c e s s  Pa t hw a y  ( I L A P ) 
• 	 Ac t i v e  p a r t i c i p a t i o n  i n  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  t o  o b t a i n 

r e l ev a n t  i n f o r m a t i o n  f o r  d i s s e m i n a t i o n  t o  t he  S c e n d e a  t e a m  a n d 
ex t e r n a l  s t a ke ho l d e rs

• 	 Pa r t i c i p a t i o n  i n  m e e t i n g s  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  o n 
m a t t e r s  r e l a t e d  t o  c u r r e n t  a n d  f u t u r e  p ro j e c t s ,  c o n t ra c t s  a n d  n e w 
b u s i n e s s  o p p o r t u n i t i e s

• 	 Pr e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s  a n d  c o n t ra c t s  f o r 
C l i e n t s  a s  r e q u i r e d

• 	 As s i s t  i n  t he  d ev e l o p m e n t  a n d  m a i n t e n a n c e  o f  S t a n d a r d  O p e ra t i n g 
Pro c e d u r e s  ( SO P )  a n d  o t he r  r e l ev a n t  t ra i n i n g  m a t e r i a l s .  E x a m p l e s 
i n c l u d e :
• 	 D e l i v e r y  o f  f o r m a l  t ra i n i n g  s e s s i o n s  t o  t he  S c e n d e a  t e a m
• 	 Re g u l a r  a d  ho c  t ra i n i n g  p ro v i d e d  t o  n e w  t e a m  m e m b e rs  a s 

r e q u i r e d
• 	 E n s u r e  t ha t  a l l  c l i e n t  m a t e r i a l  i s  t r e a t e d  a n d  m a i n t a i n e d  i n  f u l l 

r e s p e c t  o f  c l i e n t  c o n f i d e n t i a l i t y .

A s s o c i a t e  S c i e n t i s t  -  D o m a i n ex  L t d
R e s p o n s i b i l i t i e s :

• 	 C l e a r  a n d  c o n c i s e  s c i e n t i f i c  w r i t i n g ,  r e g u l a r l y  s u m m a r i s i n g  a n d 
p r e s e n t i n g  w o r k  t o  c l i e n t s

• 	 C l o s e  a n a l y s i s  o f  key  d a t a  t o  e n s u r e  a  h i g h  s t a n d a r d  o f  q u a l i t y 
t h ro u g ho u t  c o m p o u n d  p ro d u c t i o n ,  p u r i f i c a t i o n  a n d  t e s t i n g .

• 	 As s e s s m e n t  o f  s y n t he t i c  t ra c t a b i l i t y  a n d  m e d i c i n a l  c he m i s t r y  i n t e r e s t 
o f  t a rg e t  c o m p o u n d s

• 	 E x p e d i e n t  s y n t he s i s  o f  b e s p o ke  c l i n i c a l l y  r e l ev a n t  c o m p o u n d s

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  B i o m e d i c a l  S c i e n c e s
U n i v e rs i t y  o f  B a t h ,  U K

EMPLOYMEN T
RECORD.

A s s e s s o r  -  L o w  R i s k  C l i n i c a l  Tr i a l s ,  M H R A
2 022  -  2 023

C l i n i c a l  S a f e t y  S c i e n t i s t ,  C l i n i c a l  Tr i a l s ,  M H R A
2 02 0  -  2 022

D a t a b a s e  a d m i n i s t ra t o r,  C l i n i c a l  Tr i a l s  U n i t ,  M H R A
2 019  -  2 02 0

I n t e r n a t i o n a l  R e s e a rc h  A s s i s t a n t :  U n i ve rs i t y  o f  A r i zo n a ,  C o l l e g e  o f  M e d i c i n e ,  P ho e n i x ,  U S A
2 017  -  2 018

Ellen Wilkinson BSc (Hons)
S e n i o r  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a y  2 0 2 3

Current Experience
S e n i o r  C o n s u l t a n t  ( C l i n i c a l  f o c u s )  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Pro v i d e  p ro j e c t  m a n a g e m e n t ,  s t ra t e g i c ,  t e c hn i c a l ,  a n d  r e g u l a t o r y 
a d v i c e / s e r v i c e s  t o  c l i e n t s  i n  a l l  a r e a s  o f  t he  d ev e l o p m e n t  o f 
p ro d u c t s  e n s u r i n g :
• 	 B u d g e t a r y  c o n t ro l  a n d  a d he r e n c e
• 	  G e n e ra t i o n  o f  a c t i v i t y - s p e c i f i c  t i m e l i n e s  a n d  s t ra t e g y
• 	 Re s o u r c e  a l l o c a t i o n  a n d  m a n a g e m e n t  w i t h i n  i n  s c o p e  a n d 

b u d g e t  f o r  t he  C l i e n t
• 	 Ad he r e n c e  a n d  d e l i v e r y  t o  a g r e e d  p ro j e c t  t i m e l i n e s  a n d  b e i n g 

a b l e  t o  i d e n t i f y ,  f l a g  a n d  r e s o l v e  p o t e n t i a l  i s s u e s  e a r l y  o n
• 	 Co m m u n i c a t i o n  a n d  s c he d u l i n g  i m p l e m e n t a t i o n
• 	 Wo r k i n g  w i t h  o u r  Te c hn i c a l  Le a d s  t o  i n f o r m  s t ra t e g i c  a c c o u n t 

d ev e l o p m e n t  p l a n s
• 	 Le a d  m e e t i n g s  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  o n  m a t t e r s 

r e l a t e d  t o  a n y  c u r r e n t  a n d / o r  f u t u r e  p ro j e c t s ,  c o n t ra c t s ,  o r  n e w 
b u s i n e s s  o p p o r t u n i t i e s 

• 	 Co n t r i b u t e  t o  t e c hn i c a l  a u t ho rs h i p  a n d  r ev i e w  o f  d ev e l o p m e n t 
r e g u l a t o r y  d o c u m e n t s  i n c l u d i n g  b u t  n o t  ex ha u s t i v e  o f ;  Re g u l a t o r y 
S t ra t e g y  P l a n s ,  C l i n i c a l  a n d  D ru g  D ev e l o p m e n t  P l a n s ,  C l i n i c a l 
Tr i a l  A p p l i c a t i o n s ,  Pr e - I N D s ,  I N D s ,  S c i e n t i f i c  Ad v i c e  a n d 
M e e t i n g  B r i e f i n g  D o c u m e n t s ,  O r p ha n  D ru g  a n d  Pa e d i a t r i c  p l a n s /
a p p l i c a t i o n s ,  Pro t o c o l s ,  I n v e s t i g a t o r  B ro c hu r e s ,  I M P D s ,  C S Rs , 
M a r ke t i n g  Au t ho r i s a t i o n  A p p l i c a t i o n s ,  N e w  D ru g  A p p l i c a t i o n s , 
B i o l o g i c  L i c e n s e  A p p l i c a t i o n s ,  a c c o r d i n g  t o  a r e a  o f  ex p e r t i s e 
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Previous Experience
A s s e s s o r  -  L o we r  R i s k  C l i n i c a l  Tr i a l s ,  M H R A
R e s p o n s i b i l i t i e s :

C l i n i c a l  S a f e t y  S c i e n t i s t  -  C l i n i c a l  Tr i a l s ,  M H R A
R e s p o n s i b i l i t i e s :

• 	 E f f i c i e n t  t r i a g e ,  r i s k - b a s e d  a s s e s s m e n t ,  a n d  a u t ho r i s a t i o n  o f 
l o w e r - r i s k  c l i n i c a l  t r i a l  a p p l i c a t i o n  ( C TA )  a m e n d m e n t s  a c ro s s 
p ha r m a c e u t i c a l  ( q u a l i t y ,  C M C )  a n d  s c i e n t i f i c  f u n c t i o n s :

• 	 Q u a l i t y  d o c u m e n t s  r ev i e w e d :  I M P D ,  MA ,  La b e l l i n g ,  Q P 
d e c l a ra t i o n s ,  Ce r t i f i c a t e s  o f  G M P

• 	 S c i e n t i f i c  d o c u m e n t s  r ev i e w e d :  I B  a n d  S m P C
• 	 C TA  d o c u m e n t a t i o n  r ev i e w e d :  C TA  f o r m  ( A n n ex  I ) ,  S u b s t a n t i a l 

a m e n d m e n t  f o r m  ( A n n ex  I I ) ,  Co v e r  l e t t e r,  I RAS  A m e n d m e n t  To o l
• 	 •  Ad he r i n g  t o  s t r i c t  r e g u l a t o r y  t i m e l i n e s  f o r  r ev i e w  a n d  w o r k i n g  i n 

a  h i g h - p r e s s u r e  e n v i ro n m e n t .
• 	 •  Co n f i d e n t  i n  l i a i s i n g  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  t o 

m a ke  r e c o m m e n d a t i o n s  a n d  d e c i s i o n s  i n  l i n e  w i t h  U K  r e g u l a t o r y 
r e q u i r e m e n t s .

• 	 •  Ro u t i n e l y  p ro v i d e  r e g u l a t o r y  s u p p o r t  t o  t he  c l i n i c a l  t r i a l s  ( C Ts , 
m e d i c i n e s )  a n d  c l i n i c a l  i n v e s t i g a t i o n s  ( m e d i c a l  d ev i c e s )  t e a m s .

• 	 •  Co l l a b o ra t e  w i t h i n  a  m u l t i - d i s c i p l i n a r y  t e a m  t o  a d d r e s s  i s s u e s 
w i t h  r e g u l a t o r y  c o m p l i a n c e .

• 	 •  Pro j e c t  m a n a g e m e n t  o f  a  p i l o t  t o  c o m b i n e  a s s e s s m e n t  o f  i n i t i a l 
a p p l i c a t i o n s  f o r  C Ts  f o r  m e d i c i n e s  a n d  c l i n i c a l  i n v e s t i g a t i o n s 
f o r  m e d i c a l  d ev i c e s  t o  e n s u r e  d e l i v e r y  o f  p ro j e c t  g o a l s .  I n v o l v e s 
a u t ho r i n g  SO Ps ,  i n t e r n a l / ex t e r n a l  g u i d a n c e ,  a n d  c o m m s ,  a s  w e l l  a s 
l e a d i n g  m e e t i n g s  f o r  f e e d b a c k  a n d  p ro c e s s  r ev i e w.

• 	 E x t e n s i v e  kn o w l e d g e  o f  I C H  a n d  U K  s a f e t y  r e p o r t i n g  g u i d e l i n e s  f o r 
C Ts .

• 	 Ro u t i n e  b e n e f i t - r i s k  a s s e s s m e n t  o f  D ev e l o p m e n t  S a f e t y  U p d a t e 
Re p o r t s  ( D S U Rs ) .

• 	 S i g n a l  d e t e c t i o n  a n d  r i s k  m a n a g e m e n t  o f  s a f e t y  r e p o r t s  f o r  C Ts , 
i n c l u d i n g  CO V I D - 19  t r i a l s ,  w i t h  s t a t i s t i c a l  b u s i n e s s  i n t e l l i g e n c e 
s o f t w a r e .  G e n e ra t e  a n d  p r e s e n t  m o n t h l y  m e t r i c s  o f  s a f e t y  a c t i v i t i e s .

• 	 M o n i t o r  c o m p l i a n c e  o f  a n d  v a l i d a t e  S u s p e c t e d  U n ex p e c t e d  S e r i o u s 
Ad v e rs e  Re a c t i o n  ( S U S A R )  r e p o r t s  a n d  U rg e n t  S a f e t y  M e a s u r e s 
( U SM s ) .  K n o w l e d g e  o f  M e d D RA  t e r m s  a n d  m e d i c a l  t e r m i n o l o g y.

• 	 Ro u t i n e l y  a d v i s e  r e p o r t e r s  o n  q u e r i e s  r e g a r d i n g  s a f e t y  s u b m i s s i o n s 
t o  t he  M H RA ,  w o r k i n g  c l o s e l y  w i t h  p o s t - m a r ke t i n g .

• 	 U p d a t i n g  P V  d a t a b a s e ,  s u b m i s s i o n ,  a n d  r e p o r t i n g  s y s t e m s  f o r  t he 
M H RA  a n d  c o n d u c t i n g  U AT  f o r  u p d a t e d  I T  s y s t e m s  a s  a  b u s i n e s s 
u s e r.

• 	 Le a d  a  p ro j e c t  t o  c o m b i n e  a s s e s s m e n t  o f  i n i t i a l  a p p l i c a t i o n s  f o r 
C Ts  f o r  m e d i c i n e s  a n d  c l i n i c a l  i n v e s t i g a t i o n s  f o r  m e d i c a l  d ev i c e s ; 
i n v o l v e d  c a s e  m a n a g e m e n t ,  p r e s e n t a t i o n s ,  m a i n t a i n i n g  SO Ps , 
i m p ro v i n g  p ro c e s s e s ,  a n d b u i l d i n g  r e l a t i o n s h i p s  w i t h  i n t e r n a l /

• 	 Rev i e w  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r  C l i e n t s  a s 
r e q u i r e d 

• 	 C ha m p i o n  t he  c l i e n t ’s  v i e w  f o r  d ev e l o p m e n t  o f  p ro d u c t s  w i t h  o t he r 
c o n t ra c t o rs  s u c h  a s  C RO s 

• 	 Re p r e s e n t  S c e n d e a  c l i e n t s  i n  r e g u l a t o r y  a g e n c y  i n t e ra c t i o n s  a n d 
p ro v i d e  r e g u l a t o r y  s o l u t i o n s  t o  a g e n c y  o b j e c t i o n s 

• 	 E x c e e d  ex p e c t a t i o n s  r e l a t i n g  t o  t he  q u a l i t y ,  d e l i v e r y  t i m e  a n d  c o s t 
o f  s e r v i c e s ,  a n d  e m p o w e r  o t he rs  t o  d o  t he  s a m e 

D a t a b a s e  a d m i n i s t ra t o r  -  C l i n i c a l  Tr i a l s  U n i t ,  M H R A
R e s p o n s i b i l i t i e s :

I n t e r n a t i o n a l  R e s e a rc h  A s s i s t a n t  -   U n i ve rs i t y  o f  A r i zo n a ,  C o l l e g e  o f  M e d i c i n e
R e s p o n s i b i l i t i e s :

• 	 M a n a g e m e n t  o f  U K  d a t a  o n  t he  Eu ro p e a n  M e d i c i n e s  A g e n c y  ( E MA ) 
Eu d ra C T  d a t a b a s e ,  e n s u r i n g  c o n s i s t e n c y

• 	 b e t w e e n  U K  a n d  E U  s y s t e m s .
• 	 S u c c e s s f u l l y  ha n d l i n g  a  b a c k l o g  o f  X M L / d a t a b a s e  s y s t e m  e r ro rs  i n 

c o l l a b o ra t i o n  w i t h  t he  H e a l t h  Re s e a r c h
• 	 Au t ho r i t y  ( H RA )  a n d  E MA ,  w h i l s t  p ro v i d i n g  i n f o r m a t i o n  t o  m e m b e r 

s t a t e s  r e g a r d i n g  Eu d ra C T  a l e r t s .
• 	 M a n a g i n g  r e g u l a t o r y  s u b m i s s i o n s  ( i n i t i a l s ,  a m e n d m e n t s ,  t e m p o ra r y 

ha l t s ,  U SM s  a n d  E n d  o f  Tr i a l s )  r e c e i v e d  by
• 	 t he  M H RA  t h ro u g h  w o r k  a l l o c a t i o n  w i t h i n  a  m u l t i d i s c i p l i n a r y  t e a m 

a n d  a n s w e r i n g  q u e r i e s  o n  U K / E U  r e g u l a t o r y
• 	 g u i d a n c e .
• 	 Pr e s e n t i n g  m e t r i c s  a t  u n i t  m e e t i n g s  a n d  g e n e ra t i n g  s t a t i s t i c s  f o r 

f r e e d o m  o f  i n f o r m a t i o n  ( FO I )  r e q u e s t s .
• 	 Tra i n i n g  o f  n e w  j o i n e rs  w i t h i n  t he  c l i n i c a l  t r i a l s  t e a m .
• 	 Re s p o n d i n g  t o  he l p l i n e  q u e r i e s  w o r k i n g  i n  c o n j u n c t i o n  w i t h  G C P / 

G M P  i n s p e c t o rs ,  To x i c o l o g i s t s ,  M e d i c s  a n d
• 	 Pha r m a c i s t s .

• 	 M a n a g e d  a n d  b u d g e t e d  r e s e a r c h  f o c u s e d  o n  m i c ro b i o l o g y , 
i m m u n o l o g y ,  a n d  o n c o l o g y.

• 	 Te c hn i q u e s  i n v o l v e d  i n c l u d e d :  q P C R ,  m o n o l a y e r  a n d  3 - D  c e l l 
c u l t u r e ,  w e s t e r n  b l o t s ,  c o n f o c a l  m i c ro s c o p y,  a n d

• 	 c e l l  v i a b i l i t y /  t o x i c i t y  a s s a ys .
• 	 Pr e s e n t e d  w r i t t e n  a n d  s t a t i s t i c a l  r e p o r t s  t o  c o l l e a g u e s  a t  w e e k l y 

m e e t i n g s ,  w h i l s t  a d he r i n g  t o  s t r i c t  w r i t i n g
• 	 d e a d l i n e s .
• 	 Re c e i v e d  t he  I D SO G  ( The  I n f e c t i o u s  D i s e a s e s  S o c i e t y  f o r  O b s t e t r i c s 

a n d  G y n e c o l o g y )  Tra i n e e  Tra v e l  S c ho l a r
• 	 Aw a r d  f o r  p r e s e n t i n g  a t  t he  Ph i l a d e l p h i a ,  U S A ,  m e e t i n g  i n  2 018 . 

Pr e s e n t e d  s c i e n t i f i c  p o s t e r s  a t  s ev e ra l  U S
• 	 N a t i o n a l  Co n f e r e n c e s .
• 	 Au t ho r e d  2  f i r s t  a u t ho r  p u b l i c a t i o n s  a n d  p ro v i d e d  s t ra t e g i c  a d v i c e 

f o r  o n g o i n g  p r e - c l i n i c a l  s t u d i e s .

ex t e r n a l  s t a ke ho l d e rs .
• 	 D e p u t i s e  f o r  S e n i o r  S a f e t y  m a n a g e r  a n d  c o n d u c t  t ra i n i n g  f o r  n e w 

c o l l e a g u e s .
• 	 Au t ho r  w r i t t e n  d i v i s i o n a l  r e p o r t s  f o r  o n g o i n g  p ro j e c t  a c t i v i t i e s .
• 	 Co l l a b o ra t e  w i t h  E U  r e g u l a t o r y  c o m p e t e n t  a u t ho r i t i e s  t o  a d d r e s s 

e m e rg i n g  s a f e t y  s i g n a l s .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

P h D  i n  P hys i o l o g y,  D eve l o p m e n t  a n d  N e u ro s c i e n c e  -  2 0 21 
U n i v e rs i t y  o f  Ca m b r i d g e . 

M P h i l  i n  C l i n i c a l  S c i e n c e  ( R a re  D i s e a s e s )  -  2 017 
U n i v e rs i t y  o f  Ca m b r i d g e .

B S c  ( H o n s )  B i o m e d i c a l  S c i e n c e  -  2 016 
U n i v e rs i t y  o f  Es s ex

Dr Bethany Aykroyd BSc (Hons), MPhil, PhD
C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 2 

EMPLOYMEN T
RECORD.

A s s o c i a t e  C o n s u l t a n t  –  S c e n d e a
2 021  –  2 022 

• 	 D ev e l o p  a n d  m a i n t a i n  a  h i g h  l ev e l  o f  t e c hn i c a l  kn o w l e d g e  i n  t he 
a r e a  o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s .

• 	 Au t ho r,  r ev i e w  a n d  d e l i v e r  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n 
t o  c l i e n t s .  E x a m p l e s  i n c l u d e :  I N D  m o d u l e s ,  I M P D ,  S c i e n t i f i c 
Ad v i c e  B r i e f i n g  D o c u m e n t s  ( F DA ,  E U  a n d  M H RA ) ,  O r p ha n  D ru g 
D e s i g n a t i o n ,  D S U R ,  I n v e s t i g a t o r ’s  B ro c hu r e .

• 	 I n t e ra c t i n g  w i t h  g l o b a l  r e g u l a t o r y  a g e n c i e s  t o  f a c i l i t a t e  r e g u l a t o r y 
s u b m i s s i o n s .

• 	 M a n a g e  p ro j e c t s  a n d  p ro v i d i n g  p ra c t i c a l  s u p p o r t  t o  e n s u r e  t he 
t i m e l y  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he 
a l l o c a t e d  t i m e l i n e s  a n d  b u d g e t s .

• 	 Pa r t i c i p a t e  i n  m e e t i n g s  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  o n 
m a t t e r s  r e l a t e d  t o  c u r r e n t  a n d / o r  f u t u r e  p ro j e c t s ,  c o n t ra c t s  o r  n e w 
b u s i n e s s  o p p o r t u n i t i e s .

• 	 S u p p o r t  w i t h  t he  f o r m u l a t i o n  o f  d ru g  d ev e l o p m e n t  s t ra t e g i e s .
• 	 Pa r t i c i p a t e   i n  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  t o  o b t a i n  r e l ev a n t 

i n f o r m a t i o n  f o r  d i s s e m i n a t i o n  t o  t he  S c e n d e a  t e a m  a n d  ex t e r n a l 
s t a ke ho l d e rs .

Current Experience

C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

PROFE S SIONAL
S O CIETIE S.

R e g u l a t o r y  A f f a i rs  P ro f e s s i o n a l s 
S o c i e t y  ( R A P S )  -  Re g u l a t o r y 
A f f a i r s  Ce r t i f i c a t e  ( RAC )  D ru g s

M P h i l  i n  C l i n i c a l  S c i e n c e  ( R a re  D i s e a s e s )
U n i ve rs i t y  o f  C a m b r i d g e
R e s p o n s i b i l i t i e s :

B S c  ( H o n s )  B i o m e d i c a l  S c i e n c e
U n i ve rs i t y  o f  E s s ex
R e s p o n s i b i l i t i e s :

M a j o r  a c h i ev e m e n t s  i n c l u d e : 
• 	 Co o r d i n a t e d  w i t h  s t a ke ho l d e rs  t o  e n s u r e  p ro j e c t  c o m p l e t i o n 

l e a d i n g  t o  t he  p u b l i c a t i o n  o f  m y  r e s e a r c h  a s  f i r s t  a u t ho r,  i n  a  p e e r -
r ev i e w e d  s c i e n t i f i c  j o u r n a l .  Fu r t he r  p u b l i c a t i o n s  p e n d i n g . 

• 	 Pr e s e n t e d  m y  f i n d i n g s  a t  s i x  n a t i o n a l  a n d  i n t e r n a t i o n a l  c o n f e r e n c e s 
a n d  f o r m e d  n e t w o r ks  w i t h  r e s e a r c he rs  a n d  c l i n i c i a n s  f ro m  a ro u n d 
t he  g l o b e . 

• 	 C ha i r e d  t he  o rg a n i s a t i o n  o f  a n  i n t e r d i s c i p l i n a r y  a c a d e m i c  r e s e a r c h 
c o n f e r e n c e . 

• 	 S u p e r v i s e d  m u l t i p l e  u n d e rg ra d u a t e  a n d  p o s t g ra d u a t e  s t u d e n t s .

• 	 Co u rs e  m o d u l e s  i n c l u d e d :  E p i d e m i o l o g y ,  M e d i c a l  S t a t i s t i c s , 
Pra c t i c a l  As p e c t s  o f  C l i n i c a l  Re s e a r c h ,  G e n e t i c s  a n d  Ra r e  D i s e a s e s . 

• 	 B ra i n s t o r m e d  ra r e  d i s e a s e  c l i n i c a l  c a s e  s t u d i e s  a n d  a n a l y s e d 
r e s e a r c h  a d v a n c e m e n t s  i n  a c a d e m i c  p u b l i c a t i o n s .

• 	 N e g o t i a t e d  a n d  d e s i g n e d  a  s i x - m o n t h  r e s e a r c h  p ro j e c t  o u t s i d e  o f 
t he  p r e d e t e r m i n e d  o p t i o n s . 

• 	 Pr e s e n t e d  m y  r e s e a r c h  a t  t h r e e  n a t i o n a l  r e s e a r c h  c o n f e r e n c e s .

• 	 H i g he s t  f i n a l  d e g r e e  m a r k  f ro m  t he  S c ho o l  o f  B i o l o g i c a l  S c i e n c e s  i n 
2 016  ( o u t  o f  242  s t u d e n t s ) .

• 	 Fi r s t  c l a s s  o b t a i n e d  i n  e a c h  y e a r.
• 	 S u c c e s s f u l l y  p l a n n e d  a n d  a p p l i e d  f o r  a  We l l c o m e  Tru s t  f u n d e d 

s u m m e r  r e s e a r c h  p ro j e c t .

S c ho l a rs h i p  a w a r d e d  f o r  b e i n g  o n e  o f  t he  t o p  U K  M Ph i l  a p p l i c a n t s  f o r  2 016 
e n t r y  a c ro s s  a l l  s u b j e c t s .

S c ho l a rs h i p  a w a r d e d  f o r  b e i n g  o n e  o f  t he  t o p  U K  M Ph i l  a p p l i c a n t s  f o r  2 016 
e n t r y  a c ro s s  a l l  s u b j e c t s .

Previous Experience

P h D  i n  P hys i o l o g y,  D eve l o p m e n t  a n d  N e u ro s c i e n c e  
U n i ve rs i t y  o f  C a m b r i d g e
R e s p o n s i b i l i t i e s :

S c ho l a rs h i p  a w a r d e d  f o r  b e i n g  o n e  o f  t he  t o p  25 0  Ph D  a p p l i c a n t s  f o r  2 017 
e n t r y  a c ro s s  a l l  s u b j e c t s .  A f t e r  i d e n t i f y i n g  a  g a p  i n  t he  l i t e ra t u r e ,  I  b u i l t  o n 
kn o w l e d g e  g a i n e d  f ro m  m y  M Ph i l  r e s e a r c h  t o  u n d e rs t a n d  m o r e  a b o u t  t he 
i m p o r t a n c e  o f  p l a c e n t a l  e n d o c r i n e  s i g n a l l i n g  d u r i n g  p r e g n a n c y.

• 	 Pr e p a r e  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s  a n d  c o n t ra c t s  f o r  c l i e n t s .
• 	 As s i s t  i n  t he  d ev e l o p m e n t ,  m a i n t e n a n c e  a n d  d e l i v e r y  o f  r e l ev a n t 

t ra i n i n g  m a t e r i a l s .  E x a m p l e s  i n c l u d e :  p ro v i d i n g  r e g u l a r  a d  ho c 
t ra i n i n g  t o  n e w  t e a m  m e m b e rs  a n d  d e l i v e r i n g  f o r m a l  t ra i n i n g 
s e s s i o n s  t o  t he  S c e n d e a  t e a m .

• 	 E n s u r e  t ha t  a l l  c l i e n t  m a t e r i a l  i s  t r e a t e d  a n d  m a i n t a i n e d  i n  f u l l 
r e s p e c t  o f  c l i e n t  c o n f i d e n t i a l i t y .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

B S c  ( H o n s )  B i o t e c h n o l o g y
U n i v e rs i t y  o f  Te c hn o l o g y ,  Sy d n ey

P h D  i n  S t e m  C e l l  R e s e a rc h
M a c q u a r i e  U n i v e rs i t y ,  Sy d n ey

EMPLOYMEN T
RECORD.

D i re c t o r  o f  C l i n i c a l  D eve l o p m e n t  a n d  M e d i c a l  A f f a i rs  -  R e g e n e u s  L t d
2 02 0  -  2 022

B i o m e d i c a l  Tra n s l a t i o n  B r i d g e  ( B T B )  P ro j e c t  M a n a g e r  -  U n i Q u e s t  P t y  L i m i t e d
2 019  -  2 02 0

C l i n i c a l  P ro j e c t  M a n a g e r  -  C l i n i c a l  N e t wo r k  S e r v i c e s  P t y  L i m i t e d
2 018  -  2 019

C l i n i c a l  R e s e a rc h  S c i e n t i s t  -  R e g e n e u s  L t d
2 014  -  2 017

R e s e a rc h  Fe l l o w  -  R e g e n e u s  L t d
2 012  -  2 014

R e s e a rc h  a n d  D eve l o p m e n t  S c i e n t i s t  -  R e g e n e u s  L t d
2 0 0 9  -  2 012

L a b o ra t o r y  D e m o n s t ra t o r  -  U n i ve rs i t y  o f  Te c h n o l o g y,  S yd n e y
2 0 0 8  -  2 010

Dr Sinéad Blaber BBiotech (Hons), PhD
C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a y  2 0 2 3

Previous Experience
D i re c t o r  o f  C l i n i c a l  D eve l o p m e n t  a n d  M e d i c a l  A f f a i rs  -  R e g e n e u s  L t d
R e s p o n s i b i l i t i e s :

• 	 A  m u l t i - f a c t o r i a l  ro l e  s p a n n i n g  c l i n i c a l  d ev e l o p m e n t ,  m e d i c a l 
a f f a i r s ,  a n d  b u s i n e s s  d ev e l o p m e n t ,  t ha t  w a s  i n t e g ra l  t o  t he  s t ra t e g i c 
a n d  s c i e n t i f i c  d i r e c t i o n  o f  t he  c o m p a n y.

• 	 Ke y  a c t i v i t i e s  i n  t h i s  ro l e  i n c l u d e :
• 	 Pr e p a ra t i o n  o f  p r e s e n t a t i o n s  a n d  m a t e r i a l s  t o  s u p p o r t  b u s i n e s s 

d ev e l o p m e n t  m e e t i n g s  a n d  d u e  d i l i g e n c e  p ro c e s s e s .
• 	 P i t c h i n g  Re g e n e u s ’  p ro d u c t s  i n  b u s i n e s s  d ev e l o p m e n t  m e e t i n g s .
• 	 M a i n t a i n i n g  c u r r e n t  i n f o r m a t i o n  o n  c o m p e t i t o r s ’  p ro d u c t s .

B i o m e d i c a l  Tra n s l a t i o n  B r i d g e  ( B T B )  P ro j e c t  M a n a g e r  -  U n i Q u e s t  P t y  L i m i t e d
R e s p o n s i b i l i t i e s :

C l i n i c a l  P ro j e c t  M a n a g e r  -  C l i n i c a l  N e t wo r k  S e r v i c e s  P t y  L t d
R e s p o n s i b i l i t i e s :

• 	 Pro j e c t  m a n a g e r  r e s p o n s i b l e ,  o n  b e ha l f  o f  U n i Q u e s t ,  f o r  d e l i v e r i n g 
t he  BT B  Pro g ra m ,  a  M e d i c a l  Re s e a r c h  Fu t u r e  Fu n d  ( M R F F )  i n i t i a t i v e 
t o  f u n d  a n d  n u r t u r e  he a l t h  a n d  m e d i c a l  r e s e a r c h  t o  c o m m e r c i a l 
p ro o f - o f - c o n c e p t  s t a g e  w i t h  p o t e n t i a l  t o  a t t ra c t  f u r t he r  c a p i t a l  a n d 
s u p p o r t .

• 	 Ke y  a c t i v i t i e s  i n  t h i s  ro l e  i n c l u d e d :
• 	 C r i t i c a l  a p p ra i s a l  o f  o v e r  3 0 0  t he ra p e u t i c  a n d  m e d i c a l  d ev i c e 

a p p l i c a t i o n s  f o r  c o m p e t i t i v e  p o s i t i o n i n g ,  u n m e t  m e d i c a l  n e e d , 
s c i e n t i f i c  m e r i t ,  a n d  c l i n i c a l ,  r e g u l a t o r y ,  c o m m e r c i a l i s a t i o n  a n d 
i n t e l l e c t u a l  p ro p e r t y  ( I P )  s t ra t e g i e s .

• 	 M e n t o r i n g  o f  23  m e d i c a l  r e s e a r c h  i n s t i t u t e s / s m a l l  b i o t e c hn o l o g y 
t he ra p e u t i c s  c o m p a n i e s  o n  t he i r  I P,  s c i e n t i f i c ,  c l i n i c a l ,  r e g u l a t o r y 
a n d  c o m m e r c i a l i s a t i o n  s t ra t e g i e s  a n d  c o m p e t i t i v e  p o s i t i o n i n g 
t o  s t r e n g t he n  t he i r  p ro s p e c t s  o f  a c h i ev i n g  c o m m e r c i a l  p ro o f - o f -
c o n c e p t .

• 	 Pro j e c t  m a n a g e m e n t  o f  f i v e  a w a r d e e s  i n c l u d i n g  s e t t i n g  a n d 
a s s e s s i n g  p ro g r e s s  a g a i n s t  m i l e s t o n e s ,  d e c i s i o n  p o i n t s ,  a n d  b u d g e t 
t a rg e t s  t o t a l l y  o v e r  $ 14  m i l l i o n .

• 	 I n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e r  m a n a g e m e n t  i n c l u d i n g  q u a r t e r l y 
r e p o r t i n g  o n  m i l e s t o n e s  a n d  b u d g e t  t a rg e t s  f o r  a w a r d e e s  a n d  t he 
o v e ra l l  Pro g ra m .

• 	 C o re  s k i l l s :  M e n t o r i n g ,  s t ra t e g i c  p l a n n i n g ,  ex p a n d e d  t he ra p e u t i c 
a n d  m e d i c a l  d ev i c e  kn o w l e d g e ,  ex p a n d e d  kn o w l e d g e  o n 
g o v e r n m e n t  g ra n t  s c he m e s ,  m i l e s t o n e  a n d  b u d g e t  m a n a g e m e n t .

• 	 C l i n i c a l  p ro j e c t  m a n a g e r  r e s p o n s i b l e  f o r  m u l t i p l e  s i m u l t a n e o u s 
s t u d i e s  a c ro s s  n u m e ro u s  t he ra p e u t i c  a r e a s  i n c l u d i n g  p e d i a t r i c 
o n c o l o g y ,  a u t o i m m u n e  c o n d i t i o n s ,  a n d  i n f e c t i o u s  d i s e a s e s .  S t u d i e s 
i n c l u d e d  d o u b l e - b l i n d  a n d  o p e n - l a b e l  Pha s e  I  t r i a l s  o f  n o v e l 
I n v e s t i g a t i o n a l  Pro d u c t s  f ro m  b i o t e c hn o l o g y  c o m p a n i e s  a n d  Pha s e 
I I - I I I  t r i a l s  o f  e s t a b l i s he d  p ha r m a c e u t i c a l s .

• 	 Ke y  a c t i v i t i e s  i n  t h i s  ro l e  i n c l u d e d :
• 	 Re l a t i o n s h i p  m a n a g e m e n t  o f  m e d i c a l  s t a f f  i n c l u d i n g  Pr i n c i p a l 

I n v e s t i g a t o rs  a n d  M e d i c a l  M o n i t o rs .

• 	 Pha s e  I I  c l i n i c a l  t r i a l  d e s i g n  f o r  l e a d  c e l l  t he ra p y  p ro d u c t , 
Pro g e n zaTM .

• 	 Th i r d  p a r t y  v e n d o r  v e t t i n g  a n d  s e l e c t i o n .
• 	 Le a d  l i a i s o n  w i t h  r e g u l a t o r y  c o n s u l t a n t s  o n  i n t e ra c t i o n s  w i t h  t he 

U S A  F DA .
• 	 Co n t r i b u t i n g  t o  Pr e - I N D  m e e t i n g  i n f o r m a t i o n  p a c ka g e  s u b m i t t e d  t o 

F DA .
• 	 D e s i g n  a n d  ex e c u t i o n  o f  h i g h - q u a l i t y  n o n c l i n i c a l  s t u d i e s  t o  s u p p o r t 

p ro d u c t  d ev e l o p m e n t .
• 	 Pro j e c t  M a n a g e r  a n d  l e a d  l i a i s o n  w i t h  Au s t ra l i a n  D e p a r t m e n t 

o f  D e f e n c e  o n  $ 3 0 0 , 0 0 0  i C E RA  g ra n t  r e c e i v e d  t o  i n v e s t i g a t e 
t he  t he ra p e u t i c  p o t e n t i a l  o f  o u r  b i o a c t i v e  s e c r e t o m e  p ro d u c t , 
Sy g e n u sTM .

• 	 Co n f e r e n c e  p r e s e n t a t i o n s .
• 	 Re s p o n s i b l e  f o r  e s t a b l i s h i n g  a n d  m a n a g i n g  r e l a t i o n s h i p s  w i t h  KO L s .
• 	 D ev e l o p i n g  a n d  d i s t r i b u t i n g  s o c i a l  m e d i a  c o n t e n t .
• 	 C o re  s k i l l s :  p ro d u c t  p i t c h i n g ,  c l i n i c a l  t r i a l  d e s i g n ,  c o m m u n i c a t i n g 

w i t h  v a r i e d  a u d i e n c e s  f ro m  KO L s  t o  r e g u l a t o r y  b o d i e s ,  s o c i a l  m e d i a 
c o n t e n t  p r e p a ra t i o n .



S c e n d e a   -   E x p e r t i s e

C l i n i c a l  R e s e a rc h  S c i e n t i s t  -  R e g e n e u s  L t d
R e s p o n s i b i l i t i e s :

• 	 Key  p e rs o n  r e s p o n s i b l e  f o r  p ro v i d i n g  s c i e n t i f i c  ex p e r t i s e  t o  t he 
H u m a n  H e a l t h  t e a m  f o r  m u l t i p l e  c o m m e r c i a l  c e l l  t he ra p y  p ro d u c t s . 
Ad d i t i o n a l l y ,  I  p e r f o r m e d  a  c o m b i n e d  p ro j e c t  m a n a g e r  a n d  C RA 
ro l e  s o l e l y  r e s p o n s i b l e  f o r :  a  f i r s t - i n - hu m a n ,  Pha s e  I / I I ,  d o u b l e -
b l i n d  p l a c e b o - c o n t ro l l e d  o s t e o a r t h r i t i s  t r i a l ;  a n  a d i p o s e  t i s s u e 
p ro c u r e m e n t  s t u d y ;  a n d  j o i n t l y  r e s p o n s i b l e  f o r  m u l t i p l e  d a t a 
c o l l e c t i o n  s t u d i e s  f ro m  c o m m e r c i a l  p a t i e n t s .  O v e r  10 0  p a t i e n t s 
w e r e  e n ro l l e d  i n  t he s e  s t u d i e s  a c ro s s  n i n e  s i t e s .  Pro d u c t  l e a d  f o r 
a  n o v e l  t o p i c a l  s e c r e t i o n - b a s e d  t r e a t m e n t  f o r  i n f l a m m a t o r y  s k i n 
c o n d i t i o n s .

• 	 Ke y  a c t i v i t i e s  i n  t h i s  ro l e  i n c l u d e d :
• 	 I d e n t i f i c a t i o n ,  e n g a g e m e n t  a n d  m a n a g e m e n t  o f  o v e r  15  KO L s  i n 

m u l t i p l e  t he ra p e u t i c  a r e a s .
• 	 Pr e s e n t i n g  t o  I n v e s t i g a t o rs  a n d  c l i n i c a l  s t a f f  a t  I n v e s t i g a t o r 

m e e t i n g s .
• 	 Pro v i d i n g  s c i e n t i f i c  a d v i c e  v i a  a n a l y s i s  a n d  i n t e r p r e t a t i o n  o f 

p u b l i s he d  a n d  i n - ho u s e  d a t a .
• 	 Pr e s e n t a t i o n  o f  r e s u l t s  t h ro u g h  m a n u s c r i p t s ,  p u b l i c  m e s s a g i n g ,  a n d 

o ra l  p r e s e n t a t i o n s .
• 	 M a i n t a i n i n g  c u r r e n t  i n f o r m a t i o n  o n  c o m p e t i t o r s ’  p ro d u c t s .
• 	 Co n t r i b u t i n g  t o  p ro d u c t  m a r ke t i n g  a n d  d ev e l o p m e n t  s t ra t e g i e s .
• 	 Co n t r i b u t i n g  t o  c l i n i c a l  d ev e l o p m e n t  p l a n s  f o r  p ro m i s i n g  l e a d 

p ro d u c t  c a n d i d a t e s .
• 	 Pr e p a ra t i o n  o f  c r i t i c a l  c l i n i c a l  t r i a l  d o c u m e n t s  i n c l u d i n g  c l i n i c a l 

t r i a l  p ro t o c o l s ,  C R Fs ,  P I C Fs ,  C T RAs ,  SO Ps ,  s o u r c e  d a t a  w o r ks he e t s .
• 	 Rev i e w i n g  a n d  c o n t r i b u t i n g  t o  I B s ,  S A Ps ,  S A Rs  a n d  C S Rs .
• 	 S i t e  s e l e c t i o n ,  n e g o t i a t i n g  s t u d y  b u d g e t s  a n d  c o n t ra c t  a g r e e m e n t s 

f o r  s ev e n  s i t e s .
• 	 Tr i a l  o v e rs i g h t  i n c l u d i n g  m a n a g e m e n t  o f  a l l  t r i a l  s t a f f  ( i n t e r n a l  a n d 

ex t e r n a l ) .
• 	 As s i s t i n g  i n  t he  p r e p a ra t i o n  o f ,  a n d  a d he r e n c e  t o ,  t he  c l i n i c a l  t r i a l 

b u d g e t  ( $ 2 . 5  m i l l i o n ) .
• 	 I d e n t i f i c a t i o n ,  c o n t ra c t  n e g o t i a t i o n  a n d  m a n a g e m e n t  o f  t h i r d - p a r t y 

v e n d o rs .
• 	 E n s u r i n g  a d he r e n c e  t o  a l l  I C H  G C P,  H R E C  a n d  TGA  g u i d e l i n e s .
• 	 Tra i n i n g  n u rs i n g  s t a f f  i n  I n v e s t i g a t i o n a l  Pro d u c t  p r e p a ra t i o n  a n d 

a d m i n i s t ra t i o n .

• 	 O v e ra l l  l e a d e rs h i p  o f  t r i a l s  i n c l u d i n g  m a n a g e m e n t  o f  C l i e n t s ,  Pha s e 
I  u n i t s ,  i n t e r n a l  t e a m s  ( C RAs ,  m e d i c a l  w r i t e r s ,  b i o s t a t i s t i c i a n s , 
c l i n i c a l  p ro g ra m m e rs ,  d a t a  m a n a g e rs ,  u n b l i n d e d  t e a m  m e m b e rs ) 
a n d  t h i r d - p a r t y  v e n d o rs  ( b i o a n a l y t i c a l  l a b s ,  s a f e t y  l a b o ra t o r i e s , 
E D C  p ro v i d e rs ) .

• 	 E n s u r i n g  t he  t e a m  ( i n t e r n a l  a n d  ex t e r n a l )  m e e t  a g r e e d  t i m e l i n e s  a n d 
b u d g e t s .

• 	 Pr e p a ra t i o n  o f  s t u d y  d o c u m e n t a t i o n  i n c l u d i n g  p ro j e c t  m a n a g e m e n t 
p l a n s ,  s a f e t y  m a n a g e m e n t  p l a n s ,  s a f e t y  m o n i t o r i n g  c o m m i t t e e 
c ha r t e r s ,  p ha r m a c y  m a n u a l s  a n d  t r i a l  t ra c ke rs .

• 	 O v e rs i g h t  o f  a l l  s t u d y  a c t i v i t i e s  i n c l u d i n g  C RAs  a n d  t he i r  m o n i t o r i n g 
a c t i v i t i e s ,  E D C  b u i l d s ,  p r e p a ra t i o n  o f  ra n d o m i s a t i o n  p l a n  a n d 
s p e c i f i c a t i o n  d o c u m e n t s ,  p ro d u c t i o n  o f  ra n d o m i s a t i o n  l i s t s  ( i n 
u n b l i n d e d  p ro j e c t  m a n a g e r  ro l e ) ,  S A Ps ,  S A Rs  a n d  C S Rs .

• 	 E n s u r i n g  a d he r e n c e  t o  a l l  I C H  G C P,  H R E C  a n d  TGA  g u i d e l i n e s .
• 	 C o re  s k i l l s :  Le a d e rs h i p ,  m a n a g i n g  m u l t i p l e  c o m p e t i n g  p r i o r i t i e s , 

p ro b l e m  s o l v i n g ,  ex p a n d e d  t he ra p e u t i c  a r e a  kn o w l e d g e .

R e s e a rc h  Fe l l o w  -  R e g e n e u s  L t d
R e s p o n s i b i l i t i e s :

R e s e a rc h  a n d  D eve l o p m e n t  S c i e n t i s t  ( 0 . 2  F T E )  -  R e g e n e u s  L t d
R e s p o n s i b i l i t i e s :

L a b o ra t o r y  D e m o n s t ra t o r  -  U n i ve rs i t y  o f  Te c h n o l o g y,  S yd n e y
R e s p o n s i b i l i t i e s :

• 	 Le a d  s c i e n t i s t  f o r  Re g e n e u s  L t d  i n  t he i r  p a r t n e rs h i p  w i t h  M a c q u a r i e 
U n i v e rs i t y .  Re s e a r c h  p ro d u c e d  i n  t h i s  p o s i t i o n  c o n t r i b u t e d  t o  t h r e e 
p a t e n t s .  R e s p o n s i b i l i t i e s  i n c l u d e d :

• 	 S u p e r v i s i n g  t h r e e  Ph D  a n d  t w o  ho n o u rs  s t u d e n t s ;  o n e  l a t e r  c o -
f o u n d e d  a  l i f e  s c i e n c e s  c o m p a n y.

• 	 M a n a g i n g  a n  e i g h t - p e rs o n  l a b o ra t o r y  i n c l u d i n g  a  $ 4 0 0 , 0 0 0  y e a r l y 
b u d g e t .

• 	 Pe r f o r m i n g  d a t a  c o l l e c t i o n ,  t ro u b l e s ho o t i n g  a n d  q u a n t i t a t i v e  d a t a 
a n a l y s i s .

• 	 Re p r e s e n t i n g  t he  c o l l a b o ra t i o n  v i a  c o n f e r e n c e  p r e s e n t a t i o n s  a n d 
u n i v e rs i t y  m e e t i n g s .

• 	 C o re  s k i l l s :  Pu b l i c  s p e a k i n g ,  w r i t i n g ,  m e n t o r i n g ,  b u d g e t 
m a n a g e m e n t ,  i n t e l l e c t u a l  p ro p e r t y  s u b m i s s i o n s  a n d  m a n a g e m e n t .

• 	 J u n i o r  s c i e n t i s t  i n v o l v e d  i n  c o n d u c t i n g  r e s e a r c h  a n d  c o n t r i b u t i n g  t o 
t he  r e s e a r c h  d i r e c t i o n ,  v i a :

• 	 D ev e l o p m e n t  a n d  v a l i d a t i o n  o f  p ro c e s s i n g  p ro t o c o l s  f o r  c e l l 
t he ra p y  p ro c e d u r e s .

• 	 I m p ro v i n g  t he  c e l l  y i e l d  by  25 %  v i a  a m e n d m e n t s  t o  t he  p ro c e s s i n g 
p ro t o c o l .

• 	 Pr e p a ra t i o n  a n d  C D  m a r ke r  c ha ra c t e r i s a t i o n  o f  a d i p o s e  c e l l 
p o p u l a t i o n s  i n  > 2 0 0  s a m p l e s .

• 	 D ev e l o p m e n t  a n d  i m p l e m e n t a t i o n  o f  m u l t i - p l ex  c y t o k i n e  a n a l y s i s  o f 
s e ru m  a n d  s e c r e t i o n s .

• 	 C o re  s k i l l s :  D a t a  c o l l e c t i o n  a n d  a n a l y s i s ,  g ra s p i n g  c o m p l ex 
s c i e n t i f i c  c o n c e p t s  q u i c k l y ,  p ro b l e m  s o l v i n g ,  p ro t o c o l  v a l i d a t i o n .

• 	 I n s t ru c t e d  w e t  l a b s  a n d  t u t o r i a l s  f o r  u n d e rg ra d u a t e  s u b j e c t s 
i n c l u d i n g  M e t a b o l i c  B i o c he m i s t r y  a n d  I n t ro d u c t o r y  Pha r m a c o l o g y  & 
M i c ro b i o l o g y

• 	 D ev e l o p e d  a n d  c o n d u c t e d  b a c t e r i a l  w o r ks ho p s  f o r  v i s i t i n g  h i g h 
s c ho o l  s t u d e n t s

• 	 C o re  s k i l l s :  Ta i l o r i n g  c o u rs e  c o n t e n t ,  p u b l i c  s p e a k i n g .

• 	 Co n d u c t i n g  s i t e  q u a l i f i c a t i o n ,  m o n i t o r i n g  a n d  c l o s e o u t  v i s i t s  t o 
e n s u r e  c o m p l e t e n e s s  a n d  a c c u ra c y  o f  d a t a  c o l l e c t e d  a n d  s i t e 
c o m p l i a n c e .

• 	 C o re  s k i l l s :  Ta i l o r i n g  w r i t i n g  a n d  p r e s e n t a t i o n s  f o r  d i f f e r e n t 
a u d i e n c e s ,  c r i t i c a l  t h i n k i n g ,  c l i n i c a l  t r i a l  d e s i g n ,  t e a m w o r k .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

EMPLOYMEN T
RECORD.

I n t e g ra t e d  M S c  B i o m e d i c a l  S c i e n c e s
The  U n i v e rs i t y  o f  S o u t ha m p t o n  -  2 017 - 2 021

A s s o c i a t e  C o n s u l t a n t
S c e n d e a  -  2 022  -  2 024

L a b o ra t o r y  R e s e a rc h
The  U n i v e r s i t y  o f  S o u t h a m p t o n  -  2 02 0 - 2 021

Ellie McNamee MSc
C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  M a rc h  2 0 24

Previous Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p m e n t  o f  t e c hn i c a l  kn o w l e d g e  i n  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s  a n d  p ro d u c t  d ev e l o p m e n t

• 	 S u p p o r t i n g  t he  a u t ho r i n g ,  r ev i e w,  a n d  q u a l i t y  c o n t ro l  o f  t e c hn i c a l 
r e g u l a t o r y  d o c u m e n t s

• 	 E x a m p l e s  i n c l u d e  I N D s ,  O D D s ,  C S Rs ,  I B s ,  P I Ps ,  a n d  D S U Rs
• 	 Pro j e c t  m a n a g e m e n t  o f  r e g u l a t o r y  s u b m i s s i o n s  a n d  d o c u m e n t s 

w i t h i n  a l l o c a t e d  t i m e l i n e s :
• 	 M a n a g e m e n t  o f  O D D s ,  R P D s ,  D M Fs ,  I N D s ,  E MA  S A  r e q u e s t s ,  F DA 

m e e t i n g  r e q u e s t s ,  a n d  a n n u a l  r e p o r t s
• 	 I n t e ra c t i n g  w i t h  r e g u l a t o r y  a g e n c i e s  t o  f a c i l i t a t e  r e g u l a t o r y 

s u b m i s s i o n s  ( M H RA ,  E MA ,  F DA )
• 	 S u m m a r iz i n g  r e l ev a n t  i n f o r m a t i o n  f ro m  i n / ex t e r n a l  m e e t i n g s  a n d 

d i s s e m i n a t i n g  t o  t he  S c e n d e a  t e a m  a n d  ex t e r n a l  s t a ke ho l d e rs
• 	 E n s u r i n g  t i m e l y  c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  w i t h i n  a g r e e d 

t i m e l i n e s  a n d  b u d g e t s
• 	 Pr e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r 

c l i e n t s
• 	 E x a m p l e s  i n c l u d e  b u s i n e s s  p ro p o s a l s ,  s t a t e m e n t s  o f  w o r k  ( SO W ) , 

a n d  a d  ho c  b u d g e t s
• 	 Pr e p a ra t i o n  o f  w e e k l y  r e g u l a t o r y  i n t e l l i g e n c e  b r i e f i n g  r e p o r t s 

s u m m a r i s i n g  u p d a t e s  t o  i n t e r n a t i o n a l  r e g u l a t o r y  g u i d a n c e

L a b o ra t o r y  R e s e a rc h  -  The  U n i v e r s i t y  o f  S o u t h a m p t o n
R e s p o n s i b i l i t i e s :

• 	 Re s e a r c h  g ro u p  a t  t he  B i o f i l m  I n n o v a t i o n  Ce n t r e  w o r k i n g  i n  a 
Co n t a i n m e n t  Lev e l  2  l a b o ra t o r y .

• 	 Fo l l o w i n g  SO Ps  t o  p ro c e s s  c l i n i c a l  s a m p l e s .
• 	 D e s i g n i n g ,  o p t i m i s i n g  a n d  i m p l e m e n t i n g  p ro t e o m i c s  p ro t o c o l s  a n d 

a n a l y s i n g  a c q u i r e d  d a t a .
• 	 Co n s t ru c t e d  r i s k  a s s e s s m e n t s ,  r e p o r t s  a n d  p r e s e n t a t i o n s .
• 	 I n p u t  a n d  m a i n t e n a n c e  o f  c l i n i c a l  d a t a  i n  s p r e a d s he e t s .
• 	 U s e  o f  s o f t w a r e  i n c l u d i n g  DA I M E ,  I m a g e J ,  E m p i r i a  S t u d i o ,  I m a g e 

S t u d i o  f o r  i m a g e  a n a l y s i s  a n d  G ra p h Pa d  Pr i s m  f o r  s t a t i s t i c a l 
a n a l y s i s .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

PROFE S SIONAL
S O CIETIE S.

EMPLOYMEN T
RECORD.

A s s o c i a t e  C o n s u l t a n t
S c e n d e a  -  2 021  -  2 022

Po s t d o c t o ra l  R e s e a rc he r 
U n i v e rs i t y  o f  G o t he n b u rg ,  Sw e d e n  -  2 018  -  2 02 0

Po s t d o c t o ra l  R e s e a rc he r 
U n i v e rs i t y  o f  G o t he n b u rg ,  Sw e d e n  -  2 017  -  2 018

P h D  C a n d i d a t e
U n i v e rs i t y  o f  G ro n i g e n ,  The  N e t he r l a n d s  -  2 012  -  2 016

P h D  i n  M e d i c i n a l  C he m i s t r y  -  2 016 
U n i v e rs i t y  o f  G ro n i g e n ,  The  N e t he r l a n d s . 

M a s t e rs  D e g re e  i n  O rg a n i c  C he m i s t r y -  2 0 21 
Co m p l u t e n s e  U n i v e rs i t y  o f  M a d r i d ,  S p a i n .

D e g re e  i n  C he m i s t r y  -  2 010 
Co m p l u t e n s e  U n i v e rs i t y  o f  M a d r i d ,  S p a i n .
B a c he l o r  r e s e a r c h :  U n i v e rs i t y  o f  G ro n i n g e n ,  The  N e t he r l a n d s 
( E ra s m u s  f e l l o w s h i p ) .

R e g u l a t o r y  A f f a i rs  P ro f e s s i o n a l s 
S o c i e t y  ( R A P S ) :  Re g u l a t o r y  A f f a i r s 
Ce r t i f i c a t e  ( RAC )  –  D ru g s

Dr Leticia Monjas Gómez MSc, PhD
C o n s u l t a n t 
D a t e  A p p o i n t e d  t o  Po s i t i o n :  S e p t e m b e r  2 0 2 2

Current Experience

C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p  a n d  m a i n t a i n  a  h i g h  l ev e l  o f  t e c hn i c a l  kn o w l e d g e  i n 
p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s

• 	 C r e a t e  a n d  d e l i v e r  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  f o r 
c l i e n t s

• 	 E x a m p l e s  i n c l u d e  a u t ho r i n g  o f  I N D  M o d u l e s ,  I M P D ,  Pr e - I N D 
B r i e f i n g  B o o k ,  E U  S c i e n t i f i c  Ad v i c e  B r i e f i n g  D o c u m e n t ,  O r p ha n 
D ru g  D e s i g n a t i o n ,  Fa s t  Tra c k  D e s i g n a t i o n ,  I n v e s t i g a t o r ’s  B ro c hu r e , 
D S U R

• 	  C r e a t e  d ru g  d ev e l o p m e n t  s t ra t e g i e s  i n  t he  a r e a  o f  r e g u l a t o r y 
a f f a i r s

• 	 M a n a g e  p ro j e c t s  a n d  p ro v i d e  p ra c t i c a l  s u p p o r t  t o  e n s u r e  t he  t i m e l y 
c o m p l e t i o n  o f  a l l  p ro j e c t  t a s ks  a s  a s s i g n e d  w i t h i n  t he  a l l o c a t e d 
t i m e l i n e s  a n d  b u d g e t s

P h D  C a n d i d a t e
P ro f .  A .  K .  H .  H i rs c h  g ro u p  -  U n i ve rs i t y  o f  G ro n i n g e n ,  The  N e t he r l a n d s
R e s p o n s i b i l i t i e s :

• 	 C he m i s t r y :  s y n t he s i s e d  d e r i v a t i v e s  o f  a  m a r i n e  n a t u ra l  p ro d u c t  a s 
p o t e n t i a l  a n t i b i o t i c s .

• 	 Co m m u n i c a t e d  w i t h  c o l l a b o ra t o rs  ( c o m p u t a t i o n a l  c he m i s t s , 
b i o l o g i s t s ) .

• 	 D i s s e m i n a t e d  s c i e n t i f i c  r e s u l t s / r ev i e w :  s c i e n t i f i c  a r t i c l e ,  b o o k 
c ha p t e r,  o ra l  p r e s e n t a t i o n  a t  a  n a t i o n a l  s c i e n t i f i c  m e e t i n g .

• 	 D e s i g n e d  a n d  s y n t he s i s e d  v i t a m i n  d e r i v a t i v e s  t o  s t u d y  v i t a m i n 
t ra n s p o r t e r s  i n  b a c t e r i a :  s t a r t i n g  p o i n t  f o r  t he  d ev e l o p m e n t  o f 
a n t i b i o t i c s .

• 	 Pro j e c t  m a n a g e m e n t  t o  m e e t  d e a d l i n e s ,  p r i o r i t i s a t i o n  o f  w o r k  a n d 
c o o r d i n a t i o n  w i t h  c o l l a b o ra t o rs  ( m a i n l y  b i o c he m i s t s  a n d  b i o l o g i s t s )

• 	 Co m m u n i c a t e d  s c i e n t i f i c  r e s u l t s :  11  s c i e n t i f i c  a r t i c l e s  ( w r i t t e n 
t o g e t he r  w i t h  c o l l a b o ra t o rs ) ,  7  o ra l  p r e s e n t a t i o n s  a n d  7  p o s t e r 
p r e s e n t a t i o n s  a t  n a t i o n a l  a n d  i n t e r n a t i o n a l  c o n f e r e n c e s .

• 	 G e n e ra t e d  r e s u l t s  t ha t  s e c u r e d  f u n d i n g  f o r  o n e  Ph D  s t u d e n t  a n d  o n e 
p o s t d o c  i n  t he  r e s e a r c h  g ro u p  t o  c o n t i n u e  t he  p ro j e c t .

Po s t d o c t o ra l  R e s e a rc he r 
D r.  C .  J .  Wa l l e n t i n  g ro u p  -  U n i ve rs i t y  o f  G o t he n b u rg ,  S we d e n
R e s p o n s i b i l i t i e s :

Previous Experience

Po s t d o c t o ra l  R e s e a rc he r 
P ro f .  M .  G rø t l i  g ro u p  -  U n i ve rs i t y  o f  G o t he n b u rg ,  S we d e n
R e s p o n s i b i l i t i e s :

• 	 D ev e l o p e d  s m a l l - m o l e c u l e  m o d u l a t o rs  f o r  m e t a b o l i c  d i s e a s e s : 
d e s i g n ,  s y n t he s i s  a n d  s t ru c t u r e - a c t i v i t y  r e l a t i o n s h i p  s t u d i e s .

• 	 Pro j e c t  c o o r d i n a t o r :  a s s i g n e d  a n d  p r i o r i t i s e d  w o r k ,  d e l e g a t e d  t a s ks 
t o  t e a m  m e m b e rs ,  c o m m u n i c a t e d  w i t h  c o l l a b o ra t o rs ,  s c he d u l e d 
m e e t i n g s .

• 	 O rg a n i s e d  a n d  a n a l y s e d  r e s e a r c h  r e s u l t s  ( 4  g ro u p s  c o n s i s t i n g  o f 
c he m i s t s ,  b i o c he m i s t s  a n d  b i o l o g i s t s ) ,  a n d  c he m i c a l s  d a t a b a s e .

• 	 E x a m p l e s  i n c l u d e  p ro j e c t  m a n a g e m e n t  o f  I N D ,  E U  s c i e n t i f i c  a d v i c e 
m e e t i n g  ( E MA  a n d  n a t i o n a l  a g e n c i e s ) ,  F DA  m e e t i n g s  ( e . g . ,  p r e - I N D 
m e e t i n g ) ,  O r p ha n  D ru g  D e s i g n a t i o n ,  Fa s t  Tra c k  D e s i g n a t i o n

• 	 Pa r t i c i p a t e  i n  m e e t i n g s  w i t h  i n t e r n a l  a n d  ex t e r n a l  s t a ke ho l d e rs  o n 
m a t t e r s  r e l a t e d  t o  a n y  c u r r e n t  a n d / o r  f u t u r e  p ro j e c t s ,  c o n t ra c t s ,  o r 
n e w  b u s i n e s s  o p p o r t u n i t i e s

• 	 Pr e p a r e  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r  c l i e n t s



S c e n d e a   -   E x p e r t i s e

EMPLOYMEN T
RECORD.

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
2 022  -  2 024

Te s t  O p e ra t i ve ,  N H S  Te s t  a n d  Tra c e  -  N o r t h  L i n c o l n s h i re  C o u n c i l
2 021  –  2 021

ACADEMIC
QUALIFICATIONS.

M S c  M o l e c u l a r  B i o l o g y  a n d  B i o t e c h n o l o g y  -  2 0 21  -  2 0 2 2
U n i v e rs i t y  o f  S he f f i e l d

B S c  B i o c he m i s t r y  -  2 015  -  2 0 2 0
U n i v e rs i t y  o f  S he f f i e l d

Badrudiin Olow BSc (Hons), MSc
C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  Fe b ru a r y  2 0 24

Current Experience

C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Pro j e c t  M a n a g e m e n t  ex p e r i e n c e  i n  a  ra n g e  o f  r e g u l a t o r y  a c t i v i t i e s  f o r  o v e r 
16  c l i e n t s  s i n c e  j o i n i n g  S c e n d e a

• 	 S u p p o r t  t he  a u t ho r i n g  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n . 
E x a m p l e s  i n c l u d e  I N D  M o d u l e s ,  I M P D s ,  S c i e n t i f i c  Ad v i c e  b r i e f i n g  p a c ka g e s , 
O r p ha n  D ru g  D e s i g n a t i o n  ( O D D )  a p p l i c a t i o n s ,  Fa s t  Tra c k  D e s i g n a t i o n  ( F T D ) 
a p p l i c a t i o n s ,  I n v e s t i g a t o r ’s  B ro c hu r e s ,  D S U Rs ,  C S Rs ,  Pro t o c o l  Sy n o p s e s ,  P I Ps 
e t c .

• 	 M a n a g e m e n t  o f  r e g u l a t o r y  a c t i v i t i e s  e n s u r i n g  c o m p l e t i o n  w i t h i n  t he  a l l o c a t e d 
t i m e l i n e s  a n d  b u d g e t s

• 	 S u p p o r t  t he  p r e p a ra t i o n  o f  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  i n  t he  a r e a  o f 
r e g u l a t o r y  a f f a i r s

• 	 Pr e p a ra t i o n  o f  w r i t t e n  e s t i m a t e s ,  q u o t a t i o n s ,  a n d  c o n t ra c t s  i n  c o l l a b o ra t i o n 
w i t h  t he  B u s i n e s s  D ev e l o p m e n t  t e a m

• 	 Ac t  o n  b e ha l f  o f  c l i e n t s  a s  t he  p o i n t  o f  c o n t a c t  i n  c o m m u n i c a t i o n  w i t h 
r e g u l a t o r y  a g e n c i e s

• 	 M a n a g e m e n t  o f  w o r ks ho p s  r e l a t i n g  t o  C M C ,  n o n c l i n i c a l  a n d  c l i n i c a l  s t ra t e g y
• 	 At t e n d  a n d  s u m m a r i s e  t he  d i s c u s s i o n s  i n  E MA  a n d  N a t i o n a l  A g e n c y  m e e t i n g s , 

t o  b e  d i s s e m i n a t e d  t o  ex t e r n a l  s t a ke ho l d e rs

Previous Experience

Te s t  O p e ra t i ve ,  N H S  Te s t  a n d  Tra c e  -  N o r t h  L i n c o l n s h i re  C o u n c i l
R e s p o n s i b i l i t i e s :

• 	 Co m m u n i c a t i n g  CO V I D  g u i d e l i n e s  a n d  p o l i c i e s  r e g a r d i n g  p o s i t i v e  t e s t s 
t o  m e m b e rs  o f  t he  p u b l i c ,  d e m o n s t ra t i n g  ho w  t hey  s ho u l d  p e r f o r m  a n 
I N N O VA  ra p i d  CO V I D  t e s t  o n  t he m s e l v e s  e n s u r i n g  t hey  a r e  c o m f o r t a b l e  a n d 
u n d e rs t a n d  t he  p ro c e s s

• 	 Pro c e s s i n g  t he s e  t e s t s  u t i l i z i n g  ex t ra c t i o n  f l u i d  i n  a  s a f e  a s e p t i c  m a n n e r  t o 
a c q u i r e  p o s i t i v e  a n d  n e g a t i v e  r e s u l t s

• 	 E n s u r i n g  t e s t s  a r e  p ro c e s s e d  s a f e l y  a n d  e f f i c i e n t l y  w h i l e  g u a ra n t e e i n g 
p o t e n t i a l l y  i n f e c t i o u s  s a m p l e s  a r e  ha n d l e d  r e s p o n s i b l y  by  f o l l o w i n g  N H S 
r e g u l a t i o n s

• 	 Pe r f o r m i n g  d a t a  e n t r y  u p l o a d i n g  r e s u l t s  t h ro u g h  t he  o n l i n e  c o u n c i l  w e b s i t e 
s o  t ha t  m e m b e rs  o f  t he  p u b l i c  a r e  a w a r e  a s  s o o n  a s  p o s s i b l e  a s  t o  t he  s t a t u s 
o f  t he i r  r e s u l t s

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y  i n  t he  f i e l d s 
o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks  w h i l e 
p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  t o  m e e t 
c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n  e m p ha s i s  o n 
r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s ,  q u o t a t i o n s , 
a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  a n d 
e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d  ex t e r n a l 
s t a ke ho l d e rs .



S c e n d e a   -   E x p e r t i s e

ACADEMIC
QUALIFICATIONS.

M S c  i n  C l i n i c a l  D eve l o p m e n t 
U n i v e rs i t y  Co l l e g e  o f  Lo n d o n ,  U K

B S c  ( H o n s )  i n  B i o c he m i s t r y  -  2 0 2 0
U n i v e rs i t y  o f  Ea s t  A n g l i a ,  U K

EMPLOYMEN T
RECORD.

G l o b a l  R e g u l a t o r y  A f f a i rs  S p e c i a l i s t  -  R E C K I T T,  U K 
2 02 0  -  2 023

Wo r k  E x p e r i e n c e  -  R o c he  P h a r m a c e u t i c a l s ,  S w i t ze r l a n d 
2 02 0  -  2 02 0

Aylin Pelut BSc (Hons), MSc
C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  A p r i l  2 0 2 3

Previous Experience
G l o b a l  R e g u l a t o r y  A f f a i rs  S p e c i a l i s t  -  R E C K I T T
R e s p o n s i b i l i t i e s :

Wo r k  E x p e r i e n c e  -  R o c he  P h a r m a c e u t i c a l s
R e s p o n s i b i l i t i e s :

• 	 Co l l a b o ra t e d  w i t h i n  a  t e a m  t o  o b t a i n  g l o b a l  g o v e r n m e n t  a p p ro v a l s 
f o r  p ha r m a c e u t i c a l  p ro d u c t s  i n  b o t h  U K  a n d  w o r l d w i d e .

• 	 H a n d l e d  q u e r i e s  ra i s e d  by  he a l t h  a u t ho r i t i e s  r e g a r d i n g  m a r ke t i n g 
a u t ho r i s a t i o n  a p p l i c a t i o n s  a n d  c o o r d i n a t e d  r e s p o n s e  d o c u m e n t s  i n 
a c c o r d a n c e  w i t h  r e g u l a t o r y  g u i d e l i n e s .

• 	 D e l i v e r e d  t ra i n i n g  a n d  c r e a t e d  a  d a t a b a s e  t o  t ra c k  a n d  o rg a n i s e 
q u e s t i o n s  a n d  r e s p o n s e s  r e c e i v e d  by  he a l t h  a u t ho r i t i e s  f o r  m u l t i p l e 
p ro d u c t s  a c ro s s  t he  g l o b e .

• 	 Wo r ke d  a l o n g s i d e  R & D  t o  d ev e l o p  r e g u l a t o r y  s t ra t e g i e s  i n  o r d e r  t o 
i d e n t i f y  r i s ks  i n  r e g u l a t o r y  g u i d e l i n e s  a n d  p ro d u c t  l a u n c h  a c ro s s  t he 
g l o b e  f o r  p ro d u c t s  o f  i n t e r e s t .

• 	 E n s u r e  t he  c o m p l i a n c e  o f  t he  p r e p a r e d  C T D  d o c u m e n t s ,  t he  c o r r e c t 
l a b e l l i n g  o f  p a c ka g i n g  a n d  p a t i e n t  i n f o r m a t i o n  l e a f l e t s  f o r  e a c h 
p ro d u c t  l a u n c h  t o  g a i n  r e g u l a t o r y  a p p ro v a l .

• 	 Pr e s e n t e d  s u c c e s s e s  a n d  c ha l l e n g e s  o f  t he  r e g u l a t o r y  p ro c e s s 
i n  r e g a r d  t o  o b t a i n i n g  g l o b a l  m a r ke t i n g  a u t ho r i s a t i o n  t o  key 
s t a ke ho l d e rs .

• 	 O b s e r v e d  d a i l y  ro u t i n e  o f  a  p ro j e c t  m a n a g e r,  s p e c i a l i s e d  i n 
o n c o l o g y  a n d  d i s c u s s  key  r e s p o n s i b i l i t i e s  w i t h i n  t he  ro l e

• 	 O b s e r v e d  b r i e f i n g s  w i t h  m e d i c a l  a f f a i r s  m a n a g e rs  w he r e  d a y  t o 
d a y  t a s ks  a n d  m a n a g e m e n t  w e r e  d i s c u s s e d

EMPLOYMEN T
RECORD.

C a s u a l  A s s o c i a t e  A n i m a l  Te c h n i c i a n  -  The  U n i ve rs i t y  o f  Q u e e n s l a n d ,  B i o l o g i c a l  R e s o u rc e s
2 023

Q u a l i t y  P ro c e s s  A n a l ys t  -  A b b o t t  L a b o ra t o r i e s  d e  M éx i c o
2 016  -  2 02 0

R e s e a rc h  A s s i s t a n t  -  U n i ve rs i d a d  d e l  Va l l e  d e  M éx i c o ,  C a m p u s  C o yo a c á n
2 013  -  2 017

R e s e a rc h  A s s i s t a n t  -  B i o l o g y  I n s t i t u t e ,  U n i ve rs i d a d  N a c i o n a l  A u t ó n o m a  d e  M éx i c o 
2 015  -  2 016

ACADEMIC
QUALIFICATIONS.

M a s t e r  o f  M o l e c u l a r  B i o l o g y  R e s e a rc h  E x t e n s i ve -  2 0 21  -  2 0 2 2
The  U n i v e rs i t y  o f  Q u e e n s l a n d ,  S c ho o l  o f  C he m i s t r y  a n d  M o l e c u l a r  B i o s c i e n c e s

B a c he l o r ’s  D e g re e  i n  P h a r m a c y,  C he m i s t r y  &  B i o t e c h n o l o g y  -  2 011  -  2 015
U n i v e rs i d a d  d e l  Va l l e  d e  M éx i c o

Mauricio Cano MSc, BSc
A s s o c i a t e  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3

Current Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y 
i n  t he  f i e l d s  o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks 
w h i l e  p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n 
t o  m e e t  c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n 
e m p ha s i s  o n  r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s , 
q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s 
a n d  e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d 
ex t e r n a l  s t a ke ho l d e rs .



S c e n d e a   -   E x p e r t i s e

Previous Experience

C a s u a l  A s s o c i a t e  A n i m a l  Te c h n i c i a n  -  The  U n i ve rs i t y  o f  Q u e e n s l a n d ,  B i o l o g i c a l  R e s o u rc e s
R e s p o n s i b i l i t i e s :

R e s e a rc h  A s s i s t a n t  -  B i o l o g y  I n s t i t u t e ,  U n i ve rs i d a d  N a c i o n a l  A u t ó n o m a  d e  M éx i c o
R e s p o n s i b i l i t i e s :

Q u a l i t y  P ro c e s s  A n a l ys t  -  A b b o t t  L a b o ra t o r i e s  d e  M éx i c o
R e s p o n s i b i l i t i e s :

R e s e a rc h  A s s i s t a n t  -  U n i ve rs i d a d  d e l  Va l l e  d e  M éx i c o ,  C a m p u s  C o yo a c á n
R e s p o n s i b i l i t i e s :

• 	 Pe r f o r m  ro u t i n e  c he c ks  o n  t he  w e l l - b e i n g  o f  d i f f e r e n t  b r e e d s  o f  m i c e  by 
e n s u r i n g  t hey  l o o k  b r i g h t ,  a l e r t  a n d  r e s p o n s i v e  a n d  d o  n o t  d i s p l a y  s i g n s  o f 
d i s e a s e  a n d / o r  he a l t h  c o n d i t i o n s  t ha t  c o u l d  n e g a t i v e l y  a f f e c t  t he i r  q u a l i t y 
o f  l i f e .

• 	 Pro v i d e  m i c e  w i t h  e n o u g h  f o o d ,  w a t e r,  e n r i c hm e n t  a n d  a  c l e a n  c a g e .
• 	 H a n d l i n g ,  s ex i n g  a n d  w e a n i n g  o f  m i c e .
• 	 Re c o r d i n g  o f  n e w  l i t t e r s  a n d  u p d a t i n g  t he  i n f o r m a t i o n  o f  w e a n e rs  o n  t he 

c a g e  c a r d s  a n d  e l e c t ro n i c  s y s t e m  a c c o r d i n g l y .

• 	 Tra n s c r i p t i o n ,  c l a s s i f i c a t i o n ,  a n d  a n a l y s i s  o f  i n f o r m a t i o n  f o r  t he  c r e a t i o n  o f 
a  D N A  ex t ra c t i o n  d a t a b a s e  f o r  c e p ha l o p o d s .

• 	 S e l e c t i o n ,  a n a l y s i s  a n d  s e q u e n c e  a l i g n m e n t  o f  c e p ha l o p o d  CO I  e m p l o y i n g 
B i o Ed i t  s o f t w a r e  t o  e s t a b l i s h  g e n e t i c  r e l a t i o n s h i p s  b e t w e e n  s p e c i e s .

• 	 D N A  ex t ra c t i o n ,  e l e c t ro p ho r e s i s ,  a n d  P C R  f ro m  c e p ha l o p o d  t i s s u e s .

• 	 G e n e ra t i o n  o f  s p e c i f i c a t i o n s  f o r  p r i n t e d  p a c ka g i n g  m a t e r i a l s .
• 	 Rev i e w  a n d  a p p ro v a l  o f  r e g u l a t o r y  t ex t s  f o r  p r i n t e d  p a c ka g i n g  m a t e r i a l s .
• 	 G e n e ra t i o n ,  c o o r d i n a t i o n ,  a n d  f o l l o w - u p  o f  Q u a l i t y  Te c hn i c a l  a g r e e m e n t s 

w i t h  s u p p l i e r s .
• 	 Re g u l a r  f o l l o w - u p  o f  p ro j e c t s  t o  e n s u r e  t i m e l y  l a u n c h  o f  p ro d u c t s  i n t o  t he 

m a r ke t .
• 	 G e n e ra t i o n ,  c o o r d i n a t i o n ,  a n d  r ev i e w  o f  p ro d u c t  A n n u a l  Q u a l i t y  Rev i e w 

r e p o r t s .
• 	 G e n e ra t i o n  o f  S t a n d a r d  O p e ra t i n g  Pro c e d u r e s .
• 	 G e n e ra t i o n  o f  C ha n g e  Co n t ro l s  o n  Tra c kw i s e  S o l T RAQ s  s y s t e m . 
• 	 Pa c ka g i n g  m a t e r i a l  s a m p l i n g  a n d  i n s p e c t i o n .
• 	 G e n e ra t i o n  o f  S u p p l i e r  Q u a l i t y  Re c o r d s  a n d  I m p a c t  As s e s s m e n t s .
• 	 G e n e ra t i o n ,  c o o r d i n a t i o n ,  a n d  r ev i e w  o f  F i r s t  Lo t  Q u a l i t y  Rev i e w  r e p o r t s .
• 	 S p a n i s h - E n g l i s h  a n d  E n g l i s h - S p a n i s h  t ra n s l a t i o n s  o f  S t a n d a r d  O p e ra t i n g 

Pro c e d u r e s ,  M a n u f a c t u r i n g  Pro c e d u r e s ,  Pa c ka g i n g  Pro c e d u r e s  a n d  p ro d u c t 
A n n u a l  Q u a l i t y  Rev i e w  r e p o r t s .

• 	 Pe r f o r m e d  a m p u t a t i o n s  a n d  l o o ke d  a f t e r  A m bys t o m a  m ex i c a n u m ,  D a n i o 
r e r i o  a n d  Po l y p t e ru s  s e n e g a l u s  s p e c i m e n s  f o r  s t u d i e s  o n  t he i r  r e g e n e ra t i v e 
c a p a b i l i t i e s .

• 	 As s e s s e d  t he  r e g e n e ra t i v e  c a p a b i l i t i e s  o f  Po l y p t e ru s  s e n e g a l u s  p e c t o ra l  f i n 
e m p l o y i n g  c e l l  d e a t h  d e t e c t i o n  t e c hn i q u e s  ( N e u t ra l  r e d ,  a c r i d i n e  o ra n g e , 
c e l l  t ra c ke r,  T U N E L  a s s a y )  a n d  t i s s u e  s t a i n i n g  o f  c o m p l e t e  f i n s  a n d 
h i s t o l o g i c a l  s e c t i o n s  ( A l c i a n  b l u e ,  a l iza r i n  r e d  a n d  H e ro v i c i  s t a i n ) .

• 	 S t o c k - t a k i n g  a n d  o r d e r i n g  o f  r e a g e n t s  a n d  c o n s u m a b l e s .
• 	 Wa s t e  m a n a g e m e n t  a n d  d i s p o s a l .
• 	 S t a n d - i n  l a b o ra t o r y  t e c hn i c i a n  i n  s u p p o r t  o f  s t u d e n t s  d u r i n g  l a b  s e s s i o n s .

EMPLOYMEN T
RECORD.

B i o l o g y  L a b o ra t o r y  D e m o n s t ra t o r  &  Te a c he r  -  Q U T
2 021  -  2 023

M P h i l  P ro j e c t  R e s e a rc he r  -  Q U T
2 021  -  2 023

ACADEMIC
QUALIFICATIONS.

M P h i l  –  C a n c e r  B i o l o g y  -  2 0 2 3
PAC T  G ro u p ,  Q u e e n s l a n d  U n i v e rs i t y  o f  Te c hn o l o g y  ( Q U T )

B a c he l o r  o f  B i o m e d i c a l  S c i e n c e  ( I n f e c t i o n  &  I m m u n i t y )  -  2 0 2 0
Q U T

Dilsher Gill MPhil, BSc
A s s o c i a t e  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  O c t o b e r  2 0 2 3

Current Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y 
i n  t he  f i e l d s  o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y 
a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks 
w h i l e  p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n 
t o  m e e t  c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n 
e m p ha s i s  o n  r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s , 
q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s 
a n d  e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d 
ex t e r n a l  s t a ke ho l d e rs .



S c e n d e a   -   E x p e r t i s e

Previous Experience

B i o l o g y  L a b o ra t o r y  D e m o n s t ra t o r  &  Te a c he r  -  Q U T
R e s p o n s i b i l i t i e s :

M P h i l  P ro j e c t  R e s e a rc he r
R e s p o n s i b i l i t i e s :

• 	 S u p p o r t  a  p ro f e s s o r  i n  t he  m o l e c u l a r  b i o l o g y  d e p a r t m e n t  t o  c o n d u c t  a n d 
t e a c h  LQ B 18 6  H u m a n  Ce l l  &  M o l e c u l a r  B i o l o g y  a n d  Q L B 6 01  Ca n c e r 
B i o l o g y.

• 	 As s i s t  i n  t e a c h i n g  a n d  l e c t u r i n g  s t u d e n t s  o n  t he  f u n d a m e n t a l  p r i n c i p l e s 
a n d  p ro c e s s e s  o f  b i o l o g i c a l  s y s t e m s  t h ro u g h  t he  a p p l i c a t i o n  o f  m o d e r n 
ex p e r i m e n t a l  t e c hn i q u e s  u s e d  i n  m o l e c u l a r  b i o l o g y ,  b i o c he m i s t r y  a n d  c a n c e r 
b i o l o g y.

• 	 Pro v i d e  d e t a i l e d  f e e d b a c k  o n  s t u d e n t s ’  a s s i g n m e n t s ,  c l a s s  p a r t i c i p a t i o n , 
q u izze s ,  d a t a  a n a l y s i s  a n d  f i n a l  ex a m i n a t i o n s .

• 	 A p p l y  a  v a r i e t y  o f  t e a c h i n g  m e t ho d s  t o  s u p p o r t  s t u d e n t s  i n  a c h i ev i n g  d e s i r e d 
g ra d e s  i n  l i n e  w i t h  t he i r  a c a d e m i c  g o a l s .

• 	 E n s u r e  r e s p e c t f u l ,  s e n s i t i v e  a n d  e f f e c t i v e  c o m m u n i c a t i o n  w i t h  d i v e rs e  c u l t u ra l 
g ro u p s  a n d  s t u d e n t  w i t h  v a r y i n g  a b i l i t i e s .

• 	 U t i l i s e d  a d v a n c e d  r e s e a r c h  m e t ho d o l o g i e s  a n d  c o n d u c t e d  i n t r i c a t e  d a t a 
a n a l y s i s  t o  i n v e s t i g a t e  s p e c i f i c  p ro t e i n s  i n  p ro s t a t e  c a n c e r  c e l l s .

• 	 I n v e s t i g a t e d  a n d  d e t e r m i n e d  t he  f u n c t i o n s  a n d  s i g n i f i c a n c e  o f  s e l e c t e d 
t a rg e t  p ro t e i n s  i n  t he  c o n t ex t  o f  p ro s t a t e  c a n c e r.

• 	 D e s i g n e d  a n d  i n n o v a t e d  a  n o v e l  b i o c he m i c a l  t e s t  t o  d e t e c t  p ro s t a t e  c a n c e r 
p ro t e i n s  a n d  c o n t r i b u t e  t o  i m p ro v e d  d i a g n o s t i c s  i n  t he  f i e l d .

• 	 Co l l e c t e d  a n d  a n a l y s e d  d a t a  g e n e ra t e d  f ro m  i n v e s t i g a t i o n s ,  e m p l o y i n g 
s t a t i s t i c a l  m e t ho d s  a n d  r e l ev a n t  s o f t w a r e  t o o l s .

• 	 S t a y e d  u p - t o - d a t e  w i t h  t he  l a t e s t  a d v a n c e m e n t s  a n d  d i s c o v e r i e s  i n  c a n c e r 
b i o l o g y  t h ro u g h  l i t e ra t u r e  r ev i e w s .

ACADEMIC
QUALIFICATIONS.

M S c  E vo l u t i o n a r y  G e n e t i c s  -  2 0 2 2  -  2 0 2 3
U n i v e rs i t y  o f  Ed i n b u rg h

B S c  H u m a n  B i o l o g y  -  2 019  -  2 0 21
Q u e e n  M a rg a r e t  U n i v e rs i t y

Basia Grodyńska BSc (Hons), MSc
A s s o c i a t e  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J a n u a r y  2 0 24

Current Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y  i n  t he  f i e l d s 
o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks  w h i l e 
p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  t o  m e e t 
c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n  e m p ha s i s  o n 
r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s , 
q u o t a t i o n s ,  a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  a n d 
e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d  ex t e r n a l 
s t a ke ho l d e rs .



S c e n d e a   -   E x p e r t i s e

EMPLOYMEN T
RECORD.

R e s e a rc he r  -  M S c  The s i s  Wo r k
2 022  -  2 023

Te a c he r  A s s i s t a n t  -  N e t he r l a n d s  I n s t i t u t e  f o r  H e a l t h  S c i e n c e s 
2 022  -  2 023 

P hys i c i a n  -  P r i va t e  D e r m a t o l o g y  P ra c t i c e  -  D r.  M a r i a  Vo ya t z i
2 02 0  -  2 021 

R e s e a rc h  A s s i s t a n t  -  H i p p o c ra t i o n  G e n e ra l  H o s p i t a l 
2 018  -  2 019

ACADEMIC
QUALIFICATIONS.

M a s t e r  o f  S c i e n c e  ( M S c )  i n  C l i n i c a l  R e s e a rc h  -  2 0 21  -  2 0 2 3
E ra s m u s  U n i v e rs i t y  Ro t t e r d a m

M e d i c a l  D o c t o r -  2 013  -  2 019
A r i s t o t l e  U n i v e rs i t y  o f  The s s a l o n i k i

Dr Despoina Masmanidou MD, MSc
A s s o c i a t e  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  N o ve m b e r  2 0 2 3

Current Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y  i n  t he  f i e l d s 
o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks  w h i l e 
p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  t o  m e e t 
c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n  e m p ha s i s  o n 
r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s ,  q u o t a t i o n s , 
a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  a n d 
e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d  ex t e r n a l 
s t a ke ho l d e rs .

Previous Experience

R e s e a rc he r  -  M S c  The s i s  Wo r k
R e s p o n s i b i l i t i e s :

R e s e a rc h  A s s i s t a n t  -  H i p p o c ra t i o n  G e n e ra l  H o s p i t a l 
R e s p o n s i b i l i t i e s :

Te a c he r  A s s i s t a n t  -  N e t he r l a n d s  I n s t i t u t e  f o r  H e a l t h  S c i e n c e s 
R e s p o n s i b i l i t i e s :

P hys i c i a n  -  P r i va t e  D e r m a t o l o g y  P ra c t i c e  -  D r.  M a r i a  Vo ya t z i
R e s p o n s i b i l i t i e s :

• 	 Re s e a r c h  p o s i t i o n  i n  t he  d e p a r t m e n t s  o f  N e u ro l o g y  a n d  I m m u n o l o g y.
• 	 P l a n ,  c o o r d i n a t e ,  a n d  ex e c u t e  a  c o ho r t  s t u d y.
• 	 Pe r f o r m  d a t a  c o l l e c t i o n ,  d a t a  a n a l y s i s ,  a n d  m e d i c a l  w r i t i n g .
• 	 B u i l d  t he  d e p a r t m e n t s ’  j o i n t  e l e c t ro n i c  p a t i e n t  d a t a b a s e  i n  Ca s t o r  E D C .
• 	 Co l l a b o ra t e  w i t h  a n d  g a v e  p r e s e n t a t i o n s  t o  t he  m u l t i p l e  s c l e ro s i s  c e n t r e 

E ra s MS .

• 	 Co n t r i b u t e d  t o  t he  r e s e a r c h  s t u d i e s  o f  t he  3 r d  Ca r d i o l o g y  d e p a r t m e n t .
• 	 As s e s s e d  t he  d i a g n o s t i c  a n d  p ro g n o s t i c  v a l u e  o f  e c ho c a r d i o g ra p h i c m a r ke rs 

i n  a o r t i c  v a l v e  s t e n o s i s .
• 	 I n t e r v i e w e d  s u r v ey  p a r t i c i p a n t s  a n d  c o d e d  q u a l i t a t i v e  i n t e r v i e w  d a t a .
• 	 Co n d u c t e d  l i t e ra t u r e  r ev i e w.
• 	 Wro t e  a n d  e d i t e d  m e d i c a l  a r t i c l e s .
• 	 Pu b l i s he d  t w o  a r t i c l e s  i n  s c i e n t i f i c  j o u r n a l s .

• 	 Re s p o n s i b l e  f o r  c o u rs e s  l i ke  “Ad v a n c e d  C l i n i c a l  Tr i a l s ” ,  “ S t u d y  D e s i g n” ,  e t c .
• 	 S u p p o r t  s t u d e n t s  d u r i n g  c o u rs e  a c t i v i t i e s .
• 	 Co o r d i n a t e  t he  hy b r i d  t e a c h i n g  s e s s i o n s .
• 	 U p d a t e  a n d  e d i t  t he  c o u rs e  m a t e r i a l  o n  t he  u n i v e rs i t y ’s  o n l i n e  l e a r n i n g 

p l a t f o r m .

• 	 E x a m i n e d  a n d  c o n s u l t e d  p a t i e n t s .
• 	 Pe r f o r m e d  m e d i c a l  t r e a t m e n t s  a n d  c o s m e t i c  t he ra p i e s .
• 	 O p e ra t e d  h i g h - t e c h  m e d i c a l  d ev i c e s .
• 	 U n d e r t o o k  o f f i c e  a d m i n i s t ra t i o n  d u t i e s .



S c e n d e a   -   E x p e r t i s e

EMPLOYMEN T
RECORD.

S c i e n c e  Te c h n i c i a n  -  S t  G e o rg e ’s  S c ho o l ,  B i r m i n g h a m
M a r c h  2 023  -  D e c e m b e r  2 023

S c i e n t i s t  -  C i g n p o s t  D i a g n o s t i c s
2 021  -  2 022

S t u d y  A n a l ys t  -  C o va n c e  L a b c o r p
2 021  -  2 022

ACADEMIC
QUALIFICATIONS.

M S c  I m m u n o l o g y  &  I m m u n o t he ra p y  -  2 015  -  2 016
U n i v e rs i t y  o f  B i r m i n g ha m

B S c  B i o c he m i s t r y  -  2 012  -  2 015
U n i v e rs i t y  o f  Wo l v e r ha m p t o n

Mohammad Nohman BSc (Hons), MSc
A s s o c i a t e  C o n s u l t a n t
D a t e  A p p o i n t e d  t o  Po s i t i o n :  J a n u a r y  2 0 24

Current Experience

A s s o c i a t e  C o n s u l t a n t  -  S c e n d e a
R e s p o n s i b i l i t i e s :

• 	 Es t a b l i s h  a n d  m a i n t a i n  a n  e l ev a t e d  l ev e l  o f  t e c hn i c a l  p ro f i c i e n c y  i n  t he  f i e l d s 
o f  p ro d u c t  d ev e l o p m e n t  a n d  i n t e r n a t i o n a l  r e g u l a t o r y  a f f a i r s .

• 	 E n s u r e  a s s i g n e d  t a s ks  a r e  c o m p l e t e d  w i t h i n  a l l o c a t e d  t i m e l i n e s  a n d 
b u d g e t a r y  c o n s t ra i n t s .

• 	 Fa c i l i t a t e  p ro j e c t  d e l i v e r y  by  d i l i g e n t l y  ex e c u t i n g  a s s i g n e d  t a s ks  w h i l e 
p ro v i d i n g  s u p p o r t  t o  c o l l e a g u e s  a s  n e e d e d .

• 	 Pr e p a ra t i o n  a n d  d e l i v e r y  o f  h i g h - q u a l i t y  r e g u l a t o r y  d o c u m e n t a t i o n  t o  m e e t 
c l i e n t  r e q u i r e m e n t s .

• 	 As s i s t  i n  d ev e l o p i n g  s t ra t e g i c  d ru g  d ev e l o p m e n t  p l a n s  w i t h  a n  e m p ha s i s  o n 
r e g u l a t o r y  a f f a i r s .

• 	 Co n t r i b u t e  t o  t he  p r e p a ra t i o n  o f  a c c u ra t e  a n d  d e t a i l e d  e s t i m a t e s ,  q u o t a t i o n s , 
a n d  c o n t ra c t s  f o r  S c e n d e a  c l i e n t s .

• 	 Sy n t he s ize  key  i n f o r m a t i o n  f ro m  i n t e r n a l  a n d  ex t e r n a l  m e e t i n g s  a n d 
e f f e c t i v e l y  c o m m u n i c a t e  i n s i g h t s  t o  i n t e r n a l  t e a m  m e m b e rs  a n d  ex t e r n a l 
s t a ke ho l d e rs .

• 	 M a n u a l  p r e p a ra t i o n  a n d  a n a l y s i s  o f  P C R  s a m p l e s  u s i n g  d i f f e r e n t  a s s a ys 
( V I R PAT H ,  R N A  STA R  a n d  K i n g f i s he r  ex t ra c t i o n s )  a n d  d i f f e r e n t  b u f f e r  t y p e s 
( MTM  A N D  M L B )

• 	 I n t e r p r e t a t i o n  a n d  r e p o r t i n g  o f  CO V I D - 19  P C R  d a t a .  As s i s t e d  s e n i o r 
m a n a g e rs  w i t h  m a n a g i n g  K P I s  o f t he  l a b .

• 	 As s i s t e d  t e c hn i c a l  m a n a g e rs  i n  i m p l e m e n t i n g  q u a l i t y  d o c u m e n t s  a n d  w o r k i n g 
s t ra t e g i e s  t o  i m p ro v e w o r kf l o w  a l o n g  w i t h  ha v i n g  a n  i n - d e p t h  ha n d  i n  t he 
i m p ro v e m e n t ,  i m p l e m e n t a t i o n  a n d  u p d a t i n g  o f  SO Ps .

• 	 G u a ra n t e e i n g  U K AS  l a b o ra t o r y  s t a n d a r d s  w e r e  u p he l d  i n  a c c o r d a n c e  w i t h 
I SO  s t a n d a r d s  ( I SO  1518 9 )

• 	 Fa c i l i t a t e d  t he  U K AS  a c c r e d i t a t i o n  a n d  a u d i t s  o f  m u l t i p l e  B S L  2  l a b o ra t o r i e s .
• 	 M a n a g i n g  d a y  t o  d a y  o p e ra t i o n s  o f  t he  l a b  a l l o w i n g  f o r  a n  e f f o r t l e s s 

w o r k i n g  e n v i ro n m e n t .
• 	 I s o l a t i n g  a n y  i s s u e s  t ha t  w o u l d  o c c u r  w i t h i n  t he  l a b  ( e . g .  c o n t a m i n a t i o n )  a n d 

p ro v i d i n g  a  s e a m l e s s s o l u t i o n  w h i c h  w o u l d  n o t  d i s ru p t  w o r kf l o w.  M a n a g i n g 
r e c e p t i o n  a n d  d i s p o s a l  o f  s a m p l e s  i n  a c c o r d a n c e  w i t h  SO Ps  f ro m  h i g h 
p ro f i l e  c l i e n t s .  Ea c h  w i t h  t he i r  o w n  r e p o r t i n g  t i m e l i n e .

• 	 L i a i s i n g  w i t h  a p p ro p r i a t e  t e a m s  t o  e n s u r e  a c c u ra t e  r e p o r t i n g  o f  s a m p l e 
r e s u l t s ,  e s t a b l i s h i n g  a n d  m a i n t a i n i n g  o p e n  c o m m u n i c a t i o n  w h i c h  f a c i l i t a t e d 
s m o o t h  o p e ra t i o n s .

• 	 M a k i n g  s u r e  e q u i p m e n t  u s e d  i n  t he  l a b  w e r e  ke p t  t o  t he  u t m o s t  s t a n d a r d . 
Ad he r i n g  t o  c o m p a n y  p o l i c y  a b o u t  c o m m u n i c a t i n g  t he  q u a l i t y  o f  e q u i p m e n t 
a n d  w he n  r e p a i r  o r  m a i n t e n a n c e  i s  r e q u i r e d .

• 	 E n s u r i n g  c o r r e c t  s t o ra g e  f o r  r e a g e n t s .  Pe r f o r m i n g  v a l i d a t i o n  ex p e r i m e n t s  s o 
t he  l o t  n o .  i s  s u i t a b l e  f o r  c o n t i n u a l  u s e .

Previous Experience

S c i e n c e  Te c h n i c i a n  -  S t  G e o rg e ’s  S c ho o l ,  B i r m i n g h a m
R e s p o n s i b i l i t i e s :

S c i e n t i s t  -  C i g n p o s t  D i a g n o s t i c s
R e s p o n s i b i l i t i e s :

• 	 P l a n n e d  a n d  r e a d i e d  m a t e r i a l s  a n d  e q u i p m e n t  f o r  a  v a r i e t y  o f  d i f f e r e n t 
s u b j e c t s  f o r  a  l a rg e  n u m b e r  o f s t u d e n t s  p e r f o r m i n g  ex p e r i m e n t a l  a s s e s s m e n t s .

• 	 I n v e s t i g a t e d  f a c t o rs  a f f e c t i n g  l a b o ra t o r y  ex p e r i m e n t s  a n d  c he m i c a l s , 
p ro v i d i n g  i n n o v a t i v e  s o l u t i o n s  t o r e s o l v e  t he  i s s u e  a s  w e l l  a s  ex p e r t  g u i d a n c e 
t o  t e a c he rs  a n d  s t u d e n t s .

• 	 C r e a t e d  a n d  i m p l e m e n t e d  p ro c e s s e s ,  l a b o ra t o r y  r e c o r d s ,  C L E A P PS  a n d  SO Ps 
i n  t he  s c i e n c e  d e p a r t m e n t  i n c l u d i n g  t ra c k i n g ,  u s a g e  a n d  d i s p o s a l  o f  s a m p l e 
a n d  e q u i p m e n t  i n v e n t o r y  f o r  e a s e  o f  u s e  a n d  i m p ro v e m e n t  o f  l a b  w o r kf l o w.

• 	 M a n a g e d  l a b  c l a s s ro o m s  a n d  p r e p  ro o m s ,  u p d a t i n g  t he m  t o  a p p ro p r i a t e 
H & S  s t a n d a r d s .  L i a i s i n g  w i t h  d i f f e r e n t  r e g u l a t o r y  b o d i e s  t o  g e t  t h i s 
a c c o m p l i s he d  i n  a  t i m e l y  m a n n e r.

• 	 M a n a g i n g  a n d  p ro v i d i n g  t ra i n i n g  t o  a  s m a l l  t e a m  o f  LS As  t o  a s s i s t  w i t h  d a y 
t o  d a y  o p e ra t i o n s  a n d  t a ke o v e r  w he n  I  a m  n o t  p r e s e n t .



S c e n d e a   -   E x p e r t i s e

S t u d y  A n a l ys t  -  C o va n c e  L a b c o r p
R e s p o n s i b i l i t i e s :

• 	 U n d e r t o o k  b i o a n a l y t i c a l  m e t ho d  d ev e l o p m e n t / v a l i d a t i o n  a n d  s a m p l e 
a n a l y s i s  f o r  b o t h  r e g u l a t o r y  a n d  n o n - r e g u l a t o r y  s t u d i e s  ( G C P  a n d  G L P ) .

• 	 E x e c u t e d  a  v a r i e t y  o f  s a m p l e  p r e p  a n d  ex t ra c t i o n  t e c hn i q u e s  ( L L E ,  S P E ,  S L E , 
P P T,  ho m o g e n iza t i o n  a n d s e ru m  s c r e e n i n g ) .

• 	 Tra i n e d  u p c o m i n g  n e w  s c i e n t i s t s  t o  a n  ex c e p t i o n a l l y  h i g h  s t a n d a r d  o n 
m u l t i p l e  d i f f e r e n t  a s s a ys  a n d  t e c hn i q u e s ,  a l l o w i n g  t he m  t o  d e l i v e r  t he  s a m e 
q u a l i t y  o f  w o r k  a s  m ys e l f .

• 	 To o k  a  p ro a c t i v e  a p p ro a c h  o n  e q u i p m e n t  f u n c t i o n a l i t y ,  t ro u b l e s ho o t i n g , 
r e s o l v i n g  a n d  p r ev e n t i n g  i s s u e s  a s  s o o n  a s  p o s s i b l e  r e l a y i n g  i s s u e s  t o  t he 
b ro a d e r  t e a m .

• 	 I m p l e m e n t e d  c ha n g e s  b o t h  i n s i d e  a n d  o u t s i d e  t he  l a b  i n t o  t he  d e p a r t m e n t 
w h i c h  s t r e a m l i n e d  w o r kf l o w  a l l o w i n g  f o r  g r e a t e r  e f f i c i e n c y.

• 	 Pe r f o r m e d  m e t i c u l o u s  Q C  c he c k i n g  o f  ex p e r i m e n t s ,  r e s u l t s  a n d  a n a l y t i c a l 
d a t a  f ro m  p e e rs  t o  v e r i f y  c o m p l i a n c e  w i t h  G L P.

• 	 G o n e  a b o v e  a n d  b ey o n d  m y  ro l e  a s s i s t i n g  s t u d y  d i r e c t o rs  w i t h  t a b u l a t i o n  o f 
d a t a ,  p ro d u c i n g  g ra p hs  a n d  f i g u r e s .  A l o n g  w i t h  c o n s t ru c t i n g  r e p o r t s  t o  b e 
s e n t  t o  c l i e n t s .



C ON TAC T
I n f o @ S c e n d e a . c o m

H EA D OF F ICE.

E U OF F ICE.

US OF F ICE .

AUS OF F ICE .

S c e n d e a  L t d
2 0  The  Ca u s e w a y
B i s ho p’s  S t o r t f o r d ,  H e r t f o r d s h i r e ,
C M 23  2 E J
U n i t e d  K i n g d o m

Te l : 	 + 4 4  ( 0 ) 1279  6 5 6  3 0 5

S c e n d e a  ( N L )  B . V.
D e  Cu s e rs t ra a t  9 3
10 81  C N  A m s t e r d a m
The  N e t he r l a n d s
 
Te l : 	 + 31  ( 0 ) 2 0 8  9 4 9  16 9

S c e n d e a  ( U S A )  I n c .
4 079  G o v e r n o r  D r i v e  # 5 0 82 , 
S a n  D i e g o , 
CA  92122
U n i t e d  S t a t e s
 
Te l : 	 + 1  619  79 3  4 511

S c e n d e a  ( AU S )  P t y  L i m i t e d
Co r p o ra t e  H o u s e
O f f i c e  4 0 ,  Lev e l  2
52  M c D o u g a l l  S t r e e t
M i l t o n  Q L D  4 0 6 4
Au s t ra l i a

Te l : 	 + 61  721  3 9 8  527




