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Disclaimer 

This presentation does not constitute or form part of an offer or invitation to acquire, purchase, subscribe for, sell or otherwise dispose of, or issue, or any 

solicitation of any offer to acquire, purchase, subscribe for, sell or otherwise dispose of, or issue, any shares or other securities of Diurnal Group plc 

(“Diurnal”) or to engage in any other investment activities. 

The information set out herein may be subject to updating, completion, revision and amendment and such information may change materially. None of 

Diurnal, its advisers nor any other person, representative or employee undertakes any obligation to update any of the information contained herein. No 

representation or warranty, express or implied, is or will be made by Diurnal, its advisers or any other person as to the accuracy, completeness or fairness 

of the information or opinions contained in this presentation and any reliance you place on them will be at your sole risk. Without prejudice to the 

foregoing, none of Diurnal, its associates, its advisers nor its representatives accept any liability whatsoever for any loss howsoever arising, directly or 

indirectly, from the use of this presentation or its contents or otherwise arising in connection therewith. 

The information in this presentation has not been independently verified and it may contain forward-looking statements that may or may not prove 

accurate. For example, statements regarding expected revenue growth, trading margins and market trends are forward-looking statements. Phrases such 

as "aim", "plan", "intend", "anticipate", "well-placed", "believe", "estimate", "expect", "target", "consider" and similar expressions are generally intended 

to identify forward-looking statements. Forward-looking statements involve known and unknown risks, uncertainties and other factors that could cause 

actual results to differ materially from what is expressed or implied by the statements. Any forward-looking statement is based on information available 

to Diurnal as of the date of the statement. All written or oral forward-looking statements attributable to Diurnal are qualified by this caution. Diurnal does 

not undertake any obligation to update or revise any forward-looking statement to reflect any change in circumstances or in Diurnal’s expectations. 

No statement in this presentation is intended as a profit forecast or profit estimate.  

Past performance is no guide to future performance and persons needing advice should consult an independent financial adviser. 

This presentation is being communicated only to and is only directed at those persons in the United Kingdom that are (i) investment professionals falling  

within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 (the “Order”); (ii) high net worth entities or other  

persons falling within Articles 49(2)(a) to (d) of the Order and should not be relied upon by any other person; or (iii) persons to whom it would otherwise  

be lawful to distribute it. The information contained herein is for those persons attending this presentation (and to whom this presentation is directed) 

only, and is solely for their information and may not be reproduced or further distributed to any other person or published in whole or in part for any 

purpose. 

This presentation is not for distribution in the United States, Australia, Canada, Australia or Japan or in any jurisdiction where such distribution is unlawful.  

2 



Investment overview 
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Potential for quick route to market with low technical risk1 

Plan to commercialise in Europe and US 

Commercial exclusivity – orphan drug, regulatory & patents2 

Strategic opportunities 

Targeting multi-$bn specialist endocrinology markets in Europe & US 

Lead product candidate on track for registration and second product 
candidate in Phase III trials, plus indication expansion opportunities 

1. Low risk assumption supported by trial data. Trial costs as compared to equivalent stage trials for a new chemical entity 
2. Conditional and subject to grant of market authorisation (and that the Company is the first sponsor to obtain market authorisation for the relevant 

product) and on grant of pending patents 



The vision 

To become the world’s leading  
endocrinology specialty pharma company 

 
Å Continue to develop products and bring them to market 
Å Potential for targeted M&A to accelerate international position 
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Full year highlights 



Operational highlights 

Å Primary endpoint met in European pivotal study of Infacort® for  paediatric Adrenal 
Insufficiency (AI) 

Å First patient treated in European Phase III trial of Chronocort® for Congenital 
Adrenal Hyperplasia (CAH) 

Å First patients treated in European follow-on studies of the Phase III registration 
trials 

ï Infacort® for paediatric AI 

ï Chronocort® in CAH 

Å Obtained the rights to an orphan drug designation therapy for Cushing’s Disease 

Å IPO on AIM in December 2015: raises £30m before expenses  

Å Strengthened Board:  

ï Appointed Peter Allen as Non-executive Chairman 

ï Appointed John Goddard as Non-executive Director 
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The opportunity 



Source: Company estimates based on Datamonitor Report (2015), pricing from British National Formulary and GBP:USD exchange rate as of August 2015 
1. Indicates areas of potential focus beyond the Company’s existing pipeline 
2. Includes Cushing’s syndrome and disease 

Targeting endocrine specialist markets 
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Indications 
Annual  

Addressable Market  
(Europe and US) 

Pituitary Acromegaly1 $0.7bn 

Thyroid 
Hypothyroidism  

(T4 non-responders) 
$0.7bn 

Adrenal 
CAH 

Adrenal Insufficiency 
Cushing’s1,2 

$0.5bn 
$2.9bn 
$0.5bn 

Gonads Hypogonadism $5.8bn 



The Diurnal pipeline 
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Annual Addressable 

Market (Europe & US) 

Estimated 

Approval 

$5,829m TBC 

$697m TBC 

$60m 
CAH & AI (Under 6 years) 2017 

2019 

In Progress/Completed 

Line extension based on Phase I data 
Key: 

$434m 
2018 

2021 

$555m TBC 

$2,369m TBC 

Source: Company market estimates based on Datamonitor Report (2015), pricing from British National Formulary and GBP:USD exchange rate as of August 2015 

PIII PII PI Pre- Indication 

Classical Hypogonadism 

Hypothyroidism  
(T4 non-responders) 

Tri4Combi 

Testosterone 

Infacort® 

Congenital Adrenal 
Hyperplasia (CAH) 
(Adult) 

Adrenal Insufficiency (AI) 
– Addison’s Disease  
(Adult) 

AI – Hypopituitarism  
(Adult) 

Chronocort® 

CAH & AI (Under 16 years) 



Diurnal’s late-stage portfolio 
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Targeting the Adrenal 
Å Infacort®  (AI & CAH children) 

 



Infacort® - on track to be the first 
licensed product for paediatric AI 

ÁSimple solution to medical need 
- Controlled dose of hydrocortisone  

 
ÁCompleted Phase III in Europe – 

targeting approval in 2017 
 

ÁStrategic opportunity 
- Early market access potential 
- Build customer base 
- Enabler of “Adrenal Franchise” 

 

 
 
 

11 
Source: Whitaker et al. JCEM (2015) 
Note: Targeting approval for AI including CAH in children under 6 years of age in Europe and children under 16 in the US 

Microcrystalline bead 

Hydrocortisone layer 

Seal coat 

Taste masking coat 

Infacort® 

Chronocort® 



Infacort® Phase III clinical 
trial profile 

Infacort® 
 

Route to Registration 

Small # of patients 
24 patients (Europe) 

In discussion with FDA (US) 

Low cost 
~$1.0 – 4.0m2 

(in each territory) 

Pharmacokinetic end points Cortisol 

Shorter time to market 
authorisation1 

2017 (Europe) 
2019 (US) (previously end 2018) 

Market Access 
Targeting first licensed  

paediatric product 
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Note: Company data 
1. Compared to a new chemical entity; Estimated date of potential market authorisation 
2. Approximate figures 

Infacort® 

Chronocort® 



Summary of pivotal European 
Phase III results  

Open-label study of Infacort® in neonates and children up to 6 years of age with AI  
 

Results 

Å Primary endpoint met – demonstrated a statistically significant (p<0.0001) increase in cortisol 
levels following administration of Infacort® compared to the pre-dose values 

 

Å Infacort® achieved comparable cortisol levels in children with adrenal insufficiency to those 
of healthy children 
 

Å No safety related issues 
 

Å Infacort® palatability considered favourably by both parents/carers and by children able to 
complete the palatability questionnaire 
 

Å Major breakthrough in paediatric AI, a condition of high unmet medical need with no 
currently licensed formulation for young children under 6 years of age in Europe 
 

Å Infacort® is the first Diurnal product candidate to complete a registration study, a major 
milestone towards building a proprietary endocrinology franchise 
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Infacort® 

Chronocort® 



Commercialisation plans 

Å Paediatric Use Marketing Authorisation (PUMA) route to market authorisation 

ï 10 years data exclusivity from the date of market authorisation  

 

Å On track to submit regulatory dossier to the EMA around the end of 2016 

 

Å Infacort® has the potential to be the first licensed treatment in Europe for AI (including CAH) 
specifically designed for use in children 

 

Å Anticipated market authorisation in late 2017 

 

Å Currently developing launch plans to ensure a prompt market introduction 

 

Long-term safety and biochemical disease control  

Å March 2016 – first patient treated in European follow-on study of the Phase III Infacort® 
registration trial in paediatric AI  
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Infacort® 

Chronocort® 



Diurnal’s late-stage portfolio 
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Targeting the Adrenal 
Å Chronocort® (CAH adults) 

 



Source: Whitaker et al Clin Endo 2014; Mallappa et al JCEM 2014; DIUR-002 Clinical Study Report; DIUR-003 Clinical Study Report 

Phase II results show Chronocort® improves disease control:  
Á Morning androgens controlled in 94% of patients on Chronocort®  

vs 31% on standard treatment 
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Twice daily Chronocort® 

Time (24 hour clock) 

20mg Chronocort®  10mg Chronocort®  

The circadian rhythm of cortisol 

Aims to be the first hydrocortisone 
product that mimics circadian rhythm 

Infacort® 

Chronocort® 



Chronocort® Phase III clinical 
trial profile 

Chronocort® 
 

Route to Registration  

Small # of patients 
110 patients (Europe) 

150 patients (US)2 

Low cost 
~$5.0 - 10.5m2 

(in each territory) 

Surrogate end points V 

Shorter time to market 
authorisation1 

2018 (Europe) 
2021 (US) (previously end 2020) 

Market Access Potential to command premium pricing 

Note: Company data 
1. Compared to new chemical entity; Estimated date of potential market authorisation 
2. Approximate figures 17 

Infacort® 

Chronocort® 



Pivotal European Phase III trial 

Å Randomised, open-label six month study of Chronocort® in up to 110 adults with CAH    
 

Å Patients randomised to Chronocort® on a twice daily “toothbrush” regimen or continue on 
standard-of-care regimen (generic steroids) 
 

Å Primary endpoint – the control of androgens on the same or lower total daily dose of steroid 
compared to standard-of-care  

ï Same primary endpoint as successful Phase II clinical trial 

 

Å Secondary endpoints: 

ï Assessment of fatigue levels  

ï Relative effect on body mass index and bone turnover 

 

Å Scheduled to complete in early 2018 
 

Å Potential market authorisation in Europe by end 2018 
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Infacort® 

Chronocort® 
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Diurnal’s extended portfolio 

ÅEarlier-stage pipeline  

ÅStrategic opportunities  



Oral native testosterone replacement  

Å Proof-of-concept Phase I study of a native oral testosterone formulation (DITEST) in 24 adult 
men with  primary or secondary hypogonadism to begin imminently 
 

Å Scheduled to complete by mid-2017 
 

Å Follows successful completion of in vivo pre-clinical studies 
 

/ǳǎƘƛƴƎΩǎ 5ƛǎŜŀǎŜ ƻƭƛƎƻƴǳŎƭŜƻǘƛŘŜ ǘƘŜǊŀǇȅ 

Å Acquired rights to the Orphan Drug Designation for an oligonucleotide therapy for the 
treatment of Cushing’s Disease (cortisol excess) 

ï From University of Sheffield (UK) 

 

Å Pre-clinical stage collaboration with Sheffield 
 

Å Aim to develop and progress clinical development through to first-in-man studies 
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Diurnal’s earlier-stage portfolio 



Source: Company estimates based on Datamonitor Report (2015), pricing from British National Formulary and GBP:USD exchange rate as of August 2015 
1. Indicates areas of potential focus beyond the Company’s existing pipeline 
2. Includes Cushing’s syndrome and disease 

Deepening product portfolio 
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Indications 

Annual  
Addressable 

Market  
(Europe & US) 

Product 

Pituitary Acromegaly      $0.7bn1 

Thyroid 
Hypothyroidism  

(T4 non  
responders) 

     $0.7bn Tri4Combi (preclinical) 

Adrenal 
CAH 
AI 

Cushing’s 

     $0.5bn 
     $2.9bn 

     $0.5bn1,2 

Infacort® (completed) 
Chronocort® (Phase III) 
Oligonucleotide therapy  

Gonads Hypogonadism      $5.8bn 
Oral Native Testosterone 

(Phase I) 

Pipeline Strategic 
Opportunities 

Á In-licensing 

Á M&A 

Á Partnerships 
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Full year financial results 



Financial highlights 

Å Operating loss of £7.0m (2015 13months: £3.0m) reflecting: 

ï Increased clinical and development activities 

ï Investment in overheads to support anticipated growth and development 

ï Including £1.5m of one-off, share option related and non-cash expenses 

 

Å Cash and deposits at 30 June 2016 of £30.1m (30 June 2015: £6.1m) 

ï Following the successful AIM IPO and fundraising 

 

Å Net assets of £25.9m (30 June 2015: £6.0m) 

 

Å Net cash used in operating activities of £5.1m (2015 13mths: £2.9m) 
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Summarised P&L and cashflow 

£000 12 months to 
30 Jun 2016 

13 months to 
30 Jun 2015 

% change 

Research and development expenditure     (3,886) (2,227) +74% 

Administrative expenses (3,106) (1,000) +211% 

Other operating income - 241 -100% 

Operating loss (6,992) (2,986) +134% 

Net financial expense (70) (33) +112% 

Taxation 491 81 +506% 

Loss for the period (6,571) (2,938) +124% 

Net cash used in operating activities 5,059 2,856 +77% 

Net cash generated by financing activities 29,056 7,975 +264% 

Closing cash and held to maturity financial assets 30,114 6,073 +396% 
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One-off, non-cash and first-time items 

£000 12 months to 
30 Jun 2016 

13 months to 
30 Jun 2015 

Research and development expenditure 

   IFRS2 share based payment charge Non-cash 188 - 

   Share option NIC accrual First-time 258 - 

Subtotal 446 - 

Administrative expenses 

   IPO expenses One-off 623 - 

   IFRS2 share based payment charge Non-cash 302 20 

   Share option NIC accrual First-time 119 - 

Subtotal 1,044 20 

Total 1,490 20 
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Summary balance sheet 

£000 30 Jun 2016 30 Jun 2015 

Non current assets 9 15 

Trade & other receivables 530 376 

Cash & held to maturity financial 
assets 

30,114 6,073 

Trade & other payables (1,480) (399) 

Borrowings (short and long term) (3,239) (24) 

Net assets 25,934 6,041 

Share capital & premium 26,242 15,351 

Consolidation reserve (2,943) (2,943) 

Other reserve 1,458 - 

Retained earnings 1,177 (6,367) 

Total equity 25,934 6,041 
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Majority of increase - bonus & share 
option NIC accrual and clinical trial costs 

Convertible loan - zero coupon but 
interest at effective rate of ~8% 

To adjust the balance sheet for the 
reverse acquisition 

Equity element of convertible loan  
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2016 review, potential milestones and 
news flow 



2016 review & potential milestones 
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2016 

Á First patient in EU Phase III clinical trial for Chronocort® in CAH  Achieved 

Á Announce European Phase III data for Infacort®   Achieved 

Á File European market authorisation for Infacort®   On track 

Á Commence Infacort® US registration programme   Delayed to 2017 

Á First patient in US Phase III clinical trial for Chronocort® in CAH  Delayed to 2017 

Á First patient in PoC clinical trial for Native Oral Testosterone  On track 

 

 
Source: Company estimates 
1. Regulatory advice received from FDA including a Phase III clinical trial  

Q1 Q4 Q2 Q3 Q1 Q4 Q2 Q3 Q1 Q4 Q2 Q3 Q1 Q4 Q2 Q3 Q1 Q2 Q4 Q3 

2017 2018 2019 2020 2016 
Q1 Q2 Q4 Q3 

2021 

Estimated  

Approval 

Estimated   

Approval 

Infacort ® 

(AI & CAH) 
 

Phase III 

Phase III1 

Estimated  

Approval 

Estimated   

Approval 

Chronocort ® 

(CAH) 
Phase III 

Phase III 

Infacort ® 

(AI & CAH) 
 

Chronocort ® 

(CAH) 



Potential news flow 
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2016 

Å File European market authorisation for Infacort® 

 

 

 

2017 

Å European market authorisation for Infacort® 

Å Commence Infacort® US registration programme 

Å First patient in US Phase III clinical trial for Chronocort® in CAH 

Å Commence US clinical programme for Chronocort® in AI 

Å Complete PoC clinical trial for Native Oral Testosterone 



Investment overview 
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Potential for quick route to market with low technical risk1 

Plan to commercialise in Europe and US 

Commercial exclusivity – orphan drug, regulatory & patents2 

Strategic opportunities 

Targeting multi-$bn specialist endocrinology markets in Europe & US 

Lead product candidate on track for registration and second product 
candidate in Phase III trials, plus indication expansion opportunities 

1. Low risk assumption supported by trial data. Trial costs as compared to equivalent stage trials for a new chemical entity 
2. Conditional and subject to grant of market authorisation (and that the Company is the first sponsor to obtain market authorisation for the relevant 

product) and on grant of pending patents 


