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QUARTERLY REPORT 1 

September 2015 – November 2015 
 

Diamyd Medical AB (publ), Fiscal year 2015/2016 

 
 

Reporting period, September 1, 2015 – November 30, 2015 

 
• Net result amounted to MSEK -4.3 (-5.9) 

• Net result per share amounted to SEK -0.2 (-0.3) 

• Cash flow from operating activities amounted to MSEK -4.8 (-5.8) 

• Liquid assets and short term investments amounted at the end of the period 

to MSEK 24.9 (29.8)  

 

 

Significant events after the reporting period  

 
• Preliminary 15-month results from DIABGAD, a 30-month pilot study with 

the diabetes vaccine Diamyd® in combination with vitamin D and 

ibuprofen, were reported  

 

• Diamyd Medical plans first interim report from open label pilot study 

EDCR IIa with the diabetes vaccine Diamyd® in the first quarter of 2016 
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CEO comments 
Dear Shareholders, 
 
We take great pleasure in reporting that Diamyd Medical continues to strengthen its position as a world leader in 
the development of Antigen Based Therapy for type 1 diabetes. A positive trend for the Diamyd® therapy could 
be reported from the end of the first 15-month period of the ongoing 30-month DIABGAD study. Limited six-
month findings from the EDCR study will soon be available, as well as limited six-month findings from the 
DIAGNODE study. Particularly pleasing is the growing interest shown by the pharmaceutical industry in our 
approach to combining GABA with antigen-based therapy for autoimmune diseases, not limited to type 1 diabetes, 
and for certain inflammatory disorders. 
 
A complete cure for type 1 diabetes could be expected to include: A) manipulation of the immune response to 
facilitate susceptibility to tolerance induction; B) introduction of immunological tolerance to the specific antigens 
exposed to the autoimmune attack, and C) increasing the functional beta cell mass to enable sufficient endogenous 
insulin secretion. 
 
A possible scenario is that, while several companies may develop A and C components, Diamyd Medical will be 
first to market with a B component, and then continue to further improve on its antigen-specific therapy. 
 
We are very excited about being the leading company in terms of component B development, i.e. the induction of 
tolerance to specific beta cell antigens. Several clinical trials have been carried out with GAD65 as the beta cell 
antigen. In a Phase III trial, the diabetes vaccine Diamyd® (GAD in alum) demonstrated 16 percent (p=0.1) higher 
efficacy than a placebo in terms of the ability to produce insulin after 15 months. Diamyd® has demonstrated a 
good safety profile in trials with more than 1,000 patients. 
 
We believe that our B medication component (the diabetes vaccine Diamyd®) can be granted market approval as 
soon as the tolerance-inducing effect of the diabetes vaccine can be enhanced, preferably through a combination 
with an existing and market-approved A component. Think cancer – a combination of medications usually 
provides the best treatment outcomes. 
 
There is a steadily growing stream of possible A and C medications that through non-specific mechanisms could 
enhance the tolerance-inducing ability of antigen-specific therapy for type 1 diabetes. Most of these could in 
principle be used in combination with the diabetes vaccine Diamyd®. Examples of such molecules include GLP-1 
analogues, DPP4 inhibitors, metformin, granulocyte colony stimulating factor (GCSF), antithymocyte globulin 
(ATG), abatacept, alefacept, demethylation agents, the IL-10 cytokine, ustekinumab (Stelara) and antibodies 
against T and B blood cells. We have chosen to study Diamyd® in combination with some A components, such as 
ibuprofen, etanercept, vitamin D and GABA (the last-mentioned for which, as previously reported by Diamyd 
Medical, interesting pre-clinical proof of concept has been shown, see the figure below). 
 
Although our antigen-specific drug candidate, Diamyd®, is the leader in its class, and could be approved as a 
separate medication in combination with a suitable A component, a potential Diamyd 2.0 is currently under 
development, in where additional antigens such as gliadin and/or proinsulin may be introduced to broaden the 
patient population, in which Diamyd®, can possibly stop the autoimmune attack on beta cells. 
 
We are also studying the effect of various administration methods for the diabetes vaccine Diamyd®, such as 
subcutaneous injection in the arm, subcutaneous injection in the abdomen (closer to the pancreatic draining lymph 
nodes) and directly into lymph nodes. Pre-clinical testing is ongoing with the ex-vivo co-culturing of antigens and 
tolerant antigen-presenting cells (APCs), with the goal of gradually injecting them back into patients (cell therapy). 
 
Once the autoimmune attack has been overcome, the beta cell mass must be increased so that individuals with type 
1 diabetes can produce enough insulin on their own. There are several strategies for such C components: 
transplantation of insulin-producing cells combined with immunosuppression to prevent rejection; transplantation 
of insulin-producing cells that are encapsulated to avoid being recognized as foreign tissue; autologous 
transplantation of stem cell-derived beta cells, and administration of beta cell regeneration components, such as e.g. 
GABA molecules. 
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GABA + Proinsulin/alum combination therapy shows significant synergistic effects on normoglycemia in NOD mice 

REFERENCES: Tian, J., H. Dang, A. V. Nguyen, Z. Chen, and D. L. Kaufman. "Combined Therapy With GABA and 
Proinsulin/Alum Acts Synergistically to Restore Long-term Normoglycemia by Modulating T-Cell Autoimmunity and 
Promoting -Cell Replication in Newly Diabetic NOD Mice." Diabetes, 2014, 3128-134. 

REFERENCES: Tian, Jide, Hoa Dang, and Daniel L. Kaufman. "Combining Antigen-Based Therapy with GABA 
Treatment Synergistically Prolongs Survival of Transplanted ß-Cells in Diabetic NOD Mice." PLoS ONE, 2011. 

Combination therapy using GABA and antigen (Proinsulin) - SELECTED RESULTS 
 

Current devlopment pipeline - Pre-clinical proof-of-concept 

 

 
 
 
 
 
 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
A new calendar year has begun. One thing is certain – it will be an eventful year. We are looking forward to 
working hard – with the goal of generating value for our shareholders, and for those with type 1 diabetes. 
 
 
Stockholm, January 20, 2016 

Anders Essen-Möller 

President and CEO Diamyd Medical AB (publ) 

GABA + GAD/alum combination therapy shows significant synergistic effects on normoglycemia in NOD mice 

Combination therapy using GABA and antigen (GAD65) - SELECTED RESULTS 
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Significant events after the reporting period 
Preliminary 15-month results from DIABGAD – a 30-month pilot study with the diabetes vaccine Diamyd® in 
combination with vitamin D and ibuprofen  
Diamyd Medical announced from a clinical investigator-initiated pilot study, DIABGAD-1, that the diabetes 
vaccine Diamyd® in combination with vitamin D and ibuprofen after 15 months has a good safety profile with no 
reported serious side effects related to the treatment. The data shows that after the initial phase (referred to partial 
remission or the honeymoon phase), the group receiving placebo (non-active substance) lost their ability to 
produce insulin at a rate that was 2-3 times faster during the last 9 months of the 15-month period, compared with 
the groups receiving active treatment with Diamyd®. However, viewed over the entire 15-month period no 
difference between the groups is observed, but if the more rapid decrease continues in the placebo group until the 
end of the study at 30 months, a trend deviation in insulin production may be observable throughout the full 
measurement period, that is, including the remission period.  
 
Diamyd Medical plans first interim report from open label pilot study EDCR IIa with the diabetes vaccine 
Diamyd® in the first quarter of 2016  
Diamyd Medical announced that a first six month interim report comprising five patients treated with etanercept 
and the diabetes vaccine Diamyd® is intended to be presented during the first quarter of 2016. The study is open 
labeled, meaning not placebo-controlled, and is conducted at nine pediatric diabetes clinics in Sweden. Professor 
Johnny Ludvigsson, Linköping University is principal investigator and sponsor of the study.  

 

Business overview 
Diamyd Medical is dedicated to finding a cure for autoimmune diabetes through pharmaceutical development and 
investments in stem cell and medical technology. 
 
Diamyd Medical develops the diabetes vaccine Diamyd®, an Antigen Based Therapy (ABT) based on the 
exclusively licensed GAD-molecule. The Company’s licensed technologies for GABA and Gliadin have also 
potential to become key pieces of the puzzle of a future solution to prevent, treat or cure autoimmune diabetes, 
and also certain inflammatory diseases. At this time six clinical studies are ongoing. Diamyd Medical is one of the 
major shareholders in the stem cell company Cellaviva AB, active in private family saving of stem cells from the 
umbilical cord. Stem cells can be expected to be used in Personalized Regenerative Medicine (PRM), for example 
for restoration of beta cell mass in diabetes patients where the autoimmune component of the disease has been 
arrested by ABT. 
 
Diamyd Medical’s B-share is traded on Nasdaq Stockholm First North under the ticker DMYD B. Remium 
Nordic AB is the Company’s Certified Adviser. Further information is available on the Company’s new website: 
www.diamyd.com. 

 
GAD, GABA and Gliadin 
GAD, GABA and Gliadin are all substances that can affect the course of type 1 diabetes, and are the mainstay of 
Diamyd Medical’s drug development. The GAD-based diabetes vaccine Diamyd®, is considered the most 
advanced Antigen Based Therapy (ABT) for treating this disease. Combined ABT and GABA treatment has the 
potential to preserve beta cell function in type 1 diabetes and may also inhibit other inflammatory disorders. In 
animal models of type 1 diabetes, GABA has been shown to synergistically increase the efficacy of ABT by 
preserving beta cell function, and the combination of Diamyd® and GABA is currently being tested in a clinical 
trial in the US for children newly diagnosed with type 1 diabetes. Gliadin has also been shown to preserve beta cell 
function in animal models, and is the antigen most strongly associated with celiac disease (gluten intolerance). 
Diamyd Medical plans to study whether combined treatment with Gliadin and GABA could have similar 
synergistic effects on type 1 diabetes as those shown by GABA and ABT in animal models. Gliadin is also 
considered a possible option for the treatment of celiac disease and inflammatory bowel disease. Diamyd Medical 
holds several exclusive patents for the use of these substances to prevent, treat and cure autoimmune diabetes.  
 

 
 

http://www.diamyd.com/
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Antigen Based Therapy (ABT) and combination 
trials 
Type 1 diabetes is a devastating disease which requires daily treatment with insulin to sustain life. The importance 
of finding a cure should not be underestimated. The diabetes vaccine Diamyd® has been used in clinical studies 
with more than 1,000 patients and has shown a good safety profile. In a European Phase III trial Diamyd® showed 
good clinical effect in several subgroups, and a limited overall 16% efficacy (p=0.10) in preserving endogenous 
insulin secretion. Subsequent development is focused on combination trials to enhance efficacy. Diamyd® is easy 
to administer in any clinical setting. The potential annual market is estimated to several billion dollars per year. 
 
Six researcher initiated clinical trials are ongoing combining Diamyd® with various other immunomodulatory 
compounds; etanercept, ibuprofen, vitamin D and GABA.  

 
• DIABGAD- 1 – COMBINING DIAMYD®  WITH IBUPROFEN AND VITAMIN D 

INTERVENTION TRIAL 
A placebo-controlled trial, where Diamyd® is being tested in combination with ibuprofen and vitamin D. 
The trial comprises a total of 64 patients between the ages of 10 and 18, recently diagnosed with type 1 
diabetes, and will continue for a total of 30 months. The aim of the combination treatment is to preserve 
the body’s own capacity to produce insulin. The trial runs at nine clinics in Sweden and is led by 
Professor Johnny Ludvigsson at Linköping University, Sweden. 30 month results from the trial are due 
during the first half year of 2017. 

 
• DIAGNODE -1 –DIAMYD® IN LYMPH GLANDS IN COMBINATION WITH VITAMIN D 

INTERVENTION TRIAL 
An open label trial, where Diamyd® is administered directly into lymph nodes in combination with 
treatment with vitamin D. The trial comprises five patients between the ages of 18 and 30 newly diagnosed 
with type 1 diabetes, and will continue for a total of 30 months. The aim of the trial is to evaluate the 
safety of the combination treatment and the effect on the immune system and the patients’ insulin 
producing capacity. The trial is led by Professor Johnny Ludvigsson at Linköping University, Sweden. 
The first patient was included in the trial in February 2015. A first interim report is planned in the first 
quarter of 2016. 

 
• GABA/ DIAMYD® – COMBINING DIAMYD® WITH GABA 

INTERVENTION TRIAL 
A placebo-controlled trial, where Diamyd® is being tested in combination with GABA. The trial 
comprises 75 patients between the ages of 4 and 18 recently diagnosed with type 1 diabetes, and will 
continue for a total of 12 months. The aim of the combination treatment is to preserve the body’s residual 
capacity to produce insulin. The trial is led by Professor Kenneth McCormick at the University of 
Alabama at Birmingham, USA. The first patient was included in the trial in March 2015. 

 
• EDCR IIa – COMBINING  DIAMYD® WITH ETANERCEPT AND VITAMIN D 

INTERVENTION TRIAL 
An open label trial, where Diamyd® is combined with etanercept and vitamin D. The trial comprises 20 
patients between the ages of 8 and 18 who have been newly diagnosed with type 1 diabetes, and will 
continue for a total of 30 months. The aim of the trial is to evaluate the safety of the combination 
treatment and the effect on the immune system and the patients’ insulin producing capacity. The trial is 
led by Professor Johnny Ludvigsson at Linköping University, Sweden. The first patient was included in 
May 2015.  A first interim report is planned in the first quarter of 2016. 

 
• DiAPREV-IT 1– DIAMYD® 

PREVENTION TRIAL 
A placebo-controlled trial, where Diamyd® is being tested in children at high risk of developing type 1 
diabetes, meaning that they have been found to have an ongoing autoimmune process but do not yet have 
any clinical symptoms of diabetes. A total of 50 participants from the age of four have been enrolled in 
the trial, which will last for five years. The aim of the trial is to evaluate whether Diamyd® can delay or 
prevent the participants from presenting with type 1 diabetes. The trial is led by Dr. Helena Elding 
Larsson at Lund University, Sweden. Five year results are expected at the end of 2016. 
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• DiAPREV-IT 2 – COMBINING DIAMYD® WITH VITAMIN D  

PREVENTION TRIAL 
A placebo-controlled trial, where Diamyd® is being tested in combination with vitamin D in children at 
high risk of developing type 1 diabetes, meaning that they have been found to have an ongoing 
autoimmune process but do not yet have any clinical symptoms of diabetes. A total of 80 participants 
between the ages of 4 and 18 will be enrolled in the trial, which will last for five years. The aim of the trial 
is to evaluate whether Diamyd® can delay or prevent the participants from presenting with type 1 diabetes. 
The trial is led by Dr. Helena Elding Larsson at Lund University, Sweden. The first patient was included 
in March 2015. 

 
 
 
Key figures 

 

3 months 
Sep-Nov 
2015/16 

3 months 
Sep-Nov 
2014/15 

12 months 
Sep-Aug  
2014/15 

Research and development costs, MSEK -1.3 -3.2 -9.7 

Solidity, % 84 86 85 

Result per share, SEK -0.2 -0.3 -1.0 

Liquid assets and short term investments per share, SEK 1.1 1.3 1.3 

Shareholders’ equity per share, SEK 1.6 1.7 1.8 

Cash flow per share, SEK -0.3 -0.1 -0.4 

Share price per closing, SEK 9.2 6.1 8.9 

Share price/Shareholders’ equity per share, SEK 5.8 3.5 5.0 

Number of shares per closing 22 119 422 19 719 422 22 119 422 

Average number of shares 22 119 422 19 719 422 20 510 929 

Average number of employees 7 7 6 

 

When calculating key figures it is assumed that the number of shares for the comparative period shall be the 
number of shares for the fiscal period.  
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Income statement 

KSEK   Note 

3 months 
Sep-Nov 
2015/16 

3 months  
Sep Nov 
2014/15 

12 months 
Sep-Aug 
2014/15 

OPERATING INCOME       

Net income    190 87 513 
Other operating income    56 417 699 

TOTAL OPERATING INCOME  246 504 1 212 
       
OPERATING EXPENSES     

External research and development costs  -1 259 -3 186 -9 686 
External patent- and license costs  -127 -266 -1 351 
Personnel costs 1 -1 853 -1 849 -7 366 

Other external costs 1 -1 258 -1 160 -4 105 
Other operating expenses  -31 -109 -246 
Depreciation  -26 -6 -26 

TOTAL OPERATING EXPENSES  -4 555 -6 576 -22 780 

OPERATING LOSS  -4 309 -6 072 -21 568 

     
Net Financial income/expense  7 180 171 

RESULT BEFORE TAXES  -4 302 -5 892 -21 397 
     
Taxes  - - - 

NET RESULT FOR THE PERIOD  -4 302 -5 892 -21 397 
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Balance sheet 
KSEK   Note 

30 Nov  
2015 

30 Nov 
2014 

31 Aug 
2015 

ASSETS 
NON-CURRENT ASSETS 
Intangible assets  453 99 480 
Tangible assets  - - - 

Financial assets 2 15 662 13 933 15 661 

TOTAL NON-CURRENT ASSETS  16 115 14 032 16 141 
 
CURRENT ASSETS  

 
  

Trade receivables  159 44 196 
Other receivables  574 649 235 
Prepaid expenses and accrued income  166 334 346 

Short term investments  13 999 7 991 12 998 
Liquid assets  10 879 21 817 16 279 

TOTAL CURRENT ASSETS  25 778 30 835 30 504 

TOTAL ASSETS  41 893 44 867 46 645 
     

     
EQUITY AND LIABILITIES     
EQUITY     
Restricted equity 

Share capital  2 243 2 000 2 243 

Statutory reserve  200 200 200 
Non-restricted equity 

Share premium reserve non-restricted   35 804 19 289  35 804 
Profit or loss brought forward  1 277 22 769 22 674 
Net loss for the period  -4 302 -5 892 -21 397 

TOTAL EQUITY    35 221 38 366 39 524 
     
NON-CURRENT LIABILITIES  
Other liabilities  3 269 862 806 

TOTAL NON-CURRENT LIABILITIES  3 269 862 806 
     

CURRENT LIABILITIES     
Trade payables  753 1 457 935 
Other payables  629 53 277 

Prepaid income and accrued expenses  2 020 4 129 5 103 

TOTAL CURRENT LIABILITIES  3 402 5 639 6 315 

TOTAL EQUITY AND LIABILITIES  41 893 44 867 46 645 
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Statement of cash flow 

KSEK        Note 

3 months 
Sep-Nov 
2015/16 

3 months 
Sep-Nov 
2014/15 

12 months 
Sep-Aug 
2014/15 

CASH FLOW FROM OPERATIONS BEFORE CHANGES  
IN WORKING CAPITAL    

 

Operating profit/loss  -4 302 -6 071 -21 568 
Interest and foreign exchange difference received  7 352 114 
Interest and foreign exchange difference paid  - -2 -2 

Non-cash flow items     
Depreciation  26 7 26 
Other non-cash flow items               29 -133 2 139 

NET CASH FLOW FROM OPERATING ACTIVITIES 
BEFORE CHANGES IN WORKING CAPITAL  -4 240 -5 847 -19 291 
     
Increase (-) decrease (+) receivables  -123 445 636 

Increase (+) decrease (-) liabilities   -481 -390 344 

NET CASH FLOW FROM OPERATING ACTIVITIES  -4 844 -5 792 -18 311 

      
CASH FLOW FROM INVESTING ACTIVITIES     
Investment in immaterial and material assets, net  - - -400 

Investment in financial assets  - -206 -2 007 
Increase (-) decrease (+) short term investments, net  -1 001 2 970 -2 038 

NET CASH FLOW FROM INVESTING ACTIVITIES  -1 001 2 764 -4 444 

      
CASH FLOW FROM FINANCING ACTIVITIES     
New issue  - - 15 000 

Issue expenses  - -2 -44 

NET CASH FLOW FROM FINANCING ACTIVITIES  - -2 14 956 

     
TOTAL CASH FLOW FOR THE PERIOD  -5 845 -3 030 -7 800 
Cash and cash equivalents at beginning of period  16 729 24 715 24 715 

Net foreign exchange difference  -5 133 -186 

CASH AND CASH EQUIVALENTS AT END OF PERIOD  10 879 21 818 16 729 
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Changes in Equity 

KSEK   
Share 

 Capital 
Statutory 

Reserve 

Share premium  
reserve non 

restricted  

Other non- 
restricted 

equity 

Total 
Shareholders’ 

equity 

      

OPENING BALANCE SEPTEMBER 1, 2014 2 000 200 19 292 22 673 44 165 
Net result for the period - - - -21 397 -21 397 
New issue 243 - 16 557 - 16 800 

Issue expenses - - -44 - -44 

CLOSING BALANCE MAY 31, 2015 2 243 200 35 804 1 276 39 524 
      
OPENING BALANCE SEPTEMBER 1, 2015 2 243 200 35 804 1 276 39 524 
Net result for the period - - - -4 302 -4 302 

CLOSING BALANCE NOVEMBER 30, 2015 2 243 200 35 804 -3 026 35 221 
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Notes 
Accounting principles 
From fiscal year 2014/2015 interim and annual reports are prepared with the application of the Annual Accounts 
Act and the Swedish Accounting Standards Board BFNAR 2012: 1 Annual Report and Consolidated accounts 
(K3).  

Note 1 – Related-party transactions 
During the period companies represented by immediate family members of the CEO were contracted as 
consultants. The consultancy services were attributable to IT-services. Pricing has been set by the arm’s length 
principle. Total compensation for consultancy services and salaries to immediate family members of the CEO 
during the period amounted to KSEK 444 (361). No other members of the Board of Directors, key executives or 
their immediate family members have been directly or indirectly involved in any business transaction with the 
Company that is or was unusual in its character or terms and conditions and took place during the period. Neither 
has the Company given any loans, provided any guarantees or surety to or for the benefit of any member of the 
Board of Directors, key executives or auditors in the Company. 

 Sep-Nov Sep-Nov 

KSEK 2015/2016 2014/2015 

Consultant fees and salaries to related parties 444 361 
  
 
Note 2 – Financial assets  
Diamyd Medical acquired during the last fiscal year shares in Cellaviva AB. Cellaviva AB is establishing a stem cell 
bank for private family saving of umbilical cord blood and other sources of stem cells. Cellaviva’s corporate 
registration number is 556965-8361. The registered office is in Huddinge, Stockholm County. Diamyd Medical’s 
share of the equity as well as share of the votes was as of November 30, 2015 39 %, and valued at cost, 
approximately MSEK 12.2. 

Diamyd Medical holds approximately 8.5% of the medical device company Companion Medical, Inc., based in 
San Diego, USA. The holding is valued at cost, approximately MSEK 2.8. 

 

 

Risks  
Diamyd Medical’s operations are associated with risks related to inter alia, drug development, commercialization, 
financing, intellectual property, collaborations with partners, authority decisions, agreements and key personnel. 
For a description of the Company’s risks, please see the Annual Report for the fiscal year 2014/2015. No 
significant changes in the Company’s risk assessment have occurred since the Annual Report was issued.  
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Statement 
 
The Board of Directors and the CEO certify that the interim report gives a fair overview of the business, position 
and profit or loss of the Company and describes the principal risks and uncertainties that face the Company. 

This report has not been reviewed by the Company’s auditors. 

 

Stockholm, January 20, 2016 

 
Anders Essen-Möller, President & CEO, Board member Erik Nerpin, Chairman of the Board  

 

Maria-Teresa Essen-Möller, Board member  Fredrik Åhlander, Board member 

 

 
 
Financial calendar 
 

Quarterly Report 2 2015/2016:  April 6, 2016 

Quarterly Report 3 2015/2016  June 29, 2016 

Year-End Report 2015/2016  October 12, 2016 

 

 

 

For more information please contact: 
Anders Essen-Möller, President and CEO, phone: +46 70 55 10 679 

 

Diamyd Medical AB (publ), Kungsgatan 29, SE-111 56 Stockholm, Sweden 
Phone: +46 8 661 00 26 Fax: +46 8 661 63 68 E-mail: info@diamyd.com Reg. no: 556242-3797 

 

 

Note: This document has been prepared in both Swedish and English. The Swedish version shall govern in case of differences 
between the two documents. The document contains certain statements about the Company’s operating environment and 
future performance. These statements should only be regarded as reflective of prevailing interpretations. No guarantees can 
be made that these statements are free from errors. 
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