
– targeting both bacterial and fungal vaginal infections
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pHyph will be ready to launch towards the end of 2019. Gedea Biotech is 
seeking a partner for the European and global sales and distribution  
of pHyph. pHyph is expected to receive CE mark in end of 2019 based on 
clinical studies that are initiated during Q4 2018. 

THE COMPANY 

Gedea Biotech AB was founded in 2015 by a multidisciplinary team of 
four four scientists from the University of Lund in Sweden. Since August, 
2017, Gedea Biotech has been based at the life science incubator SmiLe 
(Medicon Village, Lund, Sweden), an organisation that helps early- stage 
life science companies to develop and commercialize their ideas.

Gedea Biotech is owned by the four founders, Almi Invest (a publicly 
owned organization that carefully scrutinizes the strength of the compa-
nies it invests in to ensure good quality), Lund University (LU) Holding AB 
(a Swedish state-owned company managed by LU that allows the latter  
to bring new innovations to the market), and private investors.

The day-to-day running of Gedea Biotech is done primarily by the three 
members of the Management Team with active participation from the 
four founders.

Partner with us
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Vaginal infections caused by bacteria or fungi affect millions of women 
worldwide every day. Today over 1.5 billion USD are spent annually on 
treating these infections. Several million doses of antibiotics are prescribed 
annually for vaginal infections, contributing to the current problem of  
increased antibiotic resistance.5 The global burden to society of this is 
huge—in the US alone, the annual cost of treating antibiotic-resistant  
infections now exceeds 2 billion USD.6

A vaginal infection can be painful, cause intense itching and/or be associ-
ated with an embarrassing and unpleasant odour. Genital problems  
affect many aspects of daily life: work, social activities, family life, exercise 
and general quality of life especially for patients with recurrent episodes. 
Untreated, bacterial vaginosis can cause severe gynaecological and  
obstetric complications.3,7

∫ Increasing antibiotic resistance

∫ High unmet medical needs 

  OF PATIENTS GET WRONG TREATMENT  

The problem

67%
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THE UNMET MEDICAL NEED IS HUGE as is reported in studies: 

“The majority of women reported frustration and dissatisfaction 
with current treatment regimens and low levels of satisfaction with 
the clinical management of Bacterial vaginosis. Overall, women 
disliked taking antibiotics regularly, commonly experienced adverse 
side effects from treatment and felt frustrated at having symptoms 
recur quite quickly after treatment”.8  

Vaginal infections are usually self-diagnosed so problems concerning  
incorrect treatment are common. The symptoms caused by fungal and 
bacterial infections can be similar so patients often find it difficult to  
correctly diagnose and choose an appropriate treatment. Many opt for a 
convenient OTC antifungal drug without knowing which infection they are 
actually treating. Even a patient with a previously clinically verified vaginal 
infection may not easily distinguish one infection from another. 67 % of 
women with a vaginal infection choose an ineffective treatment because 
they do not know if it is a fungal or bacterial infection.9 This subsequently 
increases the risk of drug resistance and prolonged patient suffering.9
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pHyph is expected to treat and prevent vaginal infections caused by both 
fungi and bacteria without the need for antibiotics. Patients will not need 
to know whether the infection is fungal or bacterial since pHyph succes-
sfully treats both. The patient recovers quickly without unnecessary delay. 
pHyph will be the only treatment on the market  targeting both bacterial 
and fungal vaginal infections. pHyph will reduce the risk of patients 
choosing the wrong therapeutic option.

 

The active substance in pHyph (GDA 001) is well documented. GDA001  
is an endogenous substance, as well as an approved food additive and 
completely safe.10 pHyph has no antibiotic properties and is harmless to both 
humans and our environment . Its novel mechanism of action prevents 
and treats infection in depth without killing the fungus. The first product 
will be a vaginal tablet for the treatment for vaginal fungal infections and  
bacterial vaginosis.

The solution 

[fyff]
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BENEFITS FOR THE PATIENT

∫  Getting the right treatment—immediately. The patient will not  
need to know if an infection is fungal or bacterial. pHyph will success-
fully treat most vaginal infections be they fungal or bacterial:  
one treatment for two problems.

∫  Over-the-Counter (OTC): a safe and effective treatment without  
need for a prescription or a visit to the doctor.

∫  Antibiotic free: pHyph is expected to significantly reduce the  
use of antibiotics for vaginal infections. The patients, society and  
the environment will all benefit strongly from an efficient alternative  
to antibiotics. 
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The research and development of pHyph has been driven by a dedicated 
research team at the University of Lund in Sweden for over 10 years.

Today, pHyph is a vaginal tablet formulated for local treatment. Its mecha-
nism of action is novel and unique: it lowers vaginal pH and also inhibits 
biofilm formation. 

VAGINAL THRUSH (CANDIDA ALBICANS)

During a fungal infection, the fungus transforms from its harmless yeast 
form into an infectious hyphal form. The hypea then form a biofilm that 
protects the infectious fungus, making it harder to treat and allowing it to 
thrive and cause a severe infection.11,12 

Current treatment is designed to kill the fungi. Whilst this sounds like  
an effective solution, it increases the risk of the fungi becoming resistant 
to treatment. 

In contrast, pHyph displaces the fungus: pHyph breaks down the biofilm and 
causes the fungus to revert to its harmless yeast form that is not associated 
with health problems and which exits the body with the mucous secretion.

BACTERIAL VAGINOSIS

In bacterial vaginosis, the normal pH of the vagina is increased causing  
an imbalance in the bacterial flora. As with fungi, the infectious bacteria 
begin to thrive under a protective biofilm.13

Current treatment for bacterial vaginosis involves antibiotics, which  
treat the infection at the cost of disrupting the natural bacterial flora and 
increasing the risk of recurring problems.13 

pHyph re-establishes the healthy bacterial flora in the vagina by breaking 
down the biofilm and restoring the normal vaginal pH (pH 4-4,5).

Innovation and the  
mechanism of action



9

Healthy women carry plenty of fungi and bacteria on and in their bodies. 
But sometimes an imbalance will occur in the microorganisms leading to 
vaginal infections.

In fungal vaginal infections 
the fungi adopt a hyphal form 
which enables infection.

In bacterial vaginosis the 
pH-value rises which promotes 
bacterial imbalance further.

During an infection fungi 
and bacteria both form a 
thick biofilm.

pHyph can access the in-
fection through first break-
ing down the biofilm.

The fungi return to their 
harmless form and pHyph 
lowers the pH-value which 
restores the balance in 
the bacterial flora.
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CLINICAL STUDIES

The first clinical study with pHyph starts in November, 2018 and results  
are expected at the beginning of 2019. Patients with a vaginal fungal  
infection (Candida albicans) will be treated with the vaginal tablet, pHyph. 
The study aim is to ensure that pHyph treats the infection effectively and 
that patients experience pHyph as safe and effective. The study will  
involve 24 patients and last approximately three months.

The second pHyph clinical study starts in November, 2018 and focuses  
on bacterial vaginosis. Patients with bacterial vaginosis will be treated with 
the vaginal tablet, pHyph. The study aim is to show that pHyph success-
fully treats the bacterial infection in a safe and effective way. This study 
will also involve 24 patients and last approximately three months.

Once Proof of Concept is confirmed, Gedea Biotech will file for CE  
Marking for pHyph. 

PRECLINICAL STUDIES: FUNGAL INFECTIONS

The beneficial effect of pHyph treatment on the five most common  
strains of Candida responsible for vaginal fungal infections has been  
investigated in the laboratory environment. Preclinical studies show that 
pHyph breaks down the biofilm formed by the fungus and causes the  
fungus to transform from an infectious to a non-infectious yeast form.

Results 
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PRECLINICAL STUDIES: BACTERIAL VAGINOSIS

pHyph has a proven pH-lowering effect. The correlation between  
decreasing pH and effective treatment of bacterial vaginosis is well  
established. Preclinical studies show that pHyph breaks down the biofilm 
formed by bacteria, and is effective against the most common bacteria 
causing bacterial vaginosis.

All preclinical data indicate that the beneficial effect of pHyph treatment 
will be replicated in the clinical studies.

BIOLOGICAL AND STABILITY TESTS 

Biological tests have confirmed the safety and tolerability of pHyph.  
Stability tests have confirmed stability of the vaginal tablets in their final 
packaging for up to 6 months in both regular and accelerated conditions. 
Long-term stability studies are ongoing.
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Gedea Biotech is a reliable partner and will provide you with unique  
competence and credibility.

“Many people globally will benefit from our innovation and we will 
also contribute to equality and sustainability—this inspires us!”

FOUNDING TEAM 

Gedea Biotech is established on solid scientific expertise. All four foun-
ders have excellent reputations in their respective fields and are, first and 
foremost, scientists and doctors. Together, they form a committed team 
that actively drives Gedea Biotech to its goal of improving healthcare for 
women based on its core values of equality and sustainability.

The team
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   Olov Sterner 
Co-founder, president of the board   
Olov is Professor of Organic Chemistry at Lund University. 
His broad understanding of how to successfully transform 
innovative academic research into profitable healthcare 
products gives him unique experience of the entire product 
and business development process. 

    Ulf Ellervik 
Co-founder, responsible for R&D and patents 
Ulf is Professor of Bioorganic Chemistry at Lund University. 
He Is also a founder and Board Member of Molecular Know-
ledge AB, and a partner at PULS.

   Helena Strevens 
Co-founder, board member, medical officer 
Helena has a Ph.D. in Medicine and is a Senior Consultant in 
Obstetrics and Gynaecology  with many years of clinical ex-
perience in treating vaginal infections and their complications. 

    Sophie Manner 
Co-founder, technical officer 
Sophie has a Ph.D. in Organic Chemistry and works as a  
Researcher at Lund University. 
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CEO Annette Säfholm is a proactive and inspiring leader who has recruited 
a strong Management Team that has improved the quality and momentum 
of all Gedea activities.

“The broad competence of our employees is the basis for our success. 
Since starting up in 2015, we have received several prizes making 
us even prouder of what we have achieved so far.”

Annette Säfholm, CEO

MANAGEMENT TEAM 

   Annette Säfholm 
CEO, ph.d. in medicine, Lund University   
Annette has extensive experience in Project Management 
and Business Development in both listed and unlisted com-
panies, as well as the healthcare sector. Annette has already 
established strong credibility amongst investors and partners 
by ensuring all corporate goals are delivered to deadline. 
Under Annette’s leadership, Gedea Biotech won the  
Connect Syd “Fundraiser of the Year” award having raised 
11 MSEK instead of the targeted 7MSEK from a rights issue 
in December, 2017.

   “Today, we’re approaching the start of both our  
clinical trial programme and a product launch.  
Everything indicates that pHyph will reach its potential 
and achieve an attractive position in a market with 
high unmet medical needs.”
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   Eva Norell 
Marketing manager, M.Sc., Linköping University 
Eva has extensive Sales and Marketing experience from  
previous positions at Pfizer and Sanofi, as well as other 
companies closely linked to the healthcare sector. She has 
worked with sales in the Infectious Gynaecological Disease 
therapy area and has strong insight into customer needs. 

   ”pHyph must have all the right characteristics that solve 
customers’ problems to compete in a global market.”

   Mahnaz Basimfar 
Global QA director, B.Sc. in chemistry 
Mahnaz has more than 30 years of experience in both 
drugs and medical devices. She has served as QC/QA  
Director in several companies and has been Audit Leader at 
inspections of several external pharmaceutical and medical 
technology companies in Europe, China and the US.  
At Gedea Biotech, Mahnaz is responsible for both construction 
and implementation of the company’s Quality Management 
System and preparations for the CE Marking that will allow 
Gedea Biotech to be registered according to ISO 13485 for 
medical technology.
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Gedea Biotech is well funded. Ownership has been maintained within  
a small group of investors, including Almi Invest Syd (a venture capital 
company owned by Swedish regional councils, the EU and other organi-
zations), Porte-Monnaie Venture AB, and private investors experienced  
in the life sciences arena.

Gedea Biotech received the “Fundraiser of the Year” award from  
Connect Syd in 2017 for its outstanding achievement in raising 11 MSEK 
(1.1 MEUR) having sought 7 MSEK in a rights issue.

Gedea Biotech has also won several awards for start-ups, including most 
recently reaching the semi-finals of the EIT European Health Catapult 
(EHC) challenge, a training and competition platform organized by EIT 
Health and Health Axis Europe that funds the best medtech, biotech and 
digital health business concepts from across Europe. Gedea Biotech has 
also been awarded four prestigious grants, including three from Vinnova 
(Sweden’s Innovation Agency) and one from Horizon SME-instruments  
after impressive corporate development. 

Corporate fundraising and  
acknowledgements
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Gedea Biotech is pursuing a proactive Global IP Strategy to ensure  
adequate protection for intellectual property generated in the pioneering 
Research and Development (R&D) programme of the company’s drug 
candidate, pHyph (GDA001).

As of August 2018, the portfolio comprises one published and two  
unpublished patent families. Together, these protect different aspects of 
Gedea’s product candidates until the late 2030s. The two as yet unpublished 
patent families cover additional aspects of Gedea’s business. The published 
patent family that confers protection for the lead compound for treatment 
of fungal infections (GDA001) is currently entering the national/regional 
phase in countries of strategic importance across all continents.

∫ Proactive Global IP Strategy 

∫ Trademark protection

Gedea Biotech has filed trademark applications for both Gedea Biotech 
and pHyph in the EU.  

Intellectual property rights 
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pHyph satisfies all standards of good scientific and medical research.  
The compound has been granted GRAS (Generally Recognized as Safe) 
status by the FDA.

Biocompatibility tests according to ISO10993-5 and 10993-10 (cytotox-
icity, sensitization and irritation) have shown that the tablet is safe for its 
intended use.

Gedea Biotech observes the standards for CE Marking under the  
Medical Devices Directive (93/42/EEC) and the forthcoming EU Medical 
Device Regulation. The company’s Quality Management System will be  
finalised in Q1 2019. 

Safety

Quality assurance

The vaginal pessary is a dry tablet formulation, easy to produce, transport 
and store. The tablet is currently produced by Galenica (Malmö, Sweden). 
The pessary is stable for at least 6 months in regular (room temperature) 
and accelerated conditions. Long-term stability tests are underway.  
The tablet is not sensitive to temperatures up to 40˚C, thereby simplifying 
its transportation and storage. 

The tablet is smear free and odourless. Depending on the patient’s  
preferences, it can be applied locally with or without an applicator.  
A CE-Marked vaginal applicator from Schägner GmbH (Germany) comp-
lements the tablet and is used in the clinical studies. 

The technology 
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