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CLINICAL STUDY SYNOPSIS
A PHASE II CONTROLLED CLINICAL STUDY DESIGNED TO EVALUATE
THE EFFECT OF ARTEMICTM IN PATIENTS DIAGNOSED WITH COVID-19

CLINICAL TRIAL IDENTIFICATION
Researchers look at the results of many studies to decide which
drugs work best and are safest for patients. It takes participants
in many studies all around the world to advance medical science.
This summary only shows the results from one study.
Other studies may find different results.

INVESTIGATORS
Dr. Ameer Elemy, Nazareth Hospital EMMS
Dr. Jameel Mohsen, Hillel Yaffe
Dr. Shadi Hamoud, Rambam Medical Center
Dr. Syed Umar Quadri Abdl Jabbar, Mahatma
Gandhi Mission’s Medical College and Hospital

RESEARCH CENTER
This study was conducted at four medical centers –
Hillel Yaffe, Hadera, Rambam Medical Center,
Haifa and Nazareth Hospital EMMS, Nazareth in Israel and
Mahatma Gandhi Mission’s Medical College and Hospital in
Aurangabad , India

MAIN OBJECTIVES
In this study, researchers were trying to find out if ArtemiC can
help patients with COVID-19 recover faster. It also aimed to
find out if ArtemiC is safe and whether it causes any major side
effects. The new treatment and its effect on COVID-19 patients
was compared to a placebo that looked the same as ArtemiC
but without active ingredients inside.

CLINICAL STUDY SYNOPSIS
A PHASE II CONTROLLED CLINICAL STUDY DESIGNED TO EVALUATE
THE EFFECT OF ARTEMICTM IN PATIENTS DIAGNOSED WITH COVID-19

MAIN CRITERIA FOR INCLUSION
1.
2.

3.
4.
5.

Confirmed SARS-CoV-2 infection.
Hospitalized patient with COVID-19 of moderate stablity or
worsening severity not requiring ICU admission, and on the
other hand not experiencing clinical improvement under
standard care.
Age: 18 years old and above.
Subjects under observation or admitted to a controlled
facility or hospital (home quarantine is not sufficient).
Ability to receive treatment by spray into the oral cavity

MAIN CRITERIA FOR EXCLUSION
1.
2.
3.
4.
5.
6.

On a feeding tube
Needed oxygen support
Needed mechanical ventilation
Had uncontrolled diabetes 2
Had an autoimmune disease
Patient was pregnant or breastfeeding

DURATION OF TREATMENT
Patient received two doses of active or placebo oral spray on the
first two days of the study, and were followed until discharge or
Day 15, the earlier of the two.

STATISTICAL METHODS
Efficacy - NEWS2* and other clinical parameters are listed
individually and, if appropriate, tabulated by descriptive statistics.
For descriptive statistics summary tables are provided giving
sample size, absolute and relative frequency by study group and
sample size, arithmetic mean, standard deviation, coefficient
of variation (if appropriate), median, minimum and maximum,
percentiles, p values.
Safety - Safety was assessed by the description of the frequency
and severity of adverse events (AEs). AEs relating to the
naturalprogression of COVID-19 or to underlying comorbidities
were considered unrelated to the study drug.

SPONSOR
MGC Pharmaceuticals d.o.o
info@mgcpharma.com.au

*National Early Warning Score (NEWS) - Determines the degree of illness of a patient and prompts critical care intervention.

			
COVID-19 DISEASE PROGRESSION
DESIGN: Multi-center, prospective, randomized,
placebo-controlled clinical study

THE PROBLEM
The ongoing COVID-19 pandemic has imposes a devastating burden on both healthcare systems
and local and global economies. The disease is triggered by the severe acute respiratory syndrome
coronavirus-2 (SARS-CoV-2), a single-stranded RNA virus that initially binds the epithelial cells of
the nasopharynx, and later travels down the respiratory tract and infecs the alveolar cells. The virus
generally induces mild to moderate disease, but can also cause diffuse alveolar damage, which
can be followed by an exaggerated inflammatory response, known as a cytokine storm, which has
been correlated with progression to dyspnea, respiratory distress or failure, thromboembolic events,
multiorgan failure and even death. Postmorten examinations of COVID-19 patients have found a
large accumulation of inflammatory cells in the lung tissues. Moreover, the beneficial impact of
immunosuppressant agents in severely ill COVID-19 patients, provide further evidence of the central
role of the cytokine storm in disease pathogenesis.
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POPULATION OF SUBJECT
A PHASE II CONTROLLED CLINICAL STUDY DESIGNED TO EVALUATE
THE EFFECT OF ARTEMICTM IN PATIENTS DIAGNOSED WITH COVID-19

THE NUMBER OF
SUBJECTS INCLUDED IN
THE TRIAL
This study included 50 adult patients
with moderate signs of COVID-19,
who were hospitalized but not in an
intensive care unit. Of the patients
participating in the trial, 33 were
treated with ArtemiC and 17 were
treated with the placebo spray.
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THE NUMBER OF PATIENTS TREATED
IN EACH OF THE PARTICIPATING
HOSPITALS WAS AS FOLLOWS:
4

Nazareth
Hospital
EMMS

24

12

Hillel
Yaffe

10

Rambam
Medical
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Mahatma Gandhi
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College and
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GENDER BREAKDOWN
There were 25 males and 24
females participating in the trial.
The gender of one patient was
not documented.

25 MALES

24 FEMALES

AGE GROUP BREAKDOWN
The average age of participating
patients was 53 years, with the
youngest patient being 22 years
old and the oldest being 84
years old.
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INVESTIGATIONAL
MEDICINAL PRODUCTS USED
A PHASE II CONTROLLED CLINICAL STUDY DESIGNED TO EVALUATE
THE EFFECT OF ARTEMICTM IN PATIENTS DIAGNOSED WITH COVID-19
This was the first trial where ArtemiC was
used to treat COVID-19 patients. ArtemiC is
a test product that is sprayed into the mouth
and contains a mix of all-natural ingredients
that are known to fight inflammation and
infections. The four active ingredients are:
artemisinin, curcumin, Boswellia serrata
[Indian frankinscence] and vitamin C. These
were prepared with a special technology that
helps the active ingredients absorb better in
the body.

All patients, whether they were being treated
with ArtemiC or placebo, sprayed the product
into their mouth two times in the morning
and ten times in the evening of the first and
second day of the study. After that, the study
nurse and doctor monitored the patients until
they were released from the hospital or for
up to 15 days, whichever occurred first.

NONE OF THE PATIENTS
TREATED WITH ARTEMIC IN
THIS STUDY HAD ANY
SIDE EFFECTS.

DESCRIPTION OF ADVERSE
REACTIONS AND THEIR
FREQUENCY
Adverse reactions are also often called side effects. Side effects are unwanted medical events
that happen during the study and are reported because they are thought to be related to the
treatments in the study. One of the main goals of this trial was to determine whether ArtemiC
causes any serious side effects. None of the patients treated with ArtemiC in this study had any
side effects.

OVERALL RESULTS
CLINICAL TRIAL SCHEDULE DIAGRAM
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GENERAL HEALTH STATUS
In this study, a scoring system called NEWS2 is used to grade COVID-19 symptoms to see if the
patient’s condition is getting worse. If the condition is getting worse, patients might need more intensive
care.
The NEWS2 score of 18 out of the 33 (60%) patients treated with ArtemiC remained stable throughout
the study. Out of these patients with a stable score, 13 had the lowest score possible (0) and remained
with that score throughout. Another 12 out of the 33 patients treated with ArtemiC had improvements
in their NEWS2 scores as time went by. Therefore, only 3 (9%) of the patients treated with ArtemiC
showed worsening NEWS2 scores at any point during the study. In contrast to the effect of ArtemiC, 6
of the 17 patients (35%) treated with the placebo spray had worsening NEWS2 scores as time went by.
The graph below shows the average NEWS2 scores of patient treated with ArtemiC (green line) and of
patients treated with the placebo spray (magenta line). On average, the scores improved (decreased)
over the 15 days after ArtemiC treatment and got worse (increased) after placebo treatment.
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BLOOD OXYGEN LEVELS
At the beginning of the study, when patients were first hospitalized, 11 of the 33
patients (33%) who were going to be treated with ArtemiC, had abnormal oxygen
levels blood oxygen levels . Nine days after treatment, only 1 patient of the 33 patients
(3%) still had abnormal oxygen levels in their blood. In contrast, at the beginning
of the study, 7 out of the 17 patients (41%) who were going to be given the placebo
treatment had abnormal oxygen levels. Nine days after starting the treatment, there
were still 4 out of 17 patients (24%) who still had abnormal oxygen levels in their
blood.
Some patients in each treatment group needed oxygen support. The time on oxygen
support was much shorter for patients who had been treated with ArtemiC in
comparison to the patients treated with the placebo spray. The patients who had
been treated with ArtemiC needed oxygen support for an average of 2.5 days. The
patients who were treated with placebo spray needed oxygen support for an average
of 7.5 days.
Two out of the 17 patients treated with placebo, suffered from a serious deterioration
in their health status and needed mechanical ventilation. None of the 33 patients
treated with ArtemiC needed mechanical ventilation.
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-91%

FEVER
None of the patients treated with
ArtemiC had fever after the ninth day
of the study. In the group of patients
treated with the placebo spray, there was
still one patient with a fever on day 12 of
the study.
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COMMENTS ON THE OUTCOME OF THE CLINICAL TRIAL
This study showed that ArtemiC spray was safe for use in patients with COVID-19 and did
not cause any side effects. When compared to the placebo spray, ArtemiC spray helped
patients with COVID-19 recover faster and maintain normal blood oxygen levels. It also
seemed to prevent the disease from getting worse in the moderate COVID-19 patients.

STUDY RESULTS
Following the study, 100% of patients who were treated with ArtemiC met the required NEWS
score to be considered clinically improved.
•

•

While all patients in the treatment group had a NEWS score less than or equal
to 2 (0.5 with standard deviation of 0.51) by the end of the 15-day study, the
average NEWS score for placebo patients was significantly higher at 2.23
(p<0.04).
Within the treatment group, no patients required additional medical intervention.
However, one patient in the placebo group was in life-threatening condition by
the end of the study, one died two days later, two were placed on mechanical
ventilation and two were transferred to the ICU.

The study revealed that ArtemiC could have numerous advantages in the treatment of
COVID-19, which include:
•
•
•
•
•

A full safety and efficacy profile with no participants showing drug-averse
reactions
The ability to prevent symptoms from deteriorating
Recover faster and maintain normal blood oxygen levels.
Improvement of symptoms and pain
The versatility to be utilized at home, as well as in hospitals

ArtemiC Rescue will be produced and sold as a food supplement through the company’s
existing production facilities and distribution networks. Meanwhile, the next stage of study
will evaluate the preparation’s potential as a medicinal product to assist with recovery in both
COVID-19 and flu patients.
“The safety and efficacy demonstrated on COVID-19 patients has now opened the
opportunity for a whole range of other indications related to cytokine storm,” said Roby
Zomer, Co-founder and Managing Director of MGC Pharma. “The company will now look to
progress the immediate opportunities for ArtemiC while continuing to pursue further clinical
developments.”
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