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Abstract
This is a re-analysis of the data from Molnupiravir trials, presented by the FDA.

The trials’ sponsor modified the pre-registered protocol, so the results will appear more
beneficial than they are. To this end, results from patients recruited by August 5 were reported
as a separate trial — here referred to as Trial 1. Thus, the data from patients recruited after
August 5 should also be presented as a separate trial — here referred to as Trial 2.

In this second trial, the Molnupiravir arm had 32.5% higher relative risk of hospitalization or
death compared to the placebo arm.

Both trials show that starting Molnupiravir treatment later (more then 3 days after symptom
onset) is associated with better outcomes than starting the treatment earlier (less then 3 days
from symptom onset). This is consistent with the hypothesis that Molnupiravir harms the
patient synergistically with the coronavirus.

These results clearly show that Molnupiravir is not an effective treatment and/or prophylaxis
for COVID-19.

Introduction
The FDA has published the data submitted to it by Merck and Ridgeback Biotherapeutics (together
referred to as “the sponsor”) for their Molnupiravir trial(s) * 2.

The sponsor arbitrarily decided to truncate the registered trial NCT04575597 after an interim review. It
stopped recruiting after about 90% of the planned participants had been recruited. The sponsor then
reported the results from patients recruited before August 5 as a separate trial - Part 1 Trial (or Trial 1).
Thus, the data from patients recruited after August 5 should also be presented as a separate trial - Part 2
Trial (or Trial 2). Causing further confusion, the FDA published data bits from Trial 1 separately?, and
from Trial 1 and Trial 2 combined?.

Methods
This paper re-analyzes the data reported by the FDA on behalf of the sponsor.

In Table 1 below, the numbers for Trial 2 are calculated by deducting the numbers for Trial 1 (Table 1 in
the FDA’s Briefing Document?) from the respective total numbers (Table 1 in the FDA’s Addendum?).



Results

Table 1. Incidence of the event (hospitalization or death) in the Molnupiravir trials

Drug RRR MLNP Placebo

Outcome rate Event OK rate Event OK

Trial 2 Total -32.5% 6.17% 20 324 4.66% 15 322
<=3d -80.0% 6.00% 9 150 3.33% 5 150
>3d -8.7% 6.32% 11 174 5.81% 10 172
<=60 -15.4% 5.08% 13 256 4.40% 11 250
>60 -85.3% 10.29% 7 68 5.56% 4 72

Trial 1 Total 7.27% 28 385 14.06% 53 377
<=3d 8.47% 16 189 12.43% 23 185
>3d 6.12% 12 196 15.63% 30 192
<=60 6.87% 23 335 12.73% 41 322
>60 10.00% 5 50 21.82% 12 55

Both Trials Total 48 709 68 699
<=3d 25 339 28 335
>3d 23 370 40 364
<=60 36 591 52 572
>60 12 118 16 127

In Trial 2, Molnupiravir increased the relative risk of hospitalization or death by almost 33%. One person
died in each of the arms, Molnupiravir and placebo.

Both trials show significantly worse results when the drug is administered within 3 days of symptom
onset, as opposed to later (i.e., 4-5 days). In Trial 2, the reported RRR was about -90% and -9%,
respectively. In Trial 1, the reported RRR was about 30% and 60% for administering the treatment <=3
days and >3 days from symptom onset, respectively. All antivirals are more effective when used earlier.
This effect should be even greater for Molnupiravir, given the drug’s mechanism of action. Lethal
mutagenesis is a lengthy process. It slowly degrades the fitness of the viral population® (except when it
improves it 4 °). Thus, Molnupiravir is expected to show better results in early treatment. But the data
shows the opposite, contradicting the hypothesis about Molnupiravir’s effect against SARS-COV-2.

Another unreported feature of these trials was that the patients were low to medium risk, contrary to
the sponsor’s statement. Only 17% (245/1408) of the participants were over 60. Majority of the rest
were reported as obese (BMI > 30), but this condition is shared by 40% of the US population 18 - 59 (ref.
® Table. 2). Moderate obesity increases the risk of COVID-19 hospitalization by only 7% 7, which does not
put them in the high risk group. The study participants were probably at lower risk than the general
hospitalized population. The trials were conducted in 173 locations, very few of which were in the North
America and Western Europe, so more accurate comparison is impossible.



The average hospitalization rates in Trial 1 where 7.8%, which is too high. Anyway, the results suggest
that is much higher than in the general US population and puts the results of Trial 1 in doubt. Also, the
death rate 2.1% (8/377) among placebo patients was way too high for the low/medium risk population.
It might be explained as a clerical error. Thus, the results of Trial 1 should be rejected because of errors.

Of notice, the protocol included only double blinding. The assessors were not blinded.

Discussion

The most likely explanation of these results is that Molnupiravir degrades the host’s immune system,
rather than SARS-COV-2 population. Molnupiravir exhibits bone marrow toxicity &°, possibly interfering
with B-cells production. In low risk to moderate risk patients, the specificimmune response starts with
the symptoms, and eliminates the infectious virus after 6-9 days'®. When Molnupiravir is started early, it
suppresses the immune system before the immune system can suppress virus. When Molnupiravir is
started later, the immune system has time to neutralize the infectious virus before being temporarily
suppressed by Molnupiravir.

Another possibility is that the rapidly mutating coronavirus, created by Molnupiravir, evades,
suppresses, or confuses the immune system. Most of SARS-COV-2 non-structural proteins inhibit the
host’s immune system in some way 1. These may be produced in higher amounts if a Molnupiravir
caused mutation prevents the assembly of the whole virion.

Obviously, Trial 1 and Trial 2 cannot be combined and reported as one trial. The sponsor decided to
break it into two®2. Trial 2 is more representative because it was conducted later and has more
reasonable total hospitalization rate and death rate.

The acute bone marrow toxicity of Molnupiravir indicates that it is carcinogenic and is likely to cause

leukemia in the long run.
The Molnupiravir’s lack of efficacy is in line with the results of its trials in animals 3,

Conclusion
Molnupiravir has not been shown effective in treating or preventing COVID-19 and may have harmful
side effects and consequences.
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