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More Covid Misinformation Debunked — Dr Musa Mohd Nordin
(https://codeblue.galencentre.org/2021/03/15/more-covid-misinformation-debunked-dr-musa-mohd21
nordin/)

Economic Frontliners, General Public Getting Covid-19 Vaccines Early: Khairy
(https://codeblue.galencentre.org/2021/03/25/economic-frontliners-general-public-getting-covid19-
vaccines-early-khairy/)

Malaysia's RM10,000 No-Mask Fine 16 Times Higher Than Australia
(https://codeblue.galencentre.org/2021/03/16/malaysias-rm10000-no-mask-fine-16-times-higher-than-
australia/)

HCTM, HKL Doctors Getting Covid-19 Shots After Complaint Over Delay
(https://codeblue.galencentre.org/2021/03/16/hctm-hkl-doctors-getting-covid-19-shots-after-
complaint-over-delayy/)

Vaccinated Malaysians May Taste Freedom In Phase Two
(https://codeblue.galencentre.org/2021/03/25/vaccinated-malaysians-may-taste-freedom-in-phase-
two/)

Malaysia Risks Losing Russian
Vaccine Pending Slow Approval

By Boo Su-Lyn | 26 March 2021

Khairy Jamaluddin says if the National Pharmaceutical Regulatory
Agency (NPRA) approves Russia’s Covid-19 vaccine in the first week of
April, Malaysia may start receiving doses by May.
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A Palestinian health wérker displays vials of the Russian Sputnik V COVID-19 vaccine in Gaza City én March 22, 2021. - Thousands of Palestinian
health workers, the elderly, and patients with cancer or kidney disease were set to get Covid-19 vaccines as the health ministry ramped up its
inoculation campaign. (Photo by Mohammed ABED / AFP)

KUALA LUMPUR, March 26 — Malaysia may lose 6.4 million pre-ordered doses of
Russia’'s Covid-19 vaccine to another country if local regulators do not approve it

quickly, Khairy Jamaluddin said.

When asked if Malaysia would order another 6.4 million doses of Sputnik V, the
vaccine minister said the government's immediate concern was to ensure that a
meeting in the first week of April by the Drug Control Authority (DCA), under the
National Pharmaceutical Regulatory Agency (NPRA), approve the Russian

coronavirus shot first.

“We want to secure the first 6.4 million, which if we don't sign the agreement
and get the regulatory approval soon, may go to another country because more
countries have been approving the Sputnik V vaccine,” Khairy told CodeBlue in

an exclusive interview Wednesday.

“We've had this on hold due to our negotiations with the Russians, with RDIF
(Russian Direct In ﬁ if we really don't get through the
regulatorythresh § n, We m f,e that 6.4 million. So | think it's a bit Q
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premature to talk about the additional 6.4 million. | want to secure the existing
order ﬂrst.,,(https://codeblue.galencentre.org/)
A peer-reviewed interim analysis of Sputnik V's Phase Three clinical trial,
published in medical journal The Lancet last February 2, showed that the 01
Russian vaccine was 91.6 per cent effective against Covid-19
(https://rdif.ru/Eng_fullNews/6347/)and fully protected against severe Covid-19

disease.

The European Medicines Agency (EMA) is currently evaluating the Russian jab
(https://www.ema.europa.eu/en/news/ema-starts-rolling-review-sputnik-v-covid-
19-vaccine), even as some European Union countries in eastern Europe have
reportedly already ordered or used it. The Guardian reported
(https://mwww.theguardian.com/world/2021/mar/10/russias-sputnik-v-covid-
vaccine-gaining-acceptance-in-europe) that Germany's regulatory authority has
publicly praised Sputnik V and Italy could be the first European country to
produce the Covid-19 vaccine from July.

Khairy said if NPRA approved the Russian vaccine in the first week of April,
Malaysia may start receiving doses by May, as the vaccine developer has
indicated that delivery can begin a month after regulatory approval and the
signing of the purchase agreement. Malaysia can expect delivery of five million
doses of Sputnik V, a two-dose vaccineg, in the second quarter of the year.

The science, technology, and innovation minister added that local
pharmaceutical company Duopharma Berhad has decided not to undertake fill-
and-finish of the Russian vaccine, but to bring in the finished product if it is
approved.

Instead, the Sputnik V vaccine developer, Gamaleya Research Institute of
Epidemiology and Microbiology, will sign a research and development (R&D)
partnership with the National Institutes of Biotechnology Malaysia and

subsequently with Duopharma for future manufacturing.

As for China's Sinovac Biotech vaccine, Khairy said the expert working group at

the Special Committee on Ensuring Access to Covid-19 Vaccine Supply (JKJAV)

has requested for@ﬁldvécBlhlltel data from Turkey and Chile before
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deciding whether or not to recommend against the use of CoronaVac for people
aged 60 an@%tlgg%c.odeblue.galencentre.org/)

“But in Turkey and Chile, as well as in Indonesia, Sinovac is administered to

people above 60 as well.” 21

Malaysia's NPRA has given conditional approval to the Sinovac vaccine, despite
the lack of published Phase Three clinical trial results in a peer-reviewed journal.
The Ministry of Health's (MOH) pharmacy regulatory division told CodeBlue
recently (https://codeblue.galencentre.org/2021/03/19/how-npra-approved-
sinovac-astrazeneca-pfizer-covid-19-vaccines/)that a late-stage study among
health care workers in Brazil showed CoronaVac was 50.65 per cent effective in
preventing symptomatic Covid-19, just clearing the World Health Organization’s

(WHO) minimum 50 per cent efficacy standard.

A study in Turkey (https://www.reuters.com/article/health-coronavirus-turkey-
sinovac-int-idUSKBN2AV18P) reportedly downgraded the Sinovac vaccine's
efficacy to 83.5 per cent, based on final results of Phase Three trials, from an

initial finding of 91.25 per cent.

Khairy said NPRA has yet to approve local pharmaceutical company
Pharmaniaga Berhad's fill-and-finish facility for human vaccines. Pharmaniaga,
which was appointed to undertake the final manufacturing of the Sinovac
vaccine, will submit stability testing results to NPRA in the middle of April after
starting in March, as at least one month’s worth of stability testing is needed.

Stability testing checks the quality of a pharmaceutical product over a certain
period and under the influence of environmental factors like temperature,
humidity, and light, so as to examine attributes susceptible to change during

storage that could influence safety and efficacy.

“We hope to get approval from NPRA in the middle of April for Pharmaniaga,”
Khairy said.

The vaccine minister also explained that Pharmaniaga can produce finished

doses of Sinovac's vaccine next month itself. Pharmaniaga is expected to deliver

more than 300,00 y5|a has also received 200,000 finishedX
Healt h IS a uman right

doses of the Chinese vaccine.

five million doses Cthe uarter of the year. Besides the bulk product of
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“Sinovac has already processed the 300,000 vials that came in from the bulk
product théh(;[%R%//aca)g.e\wHﬁ’eggcl)?ﬂéecrﬁ%res’%@mty testing, they actually put all the
bulk liquid into vials, so there's already 300,000 doses ready to be utilised.

“And they've brought in more bulk while waiting for regulatory approval and
started manufacturing the fill-and-finish, so | think they've gotten off their head

start already.”

When asked if he or anyone else pressured NPRA to approve the Sinovac
vaccine, Khairy said both he and Health Minister Dr Adham Baba “have never

instructed NPRA to approve anything”.

“What we've done is we've facilitated information from the pharmaceutical
companies to NPRA, but in terms of setting them a firm timeline or deadline, or
even forcing them to approve any vaccines, | don't think that's ethical. And that's

not proper,” Khairy said.

“I've maintained a respectful professional distance with NPRA because they're a
regulatory agency,” he added. “As far as I'm concerned, the independence of
NPRA, the independence of the Drug Control Authority that approves drugs that
are brought into Malaysia has been preserved throughout the whole process of

the national immunisation programme.”
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# Covid-19 vaccine (https://codeblue.galencentre.org/tag/covid-19-vaccine/)

# Russia (https://codeblue.galencentre.org/tag/russia/)

< PREVIEW POST NEXT POST >
India's Daily Virus Cases Cross 50,000 EU Warns Will Block AstraZeneca
On Lockdown Anniversary Vaccine Exports

(HTTPS://CODEBLUE. GALENCENTRE ORG/2021/03/25{/FHM'D2P/SS’/CODE BLUE.GALENCENTRE.ORG/2021/03/26/E

DAILY-VIRUS-CASES- CS; % % WARNS-WILL-BLOCK-ASTRAZENECA-VACCIE-
IS @ human rlght

https://codeblue.galencentre.org/2021/03/26/malaysia-risks-losing-russian-vaccine-pending-slow-approval/ 9/10


https://codeblue.galencentre.org/2021/03/25/indias-daily-virus-cases-cross-50000-on-lockdown-anniversary/
https://codeblue.galencentre.org/2021/03/26/eu-warns-will-block-astrazeneca-vaccine-exports/
https://codeblue.galencentre.org/tag/coronavirus/
https://codeblue.galencentre.org/tag/covid-19/
https://codeblue.galencentre.org/tag/covid-19-vaccine/
https://codeblue.galencentre.org/tag/russia/
https://codeblue.galencentre.org/
https://codeblue.galencentre.org/

3/29/2021 Malaysia Risks Losing Russian Vaccine Pending Slow Approval | CodeBlue

LOCKDOWN-ANNIVERSARY/) EXPORTS/)
(https://codeblue.galencentre.org/)

21

CodeBlue

Malaysia (https://codeblue.galencentre.org/malaysia/)
World (https://codeblue.galencentre.org/international/)
Opinions (https://codeblue.galencentre.org/opinion/)
Contact Us (https://codeblue.galencentre.org/contact-us/)

Copyright @2019 CodeBlue

https://codeblue.galencentre.org/2021/03/26/malaysia-risks-losing-russian-vaccine-pending-slow-approval/ 10/10


https://codeblue.galencentre.org/2021/03/25/indias-daily-virus-cases-cross-50000-on-lockdown-anniversary/
https://codeblue.galencentre.org/2021/03/26/eu-warns-will-block-astrazeneca-vaccine-exports/
https://codeblue.galencentre.org/malaysia/
https://codeblue.galencentre.org/international/
https://codeblue.galencentre.org/opinion/
https://codeblue.galencentre.org/contact-us/
https://codeblue.galencentre.org/

