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GLOBAL NEWS
1. UK to host global summit with CEPI to speed up new vaccine development in
2022
The UK will host a summit with the Coalition for Epidemic Preparedness Innovations (CEPI) - a leading scientific coalition
- to raise funds to speed up vaccine development to prevent future pandemics and save lives.

Volume
1 / January
2020and Health Secretary Matt Hancock have announced that the UK will host the replenishment
Foreign
Secretary
Dominic Raab
summit in 2022 to support the work of the Coalition for Epidemic Preparedness Innovations (CEPI).
The date of the CEPI replenishment summit will be announced in due course.
CEPI works to speed up the development of vaccines for emerging infectious diseases, like Covid-19, and enable equitable
access to these vaccines globally.
CEPI’s 5-year strategy, published last month, aims to reduce or even eliminate the future risk of pandemics and epidemics,
potentially averting millions of deaths and trillions of dollars in economic damage. CEPI’s ambitions include cutting
vaccine development timelines down to 100 days - about a third of the time that it took the world to develop a Covid-19
vaccine. The Prime Minister backed this goal ahead of February’s G7 leaders’ meeting
Source: pharmabiz.com
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2. Global Covid cases pass 156 million – vaccine patent arguments continue
Global: The global Covid death toll is still rising past the grim tally of 3 million with a figure of 3,256,425 according to
researchers at Johns Hopkins University. Meanwhile, infections have passed 156 million world wide.
US: US Covid -19 infections have passed 32.6 million. Meanwhile, the US coronavirus death toll is 580,264 according to
Johns Hopkins University data.

India: A mathematical model prepared by advisers to Prime Minister Narendra Modi suggests India’s coronavirus outbreak
could peak in the coming days, but the group’s projections have been changing and were wrong last month. The team’s
most recent forecast puts them more in line with at least some other scientists, who have suggested a mid-May peak for
India.
Singapore: Authorities found two new Covid-19 cases in the local community on Thursday, marking the third straight day
of single-digit infections just before tighter social distancing rules and border controls kick in later this week.
UK: England’s chief medical officer Prof Chris Whitty has said that Covid-19 is unlikely ever to be eradicated, and the
outlook for the pandemic remains “pretty bleak” in the medium term

Source: pharmaceutical-technology.com
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3. NIH to fund $29 million in additional grants for NIH CEAL against Covid-19
disparities
To bolster research to help communities disproportionately affected by Covid-19, the National Institutes of Health (NIH)
is funding $29 million in additional grants for the NIH Community Engagement Alliance (CEAL) Against Covid-19
disparities. This funding was supported by the American Rescue Plan.
The awards will provide $15 million to 11 teams already conducting research and outreach to help strengthen Covid -19
vaccine confidence and access, as well as testing and treatment, in communities of color. An additional $14 million will
fund 10 new research teams to extend the reach of Covid-19 community-engaged research and outreach.
“The goal of this effort is to foster community-engagement research in communities which have been hit hardest by the
pandemic,” said Gary H. Gibbons, M.D., director, National Heart, Lung, and Blood Institute (NHLBI). “The alliance is
designed to meet people where they are with the help of trusted messengers, including family doctors, pastors, and
community health workers, and to forge lasting partnerships to address health disparities.”
Source: pharmabiz.com
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4. US Supreme Court rejects Sandoz’s plea over biosimilar Erelzi
The US Supreme Court has rejected Novartis subsidiary Sandoz’s appeal to review
the Federal Circuit’s previous decision on its biosimilar Erelzi (etanercept-szzs) for
the reference medicine Enbrel (etanercept) of Amgen. Enbrel is indicated for
moderate-to-severe active rheumatoid arthritis treatment. It accounts for
approximately $5bn of Amgen’s $24.2bn generated in product sales last year,
Reuters noted.
The drug was introduced in 1998 by Immunex, which was purchased by Amgen in 2002.
Approved by the US Food and Drug Administration (FDA) in 2016, Erelzi is indicated for adult rheumatoid arthritis,
ankylosing spondylitis, polyarticular juvenile idiopathic arthritis, psoriatic arthritis and moderate-to-severe plaque
psoriasis.
The biosimilar Erelzi is not launched yet in the country because of the patent litigation, which covers the active ingredient
in Enbrel.
Source: pharmaceutical-technology.com
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1. NATCO receives approval for the drug for the treatment of Covid-19 in India
Natco Pharma Limited {NSE: NATCOPHARM; BSE: 524816) has received
approval for Covid 19 drug Molnupiravir Capsules 200 mg. for Indian
market, which will be sold under brand name MOLNUNAT ®.
Molnupiravir is the first Covid drug authorized by Drugs Controller
General {India) (DCGI) for the treatment of Covid 19 infection with
Sp02>93% and who have high risk of progression of the disease including
hospitalization or death. This capsule was earlier approved in United
Kingdom and United States of America.

MOLNUNAT will be marketed by Natco and will be priced affordably. Molnupiravir is the first Covid drug available in Indian
market with a minimal dosage duration of 5 days with promising viral clearance. Phase 3 trials of Molnupiravir has shown
significant reduction in hospitalization of Covid 19 patients
Source: natcopharma.co.in
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2. DCI issues Covid-19 guidelines for dental colleges, dental students and dental
professionals
The Dental Council of India (DCI) has issued Covid-19 guidelines for dental
colleges, dental students and dental professionals.
The mission of the council is to ensure quality dental education and
standard of dental care across the country.
“For under graduates and interns, all dental colleges should abide to
current situation and work from home, which is based on various office
orders or notifications of the Government of India, State Governments,
Statutory Bodies and District administration. Professional educational
institutions have been asked to close completely or asked to suspend
classes and offer teaching learning using technology and working from
home,” stated DCI.
The council stated that the Principals and Heads of the Institutions of
dental colleges are hereby advised to take essential steps and put up the
necessary schedule and structure in place so that the faculty are able to
engage in online teaching to the dental students and complete the
curriculum through remote teaching for as long as the Institutions have
been asked to remain closed by the government and the district
authorities in different parts of the country.
Source: pharmabiz.com
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3. Serum Institute to delay launch of Novavax vaccine in India

The Serum Institute of India (SII) has announced that the launch of the Covid19 vaccine Covovax developed jointly by the company and Novavax is likely to
be delayed to September in the country.

The SII has also initiated the phase II and phase III bridging trials for the
vaccine.

In January, the SII announced plans to conduct clinical trials of
the Covid-19 vaccine in the country with hopes to launch it in
June
Reuters reported that the reason for the delay in vaccine launch
is not known.

Source: pharmaceutical-technology.com
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4. DCGI approves anti-COVID drug developed by DRDO for emergency use

The Drugs Controller General of India (DCGI) has granted permission
for emergency use of anti-COVID-19 therapeutic application of the
drug 2-deoxy-D-glucose (2-DG) developed by Institute of Nuclear
Medicine and Allied Sciences (INMAS), a lab of Defence Research and
Development Organisation (DRDO), in collaboration with Dr. Reddy’s
Laboratories (DRL),Hyderabad.

The drug comes in powder form in sachet, which is taken orally by dissolving it in
water. It accumulates in the virus infected cells and prevents virus growth by
stopping viral synthesis and energy production. Its selective accumulation in virally
infected cells makes this drug unique.

Source: thehindu.com
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REGULATORY ROUND-UP
1. WHO and major partners pledge new strategy to fight against human rabies deaths

WHO announced that the major partners have pledged to eliminate rabies spread by dogs.
Their goal is to reach zero human deaths by 2030. Risk of rabies is especially high in
countries with large stray dog populations or where the community, rather than a single
owner, cares for dogs.
The major partners include:
 The World Health Organization (WHO)
 World Organisation for Animal Health (OIE)
 Food and Agriculture Organization of the United Nations (FAO)
 Global Alliance for Rabies Control (GARC)
 comprise United Against Rabies (UAR).
Free-roaming dogs have played a major role in spreading rabies among animal and human populations in Thailand and
other countries in the region for decades. Vaccinating these dogs with shots takes tremendous effort. Without any
innovative tools to vaccinate free-roaming dogs, rabies elimination is difficult to achieve.” Karoon Chanachai, formerly
Department of Livestock Development (DLD) and now regional animal health advisor for the US Agency for International
Development’s Regional Development Mission for Asia.
Source: pharmabiz.com
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2. Additional measures to allow experts to focus on COVID-19 activities
EMA is implementing additional temporary measures to further streamline activities in
the European medicines regulatory network to enable experts to deal with an increasing
volume of COVID-19-related assessment procedures.
Due to the very active pipeline of upcoming COVID-19 vaccines and treatments, a
number of ongoing procedures, and the roll-out of authorised vaccines to millions of
people across the EU, the resources of EMA and the European medicines regulatory
network are highly focused on the review of COVID-19 vaccines and therapeutics, and
the rigorous safety monitoring of these medicines.
EMA has agreed a number of measures with its Management Board to ensure that the network can continue to dedicate
resources to COVID-19 whilst always maintaining the robustness of its scientific evaluations. These measures complement
the arrangements prioritising COVID-19 procedures that are already in place under the current phase 2 of the business
continuity plan for the European medicines regulatory network, such as maximum flexibility with timetables or temporary
changes of rapporteurs for non-COVID-19 procedures.

Source: ema.europa.eu
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3. EMA’s human medicines committee starts rolling review of Covid-19 vaccine (Vero
Cell) Inactivated

EMA’s human medicines committee (CHMP) has started a rolling review of Covid-19 vaccine (Vero Cell) Inactivated,
developed by Sinovac Life Sciences Co., Ltd. The EU applicant for this medicine is Life'On S.r.l.
The CHMP’s decision to start the rolling review is based on preliminary results from laboratory studies (non-clinical
data) and clinical studies. These studies suggest that the vaccine triggers the production of antibodies that target SARSCoV-2, the virus that causes Covid-19, and may help protect against the disease.
EMA will evaluate data as they become available to decide if the benefits outweigh the risks. The rolling review will
continue until enough evidence is available for a formal marketing authorisation application.
EMA will communicate further when the marketing authorisation application for the vaccine has been submitted.
EMA will assess the compliance of Covid-19 Vaccine (Vero Cell) Inactivated with the usual EU standards for effectiveness,
safety and quality. While EMA cannot predict the overall timelines, it should take less time than normal to evaluate an
eventual application because of the work done during the rolling review.

Source: pharmabiz.com
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4. Regulatory environment in Ireland plays key role in attracting global medtech
companies: Tanaz Buhariwalla
The regulatory environment in Ireland plays a key role in attracting global medical technology companies. The regulatory
agencies work closely with companies and the industry to ensure compliance and trouble-free setting up of facilities,
stated Tanaz Buhariwalla, India director, IDA Ireland.
Buhariwalla added that Ireland is ensuring that essential regulatory system elements are in place for a smooth transition
with the upcoming transformation in the European medtech sector with the implementation of Medical Devices
Regulation (MDR) effective from 26 May, 2021 and the implementation of In-vitro Diagnostic Regulation effective from
26 May 2022

“New global medtech companies who are planning to establish a European footprint will benefit from setting up a base
in Ireland as the Irish Industry transforms with the implementation of these regulations. As the only-English speaking
country in the EU post-Brexit, Ireland with an extremely supportive and pro-business government offers a mature medtech
ecosystem and stable regulatory regime as an integral committed member of the EU providing stable business continuity,”
stated Buhariwalla.
Source: pharmabiz.com
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1. BioVaxys, BioElpida collaborate to begin bioproduction of vaccine candidate against
stage III and IV ovarian cancer
BioVaxys Technology Corp, a biotechnology company, announced the signing of a
definitive exclusive bioproduction agreement (the Agreement) with BioElpida SAS
(BioElpida), a CDMO organization based in Lyon (France), to initiate the clinical grade
bioproduction and aseptic packaging of BXV-0918A, BioVaxys' vaccine candidate for
stage III and IV ovarian cancer.

BioVaxys and BioElpida signed a terms sheet in February outlining the terms of the business relationship. The final
agreement reached today mainly concerns the construction of a facility certified to good manufacturing practices (GMP)
in Lyon, as well as technical aspects of the bioproduction protocol, such as process design and validation, quality control
and assurance steps, batch testing, stability testing and aseptic filling. BioVaxys expects to be able to prepare a regulatory
request by the end of the year to conduct a phase I study in the EU on the use of BVX-0918A in stage III and IV ovarian
cancer. The vaccine batch for the planned clinical study is expected to be ready in early May 2022.
Source: pharmabiz.com
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2. Pfizer Acquires Amplyx to Grow Anti-Infective Therapies Pipeline
Pfizer recently announced that it has acquired Amplyx
Pharmaceuticals to expand its anti-infective therapies
pipeline.
Amplyx’s lead compound, Fosmanogepix, is a novel
investigational antifungal that is currently under
development for the treatment of invasive fungal infections.
Fosmanogepix has the potential to target fungal strains
resistant to standard of care therapy.

With the acquisition, Pfizer has also secured ownership of Amplyx's early-stage pipeline that includes potential antiviral
and antifungal therapies

Source: pharmanewsintel.com
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3. Biogen Announces Exercise of Option to Acquire the Investigational Drug TMS-007
for Acute Ischemic Stroke Based on Positive Phase 2a Data

Biogen Inc (Nasdaq: BIIB) and TMS Co., Ltd. announced today that Biogen exercised its
option to acquire TMS-007, an investigational drug for acute ischemic stroke, from TMS.
Biogen’s decision to acquire TMS-007 was based on positive data from a Phase 2a study

The study met its primary safety objective with no incidence of symptomatic intracranial hemorrhage (sICH) and
demonstrated positive impacts on both blood vessel reopening in the brain as well as patient functional recovery. Patients
were dosed up to 12 hours after the onset of stroke symptoms; average time to treatment was 9.5 hours for patients who
received TMS-007 and 9.3 hours for those who received placebo. All patients who received TMS-007 were dosed beyond
the time window of approved thrombolytic agents.
Source: globenewswire.com
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4. 1mg collaborates with HSCC and Seekify to expand vaccinator base for scaling up
COVID-19 vaccination
1mg has partnered with Healthcare Sector Skill Council
(HSCC) and Seekify to launch a programme to provide
adequate skills training to healthcare professionals
(medical students, nursing students, pharmacists,
phlebotomists, etc.) in the administration of COVID-19
vaccination.

With the second wave of COVID-19 causing widespread loss of lives, scaling up vaccination drives is the dire need of the
hour to reduce hospitalisations and deaths. According to the Federation of Indian Chambers of Commerce and Industry
(FICCI)- Ernst & Young (E&Y) report ‘Protecting India: Public Private Partnership for vaccinating against COVID-19,’ one
lakh healthcare professionals (as inoculators) and two lakh support staff/volunteers would be required to vaccinate the
entire adult population.
With the acute pressure on the existing healthcare infrastructure and professionals, there is an immediate need to prepare
a second line of inoculators among allied health professionals. A series of noteworthy decisions have recently been taken
by the Central Government in this regard. On 3rd May 2021, it was announced that medical interns, final year MBBS
students, BSC/GNM nurses could be deployed to reduce the workload on existing doctors engaged in COVID-19 duty.
Source: expresshealthcare.in
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1. FDA approves new treatment for adults with serious rare blood disease
FDA has approved Empaveli (pegcetacoplan) injection to treat adults with paroxysmal nocturnal hemoglobinuria (PNH),
a rare, life-threatening blood disease. Empaveli is the first PNH treatment that binds to compliment protein C3.
Empaveli is available only through a restricted program under a risk evaluation
and mitigation strategy. Meningococcal (a type of bacteria) infections can
occur in patients taking Empaveli and can become life-threatening or fatal if
not treated early.
Patients should be monitored for infusion-related reactions. Empaveli can
interfere with certain laboratory tests. The most common side effects are
injection site reactions, infections, diarrhea, abdominal pain, respiratory tract
infection, viral infection, and fatigue.
Source: fda.gov
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2. FDA Approves LUMAKRAS™ (Sotorasib), The First And Only Targeted Treatment For
Patients With KRAS G12C-Mutated Locally Advanced Or Metastatic Non-Small Cell
Lung Cancer
U.S. Food and Drug Administration (FDA) has approved LUMAKRAS™ (sotorasib) for the
treatment of adult patients with KRAS G12C-mutated locally advanced or metastatic nonsmall cell lung cancer (NSCLC), as determined by an FDA-approved test, who have received at
least one prior systemic therapy
Sotorasib represents a major advancement in oncology and changes the treatment paradigm
for patients with KRAS G12C-mutated non-small cell lung cancer,
Patients with non-small cell lung cancer who have progressed beyond first-line treatment face a poor prognosis and have
limited treatment options available to them. Sotorasib delivers a new option for these patients, and it is the first KRAStargeted therapy to be approved after nearly four decades of research
Source: amgen.com
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3. NICE approves 1st immunotherapy combination for MSI-H/dMMR advanced bowel
cancer
The National Institute for Health and Care Excellence (NICE) (London, UK) approval
of Opdivo® (nivolumab) plus Yervoy® (ipilimumab) offers a new treatment option
for patients in England and Wales diagnosed with advanced bowel cancer and high
microsatellite instability (MSI-H) or mismatch repair deficiency (dMMR).

Bristol Myers Squibb (NY, USA) today announced that NICE has issued a Final Appraisal Document recommending the first
immunotherapy combination approved in the UK for this patient group.
Source: oncology-central.com
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4. US FDA approves Keytruda® combined with trastuzumab and chemotherapy for
gastric cancer
The US FDA have approved Keytruda® (pembrolizumab), an anti-PD-1 therapy, in combination with trastuzumab and
chemotherapy, for the first-line treatment of patients with locally advanced unresectable or metastatic HER2-positive
gastric or gastroesophageal junction adenocarcinoma.
the Food and Drug Administration granted accelerated approval to pembrolizumab
(Keytruda, Merck & Co.) in combination with trastuzumab, fluoropyrimidine- and
platinum-containing chemotherapy for the first-line treatment of patients with locally
advanced unresectable or metastatic HER2 positive gastric or gastroesophageal
junction (GEJ) adenocarcinoma.
The recommended pembrolizumab dose for adult patients with locally advanced
unresectable or metastatic HER2 positive gastric or GEJ adenocarcinoma in
combination with trastuzumab and chemotherapy is 200 mg every 3 weeks or 400 mg
every 6 weeks.
Source: oncology-central.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. J&J’s Biologic Therapy Stelara Helps Crohn’s, Ulcerative Colitis
Johnson & Johnson recently announced efficacy and safety data for its biologic therapy, Stelara (ustekinumab) in treating
patients with Crohn’s disease and ulcerative colitis.
The study enrolled 386 patients with moderately to severely active Crohn’s Disease.
Patients were randomized into treatment groups. One group received six milligrams/kilograms of Stelara intravenously at
baseline, followed by 90 milligrams every eight weeks. The other group received 160/80 milligrams of adalimumab at
baseline, followed by 40 milligrams every two weeks. Adalimumab is also known as Humira, a commonly used drug for
Crohn’s disease and ulcerative colitis.
Overall, patients demonstrated high rates of clinical remission, corticosteroid-free remission, clinical response, and
endoscopic response through one year in patients with moderately to severely active Crohn’s.
Source: pharmanewsintel.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. Algernon’s Ifenprodil lowers interleukin 6 in Phase IIb/III Covid-19 trial
Algernon Pharmaceuticals has reported that NP-120 (Ifenprodil) statistical
significantly lowered interleukin 6 (IL-6) in its Phase IIb/III trial to treat Covid-19.
The change in IL-6 levels was one of the biomarkers assessed in this trial.

In a statement, Algernon said: “In the measurement from baseline to day five, IL-6 was reduced in the 20mg treatment
arm by 267ng/L, versus 7ng/L in the standard of care arm.”
The results from the Covid-19 study could inform the ongoing Phase II trial of Ifenprodil to treat idiopathic pulmonary
fibrosis (IPF) and chronic cough, the company noted.
Encoded by the IL-6 gene, IL-6 functions as a pro-inflammatory cytokine and an anti-inflammatory myokine.

Source: globenewswire.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. Vaxart’s Covid-19 vaccine shows cross-coronavirus activity in trial
Vaxart has reported the latest data from the Phase I trial of its first Covid-19
oral vaccine construct, VXA-CoV2-1, which showed broad cross-reactivity
against other coronaviruses.

The open-label study analysed the safety and immunogenicity of the vaccine
candidate.

According to the trial data, the oral Covid-19 vaccine-induced substantial CD8+ T-cell responses, as measured by IFN-g
and TNF-a induction.
Vaxart also carried out a comparative experiment in which this study data was compared to T-cell responses from people
who were vaccinated with the Moderna or Pfizer’s mRNA vaccine for Covid-19. It was observed that the mRNA vaccines
induced limited T-cell responses.
Source: pharmaceutical-technology.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
4.

Merck Announces Phase 3 KEYNOTE-522 Trial Met Dual Primary Endpoint of

Event-Free Survival (EFS) in Patients With High-Risk
Merck Announces Phase 3 KEYNOTE-522 Trial Met Dual Primary Endpoint of
Event-Free Survival (EFS) in Patients With High-Risk Early-Stage TripleNegative Breast Cancer (TNBC) . In Pivotal Study, KEYTRUDA^®
(pembrolizumab) In Combination With Chemotherapy Before Surgery and
Continuing as a Single Agent After Surgery Showed Statistically Significant
Improvement in EFS Versus Pre-Operative Chemotherapy.

KEYTRUDA Is the First Anti-PD-1 Therapy to Show a Statistically Significant Improvement in EFS as Neoadjuvant and
Adjuvant Therapy for TNBC.

Source: bloomberg.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. US FDA approves Hikma Pharma’s Kloxxado nasal spray for opioid overdose
Hikma Pharmaceuticals PLC (Hikma), the
multinational
pharmaceutical
company,
announces the approval of Kloxxado (naloxone
hydrochloride) nasal spray 8mg, by the US Food
and Drug Administration (FDA) for the
emergency treatment of known or suspected
opioid overdose, as manifested by respiratory
and/or central nervous system depression, for
adult and pediatric patients.

Kloxxado contains twice as much naloxone per spray as Narcan nasal spray 4mg in a ready-to-use nasal spray to reverse
the effects of opioid overdose, providing an important new treatment option in addressing the opioid epidemic.
Drug overdose, including most commonly opioid overdose, has been described as the “leading cause of accidental death”
in the US today – a situation that has been exacerbated by the Covid-19 pandemic. According to health organizations,
widely prescribing and distributing naloxone may play a vital role in the fight against opioid overdose. With the increasing
prevalence of illicitly manufactured synthetic opioids, a higher dose of naloxone may be required to revive a patient.
Source: pharmabiz.com

25

Volume 1 / June 2021

PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
2.

GSK receives European approval for expanded use of Benlysta to treat adult

patients with active lupus nephritis
GlaxoSmithKline plc (GSK) announced the European Commission has
approved the expanded use of intravenous and subcutaneous Benlysta
(belimumab) in combination with background immunosuppressive
therapies for the treatment of adult patients with active lupus nephritis
(LN) in Europe, in addition to systemic lupus erythematosus (SLE). The EU
marketing authorisation follows the recent approval for the similar
expanded LN indication in the US.

Dr. Hal Barron, chief scientific officer and president R&D, GSK said, “Active lupus nephritis, which causes inflammation
in the kidneys, is one of the most serious consequences of systemic lupus erythematosus and occurs in more than 1
million patients worldwide. Benlysta is the first biologic approved to treat lupus and lupus nephritis, representing a
significant new treatment option for patients and physicians across Europe dealing with this complex autoimmune
disease.”
The marketing authorisation application was based on data from the BLISS-LN (Efficacy and Safety of Belimumab in
adult patients with Active Lupus Nephritis) study, which showed that, over two years, belimumab added to standard
therapy increased renal response rates and helped to prevent worsening of kidney disease in patients with active
lupus nephritis compared to standard therapy alone.
Source: pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
3. FDA Approves Janssen’s Targeted Non-Small Cell Lung Cancer Therapy

FDA recently approved Janssen’s Rybrevant as the first targeted therapy for
patients with subset of non-small cell lung cancer.
The agency approved the therapy based on a study of 81 patients with non-small cell
lung cancer and EGFR exon 20 insertion mutations whose disease had progressed during
or after platinum-based chemotherapy.

The main outcome of the study was overall response rate, which was the proportion of patients whose tumors were
destroyed or reduced by Rybrevant
Source: pharmanewsintel.com
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4. FDA approves single-dose Injectafer treatment for patients with iron deficiency
anemia
Daiichi Sankyo Inc. and American Regent Inc. announced FDA approval of Injectafer,
a ferric carboxymaltose injection, for the treatment of adult patients with iron
deficiency anemia, according to a press release.

Injectafer treats patients with anemia who have an intolerant or insufficient response
to oral iron or who have non-dialysis dependent chronic kidney disease. The FDA
approved a single 1,000 mg dose option. A two-dose, once weekly, 750 mg treatment
was approved in 2013.

Source: www.healio.com
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1. Abbott’s Navitor for Severe Aortic Stenosis Receives CE Mark
Abbott recently announced that it received CE Mark for its latest-generation transcatheter aortic valve implantation
(TAVI) system, Navitor, for individuals with severe aortic stenosis in Europe.
Abbott’s TAVI system, Navitor, is a minimally invasive device that is available
to individuals with severe aortic stenosis who are at high or extreme surgical
risk.
Navitor is a minimally invasive device that is available to individuals with
aortic stenosis who are at high or extreme surgical risk. The system advances
TAVI therapies with innovations, such as a unique design to prevent blood
leaking around the valve.

Source: mpo-mag.com
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2. NHS Rolls Out 3D Imaging Technology for Heart Disease Diagnosis
NHS England recently announced that it is rolling out its 3D imaging technology,
HeartFlow, to diagnose and treat nearly 1,000 patients with suspected heart
disease.
HeartFlow, part of NHS Long Term Plan, turns a regular CT scan of the heart into
a 3D image. This allows doctors to diagnose life-threatening coronary heart
disease in just 20 minutes.
Before HeartFlow, patients would have to go in hospital for an invasive angiogram. But now, patients will be seen,
diagnosed, and treated about five times quicker, offering convenient care and helping NHS staff to stay focused after
disruptions from the COVID-19 pandemic.
Source: pharmanewsintel.com
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3. Orthofix Announces FDA Clearance of the OrthoNext Digital Platform for the
JuniOrtho Plating System

Orthofix Medical Inc. (NASDAQ:OFIX), a global medical device company with a
spine and orthopedics focus, today announced expansion of its pediatric
offerings with the U.S. Food and Drug Administration (FDA) 510(k) clearance of
the OrthoNext™ digital platform, the only software tool in the market for
deformity analysis and preoperative planning for pediatric orthopedic
procedures.

Developed specifically for use with the JuniOrtho Plating System™, the OrthoNext digital platform software enables the
surgeon to accurately plan the osteotomy position to visualize the implant in relation to the anatomy. This unique platform
is designed to streamline the selection of the precise size of device and enable optimal positioning for the patient’s body
prior to the surgical procedure.

Source: orthofix.com
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4. NABL mandates QR codes on test reports & calibration certificates to prevent
manipulation

The NABL (National Accreditation Board for Testing and Calibration Laboratories) has
mandated QR codes on the test reports and calibration certificates to check the
manipulation of test results and calibration data.
As per the NABL mandate, the QR code should be scannable using any QR scanning
application available on mobile or any device to authenticate and reproduce the test
report/calibration certificate online.
In addition to preventing the manipulation of test results and calibration data, the new
practice may impede the circulation of forged test reports and calibration certificates
in the market. Further, it may be beneficial in the interest of the consumer or end-user
of the product. Besides, the laboratories' reputation may not get tarnished.

NABL is an accreditation body, with its accreditation system established as per ISO/IEC 17011. "Conformity Assessment
Requirements for Accreditation bodies accrediting conformity assessment bodies (CAB)."

Source: igmpiindia.org
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