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MED MINGLE

NAFITHROMYCIN:
lndia's First !ndigenous
Macrotide Antibiotic
A milestone in combating antimicrobial resistance (AMR)
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OAmala

Nafithromycin, developed by Wockhardt with
support from the Biotechnology lndustry

Research Assistance Council (BIRAC), was

officially launched on November 2O, 2024, by

Union Minister Dr. Jitendn Singh. Marketed
under the name "Miqnaf," this medication is

designed to combat Community-Acquired
Bacrerial Pneumonia (CABP) caused by drug-
resistant bacteria, which particularly affecrs

vulnerable groupr including children, the
elderly, and individuals with weakened immune
systems.

Nalithromycin is a novel lactone ketolide
antibiotic (advanced generation macrolide),
which recently entered Phase 3 development
in India for the indication of community-
acquired bacterial pneumonia (CABP). It
overcomes all three of the macrolide resistance

mechanisms-Erm, efflux and ribosomal
protein mutations in S. pneumoniae. This
ground-breaking antibiotic is ten times
more effective than current treatments like
azithromycin and offers a three-day treatment
regimen, significantly shortening the recovery
time while improving patient outcomes.
Nafithromycin is designed to treat both typical
and atypical drug-resistant bacteria, making it
a crucial tool in addressing the global health

boasts superior safety, minimal side effects,
and no significant drug interactions.

Distinctive features of Nafithromycin are

ultra-short duration of therapy, oral dosing,
high concentration build up in lung i.e. target

organ and safety profile. Nafithromycin's
development marls a historic milestone as the
6rst new antibiotic in its class to be introduced
globally in over 30 years. The drug, which has

undergone extensive clinical trials across the

U.S., Europe, and India, has been developed
with an investment of t500 crores and is now
awaiting linal approval from the Central Drugs
Standard Control Organization (CDSCO).
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NEW DRUG APPROVALS
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Drug Safetg ALerts Bg PVPI
(Pharrnacovigitance Programme of I ndia)

Amphotaicin B Hyperkalemia

Aganulocytosis

MetoproloL
Propranolo[.

Atmolol
Hypokaleuria
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New Motecul,es @ Amala
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THE FDA AUTHORIZES
A GROU N DBREAKI N G TH ERAPY

FOR HYPO PARATHYRO I D ISM,
A RARE ENDOCRINE DISORDER

YORVTPATH (Palopegteriparatide) injection, Solution for
injection in pre-filled pen, for subcutaneous use

The U.S. Food and Drug Administration
has approved Yorvipath (Palopegteri-
paratide), a subcutaneous injection, for
the treatment of Hypoparathyroidism in

adults. This rare condition, often caused by
surgical damage or auroimmune disorders
affecting the parathyroid glands, results in

insufficient parathyroid hormone (PTH)

levels, leading to hypocalcaemia (low
blood calcium).

lr is a synthetic PTH analog (PTH (l-34)),
designed to restore calcium balance.

Endogenous PTH maintains extracellular
calcium and phosphate homeostasis by
increasing serum calcium and decreas-

ing serum phosphate. These effects are

mediated by stimulating bone turnover
to mobilize calcium and phosphate from
bone, promoting renal calcium reabsorp-

Dosage is tailored to each patient based

on serum calcium levels, with the goal of
achieving normal calcium levels using the
lowest effective dose. This minimizes the
need for additional active vitamin D or
calcium supplemenrs, typically limited to
less than 500 mg daily. Vitamin D and cal-

cium supplementation should be adjusred
before starting and throughout treatment
to maintain opcimal serum calcium levels.

Palopegteriparatide provides a personal-
ized and effective solution for managing
hypoparathyroidism, reducing reliance on
supplements and maintaining balanced
calcium levels.
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THE FDA IIAS APPROVED

A TRANSFORMATIVE TREATM ENT TO REDUCE

BLEEDING EPISODES IN HEMOPHILIAA
& HEMOPHILIA B PATIENTS WITH INHIBITORS

ALHEMO (Concizumab-mtci) lnjection,
sing[e-patient-use prefil.ted pen, for subcutaneous use

lfr

*

The U.S. Food and Drug Administration
has approved Alhemo (Concizumab-

mtci) for routine prophylaxis to prevent
or reduce bleeding episodes in adulrs
and paediatric patients aged 12 years

and older with Hemophilia A (with
factor Vlll inhibitors) or Hemophilia B

(with factor lX inhibitors). Concizumab-
mtci, is a humanized lgC4 monoclonal
antibody produced by recombinant DNA
rechnology in Chinese Hamster Ovary

(CHO) cells. lt is a monoclonal anribody
antagonist of endogenous Tissue Factor
Pathway lnhibiror (TFPI). Through the
inhibirion of TFPI, Concizumab.mrci acrs

to enhance FXa production during the
initiation phase of coagulation which
leads ro improved thrombin generation
and clot formation with the goal of
achieving hemostasis in patienrs wirh
Hemophilia A or B wirh inhibitors. lr is
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injection, with the following
recommended dosing regimen:

a Day 1: Loading dose of t mg/kg
O Day 2: Once-daily dose of O.2 mgl
kg until the maintenance dose is
individualized.

Hemophilia A and B are rare inherited
disorders that resulr in insufficient
clotting factors, causing poor blood
clorting. As a result, patients may
experience prolonged bleeding after
injury or surgery and may also suffer from
spontaneous, potentially life-threatening
bleeding in muscles, joints, and organs.

Traditional treatment for Hemophilia
involves replacing the missing clotting
factors; however, over time, some patients
develop inhibitors (antibodies) that
interfere with rhe activity of factor Vlll
or lX, making it more difficult to control
bleeding and reducing the effectiveness of
facror replacement therapy.

The approval of Concizumab-mtci
offers a significant advancement in the
management of Hemophilia A and B with
inhibitors, providing an effective and
convenient treatment option to reduce

bleeding episodes and improve patient
outcomes.
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FDA APPROVES NEW DRUG FOR

FAMILIAL CHYLO M ICRO N EM IA

SYNDROME (FCS)

The U.S. Food and Drug Adminisrration
has approved Tryngolza (olezarsen), used
with diet, to reduce rriglycerides (TC)
in adults wirh familial chylomicronemia
syndrome (FCS). This is a first-in-class
approval, meaning Tryngolza uses a new
mechanism of action, or works differently
in the body, than other therapies currently
used to treat FCS. Tryngolza is injected
subcutaneously (under the skin) once per
month.

trial data demonsrrating the drug's effi-
cacy and safety in significanrly lowering
rriglyceride levels in patients with FCS.

Parricipants in the trials reported not only
biochemical improvements but also relief
from the burdensome symptoms of the
condition, such as severe abdominal pain
and fatigue. This marks a major advance-
menr for the FCS community, offering new
hope to patients and their families.

The new drug works by inhibiting a key
protein involved in triglyceride production
and metabolism, which helps to prevent
the excessive build-up of these fats in the
bloodstream. Unlike previous approach-
es, this mechanism directly addresses the
underlying pathophysiology of FCS rather
than merely managing its symptoms.
Experts have welcomed this development
as a milestone in rare disease treatment,
emphasizing the importance of continued
research and innovation in this area. The
drugi approval underscores the FDA's
commitment to addressing unmet medi-
cal needs, particularly for those living with
rare and debilitating conditions.

FCS is an ultra-rare condition, affecting
approximately 1 in a million individuals.
Due to its rarity and complex nature,
effective treatment options have been
extremely limited, leaving many patients
dependent on highly restrictive low-fat
diets and symptom management. How-
ever, the newly approved drug offers a

much-needed therapeutic breakthrough.
It is designed to target rhe root cause of
the metabolic dysfunction, enabling more
effective control of triglyceride levels and
reducing the risk of complications.
The approval is based on robust clinical
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ADVANCES IN DIABETES TREATMENT -

ONCE WEEKLY INSULIN

The FDA has approved a novel once-week-
ly insulin, lcodec for adults with type 2

diabetes who have not previously used in-
sulin therapy. This new treatment provides

an alternative to daily injections, simpli-
fying diabetes management for patients
and potenrially improving adherence to
prescribed regimens.

The current treatment approach for type
2 diabetes emphasizes lifestyle changes

and oral medications as first-line thera-
pies. As the disease progresses, additional
treatments are often required to maintain
blood sugar control. Newer therapies, such

as GLP-1 receptor agonists and SCLT2

inhibitors, have been introduced earlier in
treatment srrategies, as they help control
blood glucose without causing weight
gain and have a low risk of hypoglycaemia.
When oral medications become ineffec-

tive, patients may be offered options like
these newer therapies or basal insulin.
Recent developments in drug delivery

have led to the creation of once-weekly
GLP-1 receptor agonists, which can pro-
vide weight loss and better reductions in
HbAtc than basal insulin therapy. A new
trial by Rosenstock and colleagues exam-
ines the potential of once-weekly insulin
lcodec, an ultra-long-acting basal insulin,
in type 2 diabetes treatment. ln a 26-week
double-blind study, lcodec was compared
with daily insu.lin glargine U100. The study
involved patients whose diabetes was

inadequately controlled with metformin
(with or without DPP-4 inhibitors) and
who had not previously received long-

term insulin. Both insulins were titrated
aggressively to meet fasting blood glucose
targets, with lcodec showing similar effec-

tiveness to Clargine in lowering HbAtc.
The lcodec group achieved a decrease

from 8.1% to 6.7a/o, while the Glargine
group decreased from 8.0% to 6.97o. The

lcodec group required a lower insulin dose

to achieve these resulrs, although mild
hypoglycaemia was slightly more com-
mon in this group, though not statistically
significant.

The authors suggest that a once-weekly
insulin option could be beneficial for pa-

tients new to insulin therapy, making the
treatment regimen simpler. However, the
study population may not fully represent
typical type2 diabetes patients, so further
research is needed to understand how
once-weekly insulin fits into broader treat-
ment algorithms. Although the simplicity
of weekly injections is an advantage, the
lack of dose flexibility may be problematic
for patients trying to balance exercise with
their insulin regimen. There is also ongoing
research into how lcodec might benefit
type 1 diabetes patients, though adjust-
ments in insulin doses remain important,
especially for those who are physically

active.
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TOX TALK
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CARING CHRONICLES

AFREZZA: THE INHALED INSULIN

Afrezza is the only ultra-rapid acting
inhaled insulin that starts lowering blood
sugars in -12 minutes for adults living
with type I or type 2 diabetes. lr is a man-
made insulin that is breathed-in through
your lungs (inhaled) and is used to control
high blood sugar in adults with diabetes
mellitus. lt can be inhaled at the beginning
of a meal to start lowering blood sugar
levels in as little as 12 minutes without rhe
use of injections. And just as it enrers the
body quickly, it also leaves the body fast
(within 1.5-3 hours, depending on dose).

The microparticle used in Afrezza consists
of two main components: human insulin
in its most basic form, combined with an
i nactive ingredient. These microparticles
are inhaled deeply into the lungs, where
they are quickly absorbed into the body. ln
fact, as Afrezza passes through the lungs,
insulin is released into the bloodsrream in
less than 1 minute. Acute bronchospasm
has been observed in Afrezza treated

patients with asthma and COPD. Afrezza
is contraindicated in patients with chron-
ic lung disease such as asthma or COPD,
during episodes of hypoglycemia and
hypersensitivity to regular human insulin.

Afrezza consists of single-use plastic car-
tridges 6lled with a white powder con-
taining insulin (human), which is adminis-
tered via oral inhalation using the Afrezza
lnhaler only. lt is breath-powered by the
patient. When the patient inhales rhrough
the device, the powder is aerosolized and
delivered to the lung. The amount of drug
delivered to the lung will depend on indi-
vidual patient factors.

The cartridges are color-coded, blue for 4
units and green for 8 units. The inhaler is

fully assembled with a removable mouth-
piece cover. The Afrezza lnhaler can be
used for up to 15 days from the date of
6rst use. After '15 days of use, the inhaler
must be discarded and replaced with a

new inhaler. lnhaler may be stored refriger-
ated, but should be at room temperature
before use. Cipla has obtained regulatory
approval from Central Drugs Standard
Control Organisation (CDSCO) for the
exclusive distribution and markering of
Afrezza. (insulin human) lnhalation Pow-
der in lndia.
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A POTENTIAL BLOOD TEST
FOR PARKI NSON'S DISEASE

ln Parkinson s disease, neurons that produce
dopamine start to die in the part of the brain
that controls movement. This eventually
leads to symptoms such as shaking, stiffness,
and difficulty with balance and coordination.
Drugs that boost dopamine levels can relieve
symptoms for a while, but they dont slow
progression of the disease and eventually
stop working. New rreatments for Parkin-
son! disease are badly needed.
The lack of early diagnosis before extensive
damage occurs, has hampered drug develop-
ment. One likely cause of Parkinson! disease

in some people is damage to neuron's mito-
chondria. An assay to identify people whose
disease is driven by mitochondrial damage
would be needed to test drugs that boost
mitochondrial function.

ln a new study from Duke Universiry devel-
oped a blood test to detect damage to the
DNA in mitochondria, called mtDNA. They
built their test, which they call Mito DNADX,
on polymerase chain reaction (PCR) tech-
nology. The test found that mIDNA damage
was elevated in cells taken from the blood of
people wirh Parkinson! disease compared
with people without the condition.

Mito DNADX detected mtDNA damage
both in people with a rare genetic mutation
known to cause Parkinson! and in rhose

with the disease who didn't have any known
genetic risk factors. lt worked whether or not
people were currently taking medications to
treat Parkinson's. The test results were also
consistent over time. Finally, the researchers
calculated a cut-offvalue for mtDNA dam-
age rhat effectively separated people with
Parkinsoni disease from healthy volunteers.

Further experiments showed that the abnor-
mal activity of a protein called LRRK2 kinase
increased levels of mtDNA damage. Decreas-
ing abnormal LRRK2 activity is currently a
target of drug development for Parkinsoni
disease. Therefore, Mito DNADX might be
used to monitor treatment effects in real
time.

Further research is needed to validate the
test in larger, more diverse populations.
Longer-term studies are also needed to see if
mtDNA damage changes as Parkinson's dis-
ease progresses. ln addition, mrDNA damage
is not unique to Parkinson's disease. Re-

searchers are working on other ways to diag-
nose and track Parkinson's disease that may
prove to be more specific for the disease.
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BRAINSTORM.4

Scan QR Code

for Brainstorm Quiz-4

ANSWER KEY: BRAINSTORM - 3

1. ELOBIXIBAT is used for _? Chronic corrstipation

2. Name the 6rst EPINEPHRINE product administered nasally for treating
anaphylaxis? NEFFY

3. Nobel Prize in physiology/medicine 2024 was awarded for the discovery of _.
Micro RNA

4. Which one of the following is an Antibiotic? Tedizolid

5. Which of rhe following is NOT TRUE regarding drug Cobenfy? Target dopamine
receptors

5. Which of the following acts as a vector for dengue? Aedes mosquito

7. A method that involves injecting anticancer drugs into the bladder? lntravesical
therapy

8. ELACOLIX is indicated for pain associated with which of the following conditions?
Indometriosis

9. BPaLM regimen is associated with which of the following disease? MDR -TB

10. Name lndia's first indigenous Dengue Vaccine undergoing phase 3 clinical trial?
DengiAll

Thank you to everyone who tried their luck in the last issue quiz, and commiserations
to the others who got all the questions right We hope you'll give it another rry in rhe
next quiz.
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One lucky winner will receive a GIFT
Last date of participation: April lit, 2025
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1. Dr. Sangeetha Sajeevu- Dept of Emergency medicine

2. Dr. Mirhun Raiu- Dept. of Anesthesiology

3. Dr. Anish S- Dept. of General medicine

4. Dr. James Joseph- Dept. of General Medicine

5. Lijo K O- Administration (MC)

LUCKY WINNER: BRAINSTORM -3

5 STarsI (klA rDir^, rr

qfrulr congratu{afowfr

Ltrt K. o.
Department of Administration

Amala lnstitute of Medical Sciences
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FOR DRUG RELATED OUERIES

DEPARTMENT OF
CLINICAL PHARMACY

Emait: clinicaLpharmacU @amal.aims.org

Timing: 9:00 am - 5:00 pm

Working dags: Mondag - Saturdag

Hot Line No: - 4023
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ffiAmala
REDEFINING
CARE
everyday
tn every \A/ay

DEPARTMENTS

l MISSION
YOUR HEALTH

YOUR SANCTUARY -a

Iil

At Amala lnstitute of Medical Sciences, we're more

rhan just a hospital; we re a sanctuary of healing. With
over 75 specialized departments, we offer a

comprehensive range of medical services tailored to
meet your every need From cardiology to oncology,

neurology to orthopaedicS our expert team is

dedicated to providing rop-notch care with

compassion and precision. Whether you're seeking

treatment, diagnosis, or preventive care, your trust in
Amala lnstitute to deliver excellence in healthcare will
always be wonhwhile. Your health is our priority, and

we're here for you every step of the way. Welcome to
a world of advanced medicine and hearrfelt care.

Welcome ro Amala lnstitute of Medical Sciences.

EVENING 0P SERVICES: 0487 23O 4170 LAB HOME CARE SERVICES: 9188 520 094
PHARMACY HOME CARE SERVICES: 7306337329

Amata lnstitute of Medicat Sciences lAmal.a Nagar P0, Thrissur, Kerala. I pn: O+gZ 2304000
www.amataims.org I Fottow us on ffi CFT tut
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Dr. BBTSY THOMAS
MD, FRCOG, DNB, Mlcoc

PRINCIPAL
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