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Editorial 

 
Recent authorization of Prescribing Pharmacists by USFDA for emergency use of a Covid-19 
pill, raised interest among the Indian pharmacists. In USA there is a cadre named “Practicing 
Pharmacists” who are authorized by concerned state for prescribing of specific medicines. As 
per a report published in the Journal of the American College of Clinical Pharmacy in 2020 
“pharmacist prescriptive authority in the U.S. occurs on a continuum with four identified 
models: patient-specific collaborative prescribing through collaborative practice agreements 
(CPAs), population-specific prescribing through CPAs, statewide protocols, and class-specific 
prescribing”. However pharmacists in other countries like- Canada, New Zealand etc.  have 
broad independent prescribing privileges. This trend has been further extended largely due to 
Covid pandemic throughout the world and pharmacists of most of the countries are authorized 
to provide vaccination including Covid-19 vaccine. Experts believe that the same concept 
should be implemented in India to improve health care access at an affordable cost. 
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Gap between 2nd dose and precautionary dose reduced to 6 months by Govt. of India 

 
 
 
New Drug: Risdiplam for spinal muscular atrophy 
Approved indication: spinal muscular atrophy 
Evrysdi (Roche) 
bottles containing 60 mg in 2 g powder for 
reconstitution as 0.75 mg/mL oral solution 
 
The most common form of spinal muscular 
atrophy is due to mutations in a gene located on 
chromosome 5. This is sometimes referred to as 
5q SMA. As a result of the mutation there is 

reduced production of survival motor neuron 
(SMN) protein. This leads to progressive muscle 
weakness. The most frequent type of spinal 
muscular atrophy (SMA1) presents in babies as 
hypotonia, poor head control and impaired 
swallowing. Due to neuromuscular weakness, 
respiratory support will be needed and life 
expectancy is usually under two years. 
A related gene (SMN2) can produce some SMN 
protein. However, the molecule is truncated so 



research has investigated how to produce more 
functional protein. One option is to 
use nusinersen, an antisense oligonucleotide 
which enables SMN2 to produce full-length SMN 
protein. Another option is risdiplam, a modifier of 
pre-mRNA splicing which also enables production 
of full-length protein. 
The dose of risdiplam is determined by the age 
and weight of the child. The oral solution is given 
once daily. It cannot be mixed with milk and 
formula and should be given after feeding. 
Risdiplam can cross the blood–brain barrier. It is 
metabolised by several enzymes including 
cytochrome P450 (CYP) 3A4, however no dose 
adjustments are needed with inhibitors of CYP3A, 
such as itraconazole. Most of the dose is excreted 
as metabolites mainly in the faeces. The half-life 
is approximately 50 hours. There have been no 
studies of risdiplam in patients with renal or 
severe hepatic impairment. 
The open-label FIREFISH trial is studying risdiplam 
for the management of 5q-autosomal recessive 
spinal muscular atrophy in patients with two 
copies of SMN2. The first part of the trial 
established that the daily dose for infants should 
be 0.2 mg/kg. After four weeks this dose had 
doubled the baseline concentration of SMN 
protein.1 
In the second part of the trial 41 infants (median 
age 5.3 months) were assessed after taking 
risdiplam for 12 months. By then 29% (12/41) of 
the infants were able to sit unsupported for at 
least five seconds. Approximately 85% (35/41) 
were still alive and did not require permanent 
ventilation. Three infants died from respiratory 
complications.2 
The SUNFISH trial also studied 5q SMA but was 
double-blind and enrolled older patients (median 
age 9 years). Based on the first part of the trial, 
the dose of risdiplam for patients weighing at 
least 20 kg was 5 mg daily. Risdiplam was given to 
120 people while 60 were given a placebo. 
Efficacy was assessed using the Motor Function 
Measure (range 0–96). After 12 months this score 
had increased by 1.36 points from an average of 
45.48 in the patients taking risdiplam. In the 
placebo group the score declined by 0.19 points 
from a baseline of 47.35. The largest 
improvement was in younger patients with no 

improvement in the 18–25 years age group. No 
patients died.3  
The effect of risdiplam on pre-mRNA splicing is 
not confined to the gene coding for SMN protein. 
Its effect on other genes may explain some of its 
adverse effects. Risdiplam was embryo-fetotoxic 
in animal studies and may reduce male fertility. In 
the SUNFISH trial adverse effects that were more 
frequent with risdiplam than with placebo 
included fever, pneumonia, urinary tract 
infection, diarrhoea, rash and mouth ulcers.3 
Risdiplam may improve the survival of infants 
compared to historical controls,2 but its overall 
effectiveness is not clear. In the SUNFISH trial 
there was little difference from placebo for some 
outcomes. While the difference in the primary 
end point was statistically significant, it is difficult 
to interpret the clinical significance of a 1.55 
difference on a 96-point scale.3 In the SUNFISH 
trial the clinicians thought 48% of the patients 
given risdiplam had improved, but so had 40% of 
the placebo group.3 Although the approved 
indication is for the treatment of 5q SMA, 
risdiplam may not be effective for some types of 
the disease. As younger patients seem to have 
the better outcomes, early intervention may have 
the best chance of a meaningful response. 
Risdiplam can be used in infants from the age of 
two months, but its role in pre-symptomatic 
children is still under investigation. It also remains 
to be seen if any of the adverse effects, such as 
retinal toxicity reported in animal studies, appear 
during long-term therapy. While risdiplam will be 
easier to administer than nusinersen, which 
requires lumbar puncture, the role of both drugs 
will need to be considered in the context of 
emerging gene therapy for spinal muscular 
atrophy. 
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Status in India: CDSCO approved Risdiplam 
powder for oral solution 60mg or treatment of 
Spinal Muscular Atrophy (SMA) in patients 2 
months of age and older on 16.10.2020. Though 
this drug is available in India its cost is too high. 
 
National Pharma Pricing Authority fixes retail 
prices of 84 drug formulations 
The National Pharmaceutical Pricing 
Authority (NPPA has fixed the retail prices for 84 
drug formulations, including those used for 
treatment of diabetes, headache and high blood 
pressure. 
The National Pharmaceutical Pricing 
Authority (NPPA) has also fixed the prices of 
formulations indicated to reduce increased 
cholesterol and triglycerides levels, among others. 
In exercise of the power conferred by the Drug 
(price Control) order 2013 the NPPA has fixed the 

retail price of the medications the regulator said 
in a notification. 
As per the order, a single tablet of Voglibose and 
(SR) Metformin Hydrochloride will cost Rs 10.47, 
excluding GST. 
Similarly, the price of Paracetamol and Caffeine 
has been fixed at Rs 2.88 per tablet. Besides, the 
price of one Rosuvastatin Aspirin and Clopidogrel 
capsule has been fixed at Rs 13.91. 
The NPPA is mandated to fix/revise the prices of 
controlled bulk drugs and formulations and 
enforce prices and availability of the medicines in 
the country. It also monitors the prices of 
decontrolled drugs in order to keep them at 
reasonable levels. 
The regulator implements and enforces the 
provisions of the Drugs (Prices Control) Order. It is 
also entrusted with the task of recovering 
amounts overcharged by manufacturers for the 
controlled drugs. 
For further info.: 
https://www.nppaindia.nic.in/en/whatsnew/npp
a-has-fixed-the-retail-prices-of-84-new-drugs-
based-on-the-decision-taken-in-99th-authority-
meeting-dated-28-06-2022 
 

 
 
  
 
 
 
 
 
 
 
 
 
 
 
 

    DISCLAIMER:  
The Newsletter intends to provide updated and reliable information on medicines and other related issues in an attempt 
to equip healthcare professionals to take informed decision in recommending medicines to the patients. However, they 
are encouraged to validate the contents. None of the people associated with the publication of the Newsletter nor the 
organization shall be responsible for any liability for any damage incurred as a result of use of contents of this publication. 
The brand names of medicines, if mentioned, are for illustration only and the Newsletter does not endorse them. 

 

Congratulations! 
The FIPWiSE Rising Stars for 2022: 

 
•    Dalal Al-Taweel (Kuwait), •    Atheer 
Awad (UK), •    Ana Begić (UK), •    Sarah 
Dineen-Griffin (Australia), •    Sarira El-den 
(Australia) 
•    Omrum Erguven (Turkey), •    Zhe Han 
(Singapore), •    Ling-Wei Hii (Malaysia) 
•    Madeeha Malik (Pakistan), •    Priscilla 
Kolibea Mante (Ghana), •    Ayodeji Matuluko 
(UK), •    Claire O’Reilly (Australia) 
•    Aska Patel (Canada), •    Elsa López Pintor 
(Spain), •    Zahra Rattray (UK), •    Anastasia 
Shiamptanis (Canada), •    Fernanda Tonin 
(Brazil/Portugal), •    Farah Towfic (USA) 
•    Irene Um (Australia), •    Reenu Yadav 
(India) 


