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EDITORIAL 

19
th

 International Conference of Drug Regulatory Authorities 

(ICDRA): Smart Regulation; Delivering Quality assured Medical 

Products for All 
 

The 19
th

 International Conference of Drug Regulatory Authorities 

(ICDRA), hosted by India in collaboration with the World Health 

Organization (WHO), marked a crucial event attracting a large number 

of delegates from around the globe. This biennial event has become a 

global platform for the exchange of ideas and collaboration among the 

world's leading regulatory experts. With the central theme of "Smart 

Regulation: Delivering Quality Assured Medical Products for All" the 

conference brought together drug regulatory authorities, policy 

makers, and experts from around the world to address critical 

challenges and emerging opportunities in medicine regulation. 
 

The conference underscored the importance of harmonization, 

collaboration and reliance among regulatory bodies, particularly as the 

world continues to grapple with the complexities introduced by the 

COVID-19 pandemic, which accelerated the demand for swift yet safe 

regulatory responses. The urgency that the pandemic situation created, 

necessitated the need for rapid approvals, supply chain resilience, and 

robust pharmacovigilance systems, all of which ICDRA participants 

explored with an eye toward sustainable practices that balance speed 

with safety and efficacy. 

 

Participants engaged in thought-provoking discussions, debate and 

shared potential solutions to these complex yet variegated challenges, 

highlighting the conference's role as a catalyst for progress. Beyond 

the scientific program, the ICDRA served as an invaluable networking 

opportunity for regulatory authorities from different countries. The 

event provided a space for building relationships, exchanging 

experiences, and fostering mutual respect. These connections are 

essential for facilitating future collaboration and enhancing the global 

regulatory landscape. The pre-ICDRA event also held in the same 

venue with participation of regulators, industries, civil societies, 

private experts and more to bring about discussions on the real 

challenges and opportunities in the medical products sectors and it 

regulation at the national and international level. 



 

 

The 19th ICDRA's outcomes are expected to influence global 

regulatory policies, with a goal of making medicines safer, more 

effective, and accessible. The conference created a conducive forum of 

international level and provided a foundation for future regulatory 

harmonization efforts, shaping a more inclusive and robust framework 

for global health security. 
 

In conclusion, the 19th ICDRA was a resounding success, bringing 

together the brightest minds in drug regulation to advance patient 

safety and public health. The action points identified as the outcome of 

the conference will help drive the regulatory science further ensuring 

global aspiration that medicines are safe, effective, and accessible to 

the patients worldwide. 
 

 
 

Narayan Prasad Dhakal 

                                                                  (Director General) 

                                                                              Chief Editor 
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1. आ.व. २०8१/८२ को प्रथम तै्रमाससकको प्रगसि वववरण 

 

अनगुमन, मलु्ाॊकन िथा काननु का्ाान्व्न महाशाखा अन्िगाि मखु्् का्ाहरु: 
औषसध ऩसल/पामेसी सनरीऺण : 

वववरण काठमाडौँ ववराटनगर वीरगॊज नऩेालगॊज जम्मा 

प्रथम तै्रमाससक लक्ष्् २५० १०० १०० १०० ५५० 

प्रथम तै्रमाससक प्रगसि २१५ ९५ ७३ १०३ ४८६ 

प्रगसि प्रसिशि(%) ८६ ९५ ७३ १०३ ८८.४ 

 

उद्योग सनरीऺण : 

वववरण काठमाडौँ ववराटनगर वीरगॊज नऩेालगॊज जम्मा 

प्रथम तै्रमाससक लक्ष्् २० २ ३ २ २७ 

प्रथम तै्रमाससक प्रगसि १५ ० ४ २ २१ 

प्रगसि प्रसिशि (%) ७५ ० १३३.३ १०० ७७.८ 

 

 

औषसध मलु्ाॊकन िथा दिाा महाशाखा अन्िगाि मखु्् का्ाहरु: 

सस.न. का्ा वववरण  सॊख््ा 

१.  
न्ाॉ उत्ऩादन अनऻुाऩत्र 
प्रदान न्ाॉ (उद्योग) 

१६२ 

२.  उत्ऩादन अनऻुाऩत्र नवीकरण १,१४५ 
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सस.न. का्ा वववरण  सॊख््ा 

३.  

फजार सफवि वविरण 
प्रमाणऩत्र प्रदान न्ाॉ 

(उद्योग) 
८३ 

४.  
फजार सफवि वविरण 
प्रमाणऩत्र नवीकरण 

१,०२९ 

५.  
ऩैठारी ससपाररसऩत्र प्रदान 
कच्चा ऩदाथा न्ाॉ उद्योग  

२३९ 

६.  ऩैठारी ससपाररसऩत्र नवीकरण १०,२५७ 

७.  ववदेशी औषसध उद्योग दिाा ४ 

८.  न्ाॉ ववदेशी औषसध दिाा १०७ 

९.    ववदेशी औषसध नसफकरण १,०७४ 

१०.     ववदेशी औषसध ऩनु:दिाा ६९ 

 काठमा
डौँ 

ववराटनग
र 

वीरगॊज 
नऩेाल
गॊज 

जम्मा 

११.  न्ाॉ पामेसी दिाा  ३०२ १२९ १०८ ९१ ६३० 

१२.  पामेसी नसफकरण  १८०८ १०६३ ६७१ ७५६ ४२९८ 

१३.  पामेसी रद्ध  १३६ ७९ ४५ २८ २८८ 

१४.  पामेसीमा सॊशोधन ३६६ ९१ ५६ ९२ ६०५ 

१५.  व््वशा्ी प्रमाणऩत्र दिाा  १६ ०३ १५ ० ३४ 

१६.  व््वसा्ी प्रमाणऩत्र नववकरण ३५१ ३२८ ८० १८९ ९४८ 
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्ोजना, समन्व् िथा व््वस्थाऩन महाशाखा अन्िगाि मखु्् का्ाहरु 

सस.न. का्ा वववरण  सॊख््ा 

१.  Uppsala Monitoring Centre मा ADR Reporting गररएको 
सॊख््ा 

१० 

२.  जोखखममा आधाररि फजाररकृि औषसधको नमूना सॊकलन 
िथा ववश्लषेणको लासग ऩठाएको 

- 

३.  औषसध सूचना प्रवाह १४ 

४.  ड्रग फलेुवटन प्रकाशन - 

 

अन्् का्ाहरु 

सस.न. का्ा वववरण  सॊख््ा 

१. WHO GMP प्रमाणीकरणको सॊख््ा ५ 

 २. औषसध उत्ऩादन कुशल अभ््ास प्रमाणीकरणको सॊख््ा ५ 

३. पामेसी सनलम्वन सॊख््ा  ६३ 

४. मदु्दा दा्र गररएको सॊख््ा २५ 

 

2. REGULATORY NEWS 

 

Finasteride 

Risk of mood alterations  

Canada. Health Canada has alerted health-care professionals that the 

Warnings, Precautions and Patient Medication Information sections of the 

Canadian product monographs for finasteride (Propecia® and Proscar®) 

have been updated with the risk of mood alterations including depressed 
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mood, depression, self-harm injury and suicidal ideation. 

 Finasteride is indicated the treatment and control of prostate gland 

enlargement (benign prostatic hyperplasia), and for the treatment of male 

pattern hair loss (androgenetic alopecia).  

There have been post-marketing reports of serious psychiatric symptoms in 

patients treated with finasteride that sometimes continued after treatment 

discontinuation. Mood alterations including depressed mood, depression, 

self-harm injury, suicidal ideation, as well as worsening of pre-existing 

depression have been reported in patients treated with finasteride. 

 It is recommended that all patients be screened for suicidal ideation, self-

harm, and depression and/or associated risk factors before treatment 

initiation. Clinical monitoring of all patients for signs and symptoms of 

psychiatric disorders should continue throughout treatment and afterward. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Pseudoephedrine 

Risks of posterior reversible encephalopathy syndrome (PRES) and 

reversible cerebral vasoconstriction syndrome (RCVS) 

Europe. The PRAC of the EMA has recommended new measures for 

medicines containing pseudoephedrine to minimise the risks of posterior 

reversible encephalopathy syndrome (PRES) and reversible cerebral 

vasoconstriction syndrome (RCVS). PRES and RCVS are rare conditions 

that can involve reduced blood supply to the brain, potentially causing 

serious, life-threatening complications. With prompt diagnosis and 

treatment, symptoms of PRES and RCVS usually resolve. The 

recommendation has been also endorsed by the Committee for Medicinal 

Products or Human Use (CHMP) of the EMA. 

 Pseudoephedrine is a stimulant that is often used as a decongestant in people 

who have a cold or allergies. Several pseudoephedrine containing products 

are available as over-the counter (OTC) medicines. 

 The PRAC reviewed evidence including post marketing safety data, which 

showed that pseudoephedrine is associated with risks of PRES and RCVS.  

The product information will be updated to include the risks and the new 

measures to be taken. Pseudoephedrine should not be used in patients with 
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high blood pressure that is severe or uncontrolled, or with severe acute or 

chronic kidney disease or failure. Also, health-care professionals should 

advise patients to stop using these medicines immediately and seek treatment 

if they develop symptoms of PRES and RCVS such as severe headache with 

a sudden onset, feeling sick, vomiting, confusion, seizures and visual 

disturbances 

Source: WHO Pharmaceuticals Newsletter No.2, 2024 

 

Promethazine hydrochloride injection 

Risk of severe chemical irritation and damage to tissues 

United States. US FDA is alerting health care professionals of labelling 

updates intended to further reduce the risk of severe chemical irritation and 

damage to tissues from intravenous administration of promethazine 

hydrochloride injection. Promethazine hydrochloride injection is indicated to 

help manage certain allergic reactions, motion sickness, postoperative nausea 

and vomiting, and as a sedative or adjunct to analgesics. 

 FDA recommends healthcare professionals administer promethazine 

hydrochloride injection by deep intramuscular administration instead of 

intravenous administration. If promethazine hydrochloride injection must be 

administered intravenously, health care professionals should review and 

follow the updated information in the labelling to dilute promethazine 

hydrochloride injection and administer by intravenous infusion to reduce the 

risk of severe tissue injury. 

 FDA has required that manufacturers update their prescribing information 

for promethazine hydrochloride injection to include new safety information 

and update the carton labelling and container labels with the corresponding 

information. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Valproate 

Potential increased risk of neurodevelopmental disorders in children 

1.Europe. The PRAC of EMA is recommending precautionary measures 

for the treatment of male patients with valproate medicines. These measures 

are to address a potential increased risk of neurodevelopmental disorders in 
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children born to men treated with valproate during the 3 months before 

conception. Neurodevelopmental disorders are problems with development 

that begin in early childhood, such as autism spectrum disorders, 

intellectual disability, communication disorders, attention 

deficit/hyperactivity disorders and movement disorders. 

Valproate medicines are used to treat epilepsy, bipolar disorders and, in 

some EU countries, migraine.  

The PRAC recommends that valproate treatment in male patients is started 

and supervised by a specialist in the management of epilepsy, bipolar 

disorder or migraine. Doctors should inform male patients who are taking 

valproate about the possible risk and discuss the need to consider effective 

contraception, for both the patient and their female partner. Valproate 

treatment of male patients should be reviewed regularly to consider whether 

it remains the most suitable treatment, particularly when the patient is 

planning to conceive a child. In reaching its conclusion, the PRAC reviewed 

data from a retrospective observational study carried out by companies that 

market valproate and data from other sources, including non-clinical 

(laboratory) studies and scientific literature, and consulted patients and 

clinical experts. 

 The retrospective observational study used data from multiple registry 

databases in Denmark, Norway and Sweden and focused on birth outcomes 

in children born to men who were taking valproate or taking lamotrigine or 

levetiracetam (other medicines to treat conditions similar to those treated 

with valproate) around the time of conception. The results of the study 

suggest there may be an increased risk of neurodevelopmental disorders in 

children born to men taking valproate in the 3 months before conception.  

The data showed that around 5 out of 100 children had a 

neurodevelopmental disorder when born to fathers treated with valproate 

compared with around 3 out of 100 when born to fathers treated with 

lamotrigine or levetiracetam. The study did not investigate the risk in 

children born to men who stopped using valproate more than 3 months 

before conception. 

 The possible risk in children born to men treated with valproate in the 3 

months before conception is lower than the previously confirmed risk in 
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children born to women treated with valproate during pregnancy. It is 

estimated that up to 30 to 40 out of 100 preschool children whose mothers 

took valproate during pregnancy may have problems with early childhood 

development, such as being slow to walk and talk, being intellectually less 

able than other children, and having difficulty with language and memory. 

 The potential risk of neurodevelopmental disorders and the precautionary 

measures will be reflected in updates to the product information and 

educational material for valproate medicines. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Fluoroquinolone antibiotics 

Further restrictions for use due to risk of disabling and potentially long-

lasting or irreversible side effects 

United Kingdom. The Medicines and Healthcare Products Regulatory 

Agency (MHRA) has updated indications for systemic (by mouth, injection, 

or inhalation) fluoroquinolone antibiotics. It has been suggested that they 

must only be used in situations when other antibiotics, that are commonly 

recommended for the infection, are inappropriate, as they can cause long-

lasting (up to months or years), disabling and potentially irreversible side 

effects, sometimes affecting multiple body systems and senses. 

 Fluoroquinolone antibiotics are a group of medicines that kill bacteria and 

have an important role in treating certain life-threatening infections. They 

include ciprofloxacin, delafloxacin, levofloxacin, moxifloxacin, and 

ofloxacin.  

Restrictions to the use of fluoroquinolones were introduced in 2019 to 

minimize the risk of these reactions. In 2023 the MHRA reviewed the 

effectiveness of these measures in the UK and has taken additional action to 

further minimise the risk.  

Situations in which other antibiotics are considered to be inappropriate and a 

fluoroquinolone may be indicated include:  

• there is resistance to other first-line antibiotics recommended for the 

infection  

• other first-line antibiotics are contraindicated in an individual patient 

 • other first-line antibiotics have caused side effects in the patient requiring 
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treatment to be stopped  

• treatment with other first-line antibiotics has failed 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Acetazolamide  

Risks of choroidal effusion and choroidal detachment  

Europe. The Pharmacovigilance Risk Assessment Committee (PRAC) of the 

European Medicines Agency (EMA) has recommended updating the product 

information for acetazolamide to include the risks of choroidal effusion and 

choroidal detachment (decrease in vision or pain in the eyes due to 

accumulation of fluid in the vascular layer of the eye behind the retina).  

Acetazolamide is an inhibitor of carbonic anhydrase and is indicated for the 

treatment of glaucoma. 

 Cases of choroidal effusion/detachment have been reported after the use of 

acetazolamide. Symptoms include acute onset of decreased visual acuity or 

ocular pain and can occur within hours after initiation of acetazolamide 

treatment. If choroidal effusion/detachment is suspected, acetazolamide 

should be discontinued as rapidly as possible 

Source: WHO Pharmaceuticals Newsletter No.1, 2024 

 

Azacitidine 

Risk of cutaneous vasculitis 

Europe. The PRAC of the EMA has recommended updating the product 

information for azacitidine injectable formulations to include the risk of 

cutaneous vasculitis (inflammation of blood vessels in the skin which may 

result in rash).  

Azacitidine is a type of cancer chemotherapy drug and is indicated for the 

treatment of myelodysplastic syndromes and chronic myelomonocytic 

leukaemia. Oral dosage form and injectable formulations are available, of 

those injectable formulations are subject to this safety update. 

 Having considered evidence in EudraVigilance and literature, the PRAC has 

agreed that a causal relationship between azacitidine injectable formulations 

and cutaneous vasculitis is at least a reasonable possibility. 

Source: WHO Pharmaceuticals Newsletter No.2, 2024 
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Pembrolizumab and atezolizumab  

Potential risk of aplastic anaemia  

Canada. Health Canada has announced that the product information for 

pembrolizumab (Keytruda®) and atezolizumab (Tecentriq®) is to be updated 

to include the potential risk of aplastic anaemia, as well as for the other 

products in the immune checkpoint inhibitors (ICIs) drug class that are not 

currently labelled for this risk (Bavencio®, Imfinzi®, Jemperli® and 

Libtayo®), to include the risk of aplastic anaemia. 

 Pembrolizumab (Keytruda®) and atezolizumab (Tecentriq®) are anti-cancer 

agents belonging to a class of drugs called ICIs. They are authorized for sale 

to treat different types of cancers. 

 Triggered by safety information received from the manufacturers and 

published cases in the scientific literature, Health Canada reviewed 

information from the Canada Vigilance database and published literature. 

Health Canada reviewed 12 cases (1 Canadian and 11 international) of 

aplastic anaemia in patients receiving Keytruda. Of those 12 cases, 1 was 

found to be probably linked to the use of Keytruda, 9 (1 Canadian) were 

found to be possibly linked, 1 was unlikely to be linked and 1 could not be 

assessed. Health Canada reviewed 2 international cases of aplastic anaemia in 

patients receiving Tecentriq. Both cases were found to be possibly linked to 

the use of Tecentriq. Health Canada also reviewed 9 articles published in the 

scientific literature reporting cases of aplastic anaemia with the use of 

Keytruda or Tecentriq. The evidence reviewed further supports the link 

between the risk of aplastic anaemia and the use of Keytruda or Tecentriq. 

Source: WHO Pharmaceuticals Newsletter No.1, 2024 

 

Pegfilgrastim, filgrastim, lenograstim 

Potential risks of myelodysplastic syndrome and acute myeloid leukemia 

Japan. The Ministry of Health, Labour and Welfare (MHLW) and the 

Pharmaceuticals and Medical Devices Agency (PMDA) have announced that 

the product information for pegfilgrastim, filgrastim, and lenograstim will be 

updated to include the potential risks of myelodysplastic syndrome and acute 

myeloid leukemia.  
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Pegfilgrastim, filgrastim, and lenograstim are recombinant granulocyte 

colony-stimulating factors, a glycoprotein that stimulates the bone marrow to 

produce granulocytes and stem cells and release them into the bloodstream, 

and are indicated for the prevention of chemotherapy-induced febrile 

neutropenia.  

An observational study performed in the US has reported an increased risk of 

myelodysplastic syndrome or acute myeloid leukemia in patients with breast 

or lung cancer who were treated with pegfilgrastim or filgrastim in 

conjunction with chemotherapy. Although the causal relationship of these 

medicines to myelodysplastic syndrome or acute myeloid leukemia is not 

clear, patients should be carefully monitored after administration of the 

medicines. 

Source: WHO Pharmaceuticals Newsletter No.2, 2024 

 

 

 

3.SAFETY OF MEDICINES 

 

Nirmatrelvir/ritonavir 

Risk of serious and potentially fatal adverse reactions 

Europe. The PRAC of EMA has reminded health-care professionals of the 

risk of serious and potentially fatal adverse reactions with 

nirmatrelvir/ritonavir (Paxlovid®) when used in combination with certain 

immunosuppressants that have a narrow safe dosage range (where small 

changes in the dose can lead to serious adverse reactions), due to drug-drug 

interactions reducing the body’s ability to eliminate these medicines.  

Nirmatrelvir/ritonavir is a medicine used for treating COVID-19 in adults 

who do not require supplemental oxygen and who are at increased risk of the 

disease becoming severe. The immunosuppressants concerned are called 

calcineurin inhibitors (tacrolimus, ciclosporin) and mTOR inhibitors 

(everolimus, sirolimus), which reduce the activity of the immune system. 

They are used for treating certain autoimmune disorders or for preventing the 

body from rejecting transplanted organs.  

Nirmatrelvir/ritonavir should only be given with tacrolimus, ciclosporin, 
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everolimus or sirolimus if close and regular monitoring of their blood levels 

is possible, to reduce the risk of drug-drug interactions causing serious 

reactions. Health-care professionals need to consult with a multidisciplinary 

group of specialists to manage the complexity of taking these medicines 

together. 

 The PRAC reviewed all available evidence, including reports of serious 

adverse reactions, some of which were fatal, resulting from drug-drug 

interactions between nirmatrelvir/ritonavir and these immunosuppressants. In 

several cases, blood levels of these immunosuppressants increased rapidly to 

toxic levels resulting in life-threatening conditions. Therefore, the PRAC 

agreed on a direct health-care professional communication (DHPC) to remind 

health-care professionals of the risk of these interactions, which is known and 

already described in the product information for this medicine. 

 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Vitamin B12 (hydroxocobalamin, cyanocobalamin) 

Risk of cobalt sensitivity reactions 

United Kingdom. The MHRA is reminding healthcare professionals the risk 

of cobalt sensitivity reactions in patients being treated for vitamin B12 

deficiency. Cobalt sensitivity reactions typically present with cutaneous 

symptoms of chronic or subacute allergic contact dermatitis. 

 Hydroxocobalamin and cyanocobalamin are oral and injectable forms of 

vitamin B12 that are used to treat vitamin B12 deficiency. Endogenous 

vitamin B12 and these medicines contain a cobalt component.  

There is evidence within the literature of cobalt sensitivity reactions 

occurring following administration of vitamin B12. Additionally, the MHRA 

received three Yellow Card reports, which report vitamin B12 as a suspect 

drug and possible allergic reactions to cobalt. Following the MHRA’s 

review, it was considered appropriate to improve awareness that 

hydroxocobalamin and cyanocobalamin medicines contain cobalt. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 



13 
 

 

Omega-3-acid ethyl esters  

Risk of atrial fibrillation 

Europe. The EMA is reminding health-care professionals by issuing a Direct 

Health-care Professional Communication (DHPC) that a dose-dependent 

increased risk of atrial fibrillation (AF) in patients with established 

cardiovascular diseases or cardiovascular risk factors who were treated with 

omega-3-acid ethyl ester medicines compared to those treated with placebo. 

The observed risk was found to be highest with a dose of 4 g/day. 

 Medicinal products containing omega-3 ethyl esters are indicated for the 

reduction of triglyceride levels (hypertriglyceridemia) when the response to 

diet and other non-pharmacological measures has proved inadequate.  

The PRAC assessed data from several systematic reviews and meta-analyses 

of large randomised controlled trials (RCTs) that overall enrolled more than 

80,000 patients mostly with cardiovascular diseases or cardiovascular risk 

factors and investigated omega-3 fatty acid treatment on cardiovascular 

outcomes compared with placebo. 

 Health-care professionals should advise patients to seek medical attention in 

case of symptoms of atrial fibrillation such as lightheadedness, asthenia, 

palpitations or shortness of breath. If atrial fibrillation develops, treatment 

should be permanently discontinued. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Paracetamol 

Risk of hepatotoxicity 

Ireland. The HPRA has reminded health-care professionals that 

hepatotoxicity in association with paracetamol may occur even at doses 

within the normal therapeutic range in patients who are at increased risk. It is 

important to maintain awareness of any emerging or changing risk factors 

during treatment with paracetamol.  

Paracetamol is recommended for the short-term treatment of the mild to 

moderate pain such as headache, toothache, musculoskeletal disorders and 

menstrual pain and for fever associated with cold and flu. 

 Patients at an increased risk of hepatotoxicity include those who are 
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underweight, of low body mass index, malnourished, dehydrated, chronic 

alcoholism or with co-existing renal or hepatic impairment. Those with 

conditions that may predispose to glutathione deficiency or depletion and 

those concomitantly taking hepatotoxic drugs are also considered at risk. 

 Health-care professionals should take into consideration any emerging or 

changing risk factors (e.g. malnourishment, weight loss, dehydration) and 

maintain awareness over the course of treatment to any dose adjustment that 

may be warranted when prescribing or administering paracetamol. 

 For some patients considered to be at higher risk of hepatotoxicity, a lower 

starting dose, a reduction in dose and/or a reduced frequency of dosing may 

be appropriate. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 

 

Chimeric Antigen Receptor (CAR) T cell Immunotherapies 

Risk of T-cell malignancy 

1.United States. US FDA is investigating serious risk of T-cell malignancy 

following BCMA-directed or CD19-directed autologous Chimeric Antigen 

Receptor (CAR) T cell immunotherapies.  

CAR T cell immunotherapies are human gene therapy products in which the 

T cell specificity is genetically modified to enable recognition of a desired 

target antigen for therapeutic purposes. 

 US FDA has received reports of T-cell malignancies, including chimeric 

antigen receptor CAR-positive lymphoma, in patients who received treatment 

with BCMA- or CD19-directed autologous CAR T cell immunotherapies. 

Reports were received from clinical trials and/or post marketing adverse 

event (AE) data sources. US FDA has determined that the risk of T-cell 

malignancies is applicable to all currently approved BCMA-directed and 

CD19-directed genetically modified autologous CART cell immunotherapies. 

Although the overall benefits of these products continue to outweigh their 

potential risks for their approved uses, US FDA is investigating the identified 

risk of T cell malignancy with serious outcomes, including hospitalization 

and death, and is evaluating the need for regulatory action. 
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Patients and clinical trial participants receiving treatment with these products 

should be monitored life-long for new malignancies. In the event that a new 

malignancy occurs following treatment with these products, contact the 

manufacturer to report the event and obtain instructions on collection of 

patient samples for testing for the presence of the Chimeric Antigen Receptor 

(CAR) transgene. 

Source: WHO Pharmaceuticals Newsletter No.3, 2024 
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For further information, please contact: 

 Government of Nepal                      

Ministry of Health and Population 

Department of Drug Administration (DDA) 

Madan Bhandari Path-4, Bijulibazar, New Baneshwor, Kathmandu       

Phone: 01-4791027, 4790432, Fax: 01-4790572 

E-mail:info@dda.gov.np 

       dg@dda.gov.np 

Website: www.dda.gov.np 

 

National Medicines Laboratory (NML) 

Madan Bhandari Path-4, Bijulibazar, New Baneshwor, Kathmandu Phone: 

01-4781269, Fax:01-4780664 

E-mail: nml@dda.gov.np 

 

DDA Branch Offices 

Kanchanbari, Biratnagar Adarshnagar, Surkhet Road 

Koshi Zone  Nepalgunj, Bheri Zone 

Tel/Fax: 021-420849 Tel/Fax:081-522074 

E-mail: biratnagar@dda.gov.np E-mail: nepalgunj@dda.gov.np 

 

Murali Bagaicha, Birgunj, Parsa 

Narayani Zone 

Tel/Fax: 051-527753 

E-mail: birgunj@dda.gov.np 

 

 For further information, Please visit www.dda.gov.np  
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