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 ABOUT THE STUDY 

 

Drugs have not traditionally been created for infants or youngsters. This is 

due to the fact that children face a number of difficulties for drug 

development as a demographic. For instance, screening on youngsters 

raises ethical questions, and financial incentives are unavailable. Moreover, 

because of their vastly different physiology from that of adulthood, children 

have special requirements for drug dose types. Two significant issues arise 

as a result of these medication development limitations. The first reason is 

that many newborn and child illnesses, such as chronic infection, paediatric 

interstitial lung disease, and autosomal recessive polycystic kidney disease, 

are simply not treatable with medication. This may also explain why juvenile 

patients are enrolled in drug testing at a rate that is ten times lower than 

that of adult patient. 

 

 

Two significant issues arise as a result of these medication development limitations. The first is that many newborn 

and child illnesses, such as chronic infection, paediatric interstitial lung disease, and autosomal recessive 

polycystic kidney disease, are simply not treatable with medication. This may also explain why paediatric patients 

are enrolled in clinical trials at a rate that is 10 times lower than that of adults.  

The second issue is that, even when a suitable drug does exist, it is frequently an adult drug that has been 

prescribed "off-label." Such use may entail changing the recommended dose, duration, dosage form, and/or 

administration route. Considering the poorly recognised metabolic distinctions between adults and children, off-

label prescriptions unfortunately result in twice as frequent adverse drug reactions (e.g., vomiting, seizures) as 

licenced pharmaceuticals and are linked to higher patient mortality. Furthermore, dose changes are frequently 

made using educated estimate based on body surface area or weight. As a result, it is obvious that paediatric 

populations require specialised pharmacological formulations. 
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Due to its high standards, the oral route of medication delivery is regarded as the most patient-preferred one. Oral 

formulations are simple to use outside of medical facilities, perfect for long-term usage, and quickly stopped in the 

event of negative responses. In comparison to sterile and speciality pharmaceutical dosage forms, tablets and other 

solid dosage forms enable Active Pharmaceutical Ingredients (API) to have longer shelf life. Because children 

typically experience greater discomfort from needles than adults do, paediatric patients may particular benefit from 

oral drugs. Although several antibiotics and non-steroidal anti-inflammatory medications have been developed as 

liquids to facilitate delivery to paediatric patients, children can occasionally have difficulties swallowing solid dose 

forms. Because there aren't many medications specifically designed for babies, pharmacy technicians commonly 

dilute or re-suspend medications made for adults at various concentrations or in different media for usage by 

children. Due to the difficulty of changing adult formulas in the absence of defined guidelines or norms, this poses 

a serious safety risk, and fatal errors have been made. With three novel peptide medications approved in 2019–

2020 and another 150 under testing mode, peptide and protein drugs represent a distinct and significant segment 

of the pharmaceuticals industry. Better specialization and more complicated pharmaceutical modes of action, 

which can be used for treating more complex disorders, are two main benefits that peptide medications offer over 

small molecule therapies. Human growth hormone and insulin, two effective peptide medications, are used to treat 

problems of growth. 

In this study, we take a look at the prospects and obstacles that the oral formulation of peptide therapies, 

particularly for populations of infants, is now facing. Infants are considered those between the ages of 2 and 24 

months. On drug distribution for neonates, which are infants less than two months, there is an alternative review 

accessible. In the first section of the review, we go over the pipeline of peptide medications currently being 

developed for newborns as well as the problems and solutions associated with their oral formulation. 


