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Report
Sematic Worldwide Global Regulatory Company will be involved in the manufacture of Cephalexin for humans. Cephalexin is a drug mostly used to treat infections or illnesses caused by bacteria. These are common illnesses that include urinary tract infections, ear infections, skin infections, and bone infections. These are all common infections that can be easily caused by bacteria, thus the illnesses are not rare. This implies that the new drug cannot be designated as an orphan drug. Orphan drugs are used to treat rare infections and require more time and resources to develop (European Medicines Agency, 2017). However, the company seeks to develop a normal drug for treating common infections. The European Medicines Agency offers free funding for the development of orphan drugs, but they must meet the desired conditions that include treatment of rare infections. 
Under the European Medicines Agency SME Office recommendations, the company is eligible for small and medium-sized company assistance. The EMA requires that a company have less than 250 employees and a yearly turnover not exceeding €50 million to qualify as an SME (EMA SME Office, 2017). However, the company must be established in the European Economic Area (EEA). Sematic Worldwide Global Regulatory Company falls under this category with less than 150 employees and an annual turnover not exceeding 50 million Euros. The company must submit a declaration form to acquire the status of an SME and enjoy the scientific advice, support, and incentives. The company can greatly benefit from this assistance through fee incentives, training, guidance, and translation of products for market authorization. Fee incentives can effectively help to cut down costs as EMA offers a 90% fee reduction for non-orphan drugs, which are the main focus of the company (EMA SME Office, 2017). Moreover, it offers conditional fee exclusion and fee deferral when applying for market authorization.  
[bookmark: _GoBack]The pediatric investigation plan (PIP), is a progress plan focused on guaranteeing that the required data is acquired through studies in children to support the authorization of new medicines (European Medicines Agency, 2017). In this case, the company seeks to develop drugs that can be used by both adults and children. Therefore, the application of the PIP is required. The PIP sets the foundation for all post applications under market authorization. This means that studies under market authorization should include results as designated in the agreed PIP. The company should first begin with writing a letter of intent about two month before the start of the procedure (European Medicines Agency, 2017). The company should then seek the relevant forms including the scientific findings submission form. This form contains all the necessary data or key elements that include benefits to children as well as main elements in the new drug. Nonetheless, this drug does not qualify for a waiver. 
In conclusion, the EMA waives a PIP if the new drug is likely to be unsafe or ineffective to part or all pediatric populations mostly children (European Medicines Agency, 2017). Moreover, it can also waive a PIP is the new drug is only intended for infections that occur only in adults. Therefore, the company is developing a drug that will benefit all the pediatric population as well as for infections that occur in the whole population. Based on this the PIP must include the main elements of the drug as well as the type of drug such as tablets, capsules or syrup (European Medicines Agency, 2017). Moreover, the PIP should provide information on the therapeutic benefits of the drug to children as well as the side effects. 
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