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While pharmaceutical companies do nurture in-house writing teams, preferring external independent or CRO-based writing partners is on a rise. Having an internal resource is an obvious advantage for execution of any projects, as the team is the organization’s trusted professionals, well-versed with the drug’s development, company procedures and expectations. However, more than often, it is difficult for small or perhaps even larger organizations to keep specialized writing teams engaged for full-time appointments; or if there is a team, they are either challenged by limited number of resources, juggling over multiple projects; time constraints, or lack of specific documentation expertise. Though external partners may not have as much company insights as the internal team, they surely offer a specialized approach and customized expertise to the writing needs. Independent writing partners, specialized in their function, offer advantage of being experienced with the technical and regulatory guidelines, and provide dedicated time and attention to a writing project, unlike in-house staff that are usually multi-tasking. Moreover, such partners have their expertise built-in and enriched from experiences with different clients, varied documents, regulatory needs, and problem shooting in multiple areas. Nevertheless, concerns do exist around confidentiality of their crucial data, lack of direct observation or control over such external partners, and of course, the quality of documents. Quality is the key in this scenario; defined by a complete, accurate, and timely deliverable. As important it is to offer data confidentiality and scientific-regulatory expertise of the utmost degree, so is being honest and transparent in communications with the customer. The presentation intends to discuss the attributes of external independent writing partners that will help strengthen the competency of the clients and are potential reliable documentation allies.
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