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Medical writing between dossier submission and drug approval (DDA2b)
FDA review process
After a New Drug Application (NDA) is submitted to the FDA, nowadays in the common technical document (CTD) format, it undergoes a technical screening generally referred to as a completeness review. This evaluation ensures that sufficient data and information have been submitted in each area to justify "filing" the application, i.e., justifying the start of the Center for Drug Evaluation and Research (CDER) formal review of the NDA. 
Much of the primary review process involves reviewer attempts to confirm and validate the sponsor's conclusion that a drug is safe and effective for its proposed use. The review is likely to involve a reanalysis or an extension of the analyses performed by the sponsor and presented in the NDA, and can involve several different review teams (medical, statistical, biopharmaceutical, microbiology, pharmacology, chemistry). During the course of reviewing an application, CDER usually communicates with sponsors about scientific, medical, and procedural issues that arise during the review process, including requests for further information and analyses. 
At the conclusion of CDER's review of an application, there are three possible action letters that can be sent to the sponsor:
Not Approvable Letter – lists the deficiencies in the application and explains why the application cannot be approved.
Approvable Letter – signals that, ultimately, the drug can be approved. Lists minor or major deficiencies that can be corrected, and possibly requests commitments to do other studies.
Approval Letter – states that the drug is approved. May follow an approvable letter, but can also be issued directly.
Prior to issuing the action letter, the CDER may recommend that the NDA submission be reviewed by an Advisory Committee.
Advisory Committees
Advisory Committees provide independent expert advice and recommendations to the FDA on scientific and technical matters related to the development and evaluation of products regulated by the Agency. Although the committees provide recommendations to the Agency, final decisions on approval are made by the FDA. Advisory Committees are organized according to general subject (e.g., blood products, cardiovascular and renal drugs, anti-infectives) and generally consist of individuals possessing recognized expertise and judgment in a specific field. 
Advisory Committees consist of core members (appointed for their scientific or technical expertise and who serve for the duration of the committee) and other individuals who may be called on an ad hoc basis (e.g., representatives of consumer/patient interests, representatives of the drug manufacturing industry, specialists with expertise in the particular disease or condition for which the drug under consideration is proposed to be indicated).
Members of the committee can be voting or non-voting depending upon their qualifications and any potential conflict of interest. Core members will usually be allowed to vote whilst ad hoc members can vote if they have the requisite scientific or technical expertise. Because of inherent conflict of interest concerns, representatives of the drug manufacturing industry are not allowed to vote. 
DDA2b 02-FDA review process and AC_2021Mar08.docx
