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Description
The Center for Drug Evaluation and Research (CDER, 

pronounced "see'-der") is a branch of the US Food and Drug 
Administration (FDA) that oversees most pharmaceuticals as defined 
by the FDA. Although some biological products are officially classified 
as medications, the Center for Biologics Evaluation and Research 
covers them. The centre evaluates applications for brand-name, 
generic, and over-the-counter pharmaceuticals, manages US current 
Good Manufacturing Practice (CGMP) regulations for pharmaceutical 
manufacturing, determines which medications require a 
medical prescription, monitors advertising of approved 
medications, and collects and analyses safety data for 
already-on-the-market pharmaceuticals.

CDER is subjected to a great deal of public scrutiny, thus it 
uses systems that aim for neutrality and separate judgments from 
being ascribed to specific people. The markets pay great 
attention to CDER's judgments since they can make or break a 
tiny company's stock price (e.g., Martha Stewart and Imclone). 
Around 1,300 people work in "review teams" at the institute, which 
assess and approve new drugs. In addition, the CDER employs a 
72-person "safety team" to examine if new drugs are hazardous or
have hazards that are not indicated in the product's labelling. The
FDA's annual budget for drug approval, labelling, and monitoring is
around $290 million.With a budget of around $15 million per year,
the safety team analyses the effects of over 3,000 prescription
medications on 200 million people.

The Center for Drug Evaluation and Research (CDER) examines 
New Drug Applications to verify that they are safe and effective. Its 
main goal is to make sure that all prescription and over-the-counter 
(OTC) drugs are safe and effective when taken as prescribed.For 
drug testing, the FDA requires a four-phased set of clinical trials. 
Phase I entails small-group testing of novel medications on healthy 
volunteers to identify the maximum safe dosage. Patients with the 
ailment that the treatment is intended to treat are enrolled in Phase II 
studies to ensure that the drug is safe and effective in a larger 
population of people. One to five thousand people are enrolled in 
phase III studies to see if the medicine is effective in treating 
the ailment for which it was developed. A new drug 
application is submitted after this stage. After a medicine is 
licenced, stage IV studies are done to confirm there are no negative 
side effects.

The FDA has indicated that it is attempting to modernise 
the process of drug approval due to the rapid advancement 
of biologically-derived medicines. Commissioner Scott Gottlieb stated 
in 2017 that there are more than 600 active gene and cell-
based therapy applications.

Since the adoption of the 1906 Pure Food and Drug Act, the FDA 
has been in charge of drug reviews. The Federal Food, Drug, and 
Cosmetic Act of 1938 mandated that all new pharmaceuticals be 
tested before being marketed, and that the original form of the new 
drug application be submitted. The FDA's Drug Division, 
which preceded CDER, received almost 1200 submissions in its 
first year. Manufacturers were obligated to prove to the FDA that 
the drug in question was both safe and effective under the Drug 
Amendments of 1962. The division was reformed in 1966 to 
become the Office of New Drugs, which was in charge of 
examining new medication applications and conducting clinical 
trials.

CDER and the Center for Biologics Evaluation and Research 
(CBER) were divided into their current form in 1987, under 
Commissioner Frank Young. The two factions were responsible with 
upholding separate laws and had philosophical and cultural 
differences that were substantial. CDER was more cautious about 
approving therapeutics at the time, and it had a more hostile 
relationship with the industry. The break was caused by the 
rising crisis around HIV testing and treatment, as well as an inter-
agency disagreement over whether or not to approve Genentech's 
Activase (tissue plasminogen activator) between officials from 
the former Bureau of Drugs and the former Bureau of Biologics.

CDER used to be made up of six offices: Management, 
Compliance, Drug Standards, Drug Evaluation I, Drug Evaluation II, 
Epidemiology and Biostatistics, Epidemiology and Biostatistics, 
and Research Resources. Due to the huge number of 
medications proposed for treating AIDS, the Division of Antiviral 
Products was added to Drug Evaluation II in 1989.
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