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What is Good Manufacturing practices (GMP) :

Good manufacturing practice (GMP) is a system for ensuring that products are consistently produced and controlled according to quality standards. It is designed to minimize the risks involved in any pharmaceutical production that cannot be eliminated through testing the final product. 

The main risks are:

Unexpected contamination of products, causing damage to health or even death; incorrect labels on containers, which could mean that patients receive the wrong medicine; insufficient or too much active ingredient, resulting in ineffective treatment or adverse effects.

GMP covers all aspects of production; from the starting materials, premises and equipment to the training and personal hygiene of staff. Detailed, written procedures are essential for each process that could affect the quality of the finished product. There must be systems to provide documented proof that correct procedures are consistently followed at each step in the manufacturing process - every time a product is made.

What is Current Good Manufacturing practices (cGMP) :

The letter "c" stands for "current," reminding manufacturers that they must employ technologies and systems that are up-to-date in order to comply with the regulation.

Why are CGMPs so important :

A consumer usually cannot detect (through smell, touch, or sight) that a drug product is safe or if it will work whereas CGMPs require testing, testing alone is not adequate to ensure quality.

In most instances testing is done on a small sample of a batch (for example, a drug manufacturer may test 100 tablets from a batch that contains 2 million tablets), so that most of the batch can be used for patients rather than destroyed by testing.

Therefore, it is important that drugs are manufactured under conditions and practices required by the CGMP regulations to assure that quality is built into the design and manufacturing process at every step.

Facilities that are in good condition, equipment that is properly maintained and calibrated, employees who are qualified and fully trained, and processes that are reliable and reproducible, are a few examples of how CGMP requirements help to assure the safety and efficacy of drug products.

Can Manufacturers afford to implement GMP:

Yes. Making poor quality products does not save money. In the long run, it is more expensive finding mistakes after they have been made than preventing them in the first place. GMP is designed to ensure that mistakes do not occur. Implementation of GMP is an investment in good quality medicines. This will improve the health of the individual patient and the community, as well as benefiting the pharmaceutical industry and health professionals. Making and distributing poor quality medicines leads to loss of credibility for everyone: both public and private health care and the manufacturer.

There are various Modules of GMP which are required for Pharmaceutical products which includes GMP for plant premises, Equipment's, Production, Training, personnel Hygiene, Qualification & Validation, Quality Management system, Self-Inspection, quality audits and suppliers’ audit, Personnel, Quality Control, and Complaints & Recall.
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History of Good Manufacturing practices (GMP) :

This Article gives holistic view of Birth of Good Manufacturing Practices (GMP) in Pharmaceutical Industry. Most of GMP requirements were put in place as responses to tragic incidents to prevent future tragedies.  This article exhibit how year after year the laws and regulation were enforced to manufacture the medicines. Though the birth of GMP took place long ago but now the time requires to harmonize the regulatory requirement across the globe. This topic is not an all-inclusive history but a representative one.

Introduction:

Medicines are perhaps as old as Mankind and the understanding how their quality has to be ensured has evolved gradually over the time. Unfortunate events have prompted the development of medicines regulations more than the evolution of a knowledge base. Drugs are not ordinary consumer products and in most of the instances, consumers are not in a position to make decisions about quality of the drugs, hence the production of medicines, their distribution and dispensing also requires special knowledge and expertise.

There are two main categories of poor-quality medicines: substandard and counterfeit. Substandard products arise as a result of lack of expertise, poor manufacturing practices, or insufficient infrastructure, whereas counterfeits are the ‘products’ of criminals. Counterfeits may contain no active ingredient, incorrect ingredients, or toxins.

The amount of active ingredient does not provide sufficient information to accurately determine if a medicine is counterfeit; inspection of the packaging is also required as mislabelling is a key part of the definition and counterfeits with fake packaging but the correct amount of active ingredient have been described. In many reports, it is unclear if poor-quality medicines are counterfeit or substandard, but it is important that they are correctly classified because they have different origins and different solutions. Inadequate enforcement, lenient penalties, corruption, unregistered medicines, and ignorance of poor-quality medicines among the public and health workers worsen the situation.

To ensure that quality is consistently achieved in the drug product, Good manufacturing practices have to be followed. To obtain and maintain GMP compliance, every manager and supervisor should provide frequent, meaningful GMP reminders, train and develop all employees, and fully participate in formal, on-going training programs. 

Senior management must make it clear through their actions that following GMPs is the only way their company does business. If you want people to move toward regularly following GMPs, they have to know why the regulations came about and what’s in it for all of us as consumers to see them followed. Most requirements were put in place as responses to tragic circumstances and to prevent future tragedies.

The 1937 - Elixir Sulfanilamide Disaster

In 1937, one company in Tennessee, USA began selling bottles of Elixir Sulfanilamide, a liquid version of a popular antibiotic of the day. But more than 100 people died after taking the drug, and investigators from the US Food and Drug Administration (FDA) identified the drug’s solvent, diethylene glycol, as the killer.

In response, US Congress passed the Federal Food, Drug and Cosmetic (FD&C) Act of 1938. For the first time, companies were required to prove that their products were safe before marketing them.

The 1941 – Sulfathiazole Disaster

In 1941, Nearly 300 people were killed or injured by Winthrop’s sulfathiazole tablets, a sulfa drug tainted with the sedative, phenobarbital. Each sulfathiazole tablet was contaminated with about 350 mg of phenobarbital. Investigation by US Food and Drug Administration and the findings resulted into actions. The incident was influential in the introduction of Good Manufacturing Practices for drugs.

The 1955 Cutter Incident: First Polio Vaccine Led to a Growing Vaccine Crisis

In April 1955 more than 200 000 children in five Western and mid-Western USA states received a polio vaccine in which the process of inactivating the live virus proved to be defective. Within days there were reports of paralysis and within a month the first mass vaccination programme against polio had to be abandoned. Subsequent investigations revealed that the vaccine, manufactured by the California-based family firm of Cutter Laboratories, had caused 40 000 cases of polio, leaving 200 children with varying degrees of paralysis and killing 10.

The 1962 - The thalidomide disaster

The thalidomide disaster is one of the darkest episodes in pharmaceutical research history. The drug was marketed as a mild sleeping pill safe even for pregnant women. When regulatory agencies gave permission to sell the drug for that indication; they had no knowledge of its serious side effects. It turned out to be teratogenic and it caused serious deformities in developing foetuses. Children whose mothers took thalidomide in the first trimester were born with severely deformed arms and legs. An estimated 10,000 case of infant deformities with malformed limbs in
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