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Abstract 

In the 1990's, the drug development process took 12 years to bring the drug from the initial 

phase of discovery to marketing approval and also for  patient use. For some reason, the patient 

needs innovative therapies and medication, but the time taken for the drug approval is quite 

long. So, the time taken for drug development process needs to be shortened without affecting 

the quality of the drug. The research organization and industries are helpful in reducing the 

development process time. In the 2000’s the Contact Research Organization (CRO) played an 

important role in the drug development process including clinical trials and the growth of 

pharmaceutical industry among the global. The CRO industry has grown to include clinical 

examination, drug production and distribution. The CRO provide broad range of services 

throughout the world to provide health services. This article points out the study of importance 

of CRO, selection and growth of CRO and to understand the drug development process and 

clinical trial process.  

 

Keywords: CRO, drug developing process, Clinical examination , Sponsors, CRO growth, CRO 

market value.1  

 

1. Introduction  

CRO’s are service providers that are crucial to the pharmaceutical industry’s current 

evolution. A dynamic relationship between CRO’s, pharmaceutical corporations, and 

biotechnology businesses is developing due to the pressing need to find and create novel drugs 

at a faster rate than ever before [1].  

 

Global service providers, commonly referred to as CRO’s, provide services to a range of 

companies in multiple sectors. Alternative names for CRO’s are pharmaceutical development 

organizations and contract service organizations. CRO’s offer services that are either inside or 

outside of the scope of GMP, GCP and GLP.   
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Small niche service providers and large full-service CRO’s are the two sizes of CRO’s. 

Specialized knowledge can be found in the fields of biology, chemistry, clinical science, 

pharmaceutics and regulation.  Clinical services would include having access to real Phase 0 

and Phase I centers, data and site management services, clinical research associates, 

statisticians, and report-writing services. Studies carried out at Phase II/III sites typically have 

access to these latter services as well. Manufacturing of pharmaceutical products and 

formulation development are examples of services provided by the pharmaceutics discipline 

[2].   

Lastly, companies that provide regulatory advice also offer compilation and writing services 

for an IND, NDA, Premarket Approval, common technical document, drug master file, and 

annual updates. These companies specialize in regulatory services. Preclinical and clinical 

research are the two domains of the CRO's [2]. Subdivisions of the former are primarily 

categorized as drug screening/design control, compound synthesis/device manufacturing, 

toxicology/biocompatibility and efficacy/functional replacement [2].  

Services which are provided by CRO include; [3]  

• Development of drugs  

• Drug Analysis  

• Pharmacovigilance  

• Bio-statistics  

• Regulatory affairs  

• Post – Market surveillance  

• Marketing Of  Drugs  

• Toxicology survey  

 

2. Background of CRO 

CRO’s were “born” in the late 1970s and immediately came to play a big part in the 

pharmaceutical business, helping it strike a balance between streamlining operations and 

addressing the requirement to move medications through the research process as fast as 

possible. CRO’s have been around for a long time. Food and Drug Research Laboratories is 

the oldest in the country, it was founded in 1930 and shut down in 1980. A number of distinct 

toxicology laboratories began operating around 1975 and eventually closed their doors for 

various reasons. From the mid-1990s onwards, CRO’s adopted a business model centred 

around the idea of communication with sponsors as often and for as far as possible throughout 

the drug developing process to product launch process [2]. In the 2000’s the CRO’s played a 

major role in the development of the pharmaceutical industry which made the Indian 

pharmaceutical industry emerge at a global level.   

 

3. Emergence of CRO  

The Kefauver-Harris Act was introduced into the FDA legal system in 1962 as a result of 

the widespread birth defects caused by the thalidomide tragedy. This rule needs pharmaceutical 

companies to submits evidence of effectiveness of their new medicine applications, in addition 

to the previously required safety evidence. The new act highlights the importance of CRO’s by 

increasing the burden and duration of phase III testing on the industry.  
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Accordingly, the phenomenon of CRO’s in the pharmaceutical sector has been developing 

over the last 30 years and has expanded dramatically since the 1960s.Currently, there are about 

1300 companies in the global CRO market. Approximately twenty organizations in the 

worldwide market have yearly sales of more than $50 million, while some earn more than $500 

million in revenue. Because of the R&D divisions of some CRO’s are equal to or bigger than  

some of their pharmaceuticals sponsors. The estimated worth of the worldwide CRO is $8.8 

billion [4].  

 

This includes eight hundred million dollar for regulatory services, pharmacology, and 

toxicology; one billion dollars for clinical production; $1.5 billion for research (including 

biotechnology collaboration); and $5 billion for clinical activities.  

 

Based on this, it looks like CRO’s are the essential component of the drug developing 

process, as contract resources are used by the bio-technology, pharmaceutical and device 

industries to enhance their own potentially [4].   

 

CRO’s suggestions can cover a wide range of topics, such as quality control and 

manufacturing, preclinical pharmacokinetic, pharmacology, and toxicity studies, managed 

multicenter studies, or the design, conduct, and analysis of complex Phase I and Phase II PK/PD 

decision-making studies. Quality assurance can also cover database management, statistical 

analysis and reporting [4].  

 

In certain cases, CRO’s are working with the corporate sponsor to design and carry out entire 

development programs. Both pharmaceutical companies and suppliers of goods and services 

are looking for strong and long-term relationships in response to the level of contracting out.  

The relatively recent idea of strategic outsource development has made it possible for 

businesses to overcome current market limitations by opening up a new supply channel that is 

not part of the conventional pharmaceutical framework.  

 

Some companies are needs higher levels of outsourcing in order to achieve near-virtual 

research and development,   whereas others prefer to remain more internally staffed [4]. 

Whatever the higher level of outsourcing is used it clearly shows that it moves toward the 

external sourcing for the beneficial future. It is crucial to investigate the elements that caused 

the sudden growth as a result of this matter.  

 

 

4. CRO Involved In Drug Development Process   

Preclinical and clinical research, production, marketing, FDA review, and manufacturing 

make up the pharmaceutical drug development system. Clinical trials are the most expensive 

and time consuming phase of development. Clinical examination cost more than half of all 

pharma R&D costs, and they usually take six years to complete. is represented in (Fig:1)   
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Figure1. (Process of Developing Pharmaceutical Drugs) 

 

The CRO industry has grown to include clinical examination, drug production and 

distribution. There are essentially other reasons why pharmaceutical companies are using more 

outsourcing, because it includes reduced time to market, improved cost efficiency, more 

opportunities to acquire necessary information, accessibility to cutting-edge technology and 

skills, and a greater globalization of drug development. The success of drug development is 

largely dependent on the CRO today.  

The CRO’s function is important for achieving client companies’ drug development goals 

[5]. A 2010 study of over 400 biotech and pharmaceutical businesses revealed that CRO 

spending on research and development may increase by 4-8%, suggesting that the amount of 

outsourcing operations is trending increasing [5].  

An organization will typically submit an Investigational New Drug application to the 

regulatory authority of the country after the discovery of a novel molecule and preclinical 

laboratory and animal studies to demonstrate its safety and biological activity.   

Thirty days later, Phase I human clinical trials can start, barring an objection from the 

regulatory authority small groups of healthy volunteers, typically fewer than 100 volunteers, 

support these trials to evaluate dose levels and fundamental safety. In Phase II studies, the new 

medication is administered to groups of 100 to 300 volunteers, frequently with varying illnesses 

or conditions, in an effort to identify target diseases and produce preliminary data on safety, 

efficacy, and dose response curves [6].  

In phase III trials, clinical proof of safety and efficacy may be established by double-blind, 

placebo-controlled investigations involving thousands of volunteers, some with the target 

disease or condition and others healthy. A NDA to the FDA is the next step, if all goes as 

planned. Phase IV studies can still be necessary even if the drug is currently licensed for usage 

in order to evaluate how well it continues to work in real patient populations [6].  

Biostatisticians play a critical role in drug development, because of their critical role in 

interpreting clinical data, biological scientists with statistical expertise are in high demand at 

CRO’s [6].  
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5. Contract Between CRO's And Drugs Sponser  

Contracts between the sponsor and the CRO's commonly follow one of many business 

models. Traditional project-based contracts account for the majority of business contracts, but 

partnership Full-Time based arrangements have lately starts to get traction [7].  

Strategic relationships with CRO’s may help to establish confidence and encourage more 

open and regular conversation about project specifics and goals, helping teams to handle 

difficulties that arise from a variety of company cultures environment and operational strategies 

[7].  

Clinical trial supervisors and sponsors of medical research must work together to draw 

underrepresented communities. Protocol inclusion and exclusion criteria include things like 

only accepting subjects who speak English. CRO’s and sponsors must proceed with caution 

when eliminating study participants from underrepresented groups to prevent affecting the 

project’s risk benefit evaluation or manipulating safety or efficacy evaluations.  [8].  

Institutional review boards may not require translation of permission forms, but sponsors 

and CRO’s should consider doing so for participants who do not understand English. They 

should go above and above to make sure that consent forms are written with the greatest 

simplicity and clarity, in addition to adhering to the standard requirements for readability and 

colloquial language.   

Crucial strategies for CRO’s and sponsors to foster subject confidence include asking about 

the subject population during location identification, selecting clinical venues with a mixed 

pool of staff and examiner and selecting sites with a track record of recruiting a broad range of 

subjects. CRO’s and sponsors should make sure that employees are appropriately educated 

during site inspections.  

The person reviewing the consent form with participants needs to be informed about the 

research in order to ease their fears and give them a greater sense of empowerment and 

understanding regarding their involvement in the study [8].  

Workers should know that if potential volunteers are given enough time to weigh the gains 

and drawbacks of the research and consult with their network, they are more likely to agree to 

take part in a clinical trial. Encouragement should be given to participants to consider taking 

part in a trial for as long as required.  

In addition to facilitating the exchange of knowledge among websites, CRO’s and sponsors 

can provide guidance on ethical hiring procedures.   

 

6. Arising Problems Of CRO's  

Even with the greatest preparations, there is a unanticipated complications that arise over 

the period of a project’s implementation. The great way to cope with them is to train yourself  

to deal with the obstacles when they emerge. Some of the problems are: [2]  

• Natural disasters  

• By organizational personnel  

• Unclear authority and signatory responsibilities  

• Noncompliance with deadlines and missed milestones  

• Choosing the wrong or improper technology for data generation  

• Problems in quality control and quality assurance procedures  
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• Lying, making mistakes in speech, or using ineffective communication strategies  

• Contracts with silent subcontractors  

• The possibility of opposes of interest alliances  

• Overpromising and underdelivering  

 

7. Regulatory Structure Of CRO  

Pharmaceutical companies are subject to government laws in order to enhance safety 

standards and safeguard trial participants. Pharmaceutical businesses expect authorities to 

safeguard their intellectual property. Among the well-known authorities are the EMA,US FDA, 

TGA, MHRA, ANVISA, and WHO are the Global Regulatory authority.   

The Central Drugs Standard Control Organization, whose supervising body is the Drugs 

Controller General of India is the primary regulatory body in India for medications and clinical 

trials. The DCGI would authorize any clinical studies conducted in India [9].  

With the assistance of organizations like the Department of Biotechnology  and the Indian 

Council of Medical Research ,the DCGI’s duties would include evaluating clinical trial 

locations, sponsors, and drug production facilities. The technical skills on uncommon and 

serious illnesses of national significance is possessed by these institutes. The DCC and DTAB  

are two other organizations that support the DCGI in reviewing new drug applications [9].  

 

8. Pros And Cons Of CRO  

The growth of these businesses indicates an increasing number of new career prospects for 

Ph.D. holding scientists with clinical experience in disciplines such as immune science, 

pharmacology, biochemistry, and physiology. Because of this, the increasing usage of CRO’s 

enhances both the commercial prospects for businesses and the professional possibilities for 

many individuals.[6].  

The tremendous productivity of fundamental researchers at biotechnology and 

pharmaceutical businesses is driving expansion in the CRO's industry, resulting in an increasing 

number of candidate medications. The anticipated outcome of a fully developed, commercial 

product is essential to the company’s survival and the continued employment of its scientists 

focused on innovation [6].  

The sponsoring institution must give careful thought to the choice of CRO in order to prevent 

costly mistakes. While choosing a CRO, a number of considerations must be made, including 

the service, quality, location, pharmacovigilance, pharmaceutical industry experience, the 

therapeutic indication, the economic health costs, the assets, and the honesty of the customer 

service [3].   

A service agreement exists between the pharmaceutical manufacturer and CRO’s should 

clearly outline the CRO’s responsibilities, the approved time frames for processing adverse 

events, and the tasks that should be carried out in conjunction with the sponsor [3].   

 

9. Key Factors of CRO   

The key factors that attract the global regulatory authority countries like Europe, US, China 

on the basis of  [8]  

• Larger and more varied subject pools are available for clinical trials  
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• Significantly lower pricing  

• Fewer animal rights issues   

• Using professionals from the new CRO host countries and developing economies  

 

10. Growth Period of CRO's  

Over time, the population of CRO’s increased. Leading CRO’s globally managed 

approximately 150,000 clinical investigators, over 23,000 phase I through final phase of 

studies, and over 640,000 fresh participants in 2004  [10].   

Specializing CRO’s and the emergence of new specialized CRO’s service providers are the 

main drivers of this growth. According to market trends, the organization is heading toward a 

total service model in which CRO’s provide services ranging from clinical examination and 

starting phase of  research to ending phases of development.   

According to Centre Watch surveys, Numerous pharmaceutical companies have changed 

their outsourcing procedures in the last few years. Sponsors are using CRO’s for a variety of 

clinical operations rather than expanding the worldwide reach of CRO’s engagement in their 

research activities.  

 E.g., CRO’s provide a broad range of services throughout North America. The bulk service 

from initial to final phase and organizational services.   

 

11. Conclusion  

CRO’s have served both globally and locally. There is a great responsibility of the CRO to 

enhance and protect the population of the country  because they are involved in the major part 

of drug development process, from drug discovery to marketing of the drugs. CRO's play a 

major role in the market value of the pharmaceutical industry. Clinical research industry and 

other development process are extend to low development countries. In the pharmaceutical 

industry, CRO's are an unavoidable part of the pharma community.   
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