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Clinical Research Question/Answer
Student’s Name
Institutional Affiliations


Clinical Research Questions/Answers
Instructions:
Write a response for each set of questions. Your response should be at least 250 words in total for each set of questions. In total, there should be 7 responses.  Each response should be substantive and show a comprehension of the questions. Please place the response for each set of questions directly under the questions that they are answering.
· Set One:
1. What is an Institutional Review Board (IRB)? What is their composition?
1. What are the criteria for IRB Review of Research?
1. [bookmark: _Hlk18020003]Set 1 Response
The institutional review board is an administrative body that is charged with the task of protecting the welfare and rights of research participants that are recruited in different institutions. The body ensures that the ethics required in research are applied fully by constantly reviewing the methods that are used for research. The board has the authority to approve, disapprove and monitor all the research activities that fall under its jurisdiction as specified in the institution policy. The institution review board is required by law to have at least five members that have different backgrounds. This is in order to ensure that they conduct a complete review of the human research and consider diverse legal and scientific implications. The board is also required to have one member that is not related in any way to the institution and another member who is not a scientist.
The IRB applies the criteria of ensuring that all the research subjects selected are equitable. This is to ensure that there is no biasness in the findings that will come from the research. Also, the board ensures that the participants have given their informed consent as required by law. In reviewing of research, they require that the risks that will be subjected to the participants are reasonable and there are adequate measures to protect the privacy of the participants. The criteria also ensure the research plan formulated provides for adequate monitoring of the data collected in order to ensure the safety of the participants. Moreover, the IRB review of research follows the criteria of checking the procedures used to ensure they are consistent with the relevant scientific design needed for particular research. This helps to make sure that the subjects are not easily exposed to risks.
· Set Two:
1. Describe the Orphan Drug Act.
1. Describe the role of the Principal Investigator in research.
1. Set 2 Response
The Orphan Drug Act is a piece of legislation that was created in the United States to facilitate the development of drugs specifically for orphans. The drugs were mainly for diseases such as muscular dystrophy, myoclonus and Tourette syndrome. This law was set up in order to encourage the creation and development of drugs that will be used for the treatment of the rare diseases. The act has been rather successful as it has seen an increase in the number of drugs that produced towards the fulfillment of the purpose of the Act. The members of the public have been well informed on the need to have these drugs and this has led to an increase in the production by drug companies. The Act has also been reworked in recent years in order to make it more effective.
The principal investigator is the individual that is responsible for the preparation and administration of research project, training, contract and other activities that are related to research work. The principal investigator does all these tasks in compliance with the required laws and regulations of research. The principal investigator assumes full responsibility of the research process which includes the oversight and training of the research assistants, protection of the participants’ confidentiality, privacy and the administration of the informed consent. The investigator uses several investigative methods in order to come up with the research findings. In other places, the principal investigator is referred to as the lead researcher for a grant project that has been proposed and is ready to be executed. This is mostly the case in a laboratory or a clinical trial.
· Set Three
1. Define Conflict of Interest and how can it be prevented?
1. What are the potential Conflicts of Interest (COI) common to research projects?
1. Set 3 Response
[bookmark: _Hlk18020057]Conflict of interest can be defined as a situation in which an individual or an organization is not able to offer a fair treatment or service due to the potential interest that is present in the matter. For an organization, it can be considered as a set of circumstances that makes it impossible for the organization to provide impartial services to its clients so as to protect its interests in the prevailing issue or circumstance. Conflict of interest makes it difficult for an individual to make a just decision for the benefit of another party. It creates a risk in the sense that the required professional judgment in relation to a particular primary interest is unduly influenced by a secondary interest. Professionals such as judges are the most affected by conflict of interest and they are required by law to excuse themselves from making crucial decisions if they feel that they may have a particular interest in the matter before them. Doctors and researchers are also faced with the risk of conflict of interest in their work. This can be prevented by involving a non-partisan person to make the decision which can ensure that the decisions reached are not influenced by protection of interest as a result of conflicting interests in a situation.
The most common conflict of interest in research projects includes financial considerations of the research. This occurs in the sense that the person charged with managing the research project may be compromised in his professional judgment at the time of reporting or conducting the research. The researcher may be influenced by his own agenda in determining the amount of money required for the project. Another form of conflict is the influencing of the selection and recruitment of the participants of research. The one in charge may be influenced to hire only a certain group of people so as to protect his interests and compromise the quality of research. The situations where a researcher finds himself in a crossroad between exposing the reality through the findings of a research study and protecting the name of his or her participants or subjects is also an example of a conflict of interest in research.
· Set Four
1. Describe clinical trials registries and results databases.
1. Why are African Americans and the Elderly underrepresented in clinical trials?
1. Set 4 Response
Clinical trials registries can be described as the process of documentation or putting down of the clinical trials before they can be performed. The results database is simply the collection of all the results that have been produced from the clinical trials conducted. The registries are supposed to contain all the trials that have been proposed by the medical officers and the methods that will be used in conducting the trials. The clinical trial registry is supposed to be open to the public in order for them to view the kind of trials to be done before formal publication is done. The registries and databases need to be located on a single website where the users can easily acquire the information that they would like to see. The registry is supposed to provide patients and health care providers with reliable information regarding the clinical trials that have been recommended for the patients.
The main reason as to why the African Americans and the elderly are underrepresented in clinical trials is the manner in which past experiments and practices have been conducted on them. An analysis of past trials indicates that the kind of practices that were done on them were brutal, inhumane and unethical. This led to them developing fear of the trials and thus most of them do not bother to participate. Furthermore, the lack of awareness of the happening of the trials, mistrust, and economic hardship has contributed largely to the underrepresentation in trials. On the other hand, the underrepresentation for the elderly is due to the fact that most elderly are neglected and also not informed of these trials and thus the number of them participating in the trials is low.
·  Set Five 
1. Describe the Confidential Disclosure Agreement. How legally binding is it?
1. Describe the Cooperative Research and Development Agreement. How legally binding is it?
1. Set 5 Response
The confidential disclosure agreement is a form of agreement in which an individual may decide to give confidential information to another person with the surety that the information will not be disclosed to anyone else. The agreement is usually set for a specific period of time in which the second party is under oath not to disclose any of the information that he has been granted to a third party. The agreement is a legally binding contract between the two individuals and any breach of the same agreement can lead to a lawful suit. The agreement can be used in business activities in which an individual can give or pass information relating to the products and other aspect of the business in secrecy. The information is only to be consumed by that individual for the agreed time. In clinical setting, the patients can share confidential information with the care giver who might be a nurse or a physician and such an agreement is legally binding in the sense that such information is supposed to be kept within the two parties agreeing and its violation can lead to prosecution
[bookmark: _GoBack]The cooperative research and development agreement is one that is signed between a government agency and a private company in relation to conducting of research. The two institutions agree to carry out and enhance the development of research in a specific field in accordance with the laid down rules and procedures. The agreement contains the working terms and conditions in order to prevent any party from failing to recognize the work of the other. The kind of research work done and all the relevant tools needed are provided in the agreement. The agreement is legally binding in the sense that any party that may feel shortchanged may decide to go to court to seek redress. The courts are bound to look at the agreement in determining any dispute that may arise. It is overseen by a legal officer such as a or lawyer.
· Set Six
1. Explain the requirements of data capture, storage, security and retrieval
1. How would you develop Product Development Partnerships?
1. Set 6 Response
The system of data capture, storage and retrieval is important for any organization due to the fact that it helps them in referring to the information stored. The organization is not able to lose the information once it has been consumed but is rather stored for future reference. The requirements of the data capture and storage is that the information should be easy to store and retrieve when needed. In order to ensure that this system is efficient in the delivery of information, it is required to have a storage rack, input system, retrieval equipment and the computer management system. These components allow the data capture, storage and retrieval to be enhanced and thus the information needed is easily found. An important requirement of the data capture, storage and retrieval is categorization and labelling of data to help in identification and retrieval.
Product development partnerships are organizations that bring about various stakeholders to research and develop support to new health technologies. The organizations are nonprofit in nature and usually combine stakeholders from both the public and the private health sector. This is done in order to target diseases that affect mostly the developing countries. In developing this partnership, I will ensure that I engage the relevant stakeholders in the private and public sector that have an interest in health matters. The engagement will center on the need to come up with an organization that will try to support the health institutions that offer health services in developing countries. This partnership will ensure that we channel our efforts in supporting the emerging technologies that are critical in tackling various diseases. The stakeholders involved will be those with no business motive at all. This will ensure that the partnership is not taken over by people whose agenda is to make money at the expense of the health care needs of people.
· Set Seven 
1. What are the approaches to student and resident training in clinical research?
1. Explain the factors that contribute to health disparities.
1. Set 7 Response
Student and resident training in clinical research need to take a proper and formal approach in the way it is conducted. The students need to be exposed to the various clinical requirements in order for them to understand the kind of procedures that they will undertake in their professional career in future. This helps them to internalize principles and processes rotating about clinical work. Another approach is where students and residents are informed of the important factors to be taken into consideration and the clinical terms that are supposed to be used in the research. This makes them to be well informed and mentally prepared before the actual clinical research can be done. They need to be exposed to the principles of clinical research in order for them to have a complete understanding of the clinical matters.
Health disparities are caused by a number of factors such as the socio-economic factors. The level in which people are in terms of their economic lives affect the kind of health care that they receive and this causes disparity amongst the people. Environment is another factor that causes health disparity in the sense that the conditions that one may be living in may result in him or her being affected by certain diseases. These diseases may be different from those that affect other people in a different environment and this causes a health disparity between the two locations. Race or ethnicity also contributes to health disparity. Certain races or ethnic tribes are able to be afforded better health care as opposed to other races and this leads to a disparity in the country in terms of health. There are those people that lack access to health care facilities and this brings a disparity in relation to those that are able to access the facilities. However, the varying state and government health polies are the most significant causes of health disparities in the American society. Financial endowment also creates disparities in health in the sense that the rich can access health care at will while the poor have to struggle or sometimes are completely unable to access health care because of not being able to afford the charges.
