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INSTRUCTIONS
· This is a take-home, open book, short answer assignment.
· This document and the corresponding TurnItIn dropbox are posted 7 days before the due date.
· Students must type their answers into this document and upload this document to the TurnItIn portal for this assignment on EClass.
· Students must answer all questions.
· Each answer must be no more than 250 words in length. Students must indicate the word count for each answer. Content that surpasses 250 words will not be considered.
· In-text citations and references will not be counted toward word limit.
· Quotations are not permitted – quotes will not be read or graded.
· All answers must be in academic, paragraph style writing. Informal writing is not permitted.
· Personal opinion or reflection is not permitted and will not be read or graded.
· Each of three questions will be graded out of 5 for a total of 15 marks.
· Students must demonstrate clear engagement with course content and must provide specific examples from readings, lectures, and videos/documentaries.
· Students must not repeat any content between questions. Any repeated content will not be considered.
----end of instructions----


ASSIGNMENT QUESTIONS
COMPLETE ALL THREE QUESTIONS
Don’t forget to clearly apply course examples to support your answers!
Question 1: Why is the conducting of clinical trials in the global south significant to our study of ethics?
Mark:       /5
Word count:    /250
Student’s answer:  
clinical trials are an important stepping stone for developing effective and safe therapeutic agents. The majority of clinical research occurs in low-income developing nations sponsored by public institutions and private companies in developing countries. Conducting clinical trials in most of these developing countries is significant to our study of ethics since the trials have raised various concerns over the underlying ethics of such clinical trials. For example, there is much controversy surrounding the trials, for example, exploitation of the genie pigs enrolled in the study. First, since such trials aim at assessing the efficacy of a particular therapeutic, there are safety risks from adverse effects linked with an experimental drug. Second, the industries fail to communicate the risks involved to the enrolled individuals. Third, the implication and outcomes of a clinical trial provide crucial concern as the completion of a trial does not guarantee the introduction of a more effective drug in the market. Fourth, most companies perform clinical trials in resource-poor nations not to address immediate and local health problems. Thus, the firms are unethical since they utilize the limited healthcare resources of developing countries to pursue research that does not benefit the health of the host nation. Finally, there is also a significant concern about how specific clinical trials are used in low-income countries. For example, although the use of placebos in clinical trials can be productive in determining a new treatment, it is unethical for companies to offer a placebo in places that have been proven to have effective treatment (YouTube). 
(250 words)


Question 2: How does the commercialization of institutional review boards (IRBs) affect the reviews and approvals of clinical research protocols?
Mark:       /5
Word count:    /250
Student’s answer: 
institutional review boards have undergone a massive revolution in recent years. The majority of drug companies encourage academic and other researchers to use commercial boards considered by the majority as more efficient than the nonprofit ones. Commercial IRBs currently oversee more than 60 percent of the United States clinical trials for medical and drug services. The major problem with the commercial IRBs is assessing the merits of different reviews boards in that their overall performance is challenging to measure. Secondly, such IRbs rules are complicated to study. The majority of their processes are opaque since they do not publicize what they do. In addition, there is no public record of their deliberations or decisions. In most cases, commercial IRBs do not allow themselves to be observed or invite scrutiny. Another challenge is the lack of sufficient staff to monitor thousands of commercial IRBs. It is also difficult to monitor the hundreds of thousands of clinical trials conducted internally and abroad. one of the fundamental ethical challenges with commercial IRBS and human subject research oversight is not detected by the FDA. The primary mission for most commercial IRBs is the protection of the research subjects. The use of central IRB is effective since it ensures consistency of IRB reviews and reduces the timeline for the release and approval of data (YouTube).
(219 words)


Question 3: What is the significance of the application of ethics to the practice of medical ghostwriting?
Mark:       /5
Word count:    /250
Student’s answer: 
science is a crucial link in the educational system since it represents a source of knowledge of humankind. Researchers and physicians have to safeguard and promote patients' rights, well-being, and health fulfillment of the test subjects. The physician’s conscience and knowledge are dedicated to fulfilling such duties. Medical progress is borrowing a lot from research that includes studies involving human subjects’ fundamental purpose of medical research involving human subjects is to elaborate the causes and effects and development of an illness and improve preventive, therapeutic, and diagnostic interventions. Besides, even the best intervention must be evaluated through research for its quality, accessibility, efficiency, and effectiveness. Therefore, ghostwriting and medical research are subject to ethical standards that ensure and promote respect for all the test subjects and protect their rights and health. Although the primary goal of ghostwriting and medical research is to collect new knowledge, this aim can never take any precedence over the interest and rights of the personal research subjects. It is the duty of the ghostwriters who participate in medical research to protect the confidentiality, privacy, dignity, health, life, right to self-determination, and integrity of the private information of research subjects. Ghostwriters must consider the norms, regulatory, legal, and ethical standards for research involving human beings. Through adhering to the set rules and regulations, ghostwriting ensures the development of careers constructed based on integrity and honesty (YouTube).
(229 words)
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