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Modern biomedical technology is in an era of dramatic development, which brings unprecedented challenges to the work of ethics review and provides a turning point for the construction of ethics review system. The current ethics review committee (ERC) in China is executed with low efficiency and quality, which can hardly meet the current needs of biomedical research involving human beings. This paper summarizes the main connotations and roles of the sign system technique and the discipline mechanism through the idea of Foucault’s Panopticism, and proposes to incorporate the Panopticism into the construction of the ethics review system and establish the sign system and discipline mechanism of ethics review, in order to build an ethics review system and the operation system of the ethics review committee suitable for China’s national conditions.
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1. Introduction

The “2018 He Jiankui human genome editing case” exposed loopholes in China’s ethics review system, highlighting the need for improvement. As biomedical research involving human subjects becomes more prevalent, the ethical review process has become cumbersome and complex. To regulate life science and medical research involving human subjects and enhance the quality and efficiency of ethical review, the National Health Commission of the People’s Republic of China issued the Measures for Ethical Review of Life Sciences and Medical Research Involving Human Beings (referred to as the Review Measures) on February 18, 2023. However, the previous rules issued in 2016 are still in effect alongside the new rules, causing confusion in ethical review work (1). Furthermore, although the Review Measures explicitly state that medical institutions at or above the secondary level, health institutions at or above the district level (including disease prevention and control centers, maternal and child health care institutions, blood collection institutions, etc.), higher education institutions, research institutes, and other institutions engaged in life science and medical research involving human subjects are required to establish Institutional Ethics Review Committees (IERC), and it outlines six basic requirements including risk control, informed consent, fairness and impartiality, free of charge and compensation, protection of privacy and personal information, and special protection (2). These six basic requirements are expanded from common truths, the four principles of autonomy, beneficence, non-maleficence and justice. This is consistent with the system used by the National Institutes of Health (NIH) in the United States or Health Research Authority (HRA) in the United Kingdom. However, it suffers from the lack of specific implementable and detailed review specification paths, and ethical review of research involving human life sciences still faces many problems.

According to a study, the IERC of a provincial hospital in China received 184 reports of protocol violations submitted by clinical trials in 1 year. Among them, 29 cases (approximately 16%) were classified as major protocol violations, including inclusion of subjects who did not meet the criteria, incorrect treatment or administration of incorrect doses, and use of combination drugs explicitly prohibited by the protocol (3). Another study on ethical review of clinical trials for anti-tumor drugs revealed that a city-level hospital in China reported a total of 2,768 protocol violations over the past 2 years (4). In contrast, Western countries have significantly lower numbers of protocol violations (5). Enhancing the quality and efficiency of ethical review in life sciences and medical research projects, ensuring transparency in the review process, and effectively preventing ethical violations in experimental plans have become urgent issues in the establishment of ethical review systems. Drawing on Michel Foucault’s concept of panopticonism, this paper incorporates the ideas of “Sign Systems” and “Discipline” into the construction of an ethical review system. It refines the ethical review mechanism using the design concept of the “Panopticon,” aiming to provide a reference for improving medical ethical review regulations in China.



2. Current status of China’s ethical review system

Currently, China’s ethical review system consists of “four levels of management”: the National Ethics Review Committee (NERC), the National Traditional Chinese Medicine Ethics Review Committee (NTCMERC), the Provincial Ethics Review Committee (PERC), the Regional Ethics Review Committee (RERC), and the Institutional Ethics Review Committee (IERC) (2). The “four levels of management” is a top-down approach to ethical regulation.

NERC and NTCMERC conduct research on major ethical issues in biomedical research involving human subjects, provide policy advice, and guide PERC’s ethical review work. NERC oversees and manages ethical review nationwide, while NTCMERC focuses on traditional Chinese medicine research. PERC assists in promoting the institutionalization and standardization of ethical review in provincial regions. It guides, inspects, and evaluates the work of RERCs involved in biomedical research, and provides related training and consultation. RERC is responsible for overseeing ethical review within their administrative regions and reviewing clinical trial protocols for institutions or registration applicants without internal review capabilities. IERC is responsible for conducting ethical review within their respective organizations.

However, NERC, NTCMERC, and PERC have not assumed ethical review responsibilities; they have only established departments. IERC is the main department for ethical review, and RERC may handle a limited number of research projects. Despite IERC being the primary force behind ethical review, the top-down regulatory mechanism has not been fully effective, indicating a lack of supervision and management within China’s ERCs.

For example, in an analysis of severe adverse events (SAEs) that resulted in death in subjects in a clinical trial, it was noted that the investigator changed the cause of death record for one subject from “death of unknown cause” to “death due to disease progression” without submitting a record of disease progression (6). This case reflects three serious problems: first, the investigator did not pay attention to the ethical review and arbitrarily changed the submitted materials without submitting them as evidence; second, the members of the IERC were not rigorous in their review and did not find any problems with the submitted materials, and there was a lack of tracking and guidance for the investigator; and third, there is no supervision and management from the higher-level ERC, which resulted in a lack of compliance in the review process of the IERC.

Additionally, the Review Measures stipulate that ethics committee members should include experts in the fields of biomedicine, ethics, law, and sociology, with a minimum of seven members (2). However, the lack of further details results in different professional ratios among committee members, leading to variations in the quality of implementation among ERCs. China’s ethical review system is primarily based on Western countries’ relevant systems, but due to cultural differences, it is experiencing challenges in adaptation (7). Studies on IERC by Western scholars have reported operational inefficiencies, delays in approvals affecting research project initiation, difficulties in investigator-committee member interactions, inconsistent enforcement of the same rules, and inadequate guidance for investigators (8–10).

Although the Review Measures outline the six basic requirements for biomedical research involving human subjects and specify the materials needed for ethics review, there is a lack of uniformity and clear rules across departments and regions. This means that ethical review standards and regulations are not harmonized between different levels of management, and there is a lack of mutual recognition mechanisms. Different interpretations of the Review Measures by different ERCs have resulted in divergent review practices (11). Such inconsistencies hinder top-down supervision and reduce the quality and efficiency of ethical review. During the review process, these inconsistencies manifest as incomplete documentation, inconsistent and untimely submissions, non-compliant stamps/signatures, and issues with researcher qualifications and team composition (12). For example, a scholar investigated the quality of informed consent forms in clinical research at his hospital and found that more than half (54.1%) of the 678 informed consent forms did not comply with the right regulations, including missing information about the risks of the research and the content of indemnification, as well as the use of inappropriate language (13). The main reason for this is that the IERC has not standardized the content and requirements of the informed consent form, which has resulted in a large number of poorly submitted and missing informed consent forms, further jeopardizing the subject’s right to informed consent.

In conclusion, the current flaw in the ethics review system lies in the inadequate system of ERCs (14), lack of accountability, absence of mutual monitoring mechanisms, inadequate tracking of review provisions (15), limited review transparency, and a lack of disciplinary measures within the top-down ethics regulatory system.



3. The connotation of panopticonism

Panopticism, originally proposed by French philosopher Michel Foucault in his book “Discipline and Punish: The Birth of the Prison,” is a sociological theory based on the architectural concept of the “Panopticon” introduced by Jeremy Bentham in the late 18th century. The so-called “Panopticon” means that there is a watchtower in the center of the open space surrounded by the outer wall of the prison building, and the watchtower has a circle of large windows facing the circular building. The circular building is divided into small cells, which can not be seen between the residents. But each cell has two windows, opposite to each other, facing the watchtower on the one hand and facing the outside on the other, so that the light in the cell is sufficient, Residents are easily identified and observed by the watchers inside the watchtower (16). Due to the bright light emitted by the watchtower, residents are unable to determine whether and when they are being monitored, resulting in an invisible discipline in the prison. Each prisoner exhibits self-discipline, fearing that someone will monitor their every move.

Foucault coins the term “Panopticism” to describe this architectural design, which serves as both a supervisory mechanism and a standard of common truth. As a supervisory mechanism, it operates through constant and cautious surveillance, meticulously recording even the slightest changes. As a standard of common truth, it categorizes and examines the surface of the body using binary logic (17). Panopticism, as the underlying principle of “political anatomy,” disciplines various relationships. The “sign” mentioned by Foucault is a technique and a means—a sign representing an “obstacle” and a “sign system” that codifies all behavior to dominate the entire field of activity. The art of discipline, according to Foucault, focuses on preventing future mistakes rather than dwelling on past sins. It utilizes a sign system to eliminate the desire to make mistakes, discouraging any potential wrongdoers (16). This constructed “Panopticon,” built through discipline and the sign system, internalizes the idea of constant surveillance and the gaze of observers, shifting from “heteronomy” to “self-discipline.” Panoptic openness, as a disciplinary mechanism of supervision and surveillance, emphasizes the constant threat of being monitored rather than actual supervision.

In the health care field, the establishment and implementation of ethical review systems aim to protect the rights and well-being of patients participating in research and clinical interventions (18), ensuring ethical standards are upheld in medical research and practice. Ethical review processes subject researchers and clinical doctors to scrutiny and observation, aligning with the ideological connotation of panopticism. However, the purpose of this monitoring and supervision is not about control and dominance but rather about ensuring adherence to ethical rules and patient welfare. The review process involves multidisciplinary teams working together to maintain transparency, accountability, and compliance with established ethical guidelines.


3.1. Sign systems

In his works, Foucault did not explicitly develop the concept and specific theory of “sign systems” or “sign technologies.” However, in a lecture on “Technologies of the Self” at the University of Vermont in October 1982, he mentioned “Technologies of Sign Systems” as a tool for discipline (19). In the health care system, “signs” primarily manifest in the rules and regulations of medical institutions. These explicit guidelines warn medical staff about prohibited actions or necessary measures, conveying meaning through the system. The sign system encompasses society as a whole, coding all forbidden behaviors and forming a “sign system” that serves as a spiritual cautionary line. As Foucault once stated, “There is nothing that weakens the legal system more than the fluke mentality of hoping to be lenient” (16). The sign system allows people to establish a shared truth regarding “prohibition,” a universally accepted norm that prohibits violations and must be observed. It represents an absolute authority materialized through micro-rights, creating boundaries to prevent transgressions.

The sign system operates as a consensual norm and implies continuous coercion. By tightly dividing time, space, and activity codes, the sign system not only supervises outcomes but also regulates the process of activities (16). It embodies the automation of rights (20), indicating what individuals should or should not do and the punishments that result from deviating from established routines. The significance of sign systems lies in their capacity to influence behavior and actions. Utilizing a sign system involves coding all possible scenarios, gradually transforming chaos into order, disciplining actions, institutionalizing procedures, and ultimately enhancing the efficiency and quality of practice.



3.2. Discipline

The disciplinary pyramid is a power structure that enables task separation, coordination, and supervision, resulting in improved efficiency. The analysis and division of time, gestures, and bodily forces constitute modes of operation (21). Discipline not only involves physical manipulation but also serves as a spiritual warning. It encompasses four techniques: the art of distributions, the control of activity, the organization of geneses, and the composition of forces.

Distribution should start from space, and the most basic operation of disciplinary rights is the analysis of space, which is usually represented as a single cell, i.e., a “tableax vivantsl” (16, 22). This classification of people and space prevents confusion, decomposes complexity, and enhances recognition and monitoring efficiency. It provides a clear measure of responsibility for individuals.

The control of activities in discipline focuses on the development rather than the outcome of activities (23). Schedules imply compulsion, i.e., the permission or prohibition of certain activities within a time unit, specifying specific matters and actions within the time unit, and the more detailed the separation of time units the easier it is to monitor, which is a tool to improve efficiency and quality. Schedules serve as symbolic signs, embodying action standardization and system concretization. For instance, this control of activity can be expressed as the nurse’s execution of medical orders within a specified time frame.

The organization of geneses refers to the integration of dispersed individual time into linear time through the serialization of continuous activities (16). It involves stringing together fragmented time through subtle decomposition and simplification. Educational activities often employ this technique, fostering ethical awareness and work systems among researchers.

The composition of forces does not pertain to physical strength but rather the precise ordering and distribution mechanisms for arranging things and individuals in personalized classifications. It aims to achieve the most efficient combinations. Rationalizing committee membership can improve the efficiency and quality of ethical review in ERCs.

Discipline also encompasses three means: hierarchical surveillance, normative ruling, and inspection.

Hierarchical surveillance relies on a structured observation system to maintain control. Higher authorities exercise supervisory authority, reinforcing discipline and preventing regulatory confusion. This hierarchical surveillance, forming a pyramid-shaped system, establishes power relations between supervisors and supervisees (16).

Normative ruling involves standardized and quantitative operations of discipline, emphasizing the distribution between positive and negative poles. Examples include the delineation of restricted areas in criminal law practice. This quantitative discipline ensures punishment aligns with the quality and quantity of violations (24). Developing a system of rewards and punishments with clear grading gaps and differentiation between “good and bad” is crucial for standardizing rulings.

Inspection combines hierarchical surveillance, normative ruling, and power rituals, force deployment, and truth establishment (16). As a disciplinary mechanism, panopticism relies on detailed inspection and supervision. Inspection involves continuous observation and supervision, creating a sense of being monitored and fostering self-discipline. It leads to internalized “gaze” (25), characterized by self-supervision and self-discipline. Inspection not only manifests as spatial surveillance, but also places people in a written network (16). Recording, registering, and classifying play decisive roles in the analysis of inspection results, providing feedback for the improvement of sign systems, truth principles, and power combinations within the discipline system.




4. The “panopticon” of ethical review

The ethical review “panopticon” is constructed through the interplay of the sign system and discipline mechanisms. The sign system encompasses detailed rules, while discipline entails the internal gaze and effective implementation of these rules. The sign system expands and enhances the top-down “ethical review pyramid,” building upon the macroscopic provisions outlined in the Review Measures. The discipline mechanism relies on the sign system technology and the framework of “four technologies” and “three means” of discipline to establish the “Panopticon” of ethical review.

We need to further clarify the scope of application of the panopticon system of ethical review. We need to categorize trial researches into three levels according to the risk of the researches, i.e., minimal risk, low-risk and high-risk researches. Minimal risk studies can be exempted from ethical review in order to alleviate the unnecessary burden on researchers and facilitate the conduct of life science and medical research involving human beings. Simplified ethical review can be applied to low-risk researches while high-risk researches are subject to the panopticon system of ethical review proposed by us. The above categorization refers to the specifics in Table 1 (2, 26). However, if, during the process of summary ethical review for low-risk researches, there are situations such as changes in the risk–benefit ratio of the research, disagreement among ERC members, or ERC members’ suggestion of necessitating a meeting review, the review should be adjusted to a formal one. In addition, although, our proposed panopticon system of ethical review is more applicable to the ethical review of high-risk researches, we believe that the training and education part of it is applicable to all researchers, and not only researchers involved in high-risk researches need to be trained and educated. This is a better way to maintain ethical awareness among researchers.



TABLE 1 Risk classification and scope of application of ethical review.
[image: Table1]


4.1. The sign system of ethical review

The sign system plays a vital role in the “ethical review panopticon” as embodied signs that provide explicit instructions in daily life, including objects, gestures, and texts. Figure 1 presents a detailed composition of the ethical review sign system. Foucault emphasizes that signs must represent exhaustive common truths (16), which presuppose unity. While the Review Measures comprehensively list the research materials required for initial ethical review by researchers in the field of human life science and medical research, the submitted materials lack uniformity. Therefore, unifying the research materials submitted to the ERC is crucial to establish a sign system. By standardizing the document format, ethical review can approach a unified “national mutual recognition” model, allowing for nationwide recognition of audit results and optimizing the monitoring capabilities of the ethical review “panopticon.”

[image: Figure 1]

FIGURE 1
 Sign system of ethical review.


Second, sign as a means of heteronomy must rely on external tools to accomplish compliance with the rules. The self-checklist is a means by which an individual relies on an instrument to achieve heteronomy and exerts a mandatory normative role. Therefore, by establishing a checklist form for documents for submission for review, a self-review form for trial protocols, and a self-review form for informed consent for trials, we can achieve the purpose of standardizing the form of ethical review documents and improving the quality and efficiency of the documents submitted for review.

In addition, ethical review involves the probability of risks to the subjects, and in order to effectively monitor that informed consent signing is not a mere formality and to safeguard the subjects’ right to informed consent (27, 28), a subject perception questionnaire should also be developed and designed to cover four aspects (29): (1) whether the researcher includes the risks of the study in detail in the informed consent; (2) whether the details of the study are included in the informed consent; (3) whether the informed consent is written in such a way that the content can be fully understood; and (4) whether understanding the informed consent prepares one for the expectations to be met in the study.

To establish a sign system, the most important thing is the punishment sign, which Foucault argues enables the violation and punishment to be closely linked (16). However, due to the fact that ethical norms are often more extensive than laws, a series of ethical controversies and disagreements may arise in ethical review. Some experimental research often involves a great deal of collaboration and coordination among researchers from different disciplines and institutions, meaning that members are in a state of “moral strangers,” leading to differences in research behavior that may lead to the emergence of legitimate but unethical practices.

Furthermore, the establishment of a disciplinary mechanism is essential to address ethical misconduct and violations in the current ethical review system. While ethical review focuses on prevention and education (30), there seems to be a lack of consequences or a “cost of violation” for breaking ethical review rules. This not only weakens the deterrent effect but also allows for potential imitators who may also violate the rules. Therefore, disciplinary mechanisms must be put in place to deter unethical behavior and ensure compliance.

To establish a disciplinary mechanism, the most important thing is to follow the principle of common truth. As Foucault believes, disciplinary practice should follow the standard of common truth, or a set of obvious, justifiable and accepted norms, in addition to the principle that discipline must be based on the approximate equality of the interest levels of the normative means of adjudication (14), raising the “cost of violation.” In other words, it is necessary to quantify the violations, divide them into levels, assign points accordingly, and then determine the level of punishment according to the different violations. Establishing an ethical review credit punishment system can draw inspiration from the cumulative scoring system (total score twelve point system) of China’s motor vehicle driver’s license model. Each researcher would be allocated a certain number of points annually, and violations of ethical review rules would result in point deductions and corresponding penalties. Additionally, researchers would receive ethics education and training, and may face fines, compensation, mandatory training, or other appropriate measures. In cases of serious ethical violations, researchers should be barred from participating in any research for a specified period of time.

However, some scholars have pointed out that such means of disciplinary control, when applied to the supervision and monitoring of prisoners, can have a negative effect on the psychological development of prisoners, thereby increasing the crime rate (31). We believe that this is a psychological problem of rebellion or resistance. And this problem, when it enters into our proposed ethical review system based on panopticonism, may be the one that will lead to problems such as resentment and distrust of the ethical review system by researchers. How can a crisis of confidence between ERCs and investigators be avoided? This necessitates ensuring that both parties have the goal of protecting the interests of the subjects and ensuring that the trial is conducted safely and smoothly, which is the basis for building trust between them. We criticize those who see ERC as a game of “cat and mouse,” i.e., the members of the ethics committee are not there to help the applicant improve the list of reports submitted, but simply to make things difficult, and the applicant tries to exploit the loopholes in the review system for his or her own benefit.

We believe that the ERC has an obligation to point out any irregularities or ethical violations in the information submitted by the investigator and to assist the investigator in improving the information to ensure that the trial can be conducted safely. In addition, we have reason to believe that the investigator is not as ethical as the members of the ERC, so the investigator must adopt a positive attitude to cooperate with the ERC and revise the problems in the submitted information to avoid ethical problems and risks of the trial, and to protect the safety and interests of the trial subjects.



4.2. The disciplinary mechanism of ethical review

Discipline is a supervisory process, not a result, which achieves the effect of heteronomy by means of an uninterrupted and continuous sign system, and then carefully controls the functioning of the body by dividing time, space and activity codes as tightly as possible, so that the individual eventually achieves self-discipline.

The process of discipline begins with the allocation of human space, which involves structuring the members of the ERC. Given the interdisciplinary nature of ethical review, encompassing ethics, law, sociology, and biomedicine, the ERC must consist of at least 7 members, with 5 members representing diverse academic backgrounds [this value refers to the “Human Object Protection Policy” document released by the Illinois Public Health Bureau in the United States (32)]. This composition ensures a comprehensive and thorough review of research activities falling under the ERC’s jurisdiction.

To ensure a well-rounded composition and effective review, it is recommended that the committee maintain a proportion of experts in medical ethics or bioethics of more than one-third. Additionally, attention should be given to factors such as diversity, gender, and cultural background when selecting committee members. ERCs should aim for a balanced representation, avoiding exclusive male or female composition as well as exclusive representation from a single profession (32). In cases where the overall number of committee members changes, the staffing ratios mentioned above should be adjusted proportionally to maintain a reasonable composition ratio.

However, due to the fact that the members of the ERC are “moral strangers” to each other, there may be conflicts or constraints during the ethical review process. According to Foucault, it is necessary to establish hierarchical levels and utilize force composition techniques to ensure effective command and supervision within the unit (16). In the context of life science research involving human subjects, the fields of medical ethics and bioethics are of primary concern, making expert members with backgrounds in these areas the most suitable candidates for assuming the role of “veterans.” Additionally, to enhance the professional competence of the ERC, a selection threshold for member candidates should be implemented.

Once personnel space deployment is finalized using the “tableax vivants” concept, the use of schedules becomes crucial for improving top-down monitoring and inspection by the ERC. The schedule consists of two components: tracking reviews and random audits, and researchers’ reporting on their research activities. The former regulates regular supervision by the ERC, particularly the IERC, which should conduct follow-up reviews and random audits based on the progress of experimental research. Similarly, higher-level ERCs should also conduct periodic downward random audits and supervision. These follow-up and random audit measures can be seen as the watchtower of a “panopticon,” creating an internal “gaze” that invisibly supervises researchers and lower-level ethics committee members, ultimately fostering self-discipline. The latter part of the schedule includes specific timeframes for researchers to submit reports on study progress, SAEs, changes in study protocols (deviations, suspensions, terminations), and study completion.

We must also note that the ERC must also conduct periodic randomized audits (e.g., quarterly) to standardize research compliance with ethical requirements. Audits should not be limited to high-risk research, but could also be conducted by randomly selecting reports and information from low-risk research for audit. The primary purpose of auditing low-risk research is to avoid the risk that the purpose of the research will be distorted or that the risks of the research will change in a way that could jeopardize the safety of human subjects. If a researcher’s project is selected for an audit, the ERC must give 1 week’s notice of the audit to allow the researcher sufficient time to prepare and organize the information so that omissions do not interfere with the audit process.

Notably, in the event of an SAE that poses a risk to the subject’s health and life, researchers must promptly report it to the IERC. The IERC, in turn, should submit an SAE report to the RERC within 12 h [referring to Article 14 of China’s Regulations on Handling Medical Accidents (33)]. Moreover, the IERC and the research team must conduct root cause analysis seminars for SAEs, documenting the error causes and providing quarterly reports to the RERC.

Inspections often include a written feedback mechanism, which necessitates treating individuals as describable and analyzable objects, transforming them into “cases” (16). Through a personalized supervisory perspective, the characteristics, gaps, and issues of each member can be reviewed, ultimately resulting in official documents that provide feedback on the inspection outcomes. This approach, known as “case by case,” helps delineate the scope of responsibility for different research members and clarifies accountability. Personalization of regulations facilitates the implementation of disciplinary mechanisms that encourage individuals to take ownership of their actions. When ethical violations occur, this approach enables ERC members to identify the responsible parties and take appropriate measures to address misconduct, fostering a culture of accountability within the research community. In addition, the results of the inspection can complement the possible fallacies of the ethical review system and disciplinary mechanism by feeding back into the sign system.

Finally, in order to achieve true discipline, the internalization of ethical review systems and regulations must be accomplished through education. The organization of genes, as an educational means, simplifies complex content through decomposition, and then concatenates the simplified content through combination to achieve the inner gaze of rules. The ERC has the responsibility of educating researchers on ethical awareness, the provisions of ethical principles and the normative details of ethical review. Emanuel et al. have pointed out that clinical researchers need to be skilled in appropriate methods of clinical trials, statistical testing, outcome measurement and other scientific aspects, in addition to ethics-related training, such as subject selection standards, assessment of risk–benefit ratios, presentation of information in an appropriate manner, and confidentiality of information and ethical sensitivity (34). This proposal could be adapted to the educational aspect of disciplinary mechanisms. Therefore, given that ERC members come from different academic fields of requirements, and the contents of ethical principles and regulations and ethical review norms also involve different aspects such as medicine, ethics, sociology, law, etc., researchers are trained in stages by decomposing the content of education, and then they are finally examined by means of aggregation. The training can be conducted by online education, while the examination is conducted on an annual basis, and the results of the examination should also be linked to the score of the ethical review credit punishment system, ultimately achieving the purpose of strengthening ethics education and internalizing ethical rules.




5. Conclusion

China has been and will be in an era of high development of biomedical technology for a long time, but the construction of ERCs has not been able to keep pace with the development of biomedical technology, and the quality and efficiency of ethics review still cannot meet the needs of scientific research. Foucault’s concept of Panopticism provides a new perspective and path for improving the construction of ethical review systems. The framework of the Panopticon for ethical review can not only restrain the behaviors violating the ethical provisions in scientific research, but also form the internalized “gaze” and deterrence of rules.

Although this paper has proposed the construction of the sign system and discipline mechanism of ethical review, the content of the Panopticon of ethical review is still huge and extensive, and more detailed discussions still need to be further expanded. Therefore, there is a need to further fill the loopholes in the sign system and improve the suitability of the regulatory mechanism to the reality of the review, with a view to structuring the Panopticon of ethical review in accordance with the national conditions of scientific research in China.



Author contributions

LW: Conceptualization, Methodology, Writing – original draft. XK: Supervision, Writing – review & editing.



Funding

The author(s) declare that no financial support was received for the research, authorship, and/or publication of this article.



Conflict of interest

The authors declare that the research was conducted in the absence of any commercial or financial relationships that could be construed as a potential conflict of interest.



Publisher’s note

All claims expressed in this article are solely those of the authors and do not necessarily represent those of their affiliated organizations, or those of the publisher, the editors and the reviewers. Any product that may be evaluated in this article, or claim that may be made by its manufacturer, is not guaranteed or endorsed by the publisher.



References

 1. Gang, W, and Peng, H. China releases document on ethics review of life sciences: comments and compliance guidelines. Biotechnol Law Rep. (2023) 42:149–53. doi: 10.1089/blr.2023.29308

 2. National Health and Health Commission of the People’s Republic of China. Notice on the issuance of measures for ethical review of life sciences and medical research involving human beings. Beijing: Central People’s Government of the People’s Republic of China (2023).

 3. Luo, X, Zhang, Y, and Yang, H. Cases analysis and countermeasures discussion on ethical review of clinical trial protocol violation. Chin Med Ethics. (2022) 35:421–6. doi: 10.12026/j.issn.1001-8565.2022.04.12

 4. Tang, Q, Tang, Y, Heng, J, and Li, K. Current situation and prevention strategies of protocol deviation in antitumor drug clinical trials. Cent South Pharm. (2022) 20:1941–5. doi: 10.7539/j.issn.1672-2981.2022.08.041

 5. Jalgaonkar, SV, Bhide, SS, Tripathi, RK, Shetty, YC, Marathe, PA, Katkar, J , et al. An audit of protocol deviations submitted to an institutional ethics committee of a tertiary care hospital. PLoS One. (2016) 11:e0146334. doi: 10.1371/journal.pone.0146334 

 6. Fu, Z, Zhao, S, Liu, X, and Jiang, M. Analysis on quality management of fatal serious adverse events in clinical trials of new antitumor drugs Chin J New Drugs (2020) 2020,29:2275–2280.

 7. Chen, X, Zheng, J, and Li, J. Development of Chinese and western ethics and relevant ethical review construction. World Sci Technol Modernization Tradit Chin Med. (2013) 4:697–701. doi: 10.11842/wst.2013.4

 8. Silberman, G, and Kahn, KL. Burdens on research imposed by institutional review boards: the state of the evidence and its implications for regulatory reform. Milbank Q. (2011) 89:599–627. doi: 10.1111/j.1468-0009.2011.00644.x

 9. Kim, WO. Institutional review board (Irb) and ethical issues in clinical research. Korean J Anesthesiol. (2012) 62:3–12. doi: 10.4097/kjae.2012.62.1.3 

 10. Clapp, JT, Gleason, KA, and Joffe, S. Justification and authority in institutional review board decision letters. Soc Sci Med. (2017) 194:25–33. doi: 10.1016/j.socscimed.2017.10.013

 11. Ding, J, Yin, Y, Fang, K, Zhang, W, and Luo, S. A narrative review on the development of the ethical review mode of multicenter clinical trials in China. Ann Transl Med. (2022) 10:1251. doi: 10.21037/atm-22-5213

 12. Wang, X, Zi, M, Bai, N, Sun, G, Wang, M, Meng, S , et al. Analysis of common problems on formal review in medical ethical review. Med Philos. (2021) 42:26–9. doi: 10.12014/j.issn.1002-0772.2021.09.06

 13. Geng, W, Geng, M, Li, X, and Wang, Y. Analysis on the quality of informed consent forms in clinical researches from the perspective of ethical review. Chin Hosp Manag. (2022) 42:64–8.

 14. Li, EC, Du, P, Ji, KZ, and Wang, Z. Chinese ethics review system and Chinese medicine ethical review: past, present, and future. Chin J Integr Med. (2011) 17:867–72. doi: 10.1007/s11655-011-0898-5 

 15. Wang, ZH, Zhou, GH, Sun, LP, and Gang, J. Challenges in the ethics review process of clinical scientific research projects in China. J Int Med Res. (2019) 47:4636–43. doi: 10.1177/0300060519863539 

 16. Michel, F. Discipline and punish: the birth of the prison. London: Penguin (1995). 98–215.

 17. Bogard, W. Discipline and deterrence: rethinking Foucault on the question of power in contemporary society. Soc Sci J. (1991) 28:325–46. doi: 10.1016/0362-3319(91)90017-X

 18. Wang, XY, Liang, ZH, Huang, HL, and Liang, WX. Principles of ethics review on traditional medicine and the practice of institute review board in China. Chin J Integr Med. (2011) 17:631–4. doi: 10.1007/s11655-011-0820-1 

 19. Martin, LH, Hutton, PH, and Gutman, H. Technologies of the self: a seminar with Michel Foucault. London: Routledge Press (1988) 80–89.

 20. Shutaleva, A. Sociosemiotics of M. Foucault: the phenomenal horizon of designing the discursive space of socio-political reality. Discourse-Pi. (2015) 1:80–9.

 21. Foucault, M. Discipline In: D James, editor. Rethinking the subject. New York: Routledge (2018). 49–65.

 22. Leib, RS. Spaces of the self: Foucault and Goffman on the micro-physics of discipline. Phil Today. (2017) 61:189–210. doi: 10.5840/philtoday2017321153

 23. Knowlton, E, King, WJ, and Elden, S. The incorporation of the hospital into modern technology, Michel Foucault In: JW Crampton and S Elden, editors. Space, knowledge and power: Foucault and geography. Hampshire (UK): Ashgate Publishing Limited (2007). 141–51.

 24. Foucault, M. Panopticism In: F Webster, editor. The information society reader. London: Routledge Press (2004). 302–12.

 25. McGushin, G. Arts of life, arts of resistance: foucault and hadot on living philosophy In: S Binkley and J Capetillo, editors. A Foucault for the 21st Century: Governmentality. Biopolitics and Discipline in the New Millennium, London: Cambridge Scholars Publishing (2009). 46–61.

 26. Ministry of Science and Technology of the People’s Republic of China. Circular on the issuance of the measures for ethical review of science and technology (trial): central people’s government of the People’s Republic of China (2023). Available at: https://www.most.gov.cn/xxgk/xinxifenlei/fdzdgknr/fgzc/gfxwj/gfxwj2023/202310/t20231008_188309.html (Accessed October 8, 2023).

 27. Zhang, J, and Zhang, Z-M. The challenges of ethical review in clinical research of traditional Chinese medicine. Evid Based Complement Alternat Med. (2021) 2021:6754985. doi: 10.1155/2021/6754985

 28. Li, Z. Problems and solving strategies of current ethical reviews from the perspective of informed consent in human trials. Chin Med Ethics. (2017) 30:331–5. doi: 10.12026/j.issn.1001-8565.2017.03.18

 29. Kost, RG, Lee, LM, Yessis, J, Wesley, RA, Henderson, DK, and Coller, BS. Assessing participant-centered outcomes to improve clinical research. N Engl J Med. (2013) 369:2179–81. doi: 10.1056/NEJMp1311461 

 30. Shamoo, AE, and Resnik, DB. Responsible conduct of research. New York: Oxford University Press (2022). 50 p.

 31. Lamberton, C. Foucault’s Panopticism revisited effects of panoptic practices in modern prisons. Measure. (2017) 1:45–55.

 32. Illinois Department of Public Health Institutional Review Board. Policy on protection of human research subjects. Chicago (IL): Illinois Department of Public Health (2011).

 33. State Council of the People’s Republic of China. Regulations on handling medical accidents. Beijing (CHN): Central People’s Government of the People’s Republic of China (2002).

 34. Emanuel, EJ, Wendler, D, and Grady, C. What makes clinical research ethical? JAMA. (2000) 283:2701–11. doi: 10.1001/jama.283.20.2701



OPS/xhtml/Nav.xhtml




Contents





		Cover



		A study on the normative path of ethics review in China: based on the perspective of Panopticism



		1. Introduction



		2. Current status of China’s ethical review system



		3. The connotation of panopticonism



		3.1. Sign systems



		3.2. Discipline









		4. The “panopticon” of ethical review



		4.1. The sign system of ethical review



		4.2. The disciplinary mechanism of ethical review









		5. Conclusion



		Author contributions



		Funding



		Conflict of interest



		Publisher’s note



		References



















OPS/images/fmed-10-1268046-g001.jpg
Checkist form for documents
forsubmision for rovew

rial rotocols

Selt-review form for
informad consont for vils

Whather o rosearchr ncludos
ho sk of the study n dotalin
e informed consent.

Winethr th detas o th sucy are
inciuded n tho infomod consent.

Subject
perception
(questionnaire,

Whather the informed consent s
it in such a way et he
comont can bo flly ndorstood.

‘Whothar nderstanding he nformod
consent prepares ono forthe
oxpacations 10 bo mot I 1o sty

Eicalreview crodt
punishmont system

Disciplinary
mechanism

The Sign system
of Ethical Review

Resoarch matoil nogrity

Regitvation form for lagal
aualfication carihcto and sourco

nifid lst of

ethical review
submission
documents

‘xplanaton ofresearch funds of
rosaarch nstiurions

ptanation of xparimantal
rosearch pan
Tnformed consent orm of
ubjoct
Proof of 1o source of bological samplos
and informaton cata for e axperiment

Sciontite argumentation opnions.
o axporimontal research

Tociration of Confic of
Intorest batwean resesrcn
instisions or mamburs

The contont and extornal r9ase form of
rcrtmant acverisaments fo subects

Explanaton o th publicrleaso
of ressarch recuts






OPS/images/fmed-10-1268046-t001.jpg
Risk
classification

of trial
research

i

nal risk

research

Low-risk research

High-risk research

Ethical review
requirements

Exemption from

ethical review

Simplified ethical

review

Panoramic ethical

review

Scope of application

1. Projects that uilize legally available public data, or data generated by abservation and not interfering with public

behavior, for research purposes
2Projects that use anonymized information data to conduct research

3. Projects that use existing human biological samples for research, where the source of the biological samples used
complies with relevant regulations and ethical principles, where the content and purpose of the research are within the
scope of standardized informed consent, and where the activities do not involve the use of human germ cells, embryos, and
repraductive cloning, chimerism, or heritable genetic manipulation

4 Research using human cell lines or cell lines, etc. from biobank sources, where the content and purpose of the research is
within the scope of the provider’s authorization and does not involve activities such as human embryos and reproductive
cloning, chimerism, or heritable genetic manipulation

1. Research with no more than minimal risk

2. Studies with minor modifications to approved research protocols that do not affect the risk-benefit raio of the study

3. Follow-up review of approved studies

4. Confirmation of ethical revie opinions issued by the lead institution by the ethical review commiltees of the

participating institutions in multi-institutional studies

1. Research on the synthesis of new species that have a significant impact on human life and health, values, and the
ecological environment

2. Research related to the introduction of human stem cells into animal embryos or fetuses and their further conception

into individuals in the animal uterus

3. Basic rescarch on altering the genetic material or patterns of inheritance in the nuclei of human germ cells, fertlized
eggs and pre-implantation embryonic cells

4. Clinical study of invasive brai

computer interfaces for the treatment of neurological and psychiatric disorders

5. Research and development of human-computer integration systems that have a strong impact on human subjective

behavior, mental emotions, and life and health

6. Research and development of algorithmic models, applications and systems with the abiliy to mobilize public opinion

and guide social awareness

7. Development of automated decision-making systems with hig

autonomy for scenarios involving safety and health risks.





OPS/images/cover.jpg
, frontiers | Frontiers in Medicine

A study on the normative path of
ethics review in China: based on
the perspective of Panopticism












OPS/images/crossmark.jpg
(®) Check for updates







OPS/images/logo.jpg
’ frontiers Frontiers in Medicine






