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Summary: This guide provides a comprehensive overview of the OHRP's definition of an "unanticipated
problem," outlining best practices for identifying, evaluating, and reporting such problems in research
involving human subjects. It clarifies the nuances of OHRP guidelines, addresses common pitfalls

researchers encounter, and offers practical strategies for maintaining compliance.

Understanding "According to OHRP, a Problem is an Unanticipated

Problem"

The Office for Human Research Protections (OHRP) plays a crucial role in ensuring the ethical conduct of
research involving human subjects. A cornerstone of OHRP's guidance is the concept of "unanticipated
problems.” According to OHRP, a problem is an unanticipated problem when it involves risks to subjects or
others, or poses unexpected issues concerning the research's ethical conduct. This definition goes beyond
simple deviations from the protocol; it focuses on events that genuinely threaten the well-being, safety, or

rights of participants, or raise serious ethical concerns.



It's crucial to understand that according to OHRP, a problem is an unanticipated problem not simply because
it's unexpected, but because it involves a significant risk or ethical concern. A minor procedural hiccup,
while unplanned, doesn’t necessarily constitute an unanticipated problem under OHRP’s definition. The

severity of the risk or ethical breach is the key determining factor.

Identifying Potential Unanticipated Problems

Proactive identification is crucial. Regular monitoring of research activities, including participant feedback,
data analysis, and safety monitoring, can help identify potential issues early. Some key areas to watch for

include:

Adverse Events: Any untoward medical occurrence in a participant, whether or not considered related to
the intervention. Severity, unexpectedness, and potential causality must be carefully assessed.

Protocol Deviations: While not all deviations are unanticipated problems, significant deviations that increase
risk or compromise data integrity should be treated as such.

Ethical Concerns: Issues related to informed consent, privacy violations, coercion, or exploitation must be
immediately addressed.

Data Integrity Issues: Problems with data collection, storage, or analysis that could compromise the validity
or reliability of research findings.

Unexpected Findings: Results that indicate unanticipated risks to participants or raise significant ethical

dilemmas.

According to OHRP, a problem is an unanticipated problem if any of these scenarios present a significant

risk or ethical challenge not foreseen in the initial research protocol.

Evaluating the Significance of a Potential Problem

Once a potential issue is identified, a thorough evaluation is necessary. Ask these key questions:

Does the event pose a risk to the safety or well-being of participants? Consider the severity, likelihood, and
potential impact of the risk.

Does the event raise significant ethical concerns? This includes breaches of confidentiality, informed
consent issues, or exploitation.

Is the event unexpected and not addressed in the protocol? If the risk or ethical concern was anticipated
and adequately addressed in the protocol, it likely does not constitute an unanticipated problem.

‘What is the potential impact on the study's validity or reliability? Significant data integrity issues may

need reporting even if they do not directly impact participant safety.

Reporting Unanticipated Problems: Best Practices

According to OHRP, a problem is an unanticipated problem that requires prompt reporting to the IRB.



Timely and accurate reporting is critical for maintaining research integrity and protecting participants.

Here's a best-practice approach:

1. Immediate Internal Review: Conduct a thorough internal assessment of the situation, documenting

all relevant information.

2. Prompt IRB Notification: Submit a detailed report to the IRB, including all relevant documentation,
within the timeframe specified by your IRB and OHRP guidelines.

3. Implementation of Corrective Actions: Develop and implement corrective measures to mitigate the

risk and prevent recurrence.

4. Follow-up Reporting: Provide the IRB with regular updates on the implemented corrective actions

and the ongoing monitoring of the situation.

Common Pitfalls to Avoid

Delayed Reporting: Procrastination can lead to increased risk to participants and potential regulatory issues.
Incomplete Reporting: Failing to provide a thorough and accurate description of the event and its impact
can hinder effective action.

Insufficient Corrective Actions: Implementing inadequate corrective actions can allow the problem to
persist.

Lack of Documentation: Poor documentation makes it difficult to track the problem, its impact, and the

effectiveness of corrective actions.

Remember, according to OHRP, a problem is an unanticipated problem that requires diligent attention and
thorough documentation. A failure to adequately address such problems can have serious consequences,

including sanctions from OHRP and damage to the credibility of the research team and institution.

Conclusion

Navigating the complexities of OHRP regulations can be challenging. Understanding the nuances of
"according to OHRP, a problem is an unanticipated problem" is crucial for conducting ethical and compliant
human subjects research. Proactive monitoring, thorough evaluation, timely reporting, and effective
corrective actions are essential for ensuring the safety and well-being of research participants and
maintaining the integrity of the research process. Continuous education and adherence to best practices are

vital to uphold the highest ethical standards in research.



FAQs

1. What constitutes a "significant risk" according to OHRP? OHRP doesn't offer a rigid definition.
Consider the severity, probability, and potential impact on participants' physical, psychological, and

social well-being.

2. What if the unanticipated problem occurred outside the research protocol's timeframe? Report it

anyway. The focus is on potential harm, not the timing.

3. Who is responsible for reporting unanticipated problems? The Principal Investigator (PI) ultimately

bears responsibility, but the entire research team plays a role.
4. What format should the unanticipated problem report follow? Your IRB will provide specific
guidelines; generally, include detailed descriptions of the event, actions taken, and proposed

corrective actions.

5. What are the potential consequences of failing to report an unanticipated problem? Consequences can

range from IRB sanctions to OHRP investigations and potential suspension of research funding.

6. Can a minor protocol deviation be considered an unanticipated problem? Only if the deviation

introduces a significant risk or ethical concern.

7. How does OHRP define "others" in the context of unanticipated problems? This could include

research staff, family members of participants, or even the wider community.

8. What is the role of the IRB in handling unanticipated problems? The IRB reviews reports,

determines appropriate actions, and monitors corrective measures.
9. Are there any resources available to help researchers understand OHRP guidelines? Yes, OHRP's

website and resources from organizations like the Regulatory Compliance Institute provide extensive

information.

Related Articles

1. OHRP Guidance on Unanticipated Problems: A detailed examination of OHRP's official guidance

documents and interpretations regarding unanticipated problems.

2. Case Studies in Unanticipated Problem Reporting: Real-world examples illustrating different types of



unanticipated problems and how they were handled.

3. Best Practices for Preventing Unanticipated Problems: Strategies and techniques for minimizing the

likelihood of encountering unanticipated problems in research.

4. The Role of the IRB in Unanticipated Problem Management: A focused analysis of the IRB's

responsibilities and actions related to unanticipated problems.

5. Legal Implications of Unanticipated Problem Reporting: Discussion of the potential legal ramifications

of inadequate reporting or handling of unanticipated problems.

6. Ethical Considerations in Unanticipated Problem Management: Exploration of the ethical dilemmas

that can arise in the context of unanticipated problems and how to navigate them.

7. Data Security and Unanticipated Problems: Focus on data breaches and other data integrity issues that

can constitute unanticipated problems.

8. Informed Consent and Unanticipated Problems: Addressing how unforeseen events can impact the

informed consent process and require additional communication with participants.

9. Developing a Robust Unanticipated Problem Reporting System: Strategies for creating an effective
system for identifying, evaluating, and reporting unanticipated problems within a research

organization.

according to ohrp a problem is an unanticipated problem: Protecting Data Privacy in
Health Services Research Institute of Medicine, Division of Health Care Services, Committee on
the Role of Institutional Review Boards in Health Services Research Data Privacy Protection,
2001-01-13 The need for quality improvement and for cost saving are driving both individual choices
and health system dynamics. The health services research that we need to support informed choices
depends on access to data, but at the same time, individual privacy and patient-health care provider
confidentiality must be protected.

according to ohrp a problem is an unanticipated problem: Ethical Conduct of Clinical
Research Involving Children Institute of Medicine, Board on Health Sciences Policy, Committee
on Clinical Research Involving Children, 2004-07-09 In recent decades, advances in biomedical
research have helped save or lengthen the lives of children around the world. With improved
therapies, child and adolescent mortality rates have decreased significantly in the last half century.
Despite these advances, pediatricians and others argue that children have not shared equally with
adults in biomedical advances. Even though we want children to benefit from the dramatic and
accelerating rate of progress in medical care that has been fueled by scientific research, we do not
want to place children at risk of being harmed by participating in clinical studies. Ethical Conduct of
Clinical Research Involving Children considers the necessities and challenges of this type of
research and reviews the ethical and legal standards for conducting it. It also considers problems
with the interpretation and application of these standards and conduct, concluding that while



children should not be excluded from potentially beneficial clinical studies, some research that is
ethically permissible for adults is not acceptable for children, who usually do not have the legal
capacity or maturity to make informed decisions about research participation. The book looks at the
need for appropriate pediatric expertise at all stages of the design, review, and conduct of a
research project to effectively implement policies to protect children. It argues persuasively that a
robust system for protecting human research participants in general is a necessary foundation for
protecting child research participants in particular.

according to ohrp a problem is an unanticipated problem: Responsible Research Institute
of Medicine, Committee on Assessing the System for Protecting Human Research Participants,
2003-02-06 When 18-year-old Jesse Gelsinger died in a gene transfer study at the University of
Pennsylvania, the national spotlight focused on the procedures used to ensure research participants'
safety and their capacity to safeguard the well-being of those who volunteer for research studies.
Responsible Research outlines a three-pronged approach to ensure the protection of every
participant through the establishment of effective Human Research Participant Protection Programs
(HRPPPs). The approach includes: Improved research review processes, Recognition and integration
of research participants' contributions to the system, and Vigilant maintenance of HRPPP
performance. Issues addressed in the book include the need for in-depth, complimentary reviews of
science, ethics, and conflict of interest reviews; desired qualifications for investigators and
reviewers; the process of informed consent; federal and institutional oversight; and the role of
accreditation. Recommendations for areas of key interest include suggestions for legislative
approaches, compensation for research-related injury, and the refocusing of the mission of
institutional review boards. Responsible Research will be important to anyone interested in the
issues that are relevant to the practice of using human subjects as research participants, but
especially so to policy makers, research administrators, investigators, and research sponsorsa€but
also including volunteers who may agree to serve as research participants.

according to ohrp a problem is an unanticipated problem: The Belmont Report United
States. National Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research, 1978

according to ohrp a problem is an unanticipated problem: Registries for Evaluating
Patient Outcomes Agency for Healthcare Research and Quality/AHRQ, 2014-04-01 This User’s
Guide is intended to support the design, implementation, analysis, interpretation, and quality
evaluation of registries created to increase understanding of patient outcomes. For the purposes of
this guide, a patient registry is an organized system that uses observational study methods to collect
uniform data (clinical and other) to evaluate specified outcomes for a population defined by a
particular disease, condition, or exposure, and that serves one or more predetermined scientific,
clinical, or policy purposes. A registry database is a file (or files) derived from the registry. Although
registries can serve many purposes, this guide focuses on registries created for one or more of the
following purposes: to describe the natural history of disease, to determine clinical effectiveness or
cost-effectiveness of health care products and services, to measure or monitor safety and harm,
and/or to measure quality of care. Registries are classified according to how their populations are
defined. For example, product registries include patients who have been exposed to
biopharmaceutical products or medical devices. Health services registries consist of patients who
have had a common procedure, clinical encounter, or hospitalization. Disease or condition registries
are defined by patients having the same diagnosis, such as cystic fibrosis or heart failure. The User’s
Guide was created by researchers affiliated with AHRQ'’s Effective Health Care Program,
particularly those who participated in AHRQ’s DEcIDE (Developing Evidence to Inform Decisions
About Effectiveness) program. Chapters were subject to multiple internal and external independent
reviews.

according to ohrp a problem is an unanticipated problem: Ethical Considerations for
Research Involving Prisoners Committee on Ethical Considerations for Revisions to DHHS
Regulations for Protection of Prisoners Involved in Research, Board on Health Sciences Policy,



Institute of Medicine, 2007-01-22 In the past 30 years, the population of prisoners in the United
States has expanded almost 5-fold, correctional facilities are increasingly overcrowded, and more of
the country's disadvantaged populations—racial minorities, women, people with mental illness, and
people with communicable diseases such as HIV/AIDS, hepatitis C, and tuberculosis—are under
correctional supervision. Because prisoners face restrictions on liberty and autonomy, have limited
privacy, and often receive inadequate health care, they require specific protections when involved in
research, particularly in today's correctional settings. Given these issues, the Department of Health
and Human Services' Office for Human Research Protections commissioned the Institute of Medicine
to review the ethical considerations regarding research involving prisoners. The resulting analysis
contained in this book, Ethical Considerations for Research Involving Prisoners, emphasizes five
broad actions to provide prisoners involved in research with critically important protections: ¢
expand the definition of prisoner; ¢ ensure universally and consistently applied standards of
protection; ¢ shift from a category-based to a risk-benefit approach to research review; ¢ update the
ethical framework to include collaborative responsibility; and ¢ enhance systematic oversight of
research involving prisoners.

according to ohrp a problem is an unanticipated problem: Institutional Review Board
Member Handbook Robert ]J. Amdur, Elizabeth A. Bankert, 2010-10-22 The Essential Resource for
All IRB Members! Designed to give Institutional Review Board (IRB) members the information they
need to protect the rights and welfare of research subjects in a way that is both effective and
efficient, the chapters of the Institutional Review Board Member Handbook are short and to the
point. Topic-specific chapters list the criteria IRB members should use to determine how to vote on
specific kinds of studies and offer practical advice on what IRB members should do before and
during full-committee meetings. NEW CHAPTERS in this Edition Include: * Definition of Human
Subject Research, Exempt & Expedited Review Categories * IRB Member Conflict of Interest All
chapters are completely updated for 2010 practice! This handbook is an excellent accompaniment to
Institutional Review Board: Management and Function, Second Edition and the Study Guide that IRB
members can access and refer to quickly and easily.

according to ohrp a problem is an unanticipated problem: Tearoom Trade Laud
Humphreys, 2017-07-12 From the time of its first publication, 'Tearoom Trade' engendered
controversy. It was also accorded an unusual amount of praise for a first book on a marginal,
intentionally self-effacing population by a previously unknown sociologist. The book was quickly
recognized as an important, imaginative, and useful contribution to our understanding of deviant
sexual activity. Describing impersonal, anonymous sexual encounters in public restrooms—tearooms
in the argot—the book explored the behavior of men whose closet homosexuality was kept from their
families and neighbors. By posing as an initiate, the author was able to engage in systematic
observation of homosexual acts in public settings, and later to develop a more complete picture of
those involved by interviewing them in their homes, again without revealing their unwitting
participation in his study. This enlarged edition of 'Tearoom Trade' includes the original text,
together with a retrospect, written by Nicholas von Hoffman, Irving Louis Horowitz, Lee Rainwater,
Donald P. Warwick, and Myron Glazer. The material added includes a perspective on the social
scientist at work and the ethical problems to which that work may give rise, along with debate by
the book's initial critics and proponents. Humphreys added a postscript and his views on the opinion
expressed in the retrospect.

according to ohrp a problem is an unanticipated problem: Ethical Considerations for
Research on Housing-Related Health Hazards Involving Children Institute of Medicine,
National Research Council, Division of Behavioral and Social Sciences and Education, Board on
Children, Youth, and Families, Committee on Ethical Issues in Housing-Related Health Hazard
Research Involving Children, Youth, and Families, 2005-11-10 Ethical Considerations for Research
on Housing-Related Health Hazards Involving Children explores the ethical issues posed when
conducting research designed to identify, understand, or ameliorate housing-related health hazards
among children. Such research involves children as subjects and is conducted in the home and in



communities. It is often conducted with children in low-income families given the disproportionate
prevalence of housing-related conditions such as lead poisoning, asthma, and fatal injuries among
these children. This book emphasizes five key elements to address the particular ethical concerns
raised by these characteristics: involving the affected community in the research and responding to
their concerns; ensuring that parents understand the essential elements of the research; adopting
uniform federal guidelines for such research by all sponsors (Subpart D of 45 CFR 46); providing
guidance on key terms in the regulations; and viewing research oversight as a system with important
roles for researchers, IRBs and their research institutions, sponsors and regulators of research, and
the community.

according to ohrp a problem is an unanticipated problem: Rare Diseases and Orphan
Products Institute of Medicine, Board on Health Sciences Policy, Committee on Accelerating Rare
Diseases Research and Orphan Product Development, 2011-04-03 Rare diseases collectively affect
millions of Americans of all ages, but developing drugs and medical devices to prevent, diagnose,
and treat these conditions is challenging. The Institute of Medicine (IOM) recommends
implementing an integrated national strategy to promote rare diseases research and product
development.

according to ohrp a problem is an unanticipated problem: Impact Evaluation in Practice,
Second Edition Paul J. Gertler, Sebastian Martinez, Patrick Premand, Laura B. Rawlings, Christel M.
J. Vermeersch, 2016-09-12 The second edition of the Impact Evaluation in Practice handbook is a
comprehensive and accessible introduction to impact evaluation for policy makers and development
practitioners. First published in 2011, it has been used widely across the development and academic
communities. The book incorporates real-world examples to present practical guidelines for
designing and implementing impact evaluations. Readers will gain an understanding of impact
evaluations and the best ways to use them to design evidence-based policies and programs. The
updated version covers the newest techniques for evaluating programs and includes state-of-the-art
implementation advice, as well as an expanded set of examples and case studies that draw on recent
development challenges. It also includes new material on research ethics and partnerships to
conduct impact evaluation. The handbook is divided into four sections: Part One discusses what to
evaluate and why; Part Two presents the main impact evaluation methods; Part Three addresses how
to manage impact evaluations; Part Four reviews impact evaluation sampling and data collection.
Case studies illustrate different applications of impact evaluations. The book links to complementary
instructional material available online, including an applied case as well as questions and answers.
The updated second edition will be a valuable resource for the international development
community, universities, and policy makers looking to build better evidence around what works in
development.

according to ohrp a problem is an unanticipated problem: Qualitative and Mixed
Methods in Public Health Deborah Padgett, 2012 Designed to meet the needs of public health
students, practitioners, and researchers, this edition offers a firm grounding in qualitative and mixed
methods, including their social science roots and public health applications.

according to ohrp a problem is an unanticipated problem: A National Cancer Clinical
Trials System for the 21st Century Institute of Medicine, Board on Health Care Services, Committee
on Cancer Clinical Trials and the NCI Cooperative Group Program, 2010-07-08 The National Cancer
Institute's (NCI) Clinical Trials Cooperative Group Program has played a key role in developing new
and improved cancer therapies. However, the program is falling short of its potential, and the IOM
recommends changes that aim to transform the Cooperative Group Program into a dynamic system
that efficiently responds to emerging scientific knowledge; involves broad cooperation of
stakeholders; and leverages evolving technologies to provide high-quality, practice-changing
research.

according to ohrp a problem is an unanticipated problem: Beyond the HIPAA Privacy
Rule Institute of Medicine, Board on Health Care Services, Board on Health Sciences Policy,
Committee on Health Research and the Privacy of Health Information: The HIPAA Privacy Rule,



2009-03-24 In the realm of health care, privacy protections are needed to preserve patients' dignity
and prevent possible harms. Ten years ago, to address these concerns as well as set guidelines for
ethical health research, Congress called for a set of federal standards now known as the HIPAA
Privacy Rule. In its 2009 report, Beyond the HIPAA Privacy Rule: Enhancing Privacy, Improving
Health Through Research, the Institute of Medicine's Committee on Health Research and the
Privacy of Health Information concludes that the HIPAA Privacy Rule does not protect privacy as
well as it should, and that it impedes important health research.

according to ohrp a problem is an unanticipated problem: The Ethics of Research with
Human Subjects David B. Resnik, 2018-01-09 This book provides a framework for approaching
ethical and policy dilemmas in research with human subjects from the perspective of trust. It
explains how trust is important not only between investigators and subjects but also between and
among other stakeholders involved in the research enterprise, including research staff, sponsors,
institutions, communities, oversight committees, government agencies, and the general public. The
book argues that trust should be viewed as a distinct ethical principle for research with human
subjects that complements other principles, such as autonomy, beneficence, non-maleficence, and
justice. The book applies the principle of trust to numerous issues, including informed consent,
confidentiality, risk minimization, risks and benefits, protection of vulnerable subjects, experimental
design, research integrity, and research oversight.This work also includes discussions of the history
of research involving human subjects, moral theories and principles, contemporary cases, and
proposed regulatory reforms. The book is useful for undergraduate and graduate students studying
ethical policy issues related to research with human subjects, as well as for scientists and scholars
who are interested in thinking about this topic from the perspective of trust.

according to ohrp a problem is an unanticipated problem: Risk Management Handbook
for Health Care Organizations American Society for Healthcare Risk Management (ASHRM),
2009-03-27 Risk Management Handbook for Health Care Organizations, Student Edition This
comprehensive textbook provides a complete introduction to risk management in health care. Risk
Management Handbook, Student Edition, covers general risk management techniques; standards of
health care risk management administration; federal, state and local laws; and methods for
integrating patient safety and enterprise risk management into a comprehensive risk management
program. The Student Edition is applicable to all health care settings including acute care hospital
to hospice, and long term care. Written for students and those new to the topic, each chapter
highlights key points and learning objectives, lists key terms, and offers questions for discussion. An
instructor's supplement with cases and other material is also available. American Society for
Healthcare Risk Management (ASHRM) is a personal membership group of the American Hospital
Association with more than 5,000 members representing health care, insurance, law, and other
related professions. ASHRM promotes effective and innovative risk management strategies and
professional leadership through education, recognition, advocacy, publications, networking, and
interactions with leading health care organizations and government agencies. ASHRM initiatives
focus on developing and implementing safe and effective patient care practices, preserving financial
resources, and maintaining safe working environments.

according to ohrp a problem is an unanticipated problem: Principles and Practice of
Clinical Research John I. Gallin, Frederick P Ognibene, 2011-04-28 The second edition of this
innovative work again provides a unique perspective on the clinical discovery process by providing
input from experts within the NIH on the principles and practice of clinical research. Molecular
medicine, genomics, and proteomics have opened vast opportunities for translation of basic science
observations to the bedside through clinical research. As an introductory reference it gives clinical
investigators in all fields an awareness of the tools required to ensure research protocols are well
designed and comply with the rigorous regulatory requirements necessary to maximize the safety of
research subjects. Complete with sections on the history of clinical research and ethics, copious
figures and charts, and sample documents it serves as an excellent companion text for any course on
clinical research and as a must-have reference for seasoned researchers.*Incorporates new chapters



on Managing Conflicts of Interest in Human Subjects Research, Clinical Research from the Patient's
Perspective, The Clinical Researcher and the Media, Data Management in Clinical Research,
Evaluation of a Protocol Budget, Clinical Research from the Industry Perspective, and Genetics in
Clinical Research *Addresses the vast opportunities for translation of basic science observations to
the bedside through clinical research*Delves into data management and addresses how to collect
data and use it for discovery*Contains valuable, up-to-date information on how to obtain funding
from the federal government

according to ohrp a problem is an unanticipated problem: Improving Access to and
Confidentiality of Research Data National Research Council, Commission on Behavioral and Social
Sciences and Education, Committee on National Statistics, 2000-09-11 Improving Access to and
Confidentiality of Research Data summarizes a workshop convened by the Committee on National
Statistics (CNSTAT) to promote discussion about methods for advancing the often conflicting goals
of exploiting the research potential of microdata and maintaining acceptable levels of confidentiality.
This report outlines essential themes of the access versus confidentiality debate that emerged
during the workshop. Among these themes are the tradeoffs and tensions between the needs of
researchers and other data users on the one hand and confidentiality requirements on the other; the
relative advantages and costs of data perturbation techniques (applied to facilitate public release)
versus restricted access as tools for improving security; and the need to quantify disclosure
risksa€both absolute and relativea€created by researchers and research data, as well as by other
data users and other types of data.

according to ohrp a problem is an unanticipated problem: Video Research in the
Learning Sciences Ricki Goldman, Roy Pea, Brigid Barron, Sharon J. Derry, 2014-05-01 Video
Research in the Learning Sciences is a comprehensive exploration of key theoretical,
methodological, and technological advances concerning uses of digital video-as-data in the learning
sciences as a way of knowing about learning, teaching, and educational processes. The aim of the
contributors, a community of scholars using video in their own work, is to help usher in video
scholarship and supportive technologies, and to mentor video scholars, so that video research will
meet its maximum potential to contribute to the growing knowledge base about teaching and
learning. This volume contributes deeply to both to the science of learning through in-depth video
studies of human interaction in learning environments—whether classrooms or other contexts—and
to the uses of video for creating descriptive, explanatory, or expository accounts of learning and
teaching. It is designed around four themes—each with a cornerstone chapter that introduces and
synthesizes the cluster of chapters related to it: Theoretical frameworks for video research; Video
research on peer, family, and informal learning; Video research on classroom and teacher learning;
and Video collaboratories and technological futures. Video Research in the Learning Sciences is
intended for researchers, university faculty, teacher educators, and graduate students in education,
and for anyone interested in how knowledge is expanded using video-based technologies for
inquiries about learning and teaching. Visit the Web site affiliated with this book:
www.videoresearch.org

according to ohrp a problem is an unanticipated problem: Clinical Ethics in
Anesthesiology Gail A. Van Norman, Stephen Jackson, Stanley H. Rosenbaum, Susan K. Palmer,
2010-10-28 Ethical issues facing anesthesiologists are more far-reaching than those involving
virtually any other medical specialty. In this clinical ethics textbook, authors from across the USA,
Canada and Europe draw on ethical principles and practical knowledge to provide a realistic
understanding of ethical anesthetic practice. The result is a compilation of expert opinion and
international perspectives from clinical leaders in anesthesiology. Building on real-life, case-based
problems, each chapter is clinically focused and addresses both practical and theoretical issues.
Topics include general operating room care, pediatric and obstetrical patient care, the intensive care
unit, pain practice, research and publication, as well as discussions of lethal injection, disclosure of
errors, expert witness testimony, triage in disaster and conflicts of interest with industry. An
important reference tool for any anesthesiologist, whether clinical or research-oriented, this book is



especially valuable for physicians involved in teaching residents and students about the ethical
aspects of anesthesia practice.

according to ohrp a problem is an unanticipated problem: Disaster Bioethics: Normative
Issues When Nothing is Normal Dénal P. O’'Mathtna, Bert Gordijn, Mike Clarke, 2013-12-26 This
book provides an early exploration of the new field of disaster bioethics: examining the ethical issues
raised by disasters. Healthcare ethics issues are addressed in the first part of this book. Large-scale
casualties lead to decisions about who to treat and who to leave behind, cultural challenges, and
communication ethics. The second part focuses on disaster research ethics. With the growing
awareness of the need for evidence to guide disaster preparedness and response, more research is
being conducted in disasters. Any research involving humans raises ethical questions and requires
appropriate regulation and oversight. The authors explore how disaster research can take account of
survivors? vulnerability, informed consent, the sudden onset of disasters, and other ethical issues.
Both parts examine ethical challenges where seeking to do good, harm can be done. Faced with
overwhelming needs and scarce resources, no good solution may be apparent. But choosing the less
wrong option can have a high price. In addition, what might seem right at home may not be seen to
be right elsewhere. This book provides in-depth and practical reflection on these and other
challenging ethical questions arising during disasters. Scholars and practitioners who gathered at
the Brocher Foundation in Geneva, Switzerland in 2011 offer their reflections to promote further
dialogue so that those devastated by disasters are respected by being treated in the most ethically
soun d ways possible.

according to ohrp a problem is an unanticipated problem: Research Ethics in Africa
Mariana Kruger, Paul Ndebele, Lyn Horn, 2014-06-01 The aim of this book is to provide research
ethics committee members with a resource that focuses on research ethics issues in Africa. The
authors are currently active in various aspects of research ethics in Africa and the majority have
been trained in the past by either the Fogarty International Center or Europe and Developing
Countries Clinical Trial Partnership (EDCTP) sponsored bioethics training programmes .

according to ohrp a problem is an unanticipated problem: Fostering Integrity in
Research National Academies of Sciences, Engineering, and Medicine, Policy and Global Affairs,
Committee on Science, Engineering, Medicine, and Public Policy, Committee on Responsible
Science, 2018-01-13 The integrity of knowledge that emerges from research is based on individual
and collective adherence to core values of objectivity, honesty, openness, fairness, accountability,
and stewardship. Integrity in science means that the organizations in which research is conducted
encourage those involved to exemplify these values in every step of the research process.
Understanding the dynamics that support a€ or distort a€ practices that uphold the integrity of
research by all participants ensures that the research enterprise advances knowledge. The 1992
report Responsible Science: Ensuring the Integrity of the Research Process evaluated issues related
to scientific responsibility and the conduct of research. It provided a valuable service in describing
and analyzing a very complicated set of issues, and has served as a crucial basis for thinking about
research integrity for more than two decades. However, as experience has accumulated with various
forms of research misconduct, detrimental research practices, and other forms of misconduct, as
subsequent empirical research has revealed more about the nature of scientific misconduct, and
because technological and social changes have altered the environment in which science is
conducted, it is clear that the framework established more than two decades ago needs to be
updated. Responsible Science served as a valuable benchmark to set the context for this most recent
analysis and to help guide the committee's thought process. Fostering Integrity in Research
identifies best practices in research and recommends practical options for discouraging and
addressing research misconduct and detrimental research practices.

according to ohrp a problem is an unanticipated problem: ORI Introduction to the
Responsible Conduct of Research Nicholas Hans Steneck, 2003

according to ohrp a problem is an unanticipated problem: Ethics and Experiments Scott
Desposato, 2015-12-22 For most of political science's history, discussions about professional ethics



had nothing to do with human subjects. Professional ethics involved integrity in the classroom, fair
tenure and promotion rule, and the careful avoidance of plagiarism. As most research was
observational, there was little need for attention to how scholarly activities might directly affect the
subjects of our work. Times have changed. The dramatic growth in the use of experiments in social
science, especially overseas, is generating unexpected ethical controversies. The purpose of this
volume is to identify, debate, and propose practical solutions to the most critical of these new ethical
issues. A leading team of internationally distinguished political science scholars presents the first
examination of the practical and ethical challenges of research with human subjects in social science
and policy studies. Part 1 examines contextual challenges provided by experiments conducted
overseas - questions of culture, religion, security, and poverty. Part 2 examines questions of legal
constraints on research, focusing on questions of foreign review of international experiments. Part 3
tackles the critical issues in field experiments, including deception and consent, impact on elections
and careers, the boundaries of the public officials' exemption, and the use of partner organizations
to avoid Institutional Review Body (IRB) review. Part 4 considers strategies for the future, including
training and education, IRB reform, institutional changes, and norm development.

according to ohrp a problem is an unanticipated problem: ClinicalTrials Curtis L.
Meinert, 2012-03-27 The classic, definitive guide to the design, conduct, and analysis of randomized
clinical trials.

according to ohrp a problem is an unanticipated problem: Responsible Conduct of
Research Adil E. Shamoo, David B. Resnik, 2009-02-12 Recent scandals and controversies, such as
data fabrication in federally funded science, data manipulation and distortion in private industry,
and human embryonic stem cell research, illustrate the importance of ethics in science. Responsible
Conduct of Research, now in a completely updated second edition, provides an introduction to the
social, ethical, and legal issues facing scientists today.

according to ohrp a problem is an unanticipated problem: Collecting Qualitative Data Greg
Guest, Emily E. Namey, Marilyn L. Mitchell, 2013 Provides a very practical and step-by-step guide to
collecting and managing qualitative data,

according to ohrp a problem is an unanticipated problem: Methods and Applications in
Implementation Science Mary E. Northridge, Donna Shelley, Thomas G. Rundall, Ross C.
Brownson, 2019-10-15 The purpose of this Research Topic is to share the latest developments in the
methods and application of implementation science. Briefly, implementation science is the study of
methods to promote the adoption and integration of evidence-based practices, interventions, and
policies into routine health care and public health settings. Implementation research plays an
important role in identifying barriers to, and enablers of, effective health systems programming and
policymaking, and then leveraging that knowledge to implement evidence-based innovations into
effective delivery approaches.

according to ohrp a problem is an unanticipated problem: Returning Individual Research
Results to Participants National Academies of Sciences, Engineering, and Medicine, Health and
Medicine Division, Board on Health Sciences Policy, Committee on the Return of Individual-Specific
Research Results Generated in Research Laboratories, 2018-08-23 When is it appropriate to return
individual research results to participants? The immense interest in this question has been fostered
by the growing movement toward greater transparency and participant engagement in the research
enterprise. Yet, the risks of returning individual research resultsa€such as results with unknown
validitya€and the associated burdens on the research enterprise are competing considerations.
Returning Individual Research Results to Participants reviews the current evidence on the benefits,
harms, and costs of returning individual research results, while also considering the ethical, social,
operational, and regulatory aspects of the practice. This report includes 12 recommendations
directed to various stakeholdersa€investigators, sponsors, research institutions, institutional review
boards (IRBs), regulators, and participantsa€and are designed to help (1) support decision making
regarding the return of results on a study-by-study basis, (2) promote high-quality individual
research results, (3) foster participant understanding of individual research results, and (4) revise



and harmonize current regulations.

according to ohrp a problem is an unanticipated problem: Risk Management Handbook for
Health Care Organizations, 3 Volume Set , 2011-01-06 Continuing its superiority in the health care
risk management field, this sixth edition of The Risk Management Handbook for Health Care
Organizations is written by the key practitioners and consultant in the field. It contains more
practical chapters and health care examples and additional material on methods and techniques of
risk reduction and management. It also revises the structure of the previous edition, and focuses on
operational and organizational structure rather than risk areas and functions. The three volumes are
written using a practical and user-friendly approach.

according to ohrp a problem is an unanticipated problem: Institutional Review Board:
Management and Function Public Responsibility in Medicine & Research (PRIM&R),, Elizabeth A.
Bankert, Bruce G. Gordon, Elisa A. Hurley, 2021-03-01 Institutional Review Board (IRB) members
and oversight personnel face challenges with research involving new technology, management of big
data, globalization of research, and more complex federal regulations. Institutional Review Board:
Management and Function, Third Edition provides everything IRBs and administrators need to know
about efficiently managing and effectively operating a modern and compliant system of protecting
human research subjects. This trusted reference manual has been extensively updated to reflect the
2018 revisions to the Federal Policy for the Protection of Human Subjects (Common Rule). An
essential resource for both seasoned and novice IRB administrators and members, Institutional
Review Board: Management and Function provides comprehensive and understandable
interpretations of the regulations, clear descriptions of the ethical principles on which the
regulations are based, and practical step-by-step guidance for effectively implementing regulatory
oversight.

according to ohrp a problem is an unanticipated problem: The Cambridge Handbook of
Applied Psychological Ethics Mark M. Leach, Elizabeth Reynolds Welfel, 2018-03-15 The Cambridge
Handbook of Applied Psychological Ethics is a valuable resource for psychologists and graduate
students hoping to further develop their ethical decision making beyond more introductory ethics
texts. The book offers real-world ethical vignettes and considerations. Chapters cover a wide range
of practice settings, populations, and topics, and are written by scholars in these settings. Chapters
focus on the application of ethics to the ethical dilemmas in which mental health and other
psychology professionals sometimes find themselves. Each chapter introduces a setting and gives
readers a brief understanding of some of the potential ethical issues at hand, before delving deeper
into the multiple ethical issues that must be addressed and the ethical principles and standards
involved. No other book on the market captures the breadth of ethical issues found in daily practice
and focuses entirely on applied ethics in psychology.

according to ohrp a problem is an unanticipated problem: Research Methods in Health
Promotion Laura F. Salazar, Richard Crosby, Ralph J. DiClemente, 2015-03-09 The bestselling
textbook to understanding health research, updated and expanded Research Methods in Health
Promotion provides students and practitioners with essential knowledge and skills regarding the
design, implementation, analysis, and interpretation of research in the field of health promotion.
Now in its second edition, this bestselling textbook has been updated with more recent research
methodologies and additional information on sampling, participatory and survey research, and
qualitative data analysis. The entire research process is covered, with specific points relating to both
qualitative and quantitative research. By breaking the daunting process of research into simple and
well-defined steps, this user-friendly text encourages students to think about research as a
sequential process and provides explanations that facilitate better understanding of each step in the
research process. A separate set of chapters cover the more quantitative methodological areas
including designs, measurement, sampling, and data analysis in depth, giving readers the
understanding they need to apply in practice. This book also provides applied chapters that illustrate
the practical aspects of the research process, along with other critical information including grant
writing and scientific writing. Evaluate the ethics, design, analysis, and interpretation of research



Identify and understand the key components of research studies Analyze and interpret the results of
experimental and survey research designs Understand the process of publishing a research report
and constructing a grant proposal Research Methods in Health Promotion is ideal for both
undergrad and graduate methods courses in health promotion and public health.

according to ohrp a problem is an unanticipated problem: A Clinical Trials Manual
From The Duke Clinical Research Institute Margaret Liu, Kate Davis, 2011-08-24 The
publication of the second edition of this manual comes at an important juncture in the history of
clinical research. As advances in information technology make it possible to link individuals and
groups in diverse locations in jointly seeking the answers to pressing global health problems, it is
critically important to remain vigilant about moral and ethical safeguards for every patient enrolled
in a trial. Those who study this manual will be well aware of how to ensure patient safety along with
fiscal responsibility, trial efficiency, and research integrity. —Robert Harrington, Professor of
Medicine, Director, Duke Clinical Research Institute, Durham, North Carolina, USA The Duke
Clinical Research Institute (DCRI) is one of the world's leading academic clinical research
organizations; its mission is to develop and share knowledge that improves the care of patients
around the world through innovative clinical research. This concise handbook provides a practical
nuts and bolts approach to the process of conducting clinical trials, identifying methods and
techniques that can be replicated at other institutions and medical practices. Designed for
investigators, research coordinators, CRO personnel, students, and others who have a desire to
learn about clinical trials, this manual begins with an overview of the historical framework of clinical
research, and leads the reader through a discussion of safety concerns and resulting regulations.
Topics include Good Clinical Practice, informed consent, management of subject safety and data, as
well as monitoring and reporting adverse events. Updated to reflect recent regulatory and clinical
developments, the manual reviews the conduct of clinical trials research in an increasingly global
context. This new edition has been further expanded to include: In-depth information on conducting
clinical trials of medical devices and biologics The role and responsibilities of Institutional Review
Boards, and Recent developments regarding subject privacy concerns and regulations. Ethical
documents such as the Belmont Report and the Declaration of Helsinki are reviewed in relation to all
aspects of clinical research, with a discussion of how researchers should apply the principles
outlined in these important documents. This graphically appealing and eminently readable manual
also provides sample forms and worksheets to facilitate data management and regulatory record
retention; these can be modified and adapted for use at investigative sites.

according to ohrp a problem is an unanticipated problem: Emerging and Readily
Available Technologies and National Security National Academy of Engineering, National
Research Council, Center for Engineering, Ethics, and Society Advisory Group, Committee on
Science, Technology, and Law, Board on Life Sciences, Computer Science and Telecommunications
Board, Committee on Ethical and Societal Implications of Advances in Militarily Significant
Technologies That Are Rapidly Changing and Increasingly Globally Accessible, 2014-05-29 The
summary version of Emerging and Readily Available Technologies and National Security distills the
findings and recommendations of the complete report into a a booklet format. The full report is
available here.

according to ohrp a problem is an unanticipated problem: Intervention Research
Bernadette Melnyk, Dianne Morrison-Beedy, 2012-04-23 Print+CourseSmart

according to ohrp a problem is an unanticipated problem: Research Ethics in Exercise,
Health and Sports Sciences Mike J. McNamee, Stephen Olivier, Paul Wainwright, 2006-10-19
Research Ethics in Exercise, Health and Sports Sciences puts ethics at the centre of research in
these rapidly expanding fields of knowledge. Placing the issues in historical context, and using
informative case studies, the authors examine how moral theory can guide research design,
education, and governance. As well as theoretical analysis, key practical concerns are critically
discussed, including: informed consent anonymity, confidentiality and privacy plagiarism,
misappropriation of authorship, research fraud and ‘whistleblowing’ ethics in qualitative research



vulnerable populations trans-cultural research. Providing an accessible and robust theoretical
framework for ethical practice, this book challenges students, researchers and supervisors to adopt
a more informed and proactive approach to ethics in exercise, health and sports research. This
insightful text will be of great interest to those taking a kinesiology, human movement, sport science
or sport studies degree course.

according to ohrp a problem is an unanticipated problem: Handbook of Intellectual
Disabilities Johnny L. Matson, 2019-09-03 This handbook offers a comprehensive review of
intellectual disabilities (ID). It examines historical perspectives and foundational principles in the
field. The handbook addresses philosophy of care for individuals with ID, as well as parent and
professional issues and organizations, staffing, and working on multidisciplinary teams. Chapters
explore issues of client protection, risk factors of ID, basic research issues, and legal concerns. In
addition, chapters include information on evidence-based assessments and innovative treatments to
address a variety of behaviors associated with ID. The handbook provides an in-depth analysis of
comorbid physical disorders, such as cerebral palsy, epilepsy and seizures, and developmental
coordination disorders (DCD), in relation to ID. Topics featured in this handbook include: Informed
consent and the enablement of persons with ID. The responsible use of restraint and seclusion as a
protective measure. Vocational training and job preparation programs that assist individuals with ID.
Psychological and educational approaches to the treatment of aggression and tantrums. Emerging
technologies that support learning for students with ID. Key sexuality and relationship issues that
are faced by individuals with ID. Effective approaches to weight management for individuals with
intellectual and developmental disabilities. The Handbook of Intellectual Disabilities is an essential
reference for researchers, graduate students, clinicians and related therapists and professionals in
clinical child and school psychology, pediatrics, social work, developmental psychology, behavioral
therapy/rehabilitation, child and adolescent psychiatry, and special education.

according to ohrp a problem is an unanticipated problem: Reviewing Clinical Trials
Chinese University of Hong Kong, Chinese University of Hong Kong. Clinical Trials Centre,
Washington, DC. Association for the Accreditation of Human research Protection Programs, Inc,
2010 The idea for this manual came from Pfizer in the US, which provided the Clinical Trials Centre
at The University of Hong Kong, Hong Kong SAR, PR China with a nonbinding grant for its
development. The general project layout protocol was accepted by Pfizer in July 2009. Pfizer has not
in any way interfered with the project, except for providing nonbinding comments to the final
product. The entire text of this manual was written by Johan PE Karlberg. Marjorie A Speers
provided considerable and essential comments on the contents and the first and subsequent drafts.
A group of international human research protection experts mostly working in non-profit institutions
or organisations - see Contributors for details - reviewed and provided important comments on the
contents and final draft. It was solely created with the intention to promote human research
protection of participants in clinical trials. This manual will be translated into numerous languages
and is provided free of charge as an electronic file over the Internet
(http://www.ClinicalTrialMagnifier.com) and offered in print for a fee. The objective beyond this
project is to establish educational activities, developed around the manual, and jointly organised
with leading academic institutions worldwide.
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