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James Giordano, Ph.D., M.Phil.

∎ Dr. James Giordano is a Bioethicist with the Department of Defense (DoD) Medical Ethics Center 
(DMEC), Chief of the Neuroethics Studies Program, Scholar-in-Residence, leads the Sub-Program in 
Military Medical Ethics, and Co-director of the O’Neill-Pellegrino Program in Brain Science and 
Global Health Law and Policy in the Pellegrino Center for Clinical Bioethics.

∎ Dr. Giordano is also a Professor in the Departments of Neurology and Biochemistry at Georgetown 
University Medical Center, Washington, DC, USA. He is a Distinguished Visiting Professor of Brain 
Science, Health Promotions and Ethics at the Coburg University of Applied Sciences, Coburg, 
Germany, and was formerly the 2011-2012 J.W. Fulbright Foundation Visiting Professor of 
Neurosciences and Neuroethics at the Ludwig-Maximilians University, Munich, Germany.

∎ Dr. Giordano currently serves as Chair of the Neuroethics Program of the Institute of Electrical 
Electronic Engineers (IEEE) Brain Project, and an appointed member of the Neuroethics, Legal and 
Social Issues (NELSI) Advisory Panel of the Defense Advanced Research Projects’ Agency (DARPA). 
He has previously served as Research Fellow and Task Leader of the EU Human Brain Project Sub-
Project on Dual-Use Brain Science; an appointed member of United States Department of Health 
and Human Services Secretary’s Advisory Council on Human Research Protections (SACHRP); and as 
Senior Science Advisory Fellow of the Strategic Multilayer Assessment Branch of the Joint Staff of 
the Pentagon.

∎ The author of over 290 publications in neuroscience and neuroethics, seven books, and 15 
government whitepapers on neurotechnology, ethics and biosecurity, he is an Editor-in-Chief of the 
international journal Philosophy, Ethics and Humanities in Medicine; Associate Editor of 
the Cambridge Quarterly of Health Care Ethics; and Contributing Editor of Frontiers in Human 
Neuroscience.

∎ His ongoing research addresses the neurobiological bases of neuropsychiatric spectrum disorders; 
and neuroethical issues arising in and from the development, use and misuse of neuroscientific 
techniques and neurotechnologies in medicine, public life, global health, and military applications.
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Megan K. Applewhite M.D., M.A., 
F.A.C.S.
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Dr. Megan Applewhite is an Associate Professor in the Department of Surgery 
and Center for Ethics Education and Research at Albany Medical College, 
Albany, NY. She is also a Consultant Bioethicist for the Department of Defense 
Medical Ethics Center (DMEC).  

Dr. Applewhite is the Director of the Alden March Bioethics Institute at 
Albany Medical College and holds the John A. Balint, MD, Chair of Medical 
Ethics in the College.  She is a board-certified General Surgeon and is 
fellowship trained in Endocrine Surgery. Her undergraduate degree is in 
African American Studies from the University of Chicago and her medical 
degree is from Albany Medical College. She completed her General Surgery 
Residency at Lahey Hospital and Medical Center and her Endocrine Surgery 
training at the University of Chicago. She also completed a fellowship in 
Clinical Medical Ethics at the University of Chicago MacLean Center for 
Medical Ethics.

Her research interests include surgical ethics education, health care of the 
incarcerated patient population, utilization of limited resources, and quality 
of life after thyroid and parathyroid surgery. 



Joseph A. Procaccino, JR., J.D., M.F.S. 

∎ Mr. Procaccino is Legal Advisor for DoD DMEC centered at the Uniformed Services 
University for the Health Sciences (USUHS), and is an Adjunct Assistant Professor of 
Preventive Medicine and Biostatistics at USUHS where he teaches Medical Jurisprudence 
and Bioethical issues. He has been on the faculty at USUHS since 1991. He is also on the 
faculty of the Defense Department’s Medxellence Program. He is currently serving in a re-
hired annuitant role.

∎ Mr. Procaccino has served as the Legal Advisor to the Surgeon General, United States Air 
Force, and Senior Counsel for Health Affairs for the Air Force Judge Advocate General 
from 1993 until his retirement from Civil Service in that position in 2017. Prior to that, he 
was the Senior Medical Law Counsel for the Tort Claims and Litigation Branch of the Air 
Force Legal Operations Agency, beginning his Air Force tenure with that office in 1978. He 
also served as the legal representative to the Surgeon General’s Medical Practice Review 
Board and Clinical Investigation Review Committee, and participated in the Department of 
Defense Health Affairs Committee for Risk Management and Quality Assurance. 

∎ In addition to his government service, Mr. Procaccino has been appointed as an Adjunct 
Associate Professor teaching Health Law at the University of Maryland Graduate School, 
an Adjunct Assistant Professor at Central Michigan University, and as an Adjunct Instructor 
at Georgetown University teaching ethics and medical law.

∎ Mr. Procaccino was commissioned an officer in the U.S. Army Signal Corps in 1973.  He 
subsequently served in the U.S. Army Reserve in both the Signal Corps and Military 
Intelligence Branch.

∎ He holds a Bachelor’s Degree in both Classical Humanities and Political Science from 
George Washington University. He received his Juris Doctor degree from American 
University and a Master's degree in Forensic Medicine (Sciences) from George Washington 
University.  
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Disclosures

§ Dr. James Giordano, Dr. Megan K. Applewhite, and Mr. Joseph A. 
Procaccino, Jr. have no relevant financial or non-financial relationships to 
disclose relating to the content of this activity.

§ The views expressed in this presentation are those of the 
authors/speakers and do not necessarily reflect the official policy or 
position of the Department of Defense, or the U.S. Government.

§ This continuing education activity is managed and accredited by the 
Defense Health Agency J7 Continuing Education Program Office (DHA J7 
CEPO). DHA J7 CEPO and all accrediting organizations do not support or 
endorse any product or service mentioned in this activity.

§ DHA J7 CEPO staff, as well as activity planners and reviewers have no 
relevant financial or non-financial interest to disclose.

§ Commercial support was not received for this activity. 
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Learning Objectives

At the conclusion of this activity, participants will be able 
to:

1. Analyze the impact of biotechnological innovations on 
privacy, legal liability, and equity.

2. Discuss balancing risks and benefits of new technologies.
3. Outline novel aspects of surgical ethics. 
4. Explain the challenges of informed consent when new 

approaches/new technology is incorporated to surgical care.
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Bio-Science and Technology 
(BioS/T)… 

The Dance of Tools-to-Theory-to-Tools…

Images: Pfizer.com and Istockphoto.com
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(BioS/T)

∎ Assessment
q Biomarkers
q Genetics/genomics
q Imaging
q Biomodeling/mapping

∎ Interventional
q Technopharmaceutics
q Gene Editing
q Nanomaterial Systems
q Transomatic Modulation
q Implantable Devices
q Brain Computer Interface (BCI)
q Advanced Bioprosthetics
q Robotics

∎ Derivative
q Big Data
q Artificial Intelligence (AI) technologies

A-3: Actual Ability to
Assess...Access...Affect

To What Effect(s) and Ends?

Images: earthsky.org, Slideshare.netpnas.org,
Vecterstock.com
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The Good, the Bad, and the Ugly

∎ Good
q Diagnose and cure/treat disease
q Facilitate/improve physiological and cognitive functions
q Improve quality of life

∎ Bad
q Misappropriated findings and meanings
q Inapt use
q Distributional asymmetries

∎ Ugly
q Intentional mis-use (of information and capabilities)
q Neglect of analysis, precaution, preparation
q Use in warfare

Istockphoto.com
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Bioethico-legal Issues & Risks

Technology-focal
Unknowns of frontier science/technology
Capabilities, limitations
Validity, viability of use
Runaway and Wexelblatt effects

Social
Autonomy: Protection vs privacy
Awareness, understanding, consent
Treatment/protection/enhancement
Norms, pluralization, diversity
Justice: Provision/access
Dual-use
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Preparatory Paradigm

Any Consideration of Using BioS/T Should be Informed by...
6-W Questions:

§ What BioS/T is/are available for current use?
§ Why is BioS/T considered or advocated or use?
§ Who will receive BioS/T?
§ When will BioS/T be considered 

(algorithm/protocol)?
§ Where will BioS/T be administered (e.g.-hospital; 

clinic, school; worksite; home)?
§ Which mechanisms will be in place for ongoing 

provision of services/resources?
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Preparatory Paradigm

As Framed by...
6-C Considerations:

§ Capacities and limitations of the BioS/T
§ Consequences incurred by BioS/T on recipients, families, 

and society in the short, intermediate, and long-term
§ Character of the research and recipient (e. g, patterns of 

cognition, emotion, and behavior) affected by BioS/T
§ Contexts of need and value that influence use of BioS/T
§ Continuity of research and clinical care 
§ Consent through provision most information possible  
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Que será...

§ Use-in-practice will incur 
unanticipated/deleterious effects

§ Does NOT necessarily proscribe use 
§ DOES obligate need for:

§ Rigorous monitoring
§ Continuing R/D
§ Clinical engagement
§ Ethical guidance
§ Legal/policy Currency

flickr.com
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Technology and Surgery

§ How to discuss new technology with patients
§ No formal review process for surgical approaches or 

device utilization
§ Discussions with patients perioperatively
§ Unique discipline requiring creativity

“Medically Ready Force…Ready Medical Force” 15



Variations

Minor modifications not 
requiring specific disclosure

Innovations 

Modifications of potential 
significance to the patient or 

that differ from local 
practice requiring disclosure

Research

Systematic investigations 
designed to develop or 

contribute to generalizable 
knowledge

“Medically Ready Force…Ready Medical Force” 16



Variations

“Medically Ready Force…Ready Medical Force”

Image: Target.com
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Variations
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Planned Innovation

- Is informed consent from 
the surgeon adequate to 
protect patients?

- Is new necessarily better? 
Or even equivalent?

- Is there a role for some 
type of oversight?

“Medically Ready Force…Ready Medical Force” 19



Oversight for surgical innovation

Peers or Departmental leadership

Surgical Innovation Committee

National Registry of Surgical Innovation

Institutional Review Board

“Medically Ready Force…Ready Medical Force” 20
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SOMETIMES
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Research & Therapeutic Misconception

When a research subject fails to appreciate the distinction 
between the imperatives of clinical research and of ordinary 
treatment, and therefore inaccurately attributes therapeutic 
intent to research procedures. 
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DISCUSSION ISSUES

- INFORMED CONSENT
- RISKS AND ALTERNATIVES

- STANDARDS OF CARE
- EVOLUTION AND “WEANING IN” OF NEW INNOVATIONS/PRACTICES

- IMPLICATIONS FOR PROVIDERS
- CREDENTIALING AND LICENSURE/SPECIALIZATION OF PROFESSIONS
- IMPLICATIONS FOR CONCERNS ABOUT VIOLATIONS OF “PRIMUM NON 

NOCERE” (“DO NO HARM”) 
- COST AND EQUITY
- SAFEGUARDS AND LIABILITY

- RESEARCH AND RISK/BENEFIT
- PRIVACY AND DUTY TO WARN

“Medically Ready Force…Ready Medical Force” 24



Key Takeaways

§ Innovations need to be balanced with concern for patient risks, alternatives, and costs 
§ New techniques/advances may require a revisit of specialty training and scopes of practice
§ Innovations cannot, like a switch, suddenly be turned on to the exclusion of present practices
§ Pushing the envelope with the good intentions is necessary for advancement of surgery
§ Appreciation of the value of early, mid, and late technology adapters
§ Honesty and transparency with patients is paramount to respect their autonomous choice
§ Early adapters of innovation in the OR have a particular responsibility to be thorough during the 

informed consent process
§ Oversight for surgical innovation is built in to the profession, and may need formalization
§ Technical and international convergences in bioscience and engineering are ever more rapidly 

fostering new developments with high clinical translatability
§ Diverse circumstances, cultures and values can, and often do affect ethical-legal and social attitudes 

about use of emerging bioscience and technologies in practice
§ Increasing ‘what can be done’ technically necessitates increased attention and address to ‘what 

should (or should not) be done’ in particular settings and under specific contingencies
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How to Obtain CE/CME Credits

To receive CE/CME credit, you must register by 0745 ET on 27 August 2021 to qualify for the receipt of CE/CME credit 
or certificate of attendance. You must complete the program posttest and evaluation before collecting your 
certificate.  The posttest and evaluation will be available through 9 September 2021 at 2359 ET.  Please complete the 
following steps to obtain CE/CME credit:

1. Go to URL: https://www.dhaj7-cepo.com/content/aug-2021-ccss-exploration-innovations-health-care
2. Click on the REGISTER/TAKE COURSE tab.

a. If you have previously used the CEPO CMS, click login.
b. If you have not previously used the CEPO CMS click register to create a new account.

3. Follow the onscreen prompts to complete the post-activity assessments:
a. Read the Accreditation Statement
b. Complete the Evaluation
c. Take the Posttest

4. After completing the posttest at 80% or above, your certificate will be available for print or download.
5. You can return to the site at any time in the future to print your certificate and transcripts at https://www.dhaj7-

cepo.com/
6. If you require further support, please contact us at dha.ncr.j7.mbx.cepo-cms-support@mail.mil
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