
In hindsight, Angela Deter thought, perhaps she 
should’ve been less forthcoming about joining what she 
called “the Alzheimer’s prevention study.”
A minor slip at the offi ce—a struggle to name encryp-

tion software—brought a quip from a colleague: “Must be 
the amyloid at work.” (Amyloid is one of two pathological 
signatures thought to cause Alzheimer’s disease.) Laughter 
followed, and then the forgotten name, and all moved on, 
but Angela was angry, hurt, and speechless.

Another day at the offi ce. Another day at risk for demen-
tia caused by Alzheimer’s disease.

America has embarked on a great biomedical and pub-
lic health moonshot mission to take on 
the Alzheimer’s problem. Goal num-
ber 1 of the United States’ national 
Alzheimer’s plan is discovering treat-
ments that prevent and effectively treat 
the disease by 2025.

“Angela” is an alias, and some details  
are altered for her privacy, but her story 
is real. She is one among thousands of brave volunteers en-
rolled in studies to discover these treatments. At the Penn 
Memory Center, where I am a physician and codirector, she 
is part of a fi ve-year test of a drug in cognitively unimpaired 
persons sixty-fi ve to eighty-fi ve years old with evidence of 
what my coinvestigators and I describe as “elevated amy-
loid” in their brain. The study aims to demonstrate that a 
drug targeting amyloid will slow the cognitive decline in 
persons whose brain scans show this elevation. 

Her colleague’s quip shows how sharing this information 
can affect relationships. He’s thinking of Angela differently 
than he did before she told him of her plans to join the 
study. Her son urged her to move closer to him “before it’s 
too late.” Reactions like these reveal the notable ethical chal-
lenges of learning you’re at risk of having a disease of grave 
consequences with uncertain causation.

Men and women, Democrat and Republican, young and 
old, rich and poor frequently use “silver tsunami”—a disas-
ter metaphor for the aging of our population—to voice fears 
about an underproductive or underemployed labor force; 

lack of money in the face of illness; neglect from a health 
care system ill equipped to care for the disabled; and small-
er, scattered, divorce-sliced-and-diced families struggling to 
come together to care for one another.

It’s no wonder Alzheimer’s is on everyone’s mind.
Alzheimer’s prevention studies promise to turn the dis-

ease into a manageable problem. When an effective pre-
ventive medication is discovered, I, like my colleagues in 
oncology, will assess patients for disease progression, adjust 
drug dosages, order follow-up scans, and so on.

I’m oversimplifying, of course. Twenty percent of pa-
tients diagnosed with Alzheimer’s disease by experts like 

me in fact don’t have elevated amyloid 
and so, in fact, don’t have Alzheimer’s. 
What they do have is the subject of 
intense research, and there are many 
possibilities. A recent study of one 
thousand brain autopsies from older 
adults with a range of cognitive impair-
ment showed at least 230 combina-

tions of neuropathology. The point is that while the disease 
will be treatable, we’re unlikely to defeat it as we did polio 
and smallpox. We’re going to have to learn how to live with 
Alzheimer’s as an at least somewhat treatable disease.

We need to think outside the biomedical box. People are 
living and working longer, and so workplace protections and 
reasonable accommodations will need to be scrutinized. De-
clines in the ability to drive, errors in fi nancial transactions, 
and being a victim of fraud or abuse are among the earliest 
signs of cognitive decline. Imagine a future with a system 
that monitors Angela’s car and her many fi nancial accounts 
to inform me that she’s having problems and needs to come 
in to see me. Libertarians will swoon over such scenarios.

Our national mission needs more than doctors and sci-
entists. We need poets and creative types to take on the lu-
rid metaphors of silver tsunamis, epidemics, devils, demons, 
and the living dead that have made Alzheimer’s into a gothic 
horror story.

We need different stories. I don’t mean “happy stories.” 
This is a lousy disease, but Angela is looking for words. 
Imagine she had told her colleague that she may have amy-
loid on her brain but she still has feelings in her heart and 
she enjoys her work.
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Evidence and human genome editing. In July, the United 
Kingdom’s Nuffi eld Council on Bioethics issued a report on human genome 
editing in which it said that editing a human embryo’s genome to reduce 
the possibility that the future child will inherit a genetic disorder could be 
ethically acceptable when certain conditions are met: the intended use of ge-
nome-editing interventions secures and is consistent with the “welfare of the 
future person” and does not “increase disadvantage, discrimination or divi-
sion in society.” Yet the Council noted that if current legal restrictions on the 
use of heritable genome-editing interventions were lifted, the interventions 
should be used only in the context of “well-designed and supervised studies” 
to ensure that they are safe and effective. Some people might contend that it 
is premature to talk about what kind of evidence—and how much—will be 
needed to gauge the safety and effectiveness of genome-editing interventions 
since the United Kingdom, the United States, and several other countries 
currently prohibit clinical trials that involve transferring into a woman an 
embryo whose genome was edited. Yet based on an analysis of evidentiary 
disputes involving several medical technologies (an analysis that I conducted 
with my Hastings colleague Michael Gusmano for a forthcoming book, 
Debating Modern Medical Technologies: The Politics of Safety, Effectiveness, and 
Patient Access), I suggest that now is the time to start the conversation about 
evidentiary standards for the use of genome editing in reproductive medicine.

The chapter we wrote about stem-cell and other regenerative-medicine 
interventions provides a cautionary tale for genome editing’s “path to the 
clinic.” Not only have some patients, researchers, physicians, and elected 
offi cials pushed for relaxing evidentiary standards about the safety and 
effectiveness of stem-cell interventions, but some have also called for bring-
ing such interventions into the clinic without oversight and approval from 
regulatory bodies. Our stem-cell case study also reveals that, in the absence of 
regulatory requirements for market entry of new medical interventions—or 
when regulatory requirements are unenforced or weak—some physicians 
and clinics in the United States and elsewhere have offered untested and 
unapproved stem-cell interventions to patients, often using Internet-based 
direct-to-consumer marketing to promote the interventions. Moreover, some 
patients have traveled as “stem-cell tourists” to countries where it is easier to 
access these interventions than in their home country. 

Many scientists, along with advisory bodies like the Nuffi eld Council and 
the U.S. National Academies of Sciences, Engineering, and Medicine, do 
not recommend the clinical use of reproductive genome editing at this time. 
Yet because the regulatory landscape about such use is ambiguous in several 
countries, clinics in those countries may offer genome-editing interventions 
that have not been tested for safety and effectiveness in human clinical tri-
als. Thus, it is not too far-fetched to be concerned about “genome-editing 
tourism,” particularly since it is unclear what the public in the United States 
and other countries understands about the type and amount of evidence that 
would be needed to show that reproductive genome editing is safe and effec-
tive (for both the future child and the pregnant woman). One lesson learned 
from the dispute over patients’ access to stem-cell interventions is that, rather 
than being too soon to talk about evidentiary standards for the clinical use of 
new biomedical interventions, it is often too late.

—Karen J. Maschke
Research Scholar and Editor of IRB: Ethics & Human Research

sept-oct 18 report cover.indd   4-5 10/4/2018   2:33:11 PM


