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FDA Opens Pathways for Accelerated Gene Therapies
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As of June 2026 the Food and Drug Administration has created policies
that will speed state - of- the- art technologies for people with disease
so rare that it would be highly difficult or relatively impossible for
regular treatment studies to take place. Offering gene editing tailored to
this minority group and their families. These agencies that would be
approved for new treatment paths would be based on “plausible
mechanism” for how the treatment would work.

“ For decades families heard the same thing: There are not enough
patients. The approval will take too long. You just have to wait for
the science to catch up with your child, " Robert F. Kennedy Jr.
Health and Human Services Secretary said at a briefing announcing
the proposed new policy. "That ends today. Individualized medicine
is no longer theoretical.”

“ Historically, rare diseases at the FDA have been an afterthought,”
added FDA Commissioner Marty Makary said at the briefing. "We've
come a long way."



https://substack.com/@sagefollowup
https://substackcdn.com/image/fetch/$s_!3mXN!,f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2Fc56f738e-af8c-405a-886c-5e5afc78dc51_468x832.webp

BIGGEST BREAKTHROUGHS
OF BIOTECH IN 2026



https://substackcdn.com/image/fetch/$s_!3mXN!,f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2Fc56f738e-af8c-405a-886c-5e5afc78dc51_468x832.webp

Al Becomes a Core Biotechnology Tool

Al is already a trusted part of biotechnology, especially research and
operational processes. Al is primarily used to increase speed, accuracy
and scalability. Some of the most visible applications is drug discovery,
molecular modeling, bioprocess optimization and manufacturing,
genomics and proteomics analysis, medical imaging, diagnostics.

“Across all of these areas, Professionals must not only understand
biological systems but also possess the knowledge and skills to
develop, validate, and interpret Al models within highly regulated
scientific contexts.” Said John Hopkins University in their 2026
publication, The Future of Al in the Biotechnology Industry.

Longevity and Cellular Reprogramming Enter Human Trials

A seismic event has just occurred in the longevity therapy and
biotechnology industry. The Food and Drug Administration has
approved of clinical trials of reprogramming technology. Life
Biosciences the company that was approved will be aiming these trials
at two age- related vision diseases. This upcoming trial is focused on
open-angle glaucoma (OAG) and non-arteritis anterior ischemic optic
neuropathy (NAION), which is a “stroke of the eye” that can cause
sudden blindness.

A few days ago, the company cleared the last major hurdle on its way
to this ambitious goal by receiving an Investigational New Drug (IND)
clearance from the FDA to test the experimental drug ER-100 against
optic neuropathies.
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CAR-T Therapy Finally Breaks into Solid Tumors

In June 2026, China announces satricabtagene autoleucel (satri-cel;
CT041), the first CAR-T cell therapy globally approved for the treatment
of a solid tumor.

Satri-cel is an autologous CAR-T therapy that targets CLDN18.2, a
stomach-specific tight-junction protein that is highly expressed in
gastric and pancreatic cancers but has limited expression in normal
tissues. The therapy uses a humanized anti-CLDN18.2 CAR construct
that is linked to CD28 and CD3¢ signaling domains, which allows for
targeted elimination of tumor cells.

“For cancer specialists and cell therapy specialists, satri-cel’s
approval is not just a new treatment option but a proof-of-concept
that engineered cellular therapies can successfully address the
challenges of solid tumors. Said Inside Precision Medicine in it's
June, 2026 publication, Solid Tumor CAR-T Therapy Approved in China, a
World First. “Whether this breakthrough can be applied to other tumor
types remains to be seen, but the field has crossed a milestone that
has eluded oncology for decades.”
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