
2nd BCLT Advanced Life Sciences Institute

Rapid advancement in life sciences technologies has made
keeping up with the legal implications more important than ever. Join the Berkeley Center for Law
and Technology for the 2nd BCLT Advanced Life Sciences Institute, where you will learn from
the experts about cutting-edge issues impacting your life sciences practice.

The programming will share key insights and best practices related to the rapid rise of AI in the life
sciences and new trends for licensing, deals, and life sciences funding models. Expert will review
key developments in the law (Section 112, obviousness-type double patenting), anti-counterfeiting
and patient safety, and the ever-complex interplay of regulatory and IP exclusivities. Finally, don’t
miss in-depth discussions on future pandemic preparedness and use of trade secrets v. patents for
portfolio protection!

The Advanced Life Sciences Institute will be launched virtually through B-CLE on May 21 and 22.

Registration is free and available to all, and CLE will be offered.

Goodwin Invites You to a Conversation with
Rare Disease Community Leaders

In global observance of Rare Disease Day, Goodwin invites you
to join us for a special awareness event on March 1, 2023 in our Boston office or virtually for those
attending remotely to spotlight the critical work being done to address over 7,000 rare diseases that
impact more than 300 million people globally.

Goodwin’s Life Sciences Regulatory & Compliance team is bringing together global leaders in the
rare disease community for a series of three fireside chats to discuss what inspires them, what
challenges continue to face the rare disease community and rare disease patients, the work ahead in
the global effort against rare disease, and what we can do to help. Our registration links and full
agenda are below, and a networking reception will follow the in-person event in Boston.

A Conversation with Rare Disease Leaders (March 1, 2023) Agenda:

https://www.lifesciencesperspectives.com/2024/05/10/2nd-bclt-advanced-life-sciences-institute/
https://www.law.berkeley.edu/research/bclt/
https://www.law.berkeley.edu/research/bclt/
https://www.law.berkeley.edu/research/bclt/bcltevents/2nd-bclt-advanced-life-sciences-institute/
https://bcle.berkeley.edu/
https://bk.webcredenza.com/showcase?id=29
https://www.lifesciencesperspectives.com/2023/02/22/goodwin-invites-you-to-a-conversation-with-rare-disease-community-leaders/
https://www.lifesciencesperspectives.com/2023/02/22/goodwin-invites-you-to-a-conversation-with-rare-disease-community-leaders/


12:00 PM – 12:30 PM EDT | Welcome & Networking Lunch

12:30 PM – 1:00 PM EDT | Fireside Chat – The CEO View

Justin Klee and Josh Cohen, Co-CEOs & Co-Founders Amylyx (via Zoom)
Julie Tibbets, Moderator

1:00 PM – 1:30 PM EDT | Fireside Chat – The Patient View

Bob Coughlin, Managing Director, JLL and Cystic Fibrosis Patient Advocate
Julie Tibbets, Moderator
Matt Wetzel, Moderator

1:30 PM – 2:00 PM EDT | Fireside Chat – The Policy View

Tom DiLenge, Senior Partner, Global Public Policy, Regulatory & Governmental Strategy,
Flagship Pioneering (formerly of BIO)
Matt Wetzel, Moderator

2:00 PM – 2:30 PM EDT | Networking Reception

Click here to register for the in-person event in our Boston offices.

Click here to register for the virtual event.

Planning For The End: Goodwin FDA
attorneys Steve Tjoe and Susan Lee highlight
key takeaways From FDA’s draft guidances
proposing transition plans for medical
devices marketed under EUAs or
enforcement policies during the COVID-19
Public Health Emergency

During the COVID-19 public health emergency, the United States
Food and Drug Administration (FDA) has issued hundreds of Emergency Use Authorizations (EUAs)
and numerous enforcement policies to facilitate the availability of important medical devices. On
December 23, 2021, FDA published two draft guidances setting forth the Agency’s proposed process
for transitioning the multitude of devices brought to market under these circumstances to full

https://sites.goodwinlaw.com/86/7011/landing-pages/rsvp-blank---in-person.asp
https://sites.goodwinlaw.com/86/7011/landing-pages/rsvp-blank---webinar.asp
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/
https://www.lifesciencesperspectives.com/2022/01/14/planning-for-the-end-goodwin-fda-attorneys-steve-tjoe-and-susan-lee-highlight-key-takeaways-from-fdas-draft-guidances-proposing-transition-plans-for-medical-devices-marketed-under-euas-or-e/


compliance with FDA requirements:

Transition Plan for Medical Devices Issued Emergency Use Authorizations (EUAs) During the
Coronavirus Disease 2019 (COVID-19) Public Health Emergency (the “EUA Transition Draft
Guidance”); and
Transition Plan for Medical Devices That Fall Within Enforcement Policies Issued During the
Coronavirus Disease 2019 (COVID-19) Public Health Emergency (the “Enforcement Policies
Transition Draft Guidance”).

In our recent Alert, we summarize some key takeaways from FDA’s proposed transition plan for
manufacturers of devices marketed under a COVID-19 EUA (“EUA Devices”) and devices marketed
under one of more than 15 COVID-19 enforcement policies listed in the guidance (“Enforcement
Policy Devices”). Read More

Federal Audits and Enforcement Actions of
Telehealth Providers: Future Trends and
Mitigating Risk

As the COVID-19 pandemic progresses and the expanded use of
telehealth has appeared to stabilize over the past year according to a July report from McKinsey
& Company, Federal agencies have continued the recent trend of enforcement actions and audits of
telehealth providers.

On September 17, 2021, the U.S. Department of Health and Human Services Office of Inspector
General (HHS OIG) and U.S. Department of Justice (DOJ) announced their latest enforcement
action, totaling $1.4 billion, with approximately $1.1 billion involving alleged telehealth fraud. This
is the latest action taken by enforcement agencies, with a $143 million COVID-19 enforcement
action announced in May 2021 and a $4.5 billion telehealth enforcement action announced
in September 2020. These actions have focused in part on the use of telehealth to submit
fraudulent claims to private payors as well as Federal health care programs. The May 2021
enforcement action involved fourteen defendants in seven Federal judicial districts and the
September 2020 enforcement action involved over three-hundred defendants in fifty-one Federal
judicial districts.

This most recent round of enforcement actions from September 2021 targeted telemedicine
executives who were alleged to have paid physicians the nurse practitioners in exchange for
ordering durable medical equipment, genetic testing, other diagnostic tests, and pain medications
that were considered unnecessary.  The government charged that items were ordered without

https://www.goodwinlaw.com/publications/2022/01/01_14-planning-for-the-end-fda-issues-draft
https://www.goodwinlaw.com/publications/2022/01/01_14-planning-for-the-end-fda-issues-draft
https://www.lifesciencesperspectives.com/2021/09/27/federal-audits-and-enforcement-actions-of-telehealth-providers-future-trends-and-mitigating-risk/
https://www.lifesciencesperspectives.com/2021/09/27/federal-audits-and-enforcement-actions-of-telehealth-providers-future-trends-and-mitigating-risk/
https://www.lifesciencesperspectives.com/2021/09/27/federal-audits-and-enforcement-actions-of-telehealth-providers-future-trends-and-mitigating-risk/
https://www.mckinsey.com/industries/healthcare-systems-and-services/our-insights/telehealth-a-quarter-trillion-dollar-post-covid-19-reality
https://www.mckinsey.com/industries/healthcare-systems-and-services/our-insights/telehealth-a-quarter-trillion-dollar-post-covid-19-reality
https://www.justice.gov/opa/pr/national-health-care-fraud-enforcement-action-results-charges-involving-over-14-billion
https://www.justice.gov/opa/pr/national-health-care-fraud-enforcement-action-results-charges-involving-over-14-billion
https://oig.hhs.gov/newsroom/media-materials/2021takedown/
https://oig.hhs.gov/newsroom/media-materials/2021takedown/
https://www.justice.gov/opa/pr/national-health-care-fraud-and-opioid-takedown-results-charges-against-345-defendants
https://www.justice.gov/opa/pr/national-health-care-fraud-and-opioid-takedown-results-charges-against-345-defendants


patient interactions or minimal telephonic conversations, and that the physicians and nurse
practitioners at issue had never even met or seen their patients. Additionally, in January 2021, HHS
OIG announced a series of audits reviewing Medicare Part B payments to telehealth providers
during the public health emergency to determine whether Medicare requirements were met. The
first phase of audits focus on whether services such as evaluation and management, opioid use
disorder, end-stage renal disease, and psychotherapy met Medicare requirements. The second phase
includes additional audits regarding distant and originating site locations, virtual check-in services,
electronic visits, remote patient monitoring, use of telehealth technology, and annual wellness visits.

While the long-term effects of Federal agency actions remain unclear, so long as telehealth is
utilized at a substantial level, government agencies will likely continue to scrutinize telehealth
industry practices to mitigate fraud, waste and abuse. Telehealth providers and others in the
industry can decrease the likelihood and impact of being audited or charged in an enforcement
action by structuring their compliance programs and operations to abide by Federal health care
program requirements such as provider credentialing, sufficient medical necessity documentation,
program integrity requirements and other coverage and reimbursement issues.

2nd Virtual Goodwin + KPMG @ JPMorgan
Symposium – Day Two Recording

Goodwin’s 2nd Annual Goodwin + KPMG @ JPMorgan
Symposium kicked off Day Two of our Symposium with an overview of the effects of the pandemic on
the biopharma market by Dale Raine, Managing Director and Co-Head of the European Healthcare
Investment Banking at Lazard in conversation with Goodwin Life Sciences Corporate partner,
Graham Defries.  This chat was followed by a panel discussing global life sciences outlook,
partnerships and M&A opportunities, and whether Europe will continue to be a focus for 2021 and
beyond. The Symposium wrapped up with a fireside chat featuring the Carl Hansen, CEO and Tryn
Stimart, CLO of AbCellera in conversation with Goodwin Life Sciences partner Deepa Rich,
discussing drug discovery and the accelerated adoption of AI and machine learning in our new
reality, and their path to one of the largest IPOs in biotech history.

View the Video

https://oig.hhs.gov/reports-and-publications/workplan/summary/wp-summary-0000556.asp
https://www.lifesciencesperspectives.com/2021/02/08/2nd-virtual-goodwin-kpmg-jpmorgan-symposium-day-two-recording/
https://www.lifesciencesperspectives.com/2021/02/08/2nd-virtual-goodwin-kpmg-jpmorgan-symposium-day-two-recording/


2nd Virtual Goodwin + KPMG @ JPMorgan
Symposium – Day One Recording

Goodwin held the 2nd  Annual Goodwin +KPMG @
JPMorgan Symposium on Wednesday, January 27th and Thursday, January 28th. The Symposium
kicked off  with industry luminary, Noubar Afeyan, Chairman and Co-Founder of Moderna sitting
down for a fireside chat with Vice Chairman, Global Chair of M+A and Goodwin partner, Stuart
Cable.

Following the fireside chat, there were three industry focused panels. The first panel, “The COVID
Catalyst: Driving Innovation Mainstream,” discussed how COVID-19 boosted innovation across the
continuum whether it be devices, therapeutics, diagnostics, supply chain, or the dissemination of
needed products and services on a worldwide scale. The second panel, “COVID Gives Digital Health
a Shot in the Arm,” addressed how digital health came into the spotlight in 2020 as a result of
increased demand for virtual health. The first day wrapped with the panel, “How the 2020 SPACs
Revolution Will Impact the IPO Market for 2021 and Beyond,” focused on the rise of SPACs in 2020
and how that will affect the IPO market moving forward.

View the Video:

https://www.lifesciencesperspectives.com/2021/02/08/2nd-virtual-goodwin-kpmg-jpmorgan-symposium-day-one-recording/
https://www.lifesciencesperspectives.com/2021/02/08/2nd-virtual-goodwin-kpmg-jpmorgan-symposium-day-one-recording/

