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I.	 Background and Purpose
1Day Sooner is a 501(c)(3) nonprofit that represents altruistic research participants and ad-
vocates for clinical trial reform. Its Clinical Trial Abundance program works with allied orga-
nizations to reduce the cost of learning about human health.

On July 2, 2026, 1Day Sooner convened a virtual roundtable discussion as part of its on-
going Clinical Trial Abundance seminar series, focused on the U.S. Department of Health 
and Human Services' newly released “Operation TrialBlazer” initiative. Within the published 
memo, HHS committed to modernization and reform to reposition the United States as a glo-
bal leader in clinical trials. Concurrently, a wave of related draft guidance and Requests for 
Information (RFIs) were published on topics including participant compensation and master 
protocol design uptake. 1Day Sooner views Operation TrialBlazer as a welcome and overdue 
step toward modernizing the clinical trial system, and we support the Administration’s broa-
der effort to reduce unnecessary friction for research participants. To pressure-test the ini-
tiative and surface a range of expert reactions, we convened this roundtable as a moderated 
discussion rather than an endorsement; the views below reflect attendees’ candid input, not 
1Day Sooner’s own position.

Given the scale and pace of these announcements, the roundtable was organized on short 
notice to give experts in industry, academia, and other members of the regulated communi-
ty an early opportunity to share impressions and surface open questions before the broader 
public comment process advances.

This report summarizes key takeaways of the discussion. To protect the candor of the ex-
change, individual speakers are not identified by name. In select cases, comments are attri-
buted generically or by broad affiliation type (e.g., “a pharmaceutical industry representati-
ve”). The summary reflects the views expressed by attendees and does not represent the 
official position or views of 1Day Sooner. We do not claim that these attendees or speakers 
are representative of the wider views of the human research ecosystem; rather, we belie-
ve their comments are instructive of the kinds of critiques and improvements that some 
experts in the field would raise.

Prepared by 1Day Sooner

Date: July 2, 2026, 11:00 AM-12:00 PM EDT 
Format: Private virtual roundtable, not recorded 
Attendance: Approximately 32 attendees, drawn from industry, academia,  
and the broader regulated community 
Host: 1Day Sooner
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II.	 Initial Reactions to Operation TrialBlazer
Attendees broadly agreed that regulatory and infrastructural reform to accelerate clinical tri-
als is overdue, and welcomed the Administration's attention to the issue. At the same time, 
several concerns emerged about the design and framing of the initiative itself.

	● The volume of simultaneous RFIs released alongside the initiative was discussed as a risk 
of “signal dilution,” potentially discouraging substantive public comment.

	● The document lacks a clear framework for measuring what is and is not working, osten-
sibly continuing flawed precedent (prior major reforms, including single IRB review and 
earlier Common Rule changes, were never systematically evaluated after implementation).

	● The initiative's framing of the effort as a race to “beat China” struck several attendees 
as scientifically and ethically incongruous, since medical advances made in one country 
generally benefit patients everywhere. Others noted that competitive framing may draw 
useful political attention to longstanding issues the field already cares about.

	● There is a risk that manufactured urgency could push toward speed at the expense of ri-
gor, particularly in first-in-human trials.

	● The document was criticized for conflating clinical research with clinical care in several 
places. Trial participants take part in experiments without receiving standard clinical care; 
attendees criticized any blurring of that distinction as undermining trust and setting inap-
propriate expectations.

III.	 Bottleneck Framing and Workforce Gaps
Attendees generally felt that the TrialBlazer’s six priority bottlenecks, while a reasonable 
starting point, are incomplete.

	● The most significant omission was thought to be workforce capacity. The document does 
not offer an honest accounting of the current clinical trial workforce, and its proposals on 
EHR integration (through the Office of the National Coordinator) are not new; what’s mis-
sing is the workforce training needed to actually execute them.

	● Staffing cuts at FDA make several of the initiative's expanded mandates difficult to fulfill. 
Hiring additional staff may help, but attendees noted that this would not address the on-
going loss of deep regulatory expertise - particularly the nuanced institutional knowledge 
of where FDA, OHRP, and Common Rule requirements diverge.

	● Several attendees drew an analogy to reshoring manufacturing: just as a cell or gene the-
rapy manufacturing facility cannot be stood up in six weeks without certified inspectors 
and a trained local workforce, clinical trial infrastructure cannot be scaled on an accele-
rated timeline without addressing the underlying workforce shortage.

2Summary Report: Roundtable Discussion on HHS's Operation TrialBlazer



IV.	 IRB Reform and the Single IRB Mandate
Attendees had mixed views on the proposed shift toward mandatory single IRB review.

	● FDA's move toward universal single IRB review is intuitively appealing, but attendees no-
ted that evidence on its actual utility is still being gathered.

	● Attendees discussed the risk that an FDA single IRB mandate could further concentrate 
review with commercial IRBs, whose incentives may skew toward regulatory minimalism. 
This could potentially widen the gap between research ethics and regulations.

	● Commercial IRBs already review the majority of FDA-regulated research, so the incremen-
tal efficiency gains from a single IRB mandate may be more limited than assumed.

	● The document was criticized for conflating IRB turnaround times with overall clinical trial 
startup times. Faster IRB review does not address, for example, a clinical trial agreement 
negotiation process that can take a year and a half.

	● One clearly positive element attendees highlighted was the document's stance that parti-
cipants should not be made financially worse off for taking part in a trial.

	● International harmonization was noted to be largely absent from the initiative. The Com-
mon Rule's “equivalent protections” provision for foreign research remains underdevelo-
ped, and unlike FDA, which has established GCP-based pathways for accepting foreign 
trial data, HHS has still not matched this with comparable IRB-level harmonization.

V.	 Innovative Trial Designs and Sponsor Reluctance
Attendees discussed why sponsors remain slow to adopt novel trial designs despite new FDA 
guidance.

	● FDA has released updated master protocol guidance, including new provisions on basket 
trials, but sponsors remain hesitant to adopt these designs.

	● Attendees agreed that sponsors are unlikely to adopt novel designs without assurance of 
faster regulatory review on the back end. The strong response to the real-time data sub-
mission RFI (230+ comments) was seen as partly reflecting interest in exactly this kind of 
incentive.

	● Global drug development complicates U.S.-only reform. Attendees noted that if regula-
tors such as the European Medicines Agency do not align with U.S. changes, multinatio-
nal sponsors are likely to default to the lowest common denominator across jurisdictions, 
making the initiative's “uniquely American” framing difficult to reconcile with how trials 
are actually run.

	● One attendee noted that even where dollar-for-dollar cost savings have been demonstra-
ted, for example, through selective safety data collection, companies still are not enga-
ging with the relevant FDA programs, suggesting the barrier is as much cultural and in-
centive-based as technical.
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VI.	 Real-World Data: Promise Versus Readiness
Attendees weighed the potential of real-world data against current gaps in data quality and 
infrastructure readiness.

	● Attendees noted that FDA's Sentinel Initiative and other post-market databases hold pro-
mise for accelerating real-world evidence utility, but flagged significant readiness gaps. 
Most Sentinel data consists of insurance claims data, which lacks nuanced clinical detail.

	● Sentinel 3.0 is incorporating electronic health record data, but this requires substantial 
ongoing investment in interoperability. Coding inconsistency and confounding continue 
to limit the data's suitability for regulatory-grade use.

	● One attendee noted that sponsors have pushed for years for FDA to accept lower-quality 
real-world data for regulatory purposes, but that the FDA has generally resisted; atten-
dees largely agreed with that cautious attitude.

	● The consensus was for investment in data quality and interoperability to be prioritized first, 
and then for real-world data regulations to be expanded afterward.

	● As with the workforce concerns raised earlier, ongoing agency staffing cuts were noted as 
an overlooked bottleneck; even maintaining current real-world data infrastructure is difficult.

VII.	 AI in Clinical Research
Attendees discussed the initiative’s notable silence on artificial intelligence and its potential 
role in clinical trials.

	● Attendees noted that Operation TrialBlazer seems to intentionally omit any discussion of 
artificial intelligence, likely to avoid the topic becoming a political lightning rod.

	● There was broad agreement that AI could help address workforce and timeline bottlenecks, 
but attendees cautioned that “AI” would only be useful insofar as training data, validation 
methodology, and implementation context are trustworthy.

	● Several attendees expressed skepticism about any near-term AI adoption, citing the Lung IM-
PACT trial as an example where AI was expected to outperform standard practice and did not.

	● The economic fragility of large foundation models was raised as an underappreciated risk.

VIII.	 Closing Thoughts
Attendees closed with a few final observations on the initiative’s implementation and indus-
try coordination.

	● One attendee highlighted the success of the initiative in its attempt to delegate clear re-
sponsibilities across HHS components.

	● Several attendees noted that multi-stakeholder groups (such as DTRA) are already co-
ordinating comments across industry and other regulated-community stakeholders, and 
suggested the broader group explore mechanisms for sharing transparency on who is 
submitting comments and what feedback is being submitted, noting that collective res-
ponses from a diverse set of stakeholders carry more weight with agencies than fragmen-
ted individual submissions.
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