A savvy approach to clinical trial recruitment for the SAAVY (Seroprevalence of AAV AntibodY) study in the era of COVID-19:
Designing for a prospective, observational study in the United States during a global pandemic
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used for the SAAVY study (BMN 270-701), which aims: . . . Cuonee detail related | COllection at 20 - 17 * Patient died
’ ' B Recruitment has leveraged various forms of virtual Inquiries szl Q' central labs 15 (unrelated to study
o To characterize AAV antibody prevalence and titers, outreach to create awareness of the Study and its 9 11 11 10 procedures) (1)
evaluate changes in antibody titer over 3—6 months, scientific aims (Table 1). Pl:g(())\/ide Triage 10 - I ) I 4 73 3 3 I 8 . Moved away (1)
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o To minimize the need for in-person study coordinators, together with a central Primary
interactions during the COVID-19 pandemic. Investigator (PI), to provide support to participants and ~ Figure 2. Unified Study Coordination Responsibilities Figure 3. SAAVY [270-701] Enrollment and Sample Collections LTF, lost to follow-up; PSC, Patient Service Center
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Table 1. Virtual outreach methods

to assist with the management of blood draws at local
Patient Service Centers (PSCs) (Figure 2).

AE, adverse event; PSC, Patient Service Center; Q, question.

Recruitment Efforts

Community Awareness Campaign

B SAAVY website

B SAAVY mobile application

B Partner email outreach

B Online recruitment [advertising] initiatives

m HCP Educational Webinars

B SAAVY Advisor Videos

B Infographic Brochures

B Patient Advocacy Group (PAG) engagement

m As of May 2021, 68 PwHA are actively involved in the

study out of 119 total consented (Figure 3). The first

enrollment occurred within 4 months of final protocol;

41 participants were enrolled within 2 weeks of start.

B The study was designed before the outbreak of
the COVID-19 global pandemic, when a target

sample size of 1,000 PwHA was considered feasible.

m Restrictions imposed by the pandemic have slowed
recruitment, even with the use of virtual outreach
programs and decentralized services. Advantages
and challenges are summarized in Table 2.

m Experience In this study illustrates the importance
of clearly defined patient recruitment and retention
strategies to support decentralized trials.

Table 2. Recruiting for a Clinical Trial in a Virtual Environment: Advantages and Challenges

CONCLUSIONS

B The COVID-19 pandemic has disrupted the
progress of clinical studies worldwide.

B The design of SAAVY and initial outreach were
Implemented prior to shelter-in-place orders;
revised outreach initiatives adapted for the
situation have brought a ~12% success rate in the
most challenging period of the pandemic.
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Figure 1.
Study Implementation
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AAV, adeno-associated virus; GCP, Good Clinical Practice; HTC, hemophilia treatment center; IRB, institutional review board; LTF, lost to follow-up; PAG,
patient advocacy group; Pl, Principal Investigator; PSC, Patient Service Center

*And to participants’ physicians (if participants have consented to share their data)

Presented at the International Society on Thrombosis and Haemostasis (ISTH) Virtual Congress, July 17-21, 2021




	Slide Number 1

