[image: ]






Regional Seed Funding
Atlantic (1 study at $50,000):
[bookmark: _GoBack]Establishing dried blood spot testing for STBBI surveillance in the Atlantic 
submitted by John Law
SRC Review: Dr. Jack Janvier
Methodological review: Robert Balshaw 
Community Reviewers: Muluba Habanyama, Enrico Mandarino

This feasibility study supported by the Atlantic region will establish local capacity for dried blood spot (DBS) testing for STBBI surveillance and additional studies in the Atlantic provinces. 
About: Hepatitis C (HCV), human immunodeficiency virus (HIV) and other sexually transmitted and blood‑borne infections remain a major concern in Atlantic Canada, especially in smaller and remote communities. Many people face extensive travel, limited local services, and stigma, creating barriers to testing and treatment. Dried Blood Spot (DBS) testing is a simple method to improve access. A few drops of blood from a finger‑prick are placed on a special card, allowed to dry, and then sent to a laboratory for HIV, HCV and STBBI testing. This method is low‑cost, does not need special equipment or refrigeration, and can be offered in community settings through
health centres, harm‑reduction programs, or outreach clinics, helping people get tested closer to where they live. Currently, many DBS samples from the Atlantic region must be shipped to laboratories in other provinces, which delays results and the program may not be sustainable over time. Our project aims to build local capacity so DBS testing can be done within Atlantic Canada. This will help people receive results more quickly, support timely access to care, and provide better information on where infections are occurring, guiding efforts to reduce HCV and other infections across the region.

N=60

Team:  Site 1 Newfoundland and Labrador, Dr. Jatin Morkar, Kim Tobin, NP, Dr. Debbie, Kelly Pharm D, Dr. Peter Daley, Dr. Michael Grant, Dr. John Law.  Research staff- Derek Cheung, PhD, Calvin Ezeanyaegbu, MSc, Danielle Ings, MSc.

Plan:  Use seed funding to establish regional capacity for HCV and STBBI screening and surveillance in the Atlantic region using DBS. Specifically, they will build local expertise and laboratory infrastructure to decentralize DBS testing, validate and implement assays for priority STBBI, strengthen regional capacity for timely result reporting and ultimately, enable more expedient linkage to care.

This foundational work will support local expertise to establish and optimize DBS-based assays and workflows (collection, transport, testing, and reporting). In the longer term, the knowledge and infrastructure developed through this project will be leveraged to conduct systematic surveys of HCV and STBBI incidence and prevalence in local communities across the Atlantic region, particularly among underserved and hard‑to‑reach populations. These data will inform targeted prevention, testing, and treatment strategies, and contribute to regional
and national efforts toward HCV and STBBI elimination.

Primary objective: Building pipeline and capacity to conduct DBS testing in house.
Secondary: Determine limit of detections and validate with established testing methods from National Microbiology Laboratory (NML)


Recruitment plan:  New subject recruitment is not required for this pilot study, the required DBS samples will be collected from an ongoing study cohort of ~180 PLWH attending the Newfoundland and Labrador Provincial immunodeficiency clinic. All have consented to provide whole blood samples by venipuncture and participate in broad-based immunological research studies. 
collection.
Expected results and plan for using results: Demonstrate that the extract and measure specific antibodies in DBS to diagnose past or present infection. For validation purposes,  focus will be on anti-HIV, anti-HCV, anti-CMV, anti-SARS-CoV-2 and anti-influenza HA antibodies as the serological status of the immunodeficiency clinic clients is known for these pathogens. Limits to detection of HCV RNA, HIV DNA, CMV DNA and relevant proteins (eg. C-reactive protein) in DBS in the research laboratory setting will be assessed. Some samples will be spiked with different amounts of lab grown HCV and/or CMV to ensure positivity and estimate detection limits. Samples will be blinded for testing with accuracy and precision analyzed after all 60 samples are processed and tested. Results will be presented at the annual ACHIVE meeting of Atlantic Canadian HIV/STBBI clinics to strategize future observational studies or inform participation in or design of future clinical trials.

Review Score:  3.7 and committee, via anonymous yes/no vote, voted yes to this concept.

Reviewers requirements for applicant to include in study/protocol development:
· The pathway from laboratory to real-world implementation must be fully articulated and the applicant must address barriers of moving from lab validation to scaling up in the real-world setting by including risk mitigation plans in their protocol.
· The reviewers felt the timelines are aggressive and the potential to complete the project in one year may be overly ambitious.  Key milestones and deliverables must be aligned with the objectives of the project, and be feasible given the duration of the project.
· Methodological/statistical support is required as there were no details about this expertise in the application.
· Concern with using a population who is known to be HIV/HCV positive, how will they determine if a positive result is a false-positive given they do not have any controls outlined for testing of those who are known to HIV/HCV negative, as presumably all samples will be testing positive given the population that the samples are being used from.
· Requires true community engagement during development and implementation.
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