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Research involving human participants, their data, or biological material
Policy information about studies with human participants or human data. See also policy information about sex, gender (identity/presentation),
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Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.
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Life sciences study design
All studies must disclose on these points even when the disclosure is negative.

Sample size

Data exclusions

Replication

Randomization

Blinding

Biological sex information has been collected in the trial and reported previous — https://doi.org/10.1016/

S1473-3099(20)30515-6. No sex or gender analysis was carried out, as not powered for this analysis but individual-level data
are provided to contribute to future meta-analyses etc.

Race and ethnicity of the participants have been collected as a part of the trial, but was not reported in the current
manuscript

Participants were eligible if they were aged 18–65 years and healthy, as judged by investigators on the basis of a physical
examination, an electrocardiogram, laboratory assessments, and a clinical history at screening. All women were required to
have a negative pregnancy test before enrolment and before each vaccination, and were required to use approved effective
methods of contraception during the study.

For EBL2001 Participants in this manuscript were recruited at Oxford, UK via mail out and screened if they were 18-65 years
of age and judged to be healthy following physical exam, electrocardiogram and laboratory assessment as described in
PMID:33217361.

EBL2002: Information was shared through community meetings, posters, and public conferences where volunteers were
invited to study sites. For health adults, age was stratified as 18 to 50 years for samples used in this manuscript. Full
recruitment details are described in PMID:34714820.

EBL2001: The study protocol was approved by the French national Ethics Committee (CPP Ile de France III; 3287), the French
Medicine Agency (150646A-61), the UK Medicines and Healthcare Products Regulatory Agency (MHRA), and the UK National
Research Ethics Service (South Central, Oxford; A 15/SC/0211). The study was done according to the current Declaration of
Helsinki and the Good Clinical Practice guidelines. All participants provided written informed consent before enrollment. The
study is registered at ClinicalTrials.gov, NCT02416453, and EudraCT, 2015-000596-27.

EBL2002: Samples used in this manuscript were obtained under the Phase II randomised, observer-blind, placebo-controlled
study was conducted in 7 sites in Africa [Burkina Faso (Bobo-Dioulasso, Banfora); Coˆte d’Ivoire (Abidjan, Toupah/ Ousrou);
Kenya (Nairobi); Uganda (Masaka, Kampala)] between November 2015 and Feb- ruary 2019. The protocol was approved by
local and national independent Ethics Commit- tees and Institutional Review Boards, and the study was done according to the
Declaration of Helsinki and International Conference on Harmonisation Good Clinical Practice Guide- lines. All adult
participants supplied written informed consent before enrollment. An independent data monitoring committee was
established to assess the safety data regularly during the study. The study was registered at ClinicalTrials.gov NCT02564523.
Described in PMID:34714820.

Sample size the exploratory analyses included in this manuscript was determined by the samples available for analysis. Sample size
calculations for the Clinical Trial primary endpoints are included in the the Clinical Trial manuscripts EBL2001 PMID:33217361 and EBL2002
PMID:34714820

No data were excluded other than described in the manuscript.

N/A

For the exploratory analysis included in this manuscript there was no further randomisation. For the main clinical trial and sample collection,
randomisation occurred as part of the main clinical trial recruitment process and is described in the Clinical Trial manuscripts EBL2001
PMID:33217361 and EBL2002 PMID:34714820

EBL2001: Was a Randomised, observer-blind, placebo-controlled, phase 2 trial. Cohort 1 was open label while for Cohort 2 study site
personnel, sponsor personnel, and participants were masked to vaccine allocation until all participants in these cohorts had completed the
post-MVA-BN-Filo vaccination visit at 6 months or had discontinued the trial as described in PMID:33217361.

EBL2002: Phase II randomised, observer-blind, placebo-controlled study. Participants, investigators, and study staff remained blinded to the
allocation of investigational products throughout the study. Vaccines and placebo were prepared by a site pharmacist who was the only
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Reporting for specific materials, systems and methods
We require information from authors about some types of materials, experimental systems and methods used in many studies. Here, indicate whether each material,
system or method listed is relevant to your study. If you are not sure if a list item applies to your research, read the appropriate section before selecting a response.

Materials & experimental systems

n/a Involved in the study

Antibodies

Eukaryotic cell lines

Palaeontology and archaeology

Animals and other organisms

Clinical data

Dual use research of concern

Plants

Methods

n/a Involved in the study

ChIP-seq

Flow cytometry

MRI-based neuroimaging

Antibodies
Antibodies used

unblinded member of staff. The pharmacist received the randomisation number and allocated the right study vaccine to the participant.
Masking tape was used to cover the dispensing syringes containing the study vaccine/placebo allocated to each study participant, as described
in PMID:34714820

EVOLVE Cohort 1 Plasma cell analysis Panels -2016

Antibody Clone Product company Cohort 1 lot

CD19-BB515 HIB19 564456 BD Biosciences 5267592, 6014888,7075532

IgD-PE IA6-2 555779 BD Biosciences N/A

CXCR4-PE 12G5 555974 BD Biosciences 5260751

CD10-CFPE594 HI 10a 562396 BD Biosciences 5109932

CD62L-CFPE594 DREG-56 562301 BD Biosciences 5212645

CD11b-PECF594 ICRF44 (or 44) 562399 BD Biosciences 5030566

CD86-PECF594 2331 (FUN-1) 562390 BD Biosciences 4227758, 5196869

CD23-PECy7 M-L233 561167 BD Biosciences 5086929

CD21-APC B-Ly4 559867 BD Biosciences 5295821

CD138-APC DL-101 17-1389-42 eBiosciences E16209-104

CD38-AF700 HIT2 560676 BD Biosciences 4279747, 5289935

CD43-APCH7 1G10 655407 BD Biosciences 5306995

CD5-APCCy7 UCHT2 563516 BD Biosciences 5093932, 5288787

CD3-efluor450 OKT3 48-0037-42 eBiosciences E08482-1634

CD4-efluor450 SK3 (SK-3) 48-0047-42 eBiosciences E10494-1636, 4295630

CD14-efluor450 61D3 48-0149-42 eBiosciences E08492-1636, 4293193

CD16-efluor450 ebioCB16(CB16) 48-0168-42 eBiosciences 4278011

EbioVi efluor450 N/A 65-0863-18 eBiosciences N/A

IgM-BV510 G20-127 563113 BD Biosciences 4311997, 5267743, 6063603

a4B1(CD29)-BV510 MAR4. 563513 BD Biosciences 5068756, 5124599

CD1d-BV510 CD1d42(or 42.1) 563506 BD Biosciences 4164978, 5351575

CD40-BV510 5C3 563456 BD Biosciences 5134887, 7096533

CD24-BV605 ML5 562788 BD Biosciences 5163746, 5309804

CD69-BV605 FN50 562989 BD Biosciences 5244877

CD20-BV650 2H7 563780 BD Biosciences 5309636, 7079596

CD27-BV786 L128 563327 BD Biosciences 5212906, 5329693

PD1(CD279)-BV786 EH12.1 (EH12) 563789 BD Biosciences 5253586, 5149817, 6032898

EVOLVE Cohort 2 BMEM analysis Panels 2019

Antibody Clone Product company Cohort 2 lot

CD19-BB515 HIB19 564456 BD Biosciences 912583, 8248825

IgD-PE IA6-2 555779 BD Biosciences N/A

CXCR4-PE 12G5 555974 BD Biosciences 5260751

CD10-CFPE594 HI 10a 562396 BD Biosciences 5109932

CD62L-CFPE594 DREG-56 562301 BD Biosciences 5212645

CD86-PECF594 2331 (FUN-1) 562390 BD Biosciences 4227758, 5196869

CD23-PECy7 M-L233 561167 BD Biosciences 8284750, 7194655

CD21-APC B-Ly4 559867 BD Biosciences N/A

CD38-AF700 HIT2 560676 BD Biosciences 9100660

CD43-APCH7 1G10 655407 BD Biosciences N/A

CD5-APCCy7 UCHT2 563516 BD Biosciences 7250708
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Validation

Clinical data
Policy information about clinical studies
All manuscripts should comply with the ICMJEguidelines for publication of clinical research and a completedCONSORT checklist must be included with all submissions.

Clinical trial registration

Study protocol

Data collection

Outcomes

Novel plant genotypes

Seed stocks

Authentication

Plants

CD3-BV421 SK7(Leu 4) 563798 BD Biosciences 9098859

CD4-BV421 RPA-T4 562424 BD Biosciences N/A

CD14-BV421 MØP9 563743 BD Biosciences 9123846

CD16-BV421 3G8 562874 BD Biosciences 8183519

BD Fixable Viability Dye BV450 NA 562247 BD Biosciences 8194969

IgM-BV510 G20-127 563113 BD Biosciences 7089511, 9051699

a4B1(CD29)-BV510 MAR4. 563513 BD Biosciences 9170841

CD71-BV510 M-A712 743305 BD Biosciences 9151606

CD24-BV605 ML5 562788 BD Biosciences 9044725

CXCR3(CD183)-BV605 IC6 564032 BD Biosciences 7068545

CD20-BV650 2H7 563780 BD Biosciences 7342749

CD27-BV786 L128 563327 BD Biosciences 7303868

EVOLVE Cohort 1 TFh

Antibody Clone Product company Cohort 1 lot

CD25-BB515 M-A251 565096 BD Biosciences 6188758

ICOS(CD278)-PE C398.4A 313507 Biolegend B221869

PD1(CD279)-PE-610 eBioJ105 61-2799-41 eBIOSCIENCE/INVITROGEN 4324105

CD8a-PerCPCy5.5 HIT8a 300923 Biolegend B216128

CCR6(CD196)-PECy7 G034E3 353417 Biolegend B232625

CXCR3(CD183)-AF647 G025H7 353712 Biolegend B204394

CD4-AF700 OKT4 317426 Biolegend B224470

CCR7(CD197)-APCCy7 G043H7 353212 Biolegend B226224

CXCR5(CD185)-BV421 J252D4 356919 Biolegend B232067

Aqua-BV510 N/A 423101 Biolegend NA

CCR4(CD194)-BV605 L291H4 359417 Biolegend B208697

CD3-BV650 OKT3 317323 Biolegend B215923

CD45RA-BV711 HI100 304137 Biolegend B220066

CD38-BV786 HIT2 563964 BD Biosciences 7089805, 5309625

Each antibody was titrated to determine the optimal concentration on freshly isolated PBMCs and then the compensation matrix was
tested and sent to BD Applications specialist for advice on final compensation values. The whole panel was then tested on PBMCs
that had been stored in Liquid Nitrogen, defrosted and rested for four hours prior to staining. Antibodies for anti-IgM, anti-CD20 and
anti-CD27 on B cell panels required re-optimisation on defrosted PBMCs, with an increase in concentration required to regain the
staining profile from the fresh PBMCs. Once the panels were optimised, Mean Fluorescence Intensity for each channel was set
against target values prior to each run, using Spherocyte rainbow 8-Peak beads. MFIs were set to target values for each run and
recorded. The Compensation was carried out on freshly stained compensation beads prior to running samples.

NCT02416453

study protocol was registered at ClinicalTrials.gov,

NCT02416453, and EudraCT, 2015-000596-27.

Enrolment was between June 23, 2015, and April 27, 2016,

The descriptive safety and tolerability analysis of the study vaccines was the primary outcome of the clinical trial

N/A

N/A

N/A




