“A Most Equitable Drug”: How the Clinical Studies of Convalescent
Plasma as a Treatment for SARS-CoV-2 Might Usefully Inform Post-
Pandemic Public Sector Approaches to Drug Development

Quinn Grundy, Chantal Campbell, Ridwaanah Ali, Matthew Herder, and Kelly Holloway

Supplemental Files

Supplementary File |

COREQ reporting guideline checklist. Consolidated criteria for reporting qualitative studies (COREQ):
32-item checklist

No. Item Guide questions/description Reported on Page #

Domain I: Research team and reflexivity

Personal Characteristics

| Interviewer/facilitator Which author/s conducted the data abstraction? Data collection and analysis;
pg 8

2. Credentials What were the researcher’s credentials? E.g. PhD, MD Title Page

3. Occupation What was their occupation at the time of the study? Title Page

4. Gender Was the researcher male or female? N/A

5. Experience and training What experience or training did the researcher have?! Title Page

Relationship with participants

6. Relationship established Was a relationship established prior to study commencement? N/A

7. Participant knowledge of the | What did the participants know about the researcher? e.g. N/A

interviewer personal goals, reasons for doing the research

8. Interviewer characteristics What characteristics were reported about the inter viewer/ Introduction, Methods;
facilitator? e.g. Bias, assumptions, reasons and interests in the Pages 4-7; Declarations

research topic

Domain 2: Study design

Theoretical framework

9. Methodological orientation What methodological orientation was stated to underpin the Introduction, Methods;
and Theory study? e.g. grounded theory, discourse analysis, ethnography, Pages 3-7
phenomenology, content analysis

Participant selection

10. Sampling How were participants selected? e.g. purposive, convenience, Methods; Page 5-7
consecutive, snowball

I 1. Method of approach How were participants approached? e.g. face-to-face, telephone, N/A
mail, email

12. Sample size How many participants were in the study? Results; Pages 8-10;

Supplementary File 3

I 3. Non-participation How many people refused to participate or dropped out? N/A

Reasons?
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Supplementary File | (continued)

COREQ reporting guideline checklist. Consolidated criteria for reporting qualitative studies (COREQ):

32-item checklist

non-participants

No. Item Guide questions/description Reported on Page #
Setting

14. Setting of data collection Where was the data collected? e.g. home, clinic, workplace N/A

15. Presence of Was anyone else present besides the participants and researchers? | N/A

16. Description of sample

What are the important characteristics of the sample? e.g.
demographic data, date

Results; Page 8-10

Data collection

17. Interview guide

Were questions, prompts, guides provided by the authors? Was it
pilot tested?

Supplementary File 2

18. Repeat interviews

Were repeat interviews carried out? If yes, how many?

N/A

19.Audio/visual recording

Did the research use audio or visual recording to collect the data?

Methods; Page 6-7

20. Field notes

Were field notes made during and/or after the interview or focus
group!?

Methods; Page 6-7

21.Duration

What was the duration of the interviews or focus group?

N/A

22. Data saturation

Was data saturation discussed?

Methods; Page 6-7

23.Transcripts returned

Were transcripts returned to participants for comment and/or
correction?

N/A

Domain 3: analysis and findings

Data analysis

24. Number of data coders

How many data coders coded the data?

Methods; Page 7

25. Description of the coding
tree

Did authors provide a description of the coding tree?

Methods, Results; Page 7-15

26. Derivation of themes

Were themes identified in advance or derived from the data?

Methods, Results; Page 7, | |

27.Software

What software, if applicable, was used to manage the data?

Methods; Page 6-7

28. Participant checking

Did participants provide feedback on the findings?

N/A

Reporting

29. Quotations presented

Were participant quotations presented to illustrate the themes/
findings? Was each quotation identified? e.g. participant number

Results; Page |1-24

30. Data and findings consistent

Was there consistency between the data presented and the
findings?

Results; Page | 1-24

31. Clarity of major themes

Were major themes clearly presented in the findings?

Results; Page 8-24

32. Clarity of minor themes

Is there a description of diverse cases or discussion of minor
themes?

Results; Page 8-24

Developed from:

Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item checklist for interviews and
focus groups. International Journal for Quality in Health Care. 2007.Volume |9, Number 6: pp. 349 — 357
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Supplementary File 2.
Data abstraction form

Study family ID:
Name of coder:
Date:

Highlights
Timeline
Key insights/questions/themes

Overview
|. Provide a brief overview of the study/trial including the country, key sites, key investigators, primary aim, and participant
population. Note if the study is complete, underway, or stopped and any salient or distinctive features of the study design
(e.g.RCT vs observational, controls etc.).
* If a blood services operator is involved, please describe the nature of the involvement.
2. What kinds of documents are publicly available?
3. To what extent is the study public facing? For example, public websites, media coverage etc.

Identifying and describing the key entities and individuals involved

I. Where did the study source its convalescent plasma? To what extent is this entity involved in the study?

2. Who is the study funder and what is their involvement with the study? What is the nature of additional relationships
between the sponsor and trialists or other entities?

3. How did the study identify and recruit study sites?

4. Are there any prominent individuals or campaigns that are promoting the study or encouraging plasma donation for the
study?
(I am mostly thinking celebrities, or campaigns like “The fight is in us,” but | suppose this could include government too.
Like I'm not sure if Trudeau has spoken publicly asking people to donate CP but that would count.)

5. Who is primarily responsible for the study/trial and integrity of the data? What is their role in the study?

Regulatory processes

|. Describe the existing regulatory oversight and context for convalescent plasma and relevant regulators for the study (i.e.
emergency use authorization, off-label use authorization, trial-only status, research ethics boards, health product regulators,
industry standards etc.).

Social aspects of clinical trial processes - facilitators and hurdles
I. What were key challenges or hurdles in conducting the trial?

2. What were key facilitators?

3. Other pragmatic issues?

Legal, ethical, and equity issues

I. Where did the entity source their convalescent plasma? Geographically? Population-wise?

2. How were convalescent plasma donors recruited? What information were they given about the study or the use of their
plasma? What rights were they given in regard to withdrawal? Were they compensated and if so, how? What is the process
for registration/donation? Were individual donors informed about their antibody levels (i.e. had results returned)?

3. How were study participants recruited? How is the convalescent plasma allocated or distributed (i.e. under emergency use
or if proven safe and effective)?

4. What are the plans for sharing data about convalescent plasma recipients?

5. What intellectual property mechanisms pertain to the intervention (i.e. patent protection or other IP provision)?
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