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Supplementary Figure 1. Letter to Sites. Letter sent from the Therapeutics Lead for the US 

Government Operation Warp Speed (OWS) and the Director of the National Institutes of Health (NIH) to the 

research leaderships at sites conducting ACTIV-3 and the ACTIV-associated DCR-sponsored study, Inpatient 

Treatment with Anti-Coronavirus Immunoglobulin (ITAC), asking them to prioritize the ACTIV studies.  

 

 

 

 
XXXXXXXXXXXXXXX  
Vice Dean for Research, XXXXXXXXXXX 
XXXXXXXXXXXXXXXXXXXXXXXX 
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXXXXXXXXXXXXXX 
Professor of Medicine, XXXXXXXXXXXXXXXXXXXXXXXXXX 
XXXXXXXXXXXXXX 
XXXXXXXXXXXXX 
XXXXXXX 
XX XXXXXXXXXXXXXXXX 
XXXXXXXXXXXXX 
XXXXXXXXXXXXXXXXX 

 

 
Re: XXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXXX 
Hospital Participation in ACTIV 3 Trial with Monoclonal 
Antibodies and Inpatient Treatment with Anti-Coronavirus 
Immunoglobulin (ITAC) by XXXXXXXXXXX [name of site 
principal investigator] 

 
 
Dear Dr. XXXXXXXX: 
 
We are writing on behalf of the National Institutes of Health and the United 
States Government’s Operation Warp Speed, dedicated to accelerating 
the development of COVID-19 therapeutics. Monoclonal antibodies and 
hyperimmune intravenous immunoglobulin (hIVIG) are among a number of 
very high-priority therapeutics under evaluation for the treatment of COVID-19. 
As you know, monoclonal antibodies have in general demonstrated an 
acceptable safety profile and promising in vitro activity.  They are being 
studied in a trial called ACTIV-3.   Highly concentrated antibodies obtained 
from multiple COVID-19 survivors have the potential to neutralize SARS-
CoV-2 and are being studied in a trial called ITAC.   These well-powered and 
rigorously designed randomized trials, in combination with the standard of 
care remdesivir, will hopefully determine their efficacy, understand dose-
response relationships, and inform treatment guidelines. 

 

Rapid implementation and completion of these trials represent a very high 
priority for NIH and Operation Warp Speed. As a potential clinical trial site, we 
ask for your maximum support of this trial to the degree possible including 

• Prioritization of these trials for rapid contractual and institutional  

approvals 
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• Provision of space and personnel to facilitate monoclonal antibody, 
hyperimmune globulin or placebo study infusions 

• Dedication of rapid testing resources as available 

 
 
Please refer any questions regarding these clinical trials to the XXXXXXXXXX 
XXXXXXXXXXXXXXXXXXXXXXXXXXXXX Hospital Investigator, XXXXXXXXXXX  
X, the Protocol Chair for ITAC, XXXXXXXXXXXXXXXXXXX 
XXXXXXXXXXXXXXXXXXXXXXX, the Protocol Chair for ACTIV-3, XXXXXXXXXX 
XXXXXXXXXXXXXXXXXXXXX or the leader of the INSIGHT Washington 
International Coordinating Center, XXXXXXXXXXXXXXXXXXXXXXXXXXX. 

Thank you in advance for your willingness to prioritize these important 
efforts. 

 

 

 

 

 

 

 

P.S. Other critical trials are testing the safety and efficacy of the 

Regeneron cocktail of monoclonal antibodies REGN-COV2 in outpatients and 

inpatients. This inpatient trial is also enrolling at 

XXXXXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXXXX 

Hospital, please also consider it a high priority. 

 

 

 

 

  

 

           Janet Woodcock, MD 

            Operation Warp Speed 

 

          Francis S. Collins, MD, PhD 

    Director, National Institutes of Health 
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Supplementary Figure 2. Glossary of Terms Recommended by the GPP Team.  

Instead of Use  
1:1 randomization Equal chance; 50:50 chance; 50% chance of receiving study drug 

2:1 randomization 2:1 chance; 67% chance of receiving study drug 

Active drug or experimental 
drug 

Investigational drug or investigational study drug:  Used to refer to 
active study drug 

Adverse events Possible side effects 

Ailment Disease or illness 

Anorexia Decreased or lower appetite 

Antibodies (without explaining 
them) 

Your immune system makes antibodies to fight germs/the virus. 

Arthralgia Joint ache/pain 

Blinded 
You and the study staff will not know if you are getting a study 
drug or placebo. 

Clinical manifestations, 
symptomatology 

Symptoms  

Clinical trials evaluate the 
safety and efficacy of 
experimental drugs 

Studies are needed to find out if new drugs are safe and help 
people get better faster. 

Coded specimens 
Your samples and study information will be coded. Your name is 
never used.  

Contraception (without 
explaining it) 

Birth control (contraception) 

Data Information 

Deep vein thrombosis Blood clot in a large vein (DVT, deep vein thrombosis) 

Discharged Leave the hospital 

Dyspnea Breathing problems; difficulty breathing; shortness of breath 

Edema Swelling of 

Efficacious; effective Helps people get better sooner/faster 

Eligibility To see if you qualify to be in the study 

Enroll Join the study 

Ethics committee 
Group or committee that protects your rights as a participant in 
the study 

Experimental 

Investigational: Use "investigational drug" which means it has not 
been proven to work, or "study drug" when describing 
investigational product. Some people associate "experimental" 
with being experimented on like a guinea pig.  IRB may have 
requirements on how investigational products are described. 

Genetic testing (without 
explaining it) 

Testing of your genes 

Hospitalized In (the) hospital 

Immunization Vaccine dose; vaccination 

Infusion Given through a plastic tube into one of your veins 

IV or intravenous (alone) 
without explaining the term 

Intravenously (or IV through a plastic tube into one of your veins) 
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Instead of Use  

Monoclonal antibody (without 
explaining it) 

When the virus that causes COVID-19 (SARS-CoV-2) enters your 
body, your immune system makes antibodies to fight it. 
Monoclonal antibodies can be made in a lab to act like natural 
antibodies. 

Myalgia Muscle aches 

Nasal congestion Stuffy nose 

Nasal swab Nose swab 

Nausea Feel sick 

Pathogen  Germ 

Personal Identifiable 
Information (PII) 

Name and personal details; personal information 

Phlebotomy Blood draw or take blood or take a blood sample 

Placebo (without defining it in 
lay terms) 

Liquid/salt water/tablet/pill/capsule that looks like the study drug 
but does not have any drug in it and should not make you feel 
better or worse. 

Pneumonia Lung infection 

Pregnant woman Pregnant person 

Pulmonary embolism (PE) Blood clot in your lung 

Random Decided by chance (like flipping a coin) 

Remdesivir (without 
explaining what it is) 

Remdesivir (a drug that may decrease COVID-19 virus levels and 
shorten the time people with COVID-19 have to stay in the 
hospital) 

Rhinorrhea Runny nose 

Rigors Shaking chills 

SARS-CoV-2 (without 
explaining it) 

SARS-CoV-2 or the virus that causes COVID-19 

Severe dyspnea Serious breathing problems 

Specimen analysis Testing of samples 

Specimen repository Place where samples are stored 

Specimens Samples 

Sponsor (without explaining it) The sponsor or group paying for the study 

Standard of care (without 
explaining it) 

Standard care; medications or treatments you would usually 
receive 

Subject Participant or study volunteer 

Tachycardia or rapid heart 
rhythm 

Fast heart rate 

Trial or experiment Study; clinical research; clinical research study 

Unblinded or blinded You and the study staff will/will not know which group you are in. 

Ventilator A machine to help you breathe; breathing machine 

Woman of child-bearing 
potential  

Person who is able to get pregnant 
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Supplementary Figure 3. Posters/Flyers. Contained expanded information about the study. Some of 

the items included are study name, eligible population, aim of study, duration of study participation, 

standard of care statement, uniform resource locators (URLs) and quick response (QR) codes for the 

respective study-specific webpage, and customizable local site contact information. Approval was secured 

from the United States (US) central institutional review board (cIRB) to use the digital image in social media 

messages. 
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Supplementary Figure 4. Recruitment Flyers. Recruitment flyers were designed to be placed in clinics 

and facilities conducting testing for COVID-19 where potential participants, their families, caregivers, and 

legally authorized representatives could see them. They presented minimal information about a study 

testing an investigational treatment for people who have tested positive for COVID-19, the eligible 

population, the QR code for the study website, and space for local site contact information. 
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Supplementary Figure 5. Yard Signs and Social Media Messages. Yard signs had similar content to 

flyers, designed to be placed outside the facilities conducting the trial and presenting minimal information: 

testing new treatment for COVID-19, URL and QR code for the study-specific webpage, customizable local 

site contact information. Approval was secured from the US cIRB to use the digital image in social media 

messages. 
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Supplementary Figure 6. Social Media Messages and Images. The social media messages were 

designed for research sites and NIAID to use in their various social media accounts. The messages included 
images of the posters and yard signs. There were also messages about the need for volunteers for a study 
testing anti-coronavirus hIVIG, eligibility criteria, URL for the study website, and customizable local site 
contact information. The digital images of posters and yard signs (Supplementary Figures 3 and 5) were also 
approved for use in social media messages. 
 

 



10 
 

  



11 
 

 



12 
 

Supplementary Figure 7. Email Messages. The email messages contained information about the 

eligible trial population, statement about seeking study volunteers, study drug name (hIVIG), URL for NIAID 

study-specific website, and lists of site locations.  The email messages were drafted for distribution by the 

research sites and for NIAID email distribution lists, including NIAID GovDelivery Email Listserv. 
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Supplementary Figure 8. Webpages on the CombatCOVID and, Subsequently, NIAID 

Websites. The web pages contain detailed information about studies, including: study name; eligible 

population; aim of the study; schedule of study participation and activities; information about study drug (s), 

randomization, and placebo; URL for clinicaltrials.gov study webpage section with locations of sites and 

contact information; email address for more information; and study-specific flipbooks, overview videos, and 

video flipbooks.   

Link example for a Spanish webpage: https://www.niaid.nih.gov/clinical-trials/tratamiento-ambulatorio-

immunoglobulinas-anticoronaviral   

Please note that the links may no longer be accessible; however, please find the script submitted to the cIRB 

below.   

Outpatient Treatment With Anti-Coronavirus 

Immunoglobulin (OTAC) 

https://www.niaid.nih.gov/clinical-trials/outpatient-treatment-anti-coronavirus-immunoglobulin  

En Español 

A research study testing an experimental COVID-19 

treatment called anti-coronavirus hyperimmune 

intravenous immunoglobulin (hIVIG). 

What Does the Study Involve? 

The Outpatient Treatment with Anti-Coronavirus 

Immunoglobulin (OTAC) study is testing hIVIG as a 

treatment for COVID-19 (SARS-CoV-2). 

What is hIVIG? hIVIG stands for “hyperimmune 

intravenous immunoglobulin.” hIVIG is made from 

blood plasma donated by healthy people who have recovered from COVID-19. Plasma is the liquid part of 

your blood. 

The plasma is collected and purified to make hIVIG. It contains high levels of antibodies that fight the virus 

that causes COVID-19. Antibodies are natural proteins made by the body to fight or prevent infection. 

The OTAC study is testing hIVIG to answer the following questions: 

• Can this drug help people have fewer COVID-19 symptoms? 

• Can the drug help people with COVID-19 stay out of the hospital? 

Credit: Adobe Stock 

 

https://www.niaid.nih.gov/clinical-trials/tratamiento-ambulatorio-immunoglobulinas-anticoronaviral
https://www.niaid.nih.gov/clinical-trials/tratamiento-ambulatorio-immunoglobulinas-anticoronaviral
https://www.niaid.nih.gov/clinical-trials/activ-3b-tratamientos-pacientes-hospitalizados-gravemente-enfermos-covid-19
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• Is this drug safe for people with COVID-19 who may have a higher risk of getting very sick from 

their infection? 

If you join this study, you will receive one dose of either hIVIG or a placebo (salt water which has no drug in 

it). Your chance of receiving the study drug will be 50%, which is just like flipping a coin. You will get the 

drug or placebo as a drip through a small plastic tube that is put into a vein in your arm. The study team will 

watch you while the dose is being given. They will also watch you after the dose is given. You will get the 

usual standard care for COVID-19 that you would receive even if you were not in a study. Your decision to 

join the study is purely up to you, and you can change your mind at any time. 

[Placeholder for OTAC: Brief Study Overview video previously approved by XXX IRB] 

How hIVIG Production and Administration Works 

 

Credit: HHS 

1. Plasma is removed from blood donated by other people who have gotten better from COVID-19. 

2. Antibodies are separated from the plasma in a lab. 

3. This results in a drug product with a high-concentration of antibodies against SARS CoV-2, the virus 

that causes COVID-19. 

4. hIVIG is given in OTAC through a plastic tube placed in a vein (blood vessel). 

5. The antibodies may attach to SARS CoV-2 and prevent it from entering cells and multiplying. This 

may reduce the amount of virus in the body. 

Who Can Participate? 

If you recently tested positive for COVID-19, this study may be for you. Clinical trials testing investigational 

COVID-19 treatments need people from diverse backgrounds. This will help researchers find treatments that 

work for more people. Each person who takes part in the OTAC study will meet specific conditions, 

including: 
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• Age – At least 55 years old OR at least 18 years old with a weakened immune system or on 

medication that suppresses the immune system 

• COVID-19 Status – Not currently in the hospital, and tested positive for COVID-19 within the past 5 

days 

• Symptoms – No symptoms OR COVID-19 symptoms for no longer than 5 days 

There are other requirements that the study team will explain to you. If you do not meet the requirements, or 

if there is not a study site near you, there may be other COVID-19 studies that you can participate in. 

Where Is It Taking Place? 

Visit ClincialTrials.gov [Link to ClinicalTrials.gov OTAC webpage with listing of OTAC site locations  
https://clinicaltrials.gov/ct2/show/NCT04910269?term=OTAC&cond=Covid19&draw=2&rank=1#contacts]  

to find an OTAC trial site near you. 

Number of Visits Required 

Your participation in this study will last for 28 days. You will check your temperature and your oxygen levels 

at home. Your study team will give you easy-to-use equipment at no cost to you to do this. Your study team 

will check on your health the day after the dose and then four more times after that. Most of the health checks 

can be done over the phone. 

 

Credit: HHS 

• Day 0 – Study drug or placebo given; blood and nose swab samples taken 

• Days 1-7 – You take your temperatures at home and measure your oxygen levels every day 

o Day 1 – Phone check-in 

https://clinicaltrials.gov/ct2/show/NCT04910269?term=OTAC&cond=Covid19&draw=2&rank=1#contacts
https://clinicaltrials.gov/ct2/show/NCT04910269?term=OTAC&cond=Covid19&draw=2&rank=1#contacts
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o Day 4 – Phone check-in 

o Day 7 – Phone check-in or visit to study site; blood and nose swab samples taken 

• Day 14 (+/-2) – Phone check-in 

• Day 28 (+/-2) – Phone check-in 

 

Steps to Participate 

If you are interested in joining the OTAC clinical trial or you would like more information email: 

dcrcombatcovidhelp@mail.nih.gov   

Resources 

Study Information Video 

[Placeholder for OTAC: Study Details Video (OTAC video Flipbook) approved by XXX IRB] 

Study Information Downloadable Presentation 

[Placeholder for downloadable OTAC Flipbook (PDF of PPT) approved by XXX IRB] 

 

OTAC Study Information PDF 

 

Answers to Other Questions You Might Have 

What Are Clinical Research Studies? 

A clinical research study helps experts find treatments that are safe and effective. It is important that these 

studies include people from diverse backgrounds. This helps researchers develop and test new treatments that 

will work for more people. 

What Is a Placebo? 

The placebo looks like the study medication but does not have any active ingredients in it. Researchers 

compare how people react to both placebos and medications to learn if the medication is safe and helps people 

recover more quickly. If you join this study, you will get the usual care for COVID-19. 

Can I Change My Mind After I Join the Study? 

Yes. Taking part in this clinical trial is voluntary; it is your choice. You can change your mind at any time and 

leave the study. 

mailto:dcrcombatcovidhelp@mail.nih.gov
https://www.niaid.nih.gov/sites/default/files/OTAC%20Study%20Information.pdf
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Participating in Research 

Watch a series of short videos [link to https://www.hhs.gov/ohrp/education-and-outreach/about-research-

participation/informational-videos/index.html] about participating in clinical trials. These videos are 

intended to help potential participants understand how research works, what questions they should 

consider asking, and things to think about when deciding whether or not to participate in a study. 
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Supplementary Figure 9. Recruitment Letters for Potential Participants. The GPP team created 

different versions: A two-page graphic format and one- and two-page text formats. They were letters to 

ACTIV-3 TICO participants about participating in the ACTIV-3 substudy VATICO.  

A) Graphic Format 
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B) One-Page Short Format 
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C) Two-Page Long Format 
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Supplementary Figure 10. Flipbooks. These contained detailed study information in simple terms. 

Some items were: study name, study aims, standard of care statement, general information about clinical 

trials, need for informed consent, study drugs, potential risk and benefits, side effects, placebo, 

randomization, schedule of study participation and activities, pregnancy and contraception requirements, 

protection of privacy, use of samples and data collected, funding source, URLs for study-specific webpages. 

The organization of flipbooks evolved as they were amended to add or remove investigational products and 

to reflect the master protocol, protocol appendices, and protocol amendments.  The aims of the 

reorganization were to allow unaffected modules to remain unchanged, to optimize slide numbering so that 

addition or removal of slides affected only the numbering in that module, and to provide optional modules 

(e.g., Modules IV. and V.) that could be removed for a shorter flipbook.  Ultimately, flipbooks were organized 

into modules as in the sample of images from flipbooks shown below: 

I. Study Overview 

1. What you should know about this study 

2. What is a clinical research study? 

3. What is this study about? 

4. Will you get a study drug or placebo? 

5. What happens if you agree to be in this study? 

6. What does this study involve? 

7. Will you receive other care for COVID-19? 

8. What else will happen during this study? 

9. What do you need to know about sex, pregnancy, and breastfeeding during this study? 

10. Are there benefits of being in this study? 

II. Study Drugs Being Given 

1. What drugs are being studied? 

2. What kind of study drug is [Study Drug 1]? 

3. What can you expect if you are placed in the [Study Drug 1] group? 

4. What could be the side effects from [Study Drug 1]? 

5. What kind of study drug is [Study Drug 2]? 

6. What can you expect if you are placed in the [Study Drug 2] group? 

7. What could be the side effects from [Study Drug 2]? 

III. Placebo and Randomization 

1. What is a placebo? 

2. What is your chance of getting a study drug? 

3. Are there other risks or discomforts related to this study? 

IV. Other Information about the Study 

1. What will happen to your samples and personal information? 

2. How will your privacy be protected? 

3. What else should you know about study participation? 

V. Consent for Genetic Testing 

1.  Additional consent for genetic testing on stored specimens 
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Supplementary Figure 11. Participant Brochure. This was created as a Trifold, double-sided, single 

sheet with participant instructions to monitor temperature and oxygen saturation levels at home as 

required by the study. It contained study name, step-by-step approach for measuring temperature and 

peripheral oxygen saturation levels, instructions for what to do if temperature or oxygen saturation is out of 

range, customizable contact information, and a table for recording temperature and peripheral oxygen 

saturation measurements. 
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Supplementary Figure 12. Thank You Letters. The letters were designed to express gratitude and 

highlight the importance of participating in research, the benefits it brings to the community and society, as 

well as the contribution to the body of knowledge in a difficult time of pandemic. They also contained a 

summary of study results and instructions to contact the study site for additional information. 
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Supplementary Figure 13. Letter for Participants to Share with mRNA COVID-19 Vaccine 

Providers. This letter contained one page for the participant to keep and the other pages are for the 

participant to give to the provider. This was particularly important in a setting of vaccination requirement by 

many institutions and workplaces. 
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Supplementary Figure 14. Proof of Recovery Letter and mRNA COVID-19 Vaccination Card. 
These were designed to be a record of COVID-19 status and participation in a vaccine study to mitigate 

constraints on unvaccinated persons. It was a customizable document provided to sites to complete, print 

on local letterhead, and give to participants. 
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Supplementary Figure 15. Protocol Quick Reference Guide. This was developed in a two-page 

format and contains key points about the study for clinical and site staff. Some of the items included were 

study name, diagram of study design, timeline of protocol assessment activities, primary objective and 

endpoint, clinical assessment scale, detailed inclusion and exclusion criteria, and customizable local site 

contact information.  
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Supplementary Figure 16. Study Summary Presentation. The PowerPoint presentation contained 

information about the scientific rationale for the study, study hypothesis, study product, potential 

advantages of study product over convalescent plasma and monoclonal antibodies, primary objective and 

endpoint, study design, inclusion and exclusion criteria, aim of the study, schedule of assessments, and 

duration of study participation. It was developed to provide a summary of the study for healthcare providers 

and other non-study medical personnel. 
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Supplementary Figure 17. FAQ: Hyperimmune IVIG in OTAC. Developed to provide information 

about the study product, anti-coronavirus hyperimmune intravenous globulin (hIVIG), for study staff, it 

contained information about the rationale for studying hIVIG, its potential activity against SARS-CoV-2 

variants, potential advantages over convalescent plasma and monoclonal antibodies, concomitant use of 

monoclonal antibodies, and relevance to different populations globally. 
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Supplementary Figure 18. Dear Colleague Letter. This was created in a one-page format and 

included medical language, study name, eligible population, study aims, information about the study drug 

(hIVIG), schedule of study participation activities, and customizable site staff contact information. 
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Supplementary Figure 19. Site Survey Questionnaire. This is the survey instrument that was used to 

evaluate the usefulness of the study-specific materials by the study site personnel. 

Survey of ICCs/Sites About Use of GPP/Study Promotion Materials 

Thank you for your participation in the INSIGHT/DCR COVID-19 studies.  A number of materials were 

produced to assist with recruitment, consent, and study conduct.  We welcome your feedback so that we 

can understand which tools and materials were most helpful and how you used them, learn about any 

successes and challenges you had with using them, and determine how we can improve the tools and 

materials we provide for future INSIGHT/DCR COVID-19 studies like STRIVE.  

INSIGHT/DCR Good Participatory Practices (GPP) Team 

1. Does your site use Advarra as a central Institutional Review Board (IRB) for approval of participant-

facing materials? 

• Yes 

• No 

Comments: 

2. Does your site require additional/separate IRB/Ethics Committee (EC) approval for participant-facing 

materials? 

• Yes 

• No 

Comments: 

3. Please provide information that we should have to ensure your site can use the materials produced. 

This may include characteristics of the materials that are likely to be rejected by your local/national 

IRB/ EC; geographic, cultural, and other features that may make the materials more or less 

appealing or appropriate for your populations; the time by which you require Flipbooks or other 

materials for submission to your IRB/EC; and unsuitable materials that your site cannot use. Please 

be specific so that we can understand adjustments we need to make. 
Comments: 

4. Which languages did your site use for participant-facing materials (select all that apply)? 
• Arabic 

• Bahasa 

• Chinese, Simplified 

• Chinese, Traditional 

• Danish 

• English 

• French 

• French (West 

Africa) 

• Greek 

• Haitian Creole 

• Hebrew 

• Hindi 

• Hmong 

• Khmer 

• Korean 

• Lao 

• Luganda 

• Oromo 

• Portuguese (Brazil) 

• Portuguese 

(Portugal) 

• Punjabi 

• Russian 

• Somali 

• Spanish (Latin 

America) 

• Spanish (Spain) 

• Thai 

• Tongan 

• Vietnamese 

• Other 

Please specify
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5. My site enrolled participants in the Outpatient Treatment with Anti-Coronavirus 

Immunoglobulin (OTAC) Study (An International Multicenter, Randomized, Double-Blind, 

Placebo-Controlled Trial of the Safety and Efficacy of Anti-Coronavirus Hyperimmune 

Intravenous Immunglobulin for the Treatment of Adult Outpatients in Early Stages of 

COVID-19 (INSIGHT 012)) 

• Yes 

• No 

Comments: 

[If Yes, go to questions about OTAC materials.  If No, skip to questions about TICO] 

6. Please provide information about the purposes for which your site used the OTAC tools 
and materials.  Check all that apply for each of the tools and materials your site used.  
 heck “Other” if the tool or material was (also) used for a purpose not specified. 

OTAC 

Inform 
potential 
participants, 
families, or 
caregivers 

Assist with 
participant 
consent 

Inform 
or 
educate 
site 
staff 

Solicit 
referrals 
from health 
care 
providers in 
your 
institution 

Solicit 
referrals 
from health 
care 
providers 
outside your 
institution Other 

Study Overview Slide 
Presentation 

      

2-page Quick Reference 
Guide 

      

Dear Colleague Letter 
      

FAQ: hIVIG  
      

Study Overview Video 
      

Flipbook 
      

Audio Flipbook 
      

Video Flipbook 
      

Recruitment Flyers 
      

CombatCOVID Webpages             

Electronic Tablet              

  

7. For each tool or material that you indicated “Other” in the pre ious question, please 
specify below how else your site used that tool or material. 
Study Overview Slide Presentation 
2-page Quick Reference Guide 
Dear Colleague Letter 
FAQ: hIVIG 
Study Overview Video 
Flipbook 
Audio Flipbook 
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Video Flipbook 
Recruitment Flyers 
CombatCOVID Webpages 
Electronic Tablet  
 

8. How helpful were the OTAC tools and materials which your site used? Please rate them 
using the following scale: 
* Not useful **Minimally useful *** Somewhat useful ****Very useful
 *****Extremely useful 
Please rank the three tools or materials your site found most useful for OTAC.  Select 1 for 
the most useful, 2 for the next most useful, and 3 for the third most useful. 

OTAC 
How helpful was each of the tools 
or materials your site used? Please 
use the drop-down menu to rate. 

Please rank the top 3 most 
useful tools or materials 
your site used.   

Study Overview Slide Presentation 
  

2-page Quick Reference Guide 
  

Dear Colleague Letter 
  

FAQ: hIVIG 
  

Study Overview Video 
  

Flipbook 
  

Audio Flipbook 
  

Video Flipbook 
  

Recruitment Flyers 
  

CombatCOVID Webpages     

Electronic Tablet     

 

9. How helpful was the OTAC Participant Brochure for Temperature and Oximetry 
Monitoring? 
* Not useful **Minimally useful *** Somewhat useful ****Very useful

 *****Extremely useful   Not used 

Comments: 

10. What difficulties or challenges did you/your site face with using the OTAC tools and 
materials? 
Comments: 

11. What improvements would you suggest for the OTAC tools and materials? 
Comments: 

12. What additional tools and materials would be helpful for OTAC? 
Comments: 

13. My site enrolled participants in the Therapeutics for Inpatients with COVID-19 (TICO) 

Study (A Multicenter, Adaptive, Randomized, Blinded Controlled Trial of the Safety and 

Efficacy of Investigational Therapeutics for Hospitalized Patients with COVID-19 (INSIGHT 

014)) 

• Yes 
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• No 

Comments: 

[If Yes, go to questions about TICO materials. If No, go to questions about TESICO.] 

14. Please provide information about the purposes for which your site used the TICO tools and 
materials.  Check all that apply for each of the tools and materials your site used.  Check 
“Other” if the tool or material was (also) used for a purpose not specified. 

TICO 
Inform 
potential 
participants, 
families, or 
caregivers 

Assist with 
participant 
consent 

Inform 
or 
educate 
site staff 

Solicit 
referrals 
from 
health 
care 
providers 
in your 
institution 

Solicit 
referrals 
from 
health care 
providers 
outside 
your 
institution Other 

Study Overview Video             

Flipbook             

Audio Flipbook             

Video Flipbook             

D28 VATICO Recruitment Letter 
(Long)             

D28 VATICO Recruitment Letter 
(Short)             

D28 VATICO Recruitment Letter 
(Pictures)             

CombatCOVID Webpages             

Electronic Tablet             

 
 

15. For each tool or material that you indicated “Other” in the pre ious question, please 
specify below how else your site used that tool or material. 
Study Overview Video 

Flipbook 

Audio Flipbook 

Video Flipbook 

D28 VATICO Recruitment Letter (Long) 

D28 VATICO Recruitment Letter (Short) 

D28 VATICO Recruitment Letter (Pictures) 

CombatCOVID Webpages 

Electronic Tablet 

 

 

16. How helpful were the TICO tools and materials which your site used? Please rate them 
using the following scale: 
* Not useful **Minimally useful *** Somewhat useful ****Very useful
 *****Extremely useful 
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Please rank the three tools or materials your site found most useful for TICO.  Select 1 for 
the most useful, 2 for the next most useful, and 3 for the third most useful. 

TICO 

How helpful was each of 
the tools or materials your 
site used? Please use the 
drop-down menu to rate. 

Please rank the 
top 3 most useful 
tools or materials 
your site used.   

Study Overview Video     

Flipbook     

Audio Flipbook     

Video Flipbook     

D28 VATICO Recruitment Letter (Long)     

D28 VATICO Recruitment Letter (Short)     

D28 VATICO Recruitment Letter (Pictures)     

CombatCOVID Webpages     

Electronic Tablet      

 

17. What difficulties or challenges did you/your site face with using the TICO tools and 

materials? 

Comments: 

 

18. What improvements would you suggest for the TICO tools and materials? 

Comments: 

 

19. What additional tools or materials would have been helpful for TICO? 

Comments: 

 

20. My site enrolled participants in the Vaccination for Recovered Inpatients with COVID-19 

(VATICO) Substudy (SARS-CoV-2 vaccination strategies in previously hospitalized and 

recovered COVID-19 patients (INSIGHT 016)) 

• Yes 

• No 

Comments: 

 

[If Yes, go to questions about VATICO materials.  If No, skip to questions about 

TESICO.] 

21. Please provide information about the purposes for which your site used the VATICO tools 
and materials.  Check all that apply for each of the tools and materials your site used.  
 heck “Other” if the tool or material was (also) used for a purpose not specified. 
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VATICO 
Inform 
potential 
participants, 
families, or 
caregivers 

Assist with 
participant 
consent 

Inform 
or 
educate 
site 
staff 

Solicit 
referrals 
from 
health care 
providers 
in your 
institution 

Solicit 
referrals 
from health 
care 
providers 
outside your 
institution Other 

Participant Letter for 
Vaccination Centers             

Proof of Recovery and 
Vaccination Card             

Participant Letter and 
Study Information              

Flipbook             

Audio Flipbook             

Video Flipbook             

 

22. For each tool or material that you indicated “Other” in the pre ious question, please 
specify below how else your site used that tool or material. 
Participant Letter for Vaccination Centers 
Proof of Recovery and Vaccination Card 
Participant Letter and Study Information  
Flipbook 
Audio Flipbook 
Video Flipbook 

 

23. How helpful were the VATICO tools and materials which your site used? Please rate them 
using the following scale: 
* Not useful **Minimally useful *** Somewhat useful ****Very useful
 *****Extremely useful 
Please rank the three tools or materials your site found most useful for VATICO.  Select 1 
for the most useful, 2 for the next most useful, and 3 for the third most useful. 

VATICO 
How helpful was each of the 
tools or materials your site used? 
Use the drop-down menu to rate. 

Please rank the top 3 most 
useful tools or materials 
your site used.   

Participant Letter for Vaccination Centers     

Proof of Recovery and Vaccination Card     

Participant Letter and Study Information      

Flipbook     

Audio Flipbook     

Video Flipbook     

 

24. What difficulties or challenges did you/your site face with using the VATICO materials? 
Comments: 
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25. What improvements would you suggest for the VATICO materials? 
Comments: 

26. What additional tools and materials would have been helpful for VATICO? 
Comments: 

 

27. My site enrolled participants in the Therapeutics for Severely Ill Inpatients with COVID-19 

(TESICO) Study (A Multicenter, Adaptive, Randomized, Blinded Controlled Trial of the 

Safety and Efficacy of Investigational Therapeutics for Hospitalized Patients with Acute 

Respiratory Distress Syndrome Associated with COVID-19 (INSIGHT 015)) 

• Yes 

• No 

Comments: 

 

[If Yes, go to questions about TESICO materials.  If No, skip to final questions.] 

28. Please provide information about the purposes for which your site used the TESICO tools 
and materials.  Check all that apply for each of the tools and materials your site used.  
 heck “Other” if the tool or material was (also) used for a purpose not specified. 

TESICO 
Inform 
potential 
participants, 
families, or 
caregivers 

Assist with 
participant 
consent 

Inform 
or 
educate 
site staff 

Solicit 
referrals 
from 
health care 
providers 
in your 
institution 

Solicit 
referrals 
from health 
care 
providers 
outside your 
institution Other 

Study Overview Video             

Poster             

Flipbook             

Audio Flipbook             

Video Flipbook             

CombatCOVID 
Webpages             

Electronic Tablet              

 

29. For each tool or material that you indicated “Other” in the pre ious question, please 
specify below how else your site used that tool or material. 
Study Overview Video 

Poster 

Flipbook 

Audio Flipbook 

Video Flipbook 

CombatCOVID Webpages 

Electronic Tablet  
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30. How helpful were the TESICO tools and materials which your site used? Please rate them 
using the following scale: 
* Not useful **Minimally useful *** Somewhat useful ****Very useful
 *****Extremely useful 
Please rank the three tools or materials your site found most useful for TESICO.  Select 1 
for the most useful, 2 for the next most useful, and 3 for the third most useful. 

TESICO 
How helpful was each of the 
tools or materials your site used? 
Use the drop-down menu to rate. 

Please rank the top 3 most 
useful tools or materials your 
site used.   

Study Overview Video     

Poster     

Flipbook     

Audio Flipbook     

Video Flipbook     

CombatCOVID Webpages     

Electronic Tablet      

 

31. What difficulties or challenges did you/your site face with using the TESICO tools and 
materials? 
Comments: 

32. What improvements would you suggest for the TESICO tools and materials? 
Comments: 

33. What additional tools and materials would be helpful for TESICO? 
Comments: 

34. Other than low COVID-19 cases in your community, what challenges to recruitment, 
consent, or study conduct did your site face that were not addressed by the tools and 
materials? 
Comments: 

35. Please provide any additional comments or suggestions. 
Comments or suggestions: 

THANK YOU FOR TAKING THE TIME TO COMPLETE THIS SURVEY! 

Your feedback is very much appreciated. 

 


