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CONSENT TO TAKE PART IN A RESEARCH STUDY
Dental Health Care Worker Consent Form

Title of Study: Pragmatic Return to Effective Dental Infection Control through Triage and 
Testing (PREDICT) - Rutgers Single Site Pilot

Principal Investigator: Cecile A. Feldman, DMD, MBA

STUDY SUMMARY: This consent form is part of an informed consent process for a research study 
and it will provide information that will help you decide whether you want to take part in this study.  It is 
your choice to take part or not. 

The purpose of the research is to refine protocols and logistics developed for performing screening 
and COVID-19 testing in dental offices. If you take part in the research, you will be asked to complete 
three screenings, two surveys and receive COVID-19 viral, antigen, and antibody tests.   Your time in 
the study will take about 2 hours over one month.

Possible harms or burdens of taking part in the study may be some discomfort from the screening 
procedure and/or a false sense of security if you have a negative result.  Possible benefits of taking 
part may be learning about your COVID-19 status..

An alternative to taking part in the research study is not taking part in the research study.

You are reviewing this consent form because you heard of pilot study being conducted in /read the flyer 
that was displayed in your department office or the Oral Medicine Clinic at Rutgers School of Dental 
Medicine and you are a dental healthcare worker (dentist/assistant/front desk personnel). You voluntarily 
expressed your interest in knowing more about the study. The information in this consent form will provide 
more details about the research study and what will be asked of you if you choose to take part in it. If you 
have any questions now or during the study, if you choose to take part, you should feel free to ask them 
and should expect to be given answers you completely understand.  After your questions have been 
answered and you wish to take part in the research study, you will be asked to sign this consent form. 
You are not giving up any of your legal rights by agreeing to take part in this research or by signing this 
consent form.

Who is conducting this study?
Cecile Feldman, DMD, MBA is the Principal Investigator of this research study.  A Principal Investigator 
has the overall responsibility for the conduct of the research. However, there are often other individuals 
who are part of the research team.

Dr. Feldman may be reached at Rutgers School of Dental Medicine, 110 Bergen Street, Newark, NJ  
07103.  Her phone number is (973) 972-4634.

The Principal investigator or another member of the study team will also be asked to sign this informed 
consent.  You will be given a copy of the signed consent form to keep.

Why is this study being done?
The COVID-19 pandemic has created serious concerns about the return of patients and dental 
professionals to the dental office.  This study is being done to test out methods to be followed in a large 
scale, multi-practice, clinical study focused on improving the safety of the dental office by improving triage 
procedures and developing standard COVID-19 testing protocols.  
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Who may take part in this study?
Anyone who is 18 years of age or older, who is able to understand and sign the consent form and works 
in a dental clinic can participate in this study. Also, you should be able to understand all study-related 
instructions in English, be willing and able to comply with all study procedures and be available for 
completing the required steps of the study.

Who may not take part in this study?
Anyone who has previously participated in the feasibility study cannot participate and anyone who is 
unwilling to have their de-identified data released to other researchers cannot participate in the study..

Why have I been asked to take part in this study?
You have been asked to participate because you work in a dental clinic.

How long will the study take and how many subjects will take part?
Up to twenty dentists, hygienists, assistants and front desk personnel are being asked to take part in this 
study.  The study is expected to take over a period of eight months to conduct (6 months) and analyze the 
results (2 months). 

What will I be asked to do if I take part in this study?

If you should choose to participate in this study, you may have to wait for up to 4 weeks for the start-of-
study, because study timepoints will be scheduled for batches of 5 to 10 participants at a time, for the 
sake of convenience. Your scheduled timepoints will be identified at the time of signing time- it will be 
scheduled during a time you are already at work, in a manner that least interferes with your work or with 
patient care. All study activities will take place in the Oral Medicine dental clinic at Rutgers School of 
Dental Medicine, scheduled during working hours without interrupting patient care. You will be asked to 
participate in three visits in the dental office over a one-month period:

 Visit 1 
o Undergo a COVID-19 triage screening 

 Screening includes questions, temperature check, and pulse oximeter reading
o Complete a survey: DHCW Start-of-Study Survey 
o Complete COVID-19 POC test 

 A nasal swab will sweep the inside of your nose
o Initiate COVID-19 PCR tests

 You will be asked to spit into a tube and brush your tongue
o Initiate a COVID-19 AB test

 Your finger will be pricked to collect a drop of blood 
o Estimated visit time: 35 min (10 min for survey (20 questions), 20 min for POC test (5 min 

for specimen collection, 15 for test processing), 5 min for AB test specimen collection)
 Visit 2

o Undergo a COVID-19 triage screening 
 Screening includes questions, temperature check, and pulse oximeter reading

o Complete COVID-19 POC test 
 A nasal swab will sweep the inside of your nose

o Estimated visit time: 25 min 

 Visit 3
o Undergo a COVID-19 triage screening 

 Screening includes questions, temperature check, and pulse oximeter reading
o Complete COVID-19 POC test 
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 A nasal swab will sweep the inside of your nose
o Initiate COVID-19 PCR tests

 You will be asked to spit into a tube and brush your tongue
o Initiate a COVID-19 AB test

 Your finger will be pricked to collect a drop of blood 
o Complete two surveys:

 DHCW End-of-Study Survey
 DHCW Participation Survey 

o Estimated visit time: 40 min (15 min for surveys (29 questions in all), 20 min for POC test 
(5 min for specimen collection, 15 for test processing), 5 min for AB test specimen 
collection)

Once the study is completed, the collected data will be made available to other researchers.  All data, 
including yours, will be de-identified.  

What are the risks of harm or discomforts I might experience if I take part in this study?
When you are have the nasal swab or tongue brushing is performed, you may experience some irritation.  

When your finger prick is done, there may be a bruise, or bleeding, or infection, at the place where your 
blood is drawn.  However, infection is rare.

As COVID-19 tests are not 100% accurate, if you test negative, you may gain a false sense of security.  It 
is important that you continue to wear your mask and social distance whenever possible. If you test 
positive, you will be directed to see you personnel physician or we can refer you to a physician for further 
instructions.  

All research data will be collected and stored in REDCap®, a HIPAA-compliant secure and password-
protected database with restricted access only to the PI and selected co-investigators. However, as with 
any database, there is a minimal risk for loss of confidentiality.

Are there any benefits to me if I choose to take part in this study?
The benefits of taking part in this study may be receiving free COVID-19 testing and gaining knowledge of 
your likely COVID-19 status.  However, it is possible that you may not receive any direct benefit from 
taking part in this study.

What are my alternatives if I do not want to take part in this study?
Your alternative is not to take part in this study.

How will I know if new information is learned that may affect whether I am willing to stay in the 
study?
During the study, you will be updated about any new information that may affect whether you are willing 
to continue taking part in the study.  If new information is learned that may affect you after the study or 
your follow-up is completed, you will be contacted.

Will I receive the results of the research?
Results from the surveys will not be provided but the results from the COVID-19 test will be provided.

Will there be any cost to me to take part in this study?
There will be no costs for you to take part in this study.

Will I be paid to take part in this study?
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You will receive a $125 check to take part in this study. Given the 7-day flexibility for each time-point, 
even if you test positive for COVID-19, you may still be able to complete study time-point even if required 
to self-isolate per your physician’s advice. If not the testing, at least the surveys can be completed at 
return to work. If all study time-point related surveys are completed, you will still be eligible to receive 
compensation as stipulated. 

How will information about me be kept private or confidential?
A link will be maintained between identified and de-identifiable data.  All efforts will be made to keep your 
personal information in your research record confidential, but total confidentiality cannot be guaranteed. 

Your PCR saliva, tongue cell or nasal swab sample will be sent to a lab in the Rutgers Medical Science 
Building for testing.  Your nasal swab point-of-care COVID-19 test will be processed in the clinic where 
you work and the swab discarded in a hazardous waste container.  The drop of blood from your finger 
prick will be absorbed into a tiny sponge.  The sponge is placed into a plastic container provided and sent 
to the Rutgers Public Health Research Institute for processing.  All of the biospecimen will be used for the 
lab assay. No biospecimen will remain for storage or future use. Your test results will be stored in 
REDCap which is a secure, password protected system maintained on Rutgers encrypted servers.  .

This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This 
means that the researchers cannot release or use information, documents, or samples that may identify 
you in any action or suit unless you say it is okay. They also cannot provide them as evidence unless you 
have agreed.  This protection includes federal, state, or local civil, criminal, administrative, legislative, or 
other proceedings. An example would be a court subpoena.
 
There are some important things that you need to know.  The Certificate DOES NOT stop reporting that 
federal, state or local laws require. Some examples are laws that require reporting of child or elder abuse, 
some communicable diseases, and threats to harm yourself or others.  The Certificate CANNOT BE 
USED to stop a sponsoring United States federal or state government agency from checking records or 
evaluating programs. The Certificate DOES NOT stop disclosures required by the federal Food and Drug 
Administration (FDA).  The Certificate also DOES NOT prevent your information from being used for other 
research if allowed by federal regulations.
 
Researchers may release information about you when you say it is okay. For example, you may give 
them permission to release information to insurers, medical providers or any other persons not connected 
with the research.  The Certificate of Confidentiality does not stop you from willingly releasing information 
about your involvement in this research. It also does not prevent you from having access to your own 
information.

What will happen to my information or biospecimens collected for this research after the study is 
over?

 All biospecimens will be destroyed during test processing or after the study is over.De-identified 
data will be sent to the National Institute for Dental and Cranial Facial Research (NIDCR) Dental 
Practice Based Research Network (PBRN) Network Coordinating Center.   De-identified data will 
be publicly available via the PBRN website.  

What will happen if I do not wish to take part in the study or if I later decide not to stay in the 
study?
It is your choice whether to take part in the research. You may choose to take part, not to take part or you 
may change your mind and withdraw from the study at any time.
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If you do not want to enter the study or decide to stop taking part, your relationship with the study staff will 
not change, and you may do so without penalty and without loss of benefits to which you are otherwise 
entitled.

You may also withdraw your consent for the use of data already collected about you, but you must do this 
in writing to Cecile A. Feldman, DMD, Rutgers School of Dental Medicine, 110 Bergen Street, Newark, 
NJ, 07045.

Any data that has already been sent to NIDCR PBRN Network Coordinating Center cannot be withdrawn 
because there may not be any identifiers with the data.

Who can I contact if I have questions?
If you have questions about taking part in this study or if you feel you may have suffered a research 
related injury, you can contact the Principal Investigator: Cecile A. Feldman, DMD, Rutgers School of 
Dental Medicine, 110 Bergen Street, Newark, NJ  07045, (973) 972-4634.

If you have questions about your rights as a research subject, you can contact the Rutgers IRB Director at: 
Newark HealthSci IRB, 65 Bergen St., SSB 511, Newark, NJ 07107, (973)-972-3608 or the Rutgers Human 
Subjects Protection Program at (973) 972-1149, email us at humansubjects@ored.rutgers.edu  or write us 
at 65 Bergen St., Suite 507, Newark, NJ 07107.

PERMISSION (AUTHORIZATION) TO USE OR SHARE HEALTH 
INFORMATION THAT IDENTIFIES YOU FOR A RESEARCH STUDY

The next few paragraphs tell you about how investigators want to use and share identifiable health 
information from your medical record in this research. Your information will only be used as described 
here or as allowed or required by law. If you sign this consent form, you agree to let the investigators use 
your identifiable health information in the research and share it with others as described below. Ask 
questions if there is something you do not understand.

What Is The Purpose Of The Research And How Will My Information Be Used?
You are being invited to take part in this research study which is described at the beginning of this form. 
The purpose of collecting and using your health information for this study is to help investigators answer 
the questions that are being asked in the research.

What Information About Me Will Be Used? 
 COVID-Triage responses
 Research Survey responses
 COVID-19 test results

Who May Use, Share or Receive My Information?
The research team may use or share your information collected or created for this study with the following 
people and institutions:
 Rutgers University Investigators Involved In The Study
 The Rutgers University Institutional Review Board and Compliance Boards
 The Office for Human Research Protections in the U.S. Dept. of Health and Human Services
 National Institutes of Health
 Dental Practice Based Research Network Coordinating Center
 New Jersey Department of Health
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Those persons or organizations that receive your information may not be required by Federal privacy 
laws to protect it and may share your information with others without your permission, if permitted by the 
laws governing them.  

Will I Be Able To Review My Research Record While The Research Is Ongoing?
No. We are not able to share information in the research records with you until the study is over. To ask 
for this information, please contact the Principal Investigator, the person in charge of this research study.  

Do I Have To Give My Permission?
No. You do not have to permit use of your information. But, if you do not give permission, you cannot take 
part in this study. (Saying no does not stop you from getting medical care or other benefits you are 
eligible for outside of this study.) 

If I Say Yes Now, Can I Change My Mind And Take Away My Permission Later?
Yes. You may change your mind and not allow the continued use of your information (and to stop taking 
part in the study) at any time. If you take away permission, your information will no longer be used or 
shared in the study, but we will not be able to take back information that has already been used or shared 
with others. If you say yes now but change your mind later for use of your information in the research, you 
must write to the researcher and tell him or her of your decision: Cecile A. Feldman, DMD, Rutgers 
School of Dental Medicine, 110 Bergen Street, Newark, NJ  07103.  

How Long Will My Permission Last?
There is no set date when your permission will end. Your health information may be studied for many 
years. The link between identified and de-indentified data will be maintained for six years after study 
completion.  

AGREEMENT TO PARTICIPATE
Subject Consent:

I have read this entire consent form, or it has been read to me, and I believe that I understand what 
has been discussed.  All of my questions about this form and this study have been answered.  I agree 
to take part in this study.

Subject Name (Print):

Subject Signature:  Date:

Signature of Investigator/Individual Obtaining Consent:

To the best of my ability, I have explained and discussed all the important details about the study 
including all of the information contained in this consent form.  

Investigator/Person Obtaining Consent (Print):

Signature:  Date: 
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