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[To be shown to participant on first digital page 
before they fill out a questionnaire or provide a sample]

(Image is current consent form and will be updated upon CDC clearance)
[image: ]
Help the U.S. Centers for Disease Control and Prevention (CDC) detect new variants of the virus that causes COVID-19 (SARS-CoV-2) and other microbes by participating in the Traveler-Based Genomic Surveillance (TGS) program. This program helps provide information about new and rare infectious diseases, including variants, in travelers arriving in the United States from other countries. 

Participation in this program is free, voluntary, and anonymous. If you choose to participate, you will be asked to provide 2 nasal swab samples and answer a brief questionnaire. Your swabs will be sent for laboratory testing for respiratory viruses and other microbes. One swab will be combined (pooled) with swabs of other participants for testing. The second swab will be tested individually if the pool of swabs has any positive test results. Some swabs with positive test results will undergo additional testing to provide more information about the microbes in those samples. 

We will not collect your personal identifying information, and your swab samples and information cannot be linked back to you. We will ask for some information about your demographics and places where you traveled. This information can help us understand factors that might be associated with microbes we identify. You can refuse to answer individual questions and still participate by providing samples. If you agree to provide samples for this program, you will not receive your test results because testing is anonymous. The results of your tests help public health combat the spread of infectious diseases and contribute to prevention efforts.  

To participate in the program, please read and agree to this consent. Throughout the consent, “you” and “your” refer to the person whose information and sample(s) are being provided for testing. By signing this consent, you confirm that you are the sample provider and:

A. You authorize the collection and testing of samples for infectious diseases of public health concern. You understand that all sample collections will be nasal swabs that you collect yourself. Collecting a sample may cause slight discomfort.  

B. You understand that the types of testing we use for this public health program (pooled and individual) might not be approved, cleared, or authorized by the Food and Drug Administration (FDA), and are not for use as a clinical diagnostic test. You will not receive the results of this test. The results are for public health monitoring only. 

C. You understand that CDC will receive test results, but no personal identifiers will be collected, making it impossible to link you to your sample. 

D. You understand that neither Ginkgo Biosecurity, XpresCheck, nor the CDC is acting as your medical provider, and this testing does not replace treatment by your medical provider. You should not make medical decisions without consulting a healthcare provider, disregard medical advice from your healthcare provider, or delay seeking such advice based on participation in this program.
     
E. You understand that CDC and Ginkgo Biosecurity may do molecular testing and genomic sequencing for microbes that may be present in your samples. No human genetic sequencing will be performed. 

F. You understand that you are providing your data and samples to Ginkgo Biosecurity and XpresCheck on behalf of the U.S. CDC and authorizing the use of data and samples as described in this consent statement. 

I am at least 18 years of age, and I have read and understand the terms of the free, voluntary, anonymous program, including the risks and benefits to me, and I consent to participate in the program. I understand that my consent can be withdrawn at any time.
·  [Participant to select button to proceed]
___________________________________________________________________________
Funding for this project was made possible by the U.S. Centers for Disease Control and Prevention (CDC). The views expressed in written materials or publications do not necessarily reflect the official policies of the Department of Health and Human Services nor does the mention of trade names, commercial practices, or organizations imply endorsement by the U.S. Government. For more information about the U.S. CDC’s Traveler-based Genomic Surveillance Program, please visit: About Traveler-based Genomic Surveillance | Traveler-based Genomic Surveillance | CDC or Home | Ginkgo Biosecurity  
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Please read and agree to this consent,
Holp the U, Confors for Disease Control and Provention (CDC) defect new variants ofthe virusthat causes COVID-19 (SARS-Ca¥-2) by parficipating i the Trvelor-based SARS-Coll-2 Genomic Surveillance (TGS) program. Geting fostod helps CDC detect new and rore SARS-Co¥-2
ariants and follow fronds over fime. As fesfing for and roporfing COVID-19 decroase globally, this progrom helps provide information about the variants infocting ravalers rom ofher couriries and pofential sks fo ho United Stafes.
Paricpation inthis program i free, voluntory, and anonymous. I you decide fo pariiipots, you wil bo asked fo provide 2 swab samplos from the lower 1/3 o your nostrils s insiructed by tho program staf. Your samples wilbe sont fo our labs or fesfing for SARS.CoV.2, he virus
that causes COVID-19. Ons swab willbe used for pooled festng, meaning it wll b fested together with swabs of other parfcipants. The second sampl may be fested if we nsed fo ook more closaly af any posiive pooled sample. Some posiive samples may be sent o CDC for
addtonal testing,
‘Wo will not callect your parsonl identifying information and your swab samples wil nat be linked back 12 you. We wil ask fr some information about your demographics, couriries whara you ravaled, priar history of COVID-19, and your most recent COVID-19 vaccinafion date. This
information can help us understand foctorsthat might be associoted with variants we identify. You can refuse fo answer any questions and sl parfcipate by providing o sample. I you agree o provide samples for this progrom, you wil nof recsive your st results bacausa testing is
anonymous and not linked fo your contact information, The rasults o your est can help CDC combat spraad of COVID-15.
“To poricipate n the program, ploase raad and ogreo fo his consent. Troughout tho consons,“you' and “your” rofor o the porson whoso information and sampls) are being provided fo fesing. By signing tis conson, you confirm that you are the sampio provider and:

A You authorize the cllection and testing of sampies for microbas including SARS-Co¥-2, the virus that causes COVID-19. You undorstand that o samlo callectons will be kower nasal swabs aither solf-collcted or collectod by progrom stof. Potential risks from colloting a samplo
may include sight discomor.

B.You undorstand that he fypes offesting wo use fo this survillance program (pooled and indiidual) may not be approvod, clearad, or authorized by the Food and Drug Adminisiration (FDA), and aro not for use as a clinical diagnostic fst. You will ot rocaive the resufsof this fos.
The results ore for public health surveilance purposes only

- You understand that you wil nof recsive or be noifed of any fest resuls. You understand that COC will aceive your fos resuifs, but o personl identiers il be used folink you fo your sample.

. You undorstand that neither Ginkgo Biosocurty, XprosChock, nor the CDC i acting as your madical provider and fhis esting doss no raplace fraament by your medical providar. You should ot make medical decisions without consulting a healthcar provider, disrogard medical
advico from your healhcare provider, r delay seeking such advice based on participation i his program

E.You understand that CDC and Ginkgo Biosecurity may do genomic soquencing on any SARS-CoV-2 virus found in o sample, ond molecular feting and genomic sequencing for other micrabos that may bo prosent in your samples. Theso fests are being conducted for public health
purposos. You wil no roceive rosutsforthese fosts and any rasults wil not be linked fo you. No human gensti sequencing wil be performed.

F-You undorstand that you aro providing your data and samples o Ginkgo Biosocurity and XpresChack and autharizing the use of dota and samples as described in his document

Funding for this project was made possibls by the U, Genters for Disease Contral and Prevention (CDC). The views exprassad n writien materials or publicafions do not necessariy reflct the official pliies of the Dapartment of Health and Human Servicas nor doss the mantion of
rade namos, commercil practice, o organizations imply andorsemont by the U Govornment. For moro information about e US CDC's Travaler-based Genomic Survellance Program, loaso visit htps://wwwne.cde.gov/travol/page/ravel-genomic-surveillanc.
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