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development in smokers, suggesting that limiting smokers’ exposures to such constituents may 











alveolar CO ≤

will occur in Dr. Irina Stepanov’s 



the Masonic Cancer Center’s Dr. Irina Stepanov laboratory for storage and an

maximum of 10 years from the study’s end. A subject has the right to withdraw consent at any 



Stable vitals sign measurements (systolic BP ≤ 160 and >90 mmHg, 
diastolic BP ≤ 100 and >50 mmHg and heart rate ≤105 and > 45 bpm) as 





All cigarettes are detrimental to a person’s health and can lead to severe 



use an appropriate “double barrier” method of birth control (such as female use of a 

condom) or the female should be using prescribed “birth control” pills, injections, or implants. 

the participant after delivery to ask questions about the baby’s 



outcomes (satisfaction and crossover point), to detect two sugar conditions (high vs. low)’ 

α 



over effect will be tested by including the previous session’s condition, i.e., 2 

153). Note that the usual brand’s measure (collected at the 1st session) and other participant
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☒ In the University’s Box Secure Storage (box.umn.edu)

☒ ☒ ☒

☒

☒ ☒ ☒

☒

☒ ☒ ☒

☐

https://www.ctsi.umn.edu/consultations-and-services/data-access-and-informatics-consulting/bpic
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☐I will use an external hard drive or USB drive (“flash” or “thumb” drives) not 
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participants.  Coded ID’s will be used throughout the study by all the researchers involv



University of Minnesota’s Clinical and Translational Science Institute (CTSI) clinical trial 

the PI will review the participant’s binder and sign a form indicating study completion for that 



The study’s Data and Safety Monitoring Plan will be in compliance with the University of 

Masonic Cancer Center Data and Safety Monitoring Council (DSMC) will review the trial’s 

● : If the participant answers ‘YES’ to Questions 1, 2, or 3, 
the interviewer will assess for an ‘Adverse Event.’ 



Information about all SAEs will be collected and recorded on the project’s Serious Adverse 

confidential and that no information will be shared with the participants’ clinicians unless the 



procedures prior to signing the consent form. Assessment of the subject’s understanding 

using the ‘UMN e Biomedical’. The template will be 

Administration’s
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The study will be conducted at the University of Minnesota’s Tobacco Research Programs 





https://www.industrydocumentslibrary.ucsf.edu/tobacco/docs/#id=fxbl0037




http://www/
https://wwwwhoint/tobacco/publications/prod_regulation/standard-operation-validation-08/en/
https://wwwwhoint/tobacco/publications/prod_regulation/standard-operation-validation-08/en/














Does your study… If yes…
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https://drive.google.com/file/d/0B7644h9N2vLcMTl0ZE9yQkhLd3c/view
mailto:research@gillettechildrens.com
mailto:ancillaryreview@Fairview.org
mailto:medreg@umn.edu
https://policy.umn.edu/research/indide
https://drive.google.com/uc?export=download&id=0B7644h9N2vLcOWtzU2FmSU5oS0U
https://drive.google.com/uc?export=download&id=0B7644h9N2vLcOWtzU2FmSU5oS0U
mailto:hrpp@umn.edu
https://www.cancer.umn.edu/for-researchers/investigator-resources/cancer-protocol-review-committee
mailto:ccprc@umn.edu
https://radsafety.umn.edu/human-use-application-and-resources
https://radsafety.umn.edu/human-use-application-and-resources
mailto:barmstro@umn.edu
https://www.cmrr.umn.edu/preirb/user/user.php
https://www.cmrr.umn.edu/preirb/user/user.php
mailto:ande2445@umn.edu
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If you select “No” in ETHOS, the 
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If you select “No” or “I Don’t Know” in 

https://eprotocol.umn.edu/userLogin.do
https://research.umn.edu/units/obao/about-us/contact-us
mailto:privacy@umn.edu
mailto:ancillaryreview@Fairview.org
https://ctsi.umn.edu/services/regulatory/clinical-trial-monitoring
mailto:fencl003@umn.edu
mailto:bpic@umn.edu
mailto:becca002@umn.edu
mailto:fencl003@umn.edu
mailto:oncore@umn.edu
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