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Consent to be in a Research Study
Occupational exposures to waste anesthetic gases in healthcare professionals: 
Exposure Assessment 

Privacy Statement
The U. S. Centers for Disease Control and Prevention (CDC) is collecting data from healthcare workers who may be exposed to waste anesthetic gases (WAGs) in post-anesthesia care units (PACUs) of human or veterinary hospitals. This activity is conducted under the Public Health Service Act, Section 301 (“Research and Investigation”), authorized by 42 U.S.C. § 241, and the Occupational Safety and Health Act, Section 20 (“Research and Related Activities”), authorized by 29 U.S.C. § 669. The information will be used to assess occupational exposures to WAGs, evaluate the association between WAG exposures and acute health symptoms, recommend control measures to improve the work environment, and develop communication strategies to prevent healthcare worker exposure to WAGs. Participation in the survey is entirely voluntary, and healthcare workers who choose to participate—or not—will not face penalties or punitive actions.

The Privacy Act of 1974, 5 U.S.C. § 552a, governs the collection and use of this information. The information maintained by CDC will be covered by CDC’s System of Records No. 09-20-0147, Occupational Health Epidemiological Studies and EEOICPA Program Records and WTC Health Program Records, under 42 U.S.C. § 241, and the Occupational Safety and Health Act, Section 20, authorized by 29 U.S.C. § 669. See 76 FR 34706 (June 14, 2011), as amended by 83 FR 6591 (February 14, 2018). CDC will only disclose information from the system outside the CDC and the U.S. Department of Health and Human Services as the Privacy Act permits, including in accordance with the routine uses published for this system in the Federal Register, and as authorized by law. Such lawful purposes may include, but are not limited to, sharing summaries of collected information with participating facilities; no identifiable individual information will be shared. CDC and cooperating authorities will retain, use, delete, or otherwise destroy the designated information in accordance with federal law and the System of Records Notice (SORN) set forth above.  You may contact the system manager at dtq5@cdc.gov or iez1@cdc.gov or by mailing Respiratory Health Division, National Institute for Occupational Safety and Health (NIOSH), 1000 Frederick Ln, Morgantown, WV 20508, if you have questions about CDC’s use of your data.



1 Key Information Summary
Why is this study being done?
· The National Institute for Occupational Safety and Health (NIOSH) is conducting a research study to assess occupational exposures and acute health effects of waste anesthetic gases (WAGs) and recommend control measures to reduce WAG exposures for healthcare workers in veterinary hospital settings. 
What will I do?
· Wear two sampling devices, a passive badge for full-shift monitoring and a sorbent tube for task-based monitoring, to assess WAG exposures. Additionally, if you choose, you will wear tubing connected to a real-time instrument for approximately 20 minutes while providing patient care.  During your work, we will observe your tasks every hour from a distance so as not to intrude on your workspace. 
· You may choose to participate for a single day or extend your participation over multiple days. 
What are the potential risks?
· There are no known risks associated with wearing the sampling devices used in this research study. However, you may experience slight discomfort when being assisted with putting on the devices or being observed.
· There is also the potential for psychological or social stress if sampling results indicate exposures considerably outside the normal range (i.e., exceeding occupational exposure limits). 
· Participation in this research involves minimal risks to you. There is a small risk that information collected could be compromised. This risk will be minimized by assigning each participant a unique number and using that unique number (and not participant names) during data collections and analysis. Additionally, we will securely erase the key linking a worker’s name and unique ID from the field computer once study personnel have returned to secured CDC offices. Data will further be protected using password-protected computers and ensuring forms are locked and secured. Only NIOSH staff who are involved in this research will have access to the data. 
· There is potential for minimal psychological stress experienced by participants while retrieving de-identified patient information due to concern about incidental exposure of patient information to NIOSH staff. This risk will be minimized by NIOSH staff maintaining physical separation from the data provider during data retrieval; any inadvertently recorded identifiable information will be immediately deleted and will not be used for research purposes.
What are the potential benefits? 
· The only personal benefit from participating in this study will be the option to receive your individual air exposures to WAGs in the hospital. If you choose, an individual letter displaying your results will be mailed to you. 
· In general, results from this study will help inform communication materials that alert U.S. healthcare professionals to potential exposures present in different worksites and settings. 
Is my participation voluntary?
· Your participation in this research study is voluntary. You may decline to participate or drop out at any time, for any reason, without any penalties or consequences. 
We want to provide you with all the information you need to decide if you want to participate in this study. If you did not receive enough information to be able to decide, or if you want to discuss any of this information, please contact the co-principal investigators, Eun Gyung (Emily) Lee at dtq5@cdc.gov or 304-285-6146 and Reid Harvey at iez1@cdc.gov or 304-285-6377.

2 Who is conducting the study?
The National Institute for Occupational Safety and Health (NIOSH) is a federal agency that studies worker safety and health. We are part of the Centers for Disease Control and Prevention (CDC).

3 What is the purpose? 
Objective: The primary aim of this research is to assess occupational exposures to WAGs among healthcare workers in veterinary hospital settings. 

Justification: Understanding the relationship between WAG exposure levels and associated adverse acute health effects among healthcare workers is essential for developing effective control measures to reduce exposure. This study will also characterize adverse acute health effects related to WAG exposure. Participation in the health effects component of the study will require a separate informed consent form.

4 What will I do? 
· As a participant in this study, you will be asked to wear two sampling devices, a passive badge for full-shift monitoring and a sorbent tube for task-based monitoring, with the tube changing every hour (Fig. A). These devices will collect WAG air samples throughout your entire shift. The [image: A picture containing text, person

AI-generated content may be incorrect.][image: ]combined weight of these devices is approximately 0.6 lbs. At the end of workday, we will collect the devices.  
· If you also want to wear tubing connected to a real-time instrument, which will be placed in a mobile cart, we will follow you by moving the cart while you provide care to one or two patients (Fig. B). The expected duration of wearing this equipment is approximately 20 minutes. 
· During your work, we will observe your tasks every hour from a distance so as not to intrude on your workspace. 
· You may choose to participate for just one day or extend your participation over multiple days. 
· We will collect your name and job title for this exposure assessment. Your data will be assigned a unique participant identification number, and only the NIOSH research team will have access to the link between your name and this number. Your information will be used solely to contact you regarding the study and to provide you with your individual sampling results.

5 When, where, and for how long will I be needed? 
We will conduct this study at your facility during your normal work hours. We will collect the air samples as you go about your usual work tasks. We will request your participation for one or multiple days. Your total direct participation time will be about 10 minutes per day which includes the time taken to put on and remove the sampling devices.
6 Are there any risks?
· The sample collection equipment you will wear does not present any known risks. Nevertheless, there may be potentially slight risks that will feel a little discomfort from wearing sampling devices. If feeling discomfort, you will be given the option to take off the sampling devices and place it as close as possible to your work for short periods of time until you are ready to put it back on.  You can also remove the sampling devices during breaks. 
· There is a minimal risk that you may experience discomfort from brief physical contact by a NIOSH staff when helping the worker to put sampling devices. To minimize risk of discomfort from brief physical contact by a NIOSH staff, we will have the option to choose the same sex of the NIOSH staff, if possible, that helps you put on and remove the sampling devices. 
· There is a slight minimal risk that you may experience discomfort from briefly being watched during observation of workers performing tasks. NIOSH staff will make these observations every hour from a distance so as not to intrude on your workspace and to minimize discomfort from briefly being watched. 
· There is a slight risk that the information we collect about you may be accidentally disclosed to someone else, potentially leading to psychological or social stress due to a loss of privacy. Please refer to Section 12 for details on how we will store and protect personally identifiable information. 
· There is potential for minimal psychological stress experienced by participants while retrieving de-identified patient information due to concern about incidental exposure of patient information to NIOSH staff. This risk will be minimized by NIOSH staff maintaining physical separation from the data provider during data retrieval; any inadvertently recorded identifiable information will be immediately deleted and will not be used for research purposes.
·  There is a minimal risk that you may experience psychological effects from receiving exposure results outside the normal range, i.e., exceeding the corresponding occupational exposure limits. We will minimize the risk by explaining workplace exposures in relation to occupational exposure limits and known health effects. In the letter, we will also explain that exposures can be highly variable and it is important to confirm one-time high exposures with follow-up sampling. 

7 Are there any benefits?
· The only personal benefit from participating in this study is the option to receive your individual exposures to WAGs in the air at your workplace. You will receive your personal air sampling results free of charge. 
· In general, results from this study might increase our understanding of exposures to WAGs. Healthcare workers exposed to those chemicals at similar worksites may benefit from the results of this evaluation.

8	Is my participation voluntary?
· Your participation in the study is voluntary. You may choose to be in this study or not. You may decline to participate or drop out at any time, for any reason, with no penalty or loss of benefits to which you are otherwise entitled.
· You can stop participating in the study at any time by notifying the principal investigator in person or via the contact information in Section 17. We will include any information we collected about you in our analysis up to the point you stop participating unless you ask the principal investigator to exclude your information.   

9	What if I am injured or harmed at a NIOSH research facility or at another location where the NIOSH research project is being conducted? 
If NIOSH scientists find an imminent danger at your worksite, they will immediately notify workers and management at your facility. If researchers see behaviors or conditions that are not immediately dangerous but could be improved, they will inform the worker and management representatives at the closeout meeting following the completion of data collection at the site.  At this meeting, researchers may also share their observations, including observations of personal protective equipment use and controls. Researchers may share preliminary recommendations to reduce potential exposures, without identifying individual workers.
NIOSH will summon emergency medical aid by calling 911 if needed. NIOSH will not provide payment for medical care or compensation. If you believe NIOSH has been negligent in conducting the research study and you believe you have suffered a harm as a result, you have the right to pursue a legal remedy under the Federal Tort Claims Act (28 U.S.C. §§ 2671-2680 and 28 U.S.C. § 1346(b)). To learn more about how to file a Federal Tort claim, call the General Law Division of the HHS Office of the General Counsel at (202) 619-2155 or go to https://www.hhs.gov/about/agencies/ogc/key-personnel/general-law-division/index.html.



10   Will I be paid or reimbursed?
You will not be paid or reimbursed for participating. 

11   What alternative procedures might benefit me?
No alternative procedures are available for this study.

12   How will my personal information be protected?
· NIOSH is authorized to collect your personal information and will protect it to the extent allowed by law. Data for this study are collected under the system of record notice (SORN) CDC Privacy Act System Notice 09-20-0147 and will be maintained in accordance with the Federal Privacy Act of 1974. 
· You will be given a study ID that we will use to manage your data. In the field, all PII will either be with the project officer or on an encrypted flash drive or encrypted laptop computer. The consent form will contain the study ID, which will be the only link between your name and contact information, and the data collected. During site visits, all data that can identify you will be on a secure laptop computer; any paper records will be kept in a locked box with the study researchers. When we return from the site visit, paper forms will be kept in a locked file cabinet in a secure area at the NIOSH office, and digital data will be stored in a restricted access computer folder backed up daily on the CDC network. 
· The NIOSH research team will provide you with the results of your air sampling, if you choose. We will write the letter directly to you and not send it to your employer. The analysis of your samples can take 5-8 months to be completed so there can be a delay before you receive your results. We will share the results with participating facilities through a conference call or by providing summary tables. We will not disclose any individual air sample results with management at each participating hospital.
· We will publish scientific papers based on your data. However, any published study results will not include your PII; instead, we will use aggregated data for these publications. As a result, the likelihood of reidentifying participants from the results is very low.

13   Certificate of Confidentiality
This research project has a Certificate of Confidentiality from the Centers for Disease Control and Prevention (CDC). Unless you say it is okay, researchers cannot release information that may identify you for a legal action, a lawsuit, or as evidence. This protection applies to requests from federal, state, or local civil, criminal, administrative, legislative, or other proceedings. As an example, the Certificate would protect your information from a court subpoena.

There are some important things that you need to know. The Certificate DOES NOT protect your information if a federal, state or local law says it must be reported. For example, some laws require reporting of abuse, communicable diseases, and threats of harm to yourself or others.  The Certificate CANNOT BE USED to stop a federal or state government agency from checking records or evaluating programs. The Certificate DOES NOT stop reporting required by the U.S. Food and Drug Administration (FDA). The Certificate also DOES NOT stop your information from being used for other research if allowed by federal regulations.

Researchers may release your information when you say it is okay. For example, you may give them permission to release information to insurers, your doctors, or any other person not connected with the research.  The Certificate does not stop you from releasing your own information. It also does not stop you from getting copies of your own information.

14   Will I or anyone else receive overall study results?
· If you give us your contact information on this form, we will send your individual sampling results to you as soon as they are available. Your sampling results may take several months to reach you. We will not send your individual sampling results to the hospital. We will only share summarized results with the hospital.
· Please refer to Section 20 for the information that we provide to you. 
15   Will my personal information or samples collected from me be used in future research?
[bookmark: _Hlk121225855][bookmark: _Hlk120800757]Future research studies might use data from this study. We may remove your name and other identifiers from the information that we collect during the study and then use the information for future research studies without asking you for additional consent. We also may remove identifiers from the information that we collect and then share it with other researchers without asking you for additional consent.

[bookmark: _Hlk220323505]16   Is this a clinical trial? 
No

17   Who can I talk to if I have more questions? 
For questions about the research study, contact the co-principal investigators, Eun Gyung (Emily) Lee at dtq5@cdc.gov or 304-285-6146 and Reid Harvey at iez1@cdc.gov or 304-285-6377. 

For questions about your rights, your privacy, or harm to you, contact the Co-Chairs of the NIOSH Institutional Review Board (IRB) in the Human Research Protection Program at 513-533-8591 or cin-hsrb@cdc.gov.



















18   Your Signature
The study was explained to me. My questions were answered. I agree to be in the study by selecting one of the options:

______________________________________________________
Printed name of participant 

______________________________________________________
Participant signature                                                                    Date 

I have accurately described this study to the participant. 

____________________________________________________
Printed name of NIOSH representative 			Date 


____________________________________________________
NIOSH representative signature                                             Date


19   Additional Consents
Photos may be taken of workers performing work activities. Permission for researchers to take and use photos will be available for you to sign at the bottom of this section. Photos will only be taken of you if you give permission and sign this release. Photos will be used to show typical work activities or to help analyze when exposures happen. These may be included in reports on the company or other products NIOSH produces. The faces of workers in photos will be blocked or blurred to the extent possible. Photos will not include any individuals other than workers being observed.


____________________________________________________________
Printed name of participant

____________________________________________________________
Participant signature                                                     Date
20 The researchers are offering me my individual results. What should I consider when deciding whether to accept? 
You may want to receive your air sampling results so you can compare them to the occupational exposure limit and take steps to reduce exposures, if needed. The notification letter will include: what we did, what we compared your results to, what we found in air, and what happens next. Please see the sample notification letter for details.
You may not want to receive your air sampling results because these results may not have any meaning to you or because learning that you were exposed to excessive levels of chemicals being studied may cause distress. 

Please select one of the options below:
    □ No, please do not send me my individual exposure results. 
    □ Yes, please send me my individual exposure results. 
               □ by email 
	□ by postal mail 


______________________________________________________ 
Printed name of participant 

______________________________________________________
Participant signature and date

_________________________________________________ 
Participant email

____________________________________________________ 
Participant mailing address (street address) (apt.#) 

____________________________________________________ 
(city, state & zip code)
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