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INFORMED CONSENT DOCUMENT

I.  Project Title:
The effect of personal protective aids on hypertension and diabetes, in people exposed to high levels of air
pollution

Il. Introduction/Purpose
You are being asked to participate in this research study because you are part of Dalkhola town where
this research study is being conducted. Heart disease is increasingly becoming common in India and the
two major risk factors for heart disease are high blood pressure (hypertension) and high blood sugar
(diabetes). The purpose of this research study is to study the effects of personal protective aids (air
purifier and N95 mask) on blood glucose and blood pressure in communities such as yours.

lll. Expected Duration of the study and number of research participants:
You will be one of around 150 participants enrolled in this research. Total Duration of study is 10 weeks;
however, you will be asked to wear a face mask and use an air purifier for 8 weeks.

IV.  Study Procedures
You will be asked to use an air purifier for 12 hours when you’re at home (during the hours of 8 PM to
8 AM) and wear a N-95 mask when you are outdoors (that includes any activity outside your home).
You will be given air purifiers and a reusable N95 face mask by our community health workers (CHWs).
Our CHWs will train you on how to use them. They will also record your blood glucose and blood
pressure every 2 weeks. The study will be divided into 2 parts, 4 weeks each. You’ll be in part | for 4
weeks and then will have a break for 2 weeks. Later on, we will put you in part Il for 4 weeks; which
completes 10 weeks of the study duration. The study will be supervised by local coordinators and
investigators.

V. Risks and discomforting of patients:
Your participation in this study does not involve any physical risk to you. The puncture of your skin with
a lancet to draw blood for measuring your blood sugar can be painful; however, this discomfort is very
minimal and brief. For most people, lancet punctures to get blood samples do not cause any serious
problems; however, they may cause bleeding, bruising, discomfort, infections, dizziness, or fainting.

VI. Benefits

You may not benefit from participation in the study. However, your participation may lead to a better
understanding of the benefits of these personal protective devices; which in turn will reduce
cardiovascular risk factors (diabetes and hypertension) in the whole community. This might allow
doctors to take better care of patients like you. This will also help us provide evidence to policymakers
to take strict measure to control air pollution.

VII. Financial Information

There is no direct cost to you or your insurance for participation in this study. There will be no financial
benefits for participating in the study. CHWs will provide you with air purifiers and N95 face mask. You
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will be able to keep the N-95 mask at the end of the study. The indoor air purifier will be collected by
the CHW at the end of the study.

VIIl. Research-Related Injury
There is no risk involved which will lead to research related injury.

IX.  Summary of your rights as a participant in a research study

Your participation in this research study is voluntary. Refusing to participate will not alter your usual
health care or involve any penalty or loss of benefits to which you are otherwise entitled. If you decide
to join the study, you may withdraw at any time and for any reason without penalty or loss of benefits.
If information generated from this study is published or presented, your identity will not be revealed. In
the event new information becomes available that may affect the risks or benefits associated with this
study or your willingness to participate in it, you will be notified so that you can decide whether or not
to continue participating.

X. Confidentiality
All your identifying information such as name, phone number and address will be accessible only to the
study personnel (Dweep Barbhaya & Aditya Khetan). This information will be kept safe and confidential
by the said personnel. All your data will be stored in a secure database with access only to some of study
investigators. The local study investigators will have access to the data, but the data will not be released
to government authorities or any person not involved directly with the study. The information will not
be revealed unless required by the law.

Xl.  Alternatives to Study Participation
Subjects do not have to participate in the study. Non-participation will not in any way affect you or your
relationship with the community and physicians in the community.

Xll.  Disclosure of your study records

Efforts will be made to keep the personal information in your research record private and confidential,
but absolute confidentiality cannot be guaranteed. IIT-Kanpur IRB board may review your study records.
If your records are reviewed, your identity could become known, but only to those authorities concerned
with research.

Xlll.  Contact information

has described to you what is going to be done, the
risks, hazards, and benefits involved of participating in the study.

The study is being conducted locally by ‘Dalkhola SEHAT Welfare Society’ and the local site in charge is
Dr. Dweep Barbhaya & Dr. Aditya Khetan. They can be contacted at +91-9819403829/+91-9434055047
or by email at dweepbarbhaya@gmail.com or dradityakhetan@gmail.com.

The Principal Investigator, Dr. Anubha Goel, can also be contacted at anubha@iitk.ac.in
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If the researchers cannot be reached, or if you would like to talk to someone other than the researcher(s)
about concerns regarding the study; research participant’s rights; research- related injury; or other
human subject issues please contact:

Member Secretary Institution Ethics Committee — IITK,
FB - 624,

Faculty Building,

IIT Kanpur

Kanpur - 208016.

XIV. Consent:

| have or have had read to me the information given in the informed consent document for this study entitled:
“The effect of personal protective aids on hypertension and diabetes, in people exposed to high levels of air
pollution.”

1. | have received an explanation of the nature, purpose, duration, and foreseeable effects and
risks of the trial and what | will be expected to do. My questions have been answered
satisfactorily.

2. lunderstand that my participation in the study is voluntary and | may refuse to participate or
may withdraw from the trial at any time, without penalty or loss of benefits to which | am
otherwise entitled.

3. | further understand that any information that becomes available during the course of the
study, that may affect my willingness to take part, will be communicated to me.

4. |Institutional Ethics Authorities may wish to examine my medical records to verify the
information collected. By signing this document, | give permission for this review of my records.

5. lunderstand that my identity will not be revealed in any report or publication.

6. |agree to take partin above study.

Name of research participant Signature/thumb impression of research participants Date

Name of person Administrating Consent Signature of the person administering consent Date

Name of Legal Representative Signature of Legal Representative Date
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