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4540 Sand Point Way NE, Suite 100


Seattle, Washington 98105


(206) 525-5520 or toll-free (888) 400-7765


24-Hour Doctor on-call (206) 527-1200 


or toll free (800) 437-4055

RESEARCH INVESTIGATORS:
Stephen A Tilles, M.D., Executive Director

This consent form may contain words that you do not understand.  Please ask the study staff to explain any words or information that you do not clearly understand.  You may take home an unsigned copy of this consent form to think about or discuss with your family or friends before you make a decision.

In this consent form, “you” always refers to the subject.  If you are a legally authorized representative, please remember that “you” refers to the subject.

INTRODUCTORY STATEMENT AND PURPOSE

You may have been diagnosed with asthma or with allergies.  ASTHMA, Inc. conducts research studies for companies that want to test experimental drugs, devices, or treatments for asthma, allergies and other allergic diseases.  We are looking for subjects with asthma or allergies to take part in these research studies.  Different studies require different kinds of subjects.  The purpose of this pre-study screening visit is to find out if you may be eligible to take part in any of our studies.

EXPLANATION OF PROCEDURES

If you agree to take part in a pre-study screening, we will obtain details about your current and past health conditions and medications.  We will measure your temperature, heart rate, blood pressure, breathing rate, height and weight.  If it is necessary to get records from other healthcare providers, we will request your written consent.

If you are being evaluated for an asthma study, we will ask you to perform a lung function test.  You will blow into a spirometer, which measures how your lungs function.  It is possible that this could cause temporary shortness of breath and mild worsening of your asthma symptoms.  Rescue medication may be administered and you will be asked to perform another lung function to evaluate the effects of the rescue medication on your lung function.

If you are being evaluated for an exercise-induced asthma study, you may be asked to perform an Exercise Tolerance Test.  You will exercise for a pre-determined amount of time on the treadmill at a constant heart rate.  We will measure your lung function before and after to see how exercise affects your lung function.  It is possible the Exercise Tolerance Test could cause shortness of breath and worsening of your asthma symptoms.  Rescue medication is available
If you are being evaluated for an allergy study, you may be asked your health history and, if you are not taking any allergy medications, may undergo skin testing.  The skin testing involves putting a tiny amount of the substance you may be allergic to just under the skin, to see if you react to it.

RISKS AND DISCOMFORTS

Blowing into the spirometer may cause shortness of breath and wheezing.  If this happens, we will give you rescue medication which will help your breathing.  The Exercise Tolerance Test involves a very small risk of an irregular heart beat, drop in blood pressure, asthma attack, or even a heart attack.  To protect you from this risk, you will be continuously observed.  If at any time, you exhibit signs of heart trouble, discomfort due to asthma symptoms or want to stop, the test will be stopped and treatment administered.  The skin testing may cause discomfort, irritation, redness, swelling, itching, and difficulty breathing.  A severe allergic reaction could occur and could be life-threatening.  If this happens, we will give you epinephrine which will help stop the allergic reaction.

BENEFITS OF PARTICIPATION

As part of your evaluation, you may obtain updated information on the treatment of asthma and allergies.  However, you will not receive any medical benefits from this pre-study screening.

COSTS

There is no cost to you for this pre-study screening.  You will not receive any payment for this pre-study screening.

ALTERNATIVES

Your alternative is to stop further reading of this document.  However, if you are interested in learning more about participating in a research study following this pre-study screening, you will be asked to read the consent form for that specific study, and discuss it with the research staff and your own physician and family.  You may take it home with you if you wish.

The entry requirements for each study are different and there is no guarantee that once you complete the pre-study screening process you will remain eligible.

You do not have to participate in this pre-study screening to obtain treatment for your asthma or allergies.  We can refer you to a healthcare provider for care and treatment of your asthma and allergies.

COMPENSATION FOR INJURY

If you think you may have suffered an injury or side effect from this screening, call Dr. Tilles, or our ASTHMA, Inc. staff at 206-525-5520.

ASTHMA, Inc. will provide emergency treatment if needed.  In the event of a physical injury as a result of participating in this pre-study screening, medical care at routine cost will remain available to you at ASTHMA, Inc. or you will be referred for appropriate treatment.  You or your insurance company will be billed for the cost of any such medical care.  ASTHMA, Inc. does not have a program for monetary or other forms of compensation for research-related injury.

VOLUNTARY PARTICIPATION/WITHDRAWAL

Your participation in this pre-study screening is voluntary.  You may decide to discontinue the pre-study screening at any time.  Your decision will not result in any penalty or loss of benefits to which you are entitled.

Your participation in this screening may be ended at any time by Dr. Tilles or ASTHMA, Inc. staff without your consent.

QUESTIONS

If you have questions about this pre-study screening, or if you feel you have experienced a pre‑study screening related injury, contact:

Dr. Tilles or ASTHMA, Inc. staff at 206-525-5520.

If you have questions about your rights as a subject, you may contact:

Western Institutional Review Board® (WIRB®)

3535 Seventh Avenue, SW

Olympia, Washington 98502

Telephone:  1-800-562-4789 or 360-252-2500

E-mail:  Help@wirb.com.
WIRB is a group of people who perform independent review of research studies.

Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.

If your pre-study screening evaluation qualifies you for a research study and you wish to participate, you will receive a study-specific consent form.  If you agree to participate in this pre‑study screening, you will receive a signed and dated copy of this document for your records.

OTHER INFORMATION

We will keep information about you indefinitely.  ASTHMA, Inc. will keep this information as confidential as possible under local, state, and federal laws; absolute confidentiality, however, cannot be guaranteed.  Even if you are eligible to be in a research study, you do not have to agree to be a research subject.  We may call you in the future to see if you are interested in another research study, but you can always say no.  If you do not want us to call you, just let us know and we will remove your contact information from our database.

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

Federal regulations give you certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it.  Dr. Tilles or ASTHMA, Inc. staff must obtain your authorization (permission) to use or give out any health information that might identify you.

What information may be used and shared?

If you decide to participate in this pre-study screening, medical information that identifies you will be recorded.  The medical information obtained from the pre-study screening procedures will be used to find out whether you are eligible to take part in a research study.  This may include physical examinations, blood and urine tests, x-rays and other procedures or tests.  In addition, you may permit us to obtain information about your health history.

Who may use and give out information about you?

Your pre-study screening information may be given to a sponsor of a research study that you might take part in.  “Sponsor” includes any persons or companies that are working for or with the sponsor, or are owned by the sponsor.

Information about you and your health which might identify you may be given to:

· The U.S. Food and Drug Administration (FDA)

· Department of Health and Human Services (DHHS) agencies

· Governmental agencies in other countries

· The Western Institutional Review Board® (WIRB®)

Why will this information be used and/or given to others?

Information about you and your health that might identify you may be given to others to carry out a research study in which you might participate.  The sponsor will analyze and evaluate the results of the study.  In addition, people from the sponsor and its consultants will be visiting the research site.  They will follow how the study is done, and they will be reviewing your information for this purpose.

The information may be given to the FDA.  It may also be given to governmental agencies in other countries.  This is done so the sponsor can receive marketing approval for new products resulting from the research.  The information may also be used to meet the reporting requirements of governmental agencies.

The results of the research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed.

The information may be reviewed by WIRB®.  WIRB is a group of people who perform independent review of research as required by regulations.
What if I decide not to give permission to use and give out my health information?

By signing this consent form, you are giving permission to use and give out the health information listed above from the pre-study screening for the purposes described above.  If you refuse to give permission, you will not be able to be in this pre-study screening.

May I review or copy the information obtained from me or created about me?

You have the right to review and copy your health information.

May I withdraw or revoke (cancel) my permission?

Yes.  You may withdraw or take away your permission to use and disclose your health information at any time.  You do this by sending written notice to Dr. Tilles.  If you withdraw your permission, you will not be able to continue being in the pre-study screening and will not be able to participate in research studies at ASTHMA, Inc.

When you withdraw your permission to continue with the pre-screening procedures, no new health information which might identify you will be gathered from that point.  Information that has already been gathered will be destroyed once the written withdrawal notice is received.

Is my health information protected after it has been given to others?

If you give permission to give your identifiable health information to a person or business, the information may no longer be protected.  There is a risk that your information will be released to others without your permission.  ASTHMA, Inc. does not see or give out subject information to businesses or individuals without your written permission.

AUTHORIZATION

By signing this consent form, you have not given up any of your legal rights.  You will receive a signed and dated copy of this authorization for your records.

CONSENT

I have read the information in this consent form (or it has been read to me).  This pre-study screening and confidentiality information has been explained to me and I voluntarily agree to participate or allow my child to participate.  I may refuse to participate or allow my child to participate and withdraw at any time without penalty and without loss of benefits to which I/my child is otherwise entitled.  I was given an opportunity to ask questions, and they were answered to my satisfaction.  Any future questions that I may have about the pre-study screening or my/my child’s rights as a research subject will be answered by Dr. Tilles or ASTHMA, Inc. staff.

I authorize the use and disclosure of my (my child’s) health information to the parties listed in the authorization section of this consent for the purposes described above. 
By signing this consent form, I have not given up any of my/my child’s legal rights.

Consent and Assent Instructions:

Consent:
Subjects 18 years and older must sign on the subject line below


For subjects under 18, consent is provided by the Legally Authorized Representative

Assent:
Is not required for subjects 6 years and younger


Is required for subjects ages 7 through 12 years using the separate Assent Form


Is required for subjects ages 13 through 17 years using the Assent Section below

Subject’s Printed Name

CONSENT SIGNATURE

Subject’s Signature (18 years and older)
Date

I certify that under state law I am the legally authorized representative of the subject named above and that I am authorized to sign this consent form and health information authorization as described above.

Legally Authorized Representative’s Signature
Date

(when applicable)

________________________________________________________________________

Authority of Subject’s Legally Authorized Representative or Relationship to Subject

Person Conducting Informed Consent Discussion’s Signature
Date

ASSENT SIGNATURES, For Subjects Ages 13 through 17 years:

Assent:

This pre-study screening has been explained to me and I agree to participate.

________________________________________
_____________
_________

Subject’s Signature for Assent
Date
Age (years)

I confirm that I have explained the pre-study screening to the extent compatible with the subject’s understanding, and that the subject has agreed to participate.

________________________________________
__________________

Signature of Person Conducting Assent Discussion
Date

Signature of parent or legally authorized representative
Date

------------------------------------- Use the following only if applicable ---------------------------------

If this consent form is read to the subject because the subject (or legally authorized representative) is unable to read the form, an impartial witness not affiliated with the research or investigator must be present for the consent and sign the following statement:

I confirm that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject (or the subject’s legally authorized representative).  The subject (or the subject’s legally authorized representative) freely consented to be in the research study.

Impartial Witness’ Signature
Date

Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for enrolling subjects who do not speak English.
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Subject initials _______



Date _______________


